3AKOH 3A JEKAPCTBEHMTE IMPOJIYKTU B XYMAHHATA
MEJIULIAHA

B cuna om 13.04.2007 2.

O6n. /IB. 6p.31 om 13 anpun 2007e., usm. /[B. 6p.19 om 22 ¢hespyapu 20082.,
usm. /IB. 6p.65 om 22 wnu 20082., usm. /{B. 6p.71 om 12 aszycm 2008e., uzm. JB. 6p.10
om 6 ¢gpespyapu 2009e., usm. /IB. 6p.23 om 27 mapm 20092., uzm. [B. 6p.41 om 2 onu
2009z2., usm. /IB. 6p.88 om 6 noemepu 2009e., uzm. /[B. o6p.102 om 22 dexemspu 2009e.,
usm. AB. 6p.59 om 31 roau 2010e., usm. JIB. 6p.98 om 14 oexemepu 2010e., uzm. /{B. 6p.9
om 28 anyapu 201 12., usm. [{B. 6p.12 om 8 ghespyapu 201 12., usm. JB. 6p.60 om 5 aseycm
2011z., usm. /IB. 6p.61 om 9 aseycm 201 12., usm. /[B. 6p.38 om 18 mati 20122., uzm. u oon.
JB. op.60 om 7 aseycm 20122., usm. u oon. /{B. 6p.102 om 21 dexemspu 20122., usm. JIB.
op.15 om 15 ¢espyapu 2013e., oon. /[B. 6p.1 om 3 anyapu 2014e., usm. u oon. /[B. 6p.18
om 4 mapm 2014e., uszm. [[B. 6p.12 om 13 ghespyapu 2015e., uzm. u oon. /[B. 6p.48 om 27
tonu 20152., usm. J[B. 6p.43 om 7 onu 2016e., usm. JB. 6p.85 om 24 oxkmomepu 20172.,
oon. /[B. op.103 om 28 dexemspu 20172., usm. u oon. /{B. 6p.84 om 12 okmomepu 2018e.,
oon. J[B. 6p.91 om 2 noemepu 20182., usm. u oon. /[B. 6p.102 om 11 dexemspu 2018e.,
usm. /{B. 6p.17 om 26 gpespyapu 2019e., uzm. u don. /[B. 6p.64 om 13 aseycm 2019e., usm.
HB. 6p.17 om 25 ¢pespyapu 2020z., usm. IB. 6p.52 om 9 ronu 2020e., usm. u oon. /[B. 6p.67
om 28 wonu 2020e., usm. u don. /[B. 6p.103 om 4 oexemepu 2020e., uszm. u don. /[B. op.105
om 11 oexemepu 2020e., oon. /[B. 6p.62 om 5 aseycm 20222., usm. /[B. 6p.84 om 6
oxmomepu 20232., oon. /[B. 6p.88 om 20 okmomepu 20232., usm. u oon. /[B. 6p.16 om 23
gespyapu 2024e2., usm. /IB. 6p.39 om I mau 2024e.

[Ipoekt: 602-01-67/27.07.2006 r.

I'naBa mbpBa.
OBIIH MOJIOKEHUSA

Paznea L.
O01mm pasnopenou

Un. 1. To3u 3aKOH ypexaa yCIOBHSATA U peaa 3a:

1. paspemaBaHe ymnoTpebara WJIM pErUCTpALUsATa Ha POMHILIEHO
MIPOU3BEICHU WK IPOU3BEJIEHH 110 METO/, BKIIFOUBAILl IPOMUIILIEH MPOIIEC, JIEKApCTBEHU
MPOJIYKTH, TPETHA3HAYEHH 32 XyMaHHATA MEJIMLIUHA,

2. (m3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) pa3pemiaBane
IIPOU3BOJICTBOTO M BHOCA HA JIEKAPCTBEHU MPOIYKTH;

2a. (HoBa - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) npou3BOACTBOTO,
BHOCA U THPrOBUSATA HA €APO C AKTUBHU BEILIECTBA;

3. pa3pelaBaHe U NMPOBEKJaHE HA KIMHUYHU U3IIUTBAHNUS;

4. THProBUsATa Ha €IPO U Ha IPeOHO C JIEKAPCTBEHH MPOIYKTH;

5. mapa’selieH BHOC Ha JIeKapCTBEHU MPOIYKTH;

Sa. (aoBa - /IB, 6p. 102 o1 2012 r., B cuna ot 21.12.2012 r.) mocpeAHIYECTBO
B 00J1aCcTTa Ha JIEKAPCTBEHUTE NMPOIYKTH;
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56. (moma - JIB, 6p. 18 ot 2014 r.) U3HOC Ha JIECKAPCTBEHU MPOAYKTH 1O peaa
Ha riasa gesera "0";

6. pexiiamara Ha JIEKapCTBEHH MPOIYKTH;

7. mpocnensBaHe OE30MACHOCTTa Ha IyCHATUTE HA IMazapa JIEKapCTBEHHU
TPOIYKTH;

8. kmacupuKkanmsaTa 3a HAYMHA HA TPEANUCBAHE U OTIyCKaHE Ha
JIEKapCTBEHUTE MPOIYKTH;

9. KOHTpOJIa HA TPOU3BOJICTBOTO U BHOCA, HA THPrOBUATA HA €[pO U JAPEOHO,
MIPOBEXAAHETO HA KIIMHUYHU U3MUTBAHU, HA peKjlaMaTa U Ha CUCTeMara 3a pocIie/iiBaHe
0e30MacHOCTTa Ha MyCHATUTE Ha Ia3apa JICKAPCTBEHU MPOTYKTH;

10. nenooOpa3yBaHeTO Ha JIEKAPCTBEHUTE MIPOYKTH;

11. U3roTBAHETO HA TO3UTUBEH JIEKAPCTBEH CIHCHK;

12. (moBa - JIB, 6p. 67 ot 2020 r.) mpocnensBaHe Ha edeKkTa OT TepanusiTa ¢
JICKapPCTBEHH MTPOTYKTH.

Un. 2. To3u 3akoH MMa 3a Led Ja Ch3JaJ€ YCIOBUSA, KOUTO OCUTYpsIBAT
IyCKaHe Ha Ia3apa Ha JIEKapCTBEHHU IMPOAYKTH, KOUTO OTrOBapsAT Ha M3MCKBaHMATA 3a
Ka4ecTBO, 0€30IaCHOCT U €PUKACHOCT.

Ui 3. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) JIekapcTBeH
MPOJYKT B XyMaHHATa MEIULIMHA €:

1. BCSKO BEIIECTBO WM KOMOWHAIMS OT BEIIECTBA, MPEICTAaBEHU KAaTO
MIPUTEKABAIIX CBOMCTBA 3a JICUeHHE WU NpOoUIaKTHKA Ha 3a00JISIBaHMs IPU XOPa, WIH

2. BCSIKO BEIECTBO WJIM KOMOWHAIIMS OT BEIIECTBA, KOUTO MOrar jJa ObaaT
M3MOJI3BAaHU WM TIPUJIaraHy Ha Xopa C Led:

a) BB3CTAHOBSIBAHE, KOPUTHPAHE WA MPOMSIHA HAa (PU3UOIOTHIHH (PYHKIIHH
ype3 (hapMaKoIOrHyHO, UMYHOJIOTHYHO MU METa0OIUTHO JEHCTBUE, UITU

0) mocTaBsHEe Ha MEIUIIMHCKA JUArHO3a.

(2) BemecTBo € Besika MaTepusi, YUUTO MPOU3XOA MOXKE Ja Obe:

1. yoBenTkH (YOBEIIKA KPHB, YOBCIIKH KPBBHU TPOAYKTH U JIPYTH);

2. )KUBOTUHCKHU (MUKPOOPTaHU3MHU, )KUBOTUHCKH OPTaHU, EKCTPAKTH, CEKPETH,
TOKCHHU, KPBBHU TIPOJIYKTH U JAPYTH);

3. pactuteneH (MUKPOOPTaHU3MHU, PACTEHUS, YACTH OT PACTEHUS, PACTUTEITHU
€KCTPaKTH, CEKPETH U JIPYTH);

4. XUMUYECKH (€IeMEHTH, MPUPOJIHNA XUMUYHHU MAaTepUAIIU, CHHTETUYHU WU
MOJTYCHHTETUIHH BEIIECTBA U IPYTH).

Ui 4. Koraro euH NpoayKT OTroBapsi €THOBPEMEHHO Ha XapaKTePUCTUKUTE
Ha JICKapCTBEH NPOAYKT U Ha IIPOJYKT, YPEIEH C IPYT 3aKOH, CE MpUJIaraT U3UCKBAHUATA
Ha TO3H 3aKOH.

Un. 5. JlekapcTBeHHUTE TPOAYKTH C€ KIACH(UIMPAT CHIIACHO AHATOMO-
TEpaneBTUYHO-XUMHUYHA KiIacu(uKaIys B ChOTBETCTBHE C M3UCKBaHMITa HA CBeTOBHATA
3npaBHa opranuzanus (C30).
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Un. 6. To3u 3aKOH HE Ce IpuJjara 3a:

1. XepMEeTHYECKHU 3aTBOPEHU PATUOHYKIUIN;

2. KpbB, MJa3Ma WIA KPbBHU KJIETKU OT YOBELIKUA MPOU3XOJl, C U3KIIIOUEHUE
Ha IJ1a3Ma, KOSATO € IOJIydeHa 110 METOJ], BKJIFOYBAILl IPOMUIIIEH IIPOLIEC.

Un. 7. (1) Pa3pemaBaT ce mpou3BOJACTBOTO, BHOCHT, ThProBUsATA HA €IPO U
IpeOHO, pekjiamaTa U JICYEHUETO, TPpOopUIaKTHKATa U TUATHOCTHKATA CaMo C JIEKapCTBEHU
IPOAYKTH, KOUTO Ca MOJYYHJIN pa3pelieHre 3a ynorpeda 1o pesia Ha:

1. TO3M 3aKOH, UJIH

2. Permament (EO) Ne 726/2004 na EBponeiickus napinamenT u CbBera.

(2) 3abpansiBaT ce BHOCHT, THPrOBHSATA, JECYCHUETO, MPOQHIAKTHKATA W
JTUATHOCTHKATA C JICKAPCTBEHU MPOYKTH C U3TEKBJI CPOK Ha TOJTHOCT.

(3) IIpurexxaBaHeTo Ha pa3pelIeHHE WM YAOCTOBEpEHHE 3a YIoTpeda,
MIPOM3BOJICTBO U KIIMHWYHY M3IUTBAHMSI HA JIEKAPCTBEHH MPOTYKTH, U3IAJCHH T10 Peia Ha
TO3U 3aKOH, HE € OCHOBaHHE 32 OCBOOOXKIaBaHE OT OTTOBOPHOCT CHITIACHO JEHCTBAIIOTO
3aKOHOJATEJICTBO.

Y. 8. He ce u3uckaa paspelieHue 3a ynorpeda o peja Ha TO3U 3aKOH 3a:

1. IekapcTBEH MPOJYKT, IPUTOTBEH 110 MarkucTpajiHa pelenTypa B anTeka,

2. IeKapCTBEH NMPOAYKT, IPUTOTBEH 110 (hapMaKoIeiiHa penenTypa B anTeka,

3. MEXIUHHU OPOAYKTH, IpeHA3HAUYEHH 3a MPOU3BOJCTBEHA 00pabOTKa OT
JMLE, OIYYUIIO pa3pelieHre 3a IPOU3BOICTBO 10 PeJja Ha TO3U 3aKOH;

4. aKTUBHM U IIOMOIIIHH BELIECTBA;

5. IeKapCTBEHU MPOYKTH B TPOIIEC Ha pa3padOTBaHE W/WIIH U3ITUTBAHE;

6. JIeKapCTBEHU NMPOJYKTH, IIPEAHA3HAYECHHU 32 U3HOC;

7. (noBa - 1B, 6p. 71 ot 2008 r., B cmina ot 12.08.2008 r., u3m. - 1B, 6p. 102
or 2012 r., B cuna ot 21.12.2012 r.) nexapcTBeH NPOIYKT 3a MOJIEPHA Tepanusi, KOUTO ce
M3TOTBS 3a KOHKPETEH MalMeHT [0 MHIMBUIYATHO JIEKApCKO MpEANHCcCaHue ChbOOpa3HO
cneuu(UYHM CTaHJApTH 3a KayecTBO W ce npuiara B JeyeOHO 3aBeJeHHE Ha
M3KJIIOUMTENHATa TPO(eCHOHAIHA OTTOBOPHOCT Ha JIEKapsl.

Yn. 8a. (Hos - JIB, Op. 102 ot 2012 r., B cuwia ot 21.12.2012 r.) Ilpu
IPOM3BOJICTBOTO HA JICKAPCTBEHH MPOJYKTH, MPEeJHA3HAUEHH €IMHCTBEHO 3a U3HOC, Ha
MEXIUHHA TPOAYKTH, AaKTHBHM BEIIECTBA M Ha IOMOIIHU BEIIECTBA C€ MpHjaraT
CBHOTBETHUTE pa3nopeion Ha riiaBa MeTa.

Un. 9. (1) Jleuenne Ha KOHKPETEH MAIMEHT MOKeE J1a Ce MpHJIara ¢ JIeKapCTBEH
MPOJYKT, KOWTO HE € pa3pelieH M0 pela Ha IiiaBa TpeTa, MO CIeNHajHa Mophuka Ha
nedeOHO 3aBefieHre 3a OOTHUYHA IMOMOII TP YCJIOBHSI M TIO pejl, ONpe/elieH: ¢ Hapeaoa
Ha MUHHCTHpPA Ha 3]IpaBeoOIa3BaHETo.

(2) PwkoBoguTensT Ha JIe4eOHOTO 3aBEJCHHE HOCH OTIOBOPHOCT 3a
MIPUJIAraHETO Ha JICYEHUETO MO0 ai. 1.

(3) (Homa - JIB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) Jleuenuero c
JIEKapCTBEH MPOAYKT 3a ChCTpajaarenna ynorpeda coriacHo wi. 83 ot Permament (EO) Ne
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726/2004 na EBporneiickus mapiaamMeHT U Ha ChBeTa Ce U3BBPIIBA MPU YCIOBUS U TI0 e,
orpeneneHu ¢ Hapeabara mo ai. 1.

Y. 10. (1) MuHUCTBPBT Ha 3/1paBEoOIa3BaHETO 10 MOTUBUPAHO MPEJIOKEHNE
HAa TJIABHUA IbP>KaBEH 3/IpaBeH MHCIEKTOP, ChIIIACYBAHO C U3M'BJIHUTEIHUS TUPEKTOP Ha
WM3nbinurennata areHuusa no JiekapcerBata (MAJI), moxe cbc 3amoBej] Ja pa3peliu
JIeYEeHUE 3a ONPEIENICH CPOK C JIEKAPCTBEH MPOAYKT, KOHTO HE € pa3pelleH Mo peaa Ha
rJlaBa TpeTa, KOraro B CTpaHaTa MMa OOsBEHA eNMuAEeMHUs, NMPUYUHEHA OT MATOrCHHHU
MUKpPOOPTaHM3MHU WJIM TOKCHMHH, WM HMa [PEANoyjiaraeMo WIH MOTBBPIACHO
pa3npoCTpaHeHUEe Ha XUMHUYECKH areHTH WM SIpeHa paauanus W HAMa MOIXOSII
paspeliieH 3a yrnoTpeda J1eKapcTBEH MPOIYKT.

(2) B cayyaute mo am. 1 mpuTexaTenuTe Ha paspelieHHe 3a yrnoTpeoda,
MPOU3BOJUTENINTE M MEIUIUHCKATE CHEHHATUCTH HE HOCAT TpakIaHCKa WIH
aJIMAHUCTPATHBHOHAKA3aTE€JIHA OTTOBOPHOCT 3a IMOCJEICTBHATa TpU yrHorpeba Ha
HEpa3pelIeHo MOKa3aHue Ha JIEKAPCTBEH MPOAYKT WM Ha JIEKapCTBEH MPOAYKT, KOUTO He
€ pa3pellleH 110 pejia Ha IJlaBa TpeTa.

(3) Pasmopenbara Ha ain. 2 He M3KIOYBA OTTOBOPHOCTTA 32 IE(PEKTHU CTOKH
ChIJIACHO 3aKOHA 32 3allUTa Ha OTPEOUTEUTE.

Y. 11. (1) MUHHCTBPBT Ha 3[IpaBeOIa3BaHETO MOKE 10 MPUYNHH, CBbP3aHU
ChC 3alllMTa 3/IpaBETO HAa HACEJICHHETO, ChC 3all0BE] Ja pa3Nopeau Ha U3IbIHUTEIHUS
mupektop Ha MAJI na pa3pemu 3a ynorpeda JiekapcTBeH IPOAYKT, KOWTO HE € pa3pelicH
3a ynotpeba Ha TeputopusaTa Ha PemyOnuka bbarapus u 3a KOHTO HsAMa MOJAACHO
3asiBJICHUE 32 U3/laBaHE Ha pa3pellieHue, HO € pa3pellieH B Apyra AbprKaBa YJIeHKa.

(2) B cayyaute mo an. 1 wu3mbIHUTENHUAT Aupekrop Ha WMAJL wmm
YI'BJIHOMOIIIEHO OT HETO JIUIIE:

1. uHopMupa npuTeKaATENA Ha pa3pelICHUETO 3a YIOoTpeba Ha JIeKapCTBEHUS
MPOJYKT 3a 3all0YBaHE Ha MpOoLeaypa M0 pa3peliaBaHeTo Ha MPOAYKTa 3a yrnoTpeoa;

2. BIMCBA KAaTO IpUTEXKATEN B U3JaICHOTO Pa3peLIEHUE JIULETO O T. 1;

3. W3HMCKBa OT pEryjaTOpHUsl OpraH Ha JbpkaBaTa 4WIEHKa, H3/ajia
paspelIeHneTo 3a ynorpeda, Konue oT OLIEHbUHUS JO0KJIa] U KOMKE OT pa3pelIeHHeTo 3a
ynorpeoa.

(3) (Jom. - IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) UsnpnHuTenHaTa
areHIys 110 JIEKapcTBaTa € JUThKHa Ja OCUTYPHU ChOTBETCTBHE HAa €TUKETA, JIMCTOBKATA 3a
nalnMeHTa, kiacudukanusaTa, pekiiamara U IpocieIsiBaHETO Ha Oe30MacHOCTTa Ha
IyCHAaTUsl Ha Ta3apa JIEKapCTBEH MPOIYKT MO ald. 1 ¢ M3UCKBaHMSTA HAa TO3M 3aKOH.
HNudopmanusTa BbpXy OllaKOBKaTa U B JMCTOBKATa Ha JIEKApCTBEHUS MPOJYKT MO ail. 1 He
€ 3abJKUTENTHO J1a ObJie Ha OBJITapCKU €3UK.

(4) Uznbnautenuust aupektop Ha UAJI undopmupa EBponelickata komucus
3a W3JaJICHUTE pa3peuieHuss mo aja. 1, 3a MMEeTo M ajgpeca Ha MpHUTEXarens Ha
pa3peleHneTo, KakTo U 3a JlaTaTa Ha IPEKpaTsSBaHe HA BAIUIHOCTTA UM.

Yn. 12. (1) Odpunnanna papmaxones B Penydnuka benrapus e EBponeiickara
dbapmakories.
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(2) Odbunmannara papmakornes: Moxke 1a ObJie JOMBJIBaHA C U3UCKBAHUATA HA
Bbrarapckara gapmakories.

(3) MuHUCTBPBT Ha 3[paBEOINa3BaHETO OIMpEelid ChC 3aloBel] JaTUTEe Ha
BIM3aHE B CHUJla HA AaKTyaJlHOTO HW3JaHHe Ha oduiuanHara Qapmakornes H Ha
JOMBIHEHUSITa KbM HETO.

(4) 3anoenra mo ain. 3 ce o6HapoBa B "JIbpxkaBeH BECTHUK" U ce TyOIMKYyBa
Ha ctpanuiata Ha MAJI B uHTEpHET.

Ui 13. (1) Monorpadunte Ha EBpornielickata ¢apmakornies ca 3abIKUTEITHI
32 BCUYKH BEIICCTBA, MpEnapaTyd U JEKapcTBeHH (OPMHU, KOUTO C€ ChABpXKAT B Hes. B
cly4yauTe, 3a KOMTO HsiMa MoHorpaduu B EBpomeiickara Qapmakomnesi, ce mpuiaratr
M3HUCKBAaHUATA HA aKTyaTHUTE U3/IaHus Ha (hapMakorenTe Ha abpkaBute wieHku, CAILl u
Snonus, ako ca B CbOTBETCTBUE ¢ 00IIMTE IpaBuiia Ha EBpomneiickara papmakones.

(2) Koraro cnenudukanusra, CbIbpKaiia ce B MoHorpadus Ha EBporneiickara
dapmakories wiM B Apyra HaluoHaidHa (apmakomnesi, € HeIOCTaThyHa 3a OCUTYpsIBaHE
Ka4eCTBOTO Ha BEIIECTBOTO WJIH JieKapcTBeHaTa opma, MAJI moxe aa M3ucKa J0bJIBaHe
Ha crienu(UKaIUATa OT 3aBUTEISI/TIPUTEKATENS Ha pa3pelIeHrneTo 3a ynorpeoa.

I'naBa BTOpA.
OPI'AHM HA YIIPABJIEHUE U ®PUHAHCHUPAHE

Pazgean 1.
Opranm Ha ynpasJjieHHne

Un. 14. (1) JlekapcTBeHaTa TMOJHMTHKAa € YacT OT /JObpKaBHATa 3/paBHA
nonuTtuka B PenmyOnuka bearapus u ce ochiiecTBsABa OT MUHUCTBPA Ha 3[paBeONa3BaHETo.

(2) MUHHCTBPBT Ha 37PaBEONA3BAHETO:

1. e HaIMOHAJIEH KOOPAMHATOP 110 MPOOJIEMUTE Ha JIEKApPCTBEHUTE MPOAYKTH;

2. ydacTBa B MEXIYHAapOJHM OpraHM U OpraHU3allld, OCHIIECTBSBAIIU
JeiiHocTH B 00J1acTTa Ha JIEKAPCTBEHUTE MPOJIYKTH;

3. (ot™m. - /IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., HoBa - JIB, 6p. 102
or 2012 r.,, B cuma or 21.12.2012 r.) opraHu3upa NpPeaOCTaBSIHETO Ha MyOIUYHA
uH(poOpMalligd Ha MAIMEHTCKUTE OpPTaHH3allii U HA OpPraHU3AIMHUTE HA TMOTpPeOuTeNnHuTe
OTHOCHO JIEHCTBUATA, IPEAPUETH cpelly ¢patnGuiIrpaHeTo Ha IEKapCTBEHH IPOAYKTH;

4. ochlIEeCTBsABA APYTU AEHHOCTH, IOCOUYEHU B 3aKOH.

(3) (Ot™m. - B, 6p. 60 ot 2011 r., B criia ot 05.08.2011 r.)

Ui 15. (1) KM MuHHECTBpa Ha 37paBeona3BaHeTo ce ch3aaBa dapMakorneeH
KOMHTET KaTO KOHCYATAaTUBEH OPraH 10 BBIIPOCUTE Ha JieiicTBalara papMakornes.

(2) MUHHUCTBPBT Ha 3[paBeONa3BaHETO MO MPEUIOKEHUE HAa U3IIBIHUTEITHUS
mupexktop Ha MAJI onpenens cbe 3anoBen cberaBa Ha DapMakoneiHUss KOMUTET U HA
€KCIIEpTHUTE IPYIIM KbM HETO M YTBBPK/1aBa MPABUIIHUKA 33 IEHHOCTTA UM.

(3) Heiinoctra Ha dapmakoneiiHus KOMHUTET ce (pUHaHCUpa OT Or0JKeTa Ha
MUuHHCTEPCTBOTO HA 3paBEOIIa3BAHETO.
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Un. 16. (1) (Hdom. - B, 6p. 91 ot 2018 1., u3m. - [IB, O6p. 67 ot 2020 1.) KbM
MUHHUCTBpA Ha 3/IpaBeoIa3BaHETO ce Ch3/aBa Bucil cbBeT no ¢apmanins, KOWTO BKIIOYBA
neTuMa MpeACTaBUTEIM, ONPEIECIIEHH OT MHUHHUCTbpa Ha 3/IpaBEola3BaHETO, METHMa
npenctaBuTend Ha bearapckus ¢dapmaneBTHYEH CbhIO3, €IMH IPEICTaBUTEN Ha
Bearapckara acouumanuss Ha TOMOITHHK-(apMameBTUTE, JBaMa MPEICTABUTENIN Ha
Hanmonannara 3apaBHoocuryputenHa kaca (H3OK) m mo emuH mnpencraBuTeNl Ha
dapmarieBTHYHUTE (PAKYITETH HA BUCHINTE YUMIUIIA. MUHUCTHPBT Ha 3/IpaBEONa3BAaHETO
€ TmpejcenarTen Ha chBeTa 0e3 MMpaBo Ha TIJiac.

(2) Buctmsr cbBet 1o (papmanus € KOHCYATaTUBEH OpraH, KOUTO 00CHKaa 1
JlaBa CTaHOBUIIIA I10:

1. OCHOBHHTE HACOKHM M MIPUOPUTETH B 00JIACTTa Ha (papmanusra;

. €TUYHU TIpOo0IeMH Ha dapMaIusiTa;

. IPOEKTH HAa HOPMAaTHUBHH aKTOBE, CBbP3aHU C (hapManusiTa,

. HAyYHUTE MPUOPUTETH B 00J1aCTTa HA hapMaLIUATa;

. IpOrpaMu 3a OpraHu3MpaHe Ha OOILIECTBEHH OOpa30BATEIHH KaMIaHUU B
o0JacTTa Ha JIEKAPCTBEHUTE MPOTYKTH.

(3) (Om. - B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

(4) OpranuzanusTa u AeHHOCTTa HAa Bucims chBeT no dapmanus ce ypexxaat
C MPaBUJIHMK, U3/1aJIeH OT MUHUCTbPA Ha 3/[paBeolla3BaHeTo M0 NpeuiokeHne Ha Bucius
CBBET 1O dapmanus.

D W

Un. 17. (1) M3nbaHuTenHaTa areHuus Mo JieKapcTBaTa € CHelHalu3upaH
Opra KbM MHHHCTBPa Ha 37paBEOIa3BaHETO 3a HAA30p BbPXY Ka4eCTBOTO, 0€30IacHOCTTa
U epUKaCHOCTTA Ha JIEKapcTBaTa.

(2) (M3m. - [IB, 6p. 15 o1 2013 1., B cunna ot 01.01.2014 r.) U3nbaHuTennaTta
areHIys 10 JIEKapCcTBaTa € IPUINYECKO JIMLE Ha OI0/PKEeTHA U3JpHhKKa ChC CeJalluIle B
rp. Codus KbM MUHHCTBpPA Ha 3/IpaBeOIa3BaHETo.

(3) U3nbaHuTenHaTa areHuus 1o JIeKapcTBaTa ce PbKOBOJAU U MPE/ICTaBIIsABA
OT W3NBIHHUTEJICH JUPEKTOp, KOWTO Cce Ha3HayaBa TI0 peJa Ha 3akoHa 3a
aJIMUHUCTpALMATA.

(4) Crpykrypata, QyHKIMUTE W opraHuzanusata Ha pabora Ha MAIJl ce
OTIpeNieNIAT B YCTPOMCTBEH MPAaBUIIHUK, IPUET OT MUHHUCTEPCKUS ChBET.

(5) U3mbiHUTETHATA areHIIMS 110 JIEKapCTBaTa:

1. m31aBa pa3perieHus 3a MPOU3BOJICTBO HA JEKAPCTBEHU IPOAYKTH;

2. u3gaBa paspenieHus: 3a yrnorpeda U yJOCTOBEPEHHUS 3a PEerucTpaius Ha
JIeKapCTBEHU MPOAYKTH;

3. (mom. - /1B, 6p. 71 o1 2008 r., B cmita ot 12.08.2008 r.) n3nasa paspeuieHus
U YZIOCTOBEPEHUS 32 THProBHs Ha €pO C JIEKAPCTBEHU MPOAYKTH;

4. n3aBa pa3pelnieHus 3a apalielieH BHOC Ha JIKapCTBEHH MPOIYKTH;

5. (m3m. - 1B, 6p. 60 ot 2011 ., B cuna ot 05.08.2011 r.) u3naBa, oTka3Ba uiu
npeKpaTsiBa pa3pelieHus 3a ThProBHsl Ha IPeOHO C JIEKapCTBEHH MPOIYKTH;

5a. (moBa - JIB, 6p. 102 or 2012 r., B cunma ot 21.12.2012 r.) BrnmcBa
MIPOM3BOIUTEIUTE, BHOCUTEIIUTE U THPTOBIMTE HA PO C AKTHBHU BEIICCTBA;

56. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Boau peructbp
Ha JIIIaTa, OCHIIECTBABAIIN TOCPETHNIECTBO B 00IaCTTa HA JIEKAPCTBEHUTE MTPOAYKTH;
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6. u3maBa paspeuleHHs] 3a MPOBEXKJIaHE HA KIMHUYHU M3MUTBAHUS Ha
JIEKapCTBEHU MPOYKTH;

7. M3BBpIIBA OIIEHKAa Ha KayecTBOTO, e€(UKACHOCTTa M Oe30MacHOCTTa Ha
JIEKapCTBEHHUTE MPOIYKTH BHB BPBb3Ka C pa3peliaBaHeTo UM 3a yrnorpeoa;

8. u371aBa pa3penieHus 3a pekjama Ha JeKapCTBeHU MPOIYKTH;

9. ochblIeCTBABa KOHTPOJ BBPXY HPOM3BOACTBOTO, BHOCA, ChbXPAHEHUETO,
THProBUsATA Ha €APO U APEOHO, KIMHUYHUTE U3MUTBAHU, 0€30IaCHOCTTa U peKJIaMaTa Ha
JIEKapCTBEHUTE NPOAYKTH;

10. u3BbpmIBa Ja0OpPaTOpPEeH aHajiW3 NpU ChbMHEHHE 32 OTKJIOHEHHE B
Ka4eCTBOTO, €(hUKACHOCTTA U 0€30MaCHOCTTA Ha JIEKAPCTBEHUTE POAYKTH U MpEATIpHeMa
MPE/IBUJICHUTE B 3aKOHA MEPKU;

10a. (noBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ocbiecTBsiBa
GbyHKIIMUTE Ha KOMIIETEHTEH OpraH 3a Mpocie/sBaHe Ha JeKapcTBeHaTa Oe30MacHOCT;

11. (m3m. - JIB, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) opranuzupa u
MOJIbpPKa cUCTEMa 3a IPOCIIeIsiBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT;

12. u3naBa ceprudukaru cpriacio cepruduxarnara cxema Ha C30;

12a. (moBa - JIB, Op. 18 or 2014 r.) uszmaBa ceprtudukaru 3a J{oOpa
TUCTPUOYTOPCKA PAKTUKA;

13. uznaBa ceptudukaTu 3a JloOpa mpou3BoICTBEHA MPAKTHKA;

14. (u3m. - IB, 6p. 18 ot 2014 r.) KOHCYATHPa UHBECTUIIMOHHUTE MPOEKTH 32
CTPOUTENICTBO Ha HOBU W/WJIM MPEYCTPONCTBO HA CHIIECTBYBAIIM OOEKTH, CBBP3aHU C
IIPOM3BOJICTBOTO HA JIEKAPCTBEHU MPOAYKTH, B ChOTBETCTBHE C IpaBmiaTa Ha JloOpara
MIPOU3BOJICTBEHA MPAKTHKA,

15. m3mbnHABa (YHKIMUTE HAa KOOPAMHATOP M KOHCYJITATHBEH OpPraH IO
po0iieMuTe, CBbP3aHu C KaueCTBOTO, €PUKACHOCTTA M 0€30MaCHOCTTA HA JICKAPCTBEHUTE
TPOJLYKTH;

16. ocbliecTBsiBa KOHCYATAaHTCKA, Hay4yHa, MHPOPMALlMOHHA U H3JaTeJIcKa
JeiiHoCT B 00J1acTTa Ha JIEKAPCTBEHUS CEKTOP;

17. xoopauHHMpa W y4yacTBa B JIEWHOCTH, CBBp3aHu ¢ EBpomeiickara
dapmakories u ¢ pazpaborBaneTo Ha benrapckara dapmakores;

18. yuacTBa B AeiHOCTH B 00J1aCTTa Ha JIEKAPCTBEHUTE MPOAYKTH, CBBP3aHU C
paborata Ha EBpomneiickata areHius mno JjekapcrBaTa, EBpomelckusi IUpeKTopar Io
KauecTBOTO Ha JIEKapcTBaTa M 3/ApaBeola3BaHE, HAa MEKIYHApOJHU OpraHu U
OpraHM3ali, KaKTO M C M3IOBJIHEHUETO Ha MEXIYHapOAHHU JOTOBOPH, MO KOHUTO
Peny6nuka bbarapus e ctpaHa;

18a. (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) yyacTtBa B
MEXIyHapOJHAaTa XapMOHHU3alUs U CTaHAAPTU3ALUA HA TEXHUYECKUTE MEPKH, OTHACSIIN
ce J0 TMpoCcHeAsBAaHETO Ha JieKapcTBeHaTa Oe30MacHOCT, IOJ KOOpAMHALMATA Ha
EBpomnelickara areHuus 1o JeKapcTBara;

186. (noBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) cp3maBa u
NOAbpKa HALIMOHAJIEH HHTEPHET MOPTAJl 3a JIEKAPCTBEHU IPOAYKTH;

19. ocbiiecTBsIBa APYTM IEUHOCTH, TOCOYEHH B 3aKOH.

(6) (M3m. - [IB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 r., uzm. - 1B, 6p. 67
or 2020 r.) M3nmpaHuTenHaTa areHuUMs MO JIeKapcTBaTa KOOPIMHUpa JEHMHOCTUTE B
o0iacTTa Ha KOHTpOJAa BBPXY JIEKAPCTBEHUTE MPOAYKTH CHBMECTHO C PETMOHATHUTE
3npaBHU uHcniekuuu (P31).
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(7) (Hosa - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) U3nbiaHeHUETO
Ha MEPKUTE [0 TO3M 3aKOH, CBBP3aHM C IMPEJAOTBpATSABAHE HA HABIM3aHETO U
pasrnpocTpaHeHreTo Ha (ammuduuupaHu JEeKapcTBEHU MPOAYKTH, CE€ OCHIIECTBABA B
chTpynHUYeCTBO Mexy MAJI 1 MUTHUYECKUTE OpPTraHu.

(8) (Homa - /IB, 6p. 84 ot 2018 r., B cmima ot 12.10.2018 r.) U3nbiHuTETHATA
areHIusl 1Mo JieKapcTBaTa MOXKE Ja U3BBPIIBA ChbBMECTHU MpoBepku ¢ Hanmonamnara
areHuMs 3a npuxoaute, AreHuus "MwutHunm", HamumoHnanHata 3ApaBHOOCUTYpPUTEIIHA
kaca, MUHHUCTEPCTBOTO Ha 3/paBeonazBaHeTo W HanuoHamHUS CBBET MO IIEHU H
peruMOypcrpaHe Ha JeKapCTBEHUTE MPOYKTH MPH OCHIIECTBSIBAHE HA CBOUTE (PYHKIIMH B
00J1acTTa Ha KOHTPOJIA BHPXY JIEKAPCTBEHUTE MPOTYKTH.

Un. 17a. (Hos - JIB, 6p. 60 ot 2011 r., B cumna ot 05.08.2011 r.) Pernonanaure
3[IpaBHU MHCIICKIIUHU U3]IaBaT YIOCTOBEPEHUS 32 PETUCTPAIIHSI HA IPOTCPHUH.

Ui 176. (Hos - JIB, 6p. 18 ot 2014 1.) (1) (U3Mm. 1 nmom. - JIB, Op. 67 ot 2020
r.) KeM m3nenaurennus nupexrop Ha MAJI ce ch3naBa ExciepTeH chbBeT 110 THProBUs Ha
IpeOHO ¢ JIeKapCTBEHU MPOIYKTH, KOWTO BKJIIOUBA TPUMa MpeAcTaBuTenu Ha bbarapckus
(dapmalleBTUYEH CbhI03, €AMH INpeAcTaBUTEN Ha bbirapckara aconuanys Ha MOMOIIHHUK-
dapmaiieBTUTe, MO €IWH IpPEACTaBUTEN Ha (apMalleBTUYHUTE (DAaKyITeTH HA BHUCIIUTE
yuniuina u yetupuma npezacrasurenu Ha MAJL. CbcTaBbT Ha ChbBETa €€ ONPEIEI ChC
3amoBel Ha M3NBIHUTENHUS aupektop Ha HMAJL, cbrioacyBaHa ¢ MHUHHCTbpa Ha
3/1paBeoIa3BaHETO.

(2) CbBeThT 10 all. 1 € KOHCYNTaTUBHO 3BEHO, KOETO:

1. m3rotBs ctaHoBU1IA 110 noAaaeHuTe B M1AJI 3asBneHus U JOKYMEHTH 110 YJI.
228, an. 1 u 5, KOUTO NMpeICTaBsl HA U3IIBIHUTEIHUS AUpeKTop HAa MAJI;

2. mpaBU MOTHBHMpAHU NPEIJIOKEHUS JO MUHUCTBbpPA Ha 3paBeONa3BaHETO
ype3 U3nbJIHUTETHN qupekTop Ha MAJI 3a mogoOpsiBaHe Ha 10CThIIa HA HACETIEHUETO 10
JIEKapCTBEHU MPOIYKTH.

(3) Opranuzanusra 1 JeHHOCTTa Ha €KCIIEPTHUS ChBET 110 ajl. | ce ypexxaar ¢
MPAaBWJIHUK, U3J1aJIEH OT U3IbJIHUTENHUS AupekTop Ha MAJI mo npeasiokeHre Ha ChBeTa.

(4) UneHoBeTe Ha eKCIIEPTHUS CHBET MO aJl. 1 He MojyyaBaT Bb3HArpakICHUS
3a yd4acTue B 3aC€/1aHUs Ha ChBETA.

(5) 3a cBosATa IEHTHOCT EKCIIEPTHUAT CHBET MO ajl. 1 ce OTUUTA XKEroHO Mpes
MUHUCTbHpa Ha 3/IpaBEONa3BaHETO.

Un. 178. (HoB - 1B, 6p. 18 ot 2014 r.) He Morar na Obaar ujieHOBEe Ha
eKCIIepTHHSI ChBET 1o wi. 176, an. 1 numa, KouTo ca:

1. coOCTBeHMIIM, YJEHOBE Ha YNPAaBUTEIHW W KOHTPOJHU OpraHH Ha
TBPTOBCKHU JIPYXKECTBA WM €AHOJIMYHU THPTOBIMU C MPEAMET Ha JEHHOCT MPOU3BOJICTBO,
BHOC, THPTOBHS Ha €JpO WK APeOHO C JIEKapCTBEHU MPOAYKTH;

2. CHAPYKHUIIM WA aKITHOHEPH, KOUTO MIPUTEKABAT HAJl 5 HAa CTO OT KanuTaia
Ha TbProBCKHU APYKECTBA C IIPEAMET Ha )IeﬁHOCT IMPOU3BOJACTBO, BHOC, ThPIroBUs Ha €APO
WK APEOHO € JIKAPCTBEHU MPOTYKTH WIH PAOOTST Ha TPYAOB JIOTOBOP B TE€3H JAPYKECTBA.
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Paznean 11.
Perucrpu

Ui 18. (Otwm. - [IB, 6p. 60 ot 2011 r., B cua ot 05.08.2011 r.)

Ui 19. (1) U3nbaauTenHATAa areHIUs MO JieKapcTBaTa MOAIbPKa M BOIHU
pPETrUCTpHU Ha:

1. (u3m. - [IB, 6p. 102 oT 2012 1., B cuna ot 21.12.2012 1.) mpousBoAUTEINUTE
¥ BHOCUTEJIUTE Ha JICKAPCTBEHH MPOAYKTH Ha TepuTopusira Ha Penybnuka brirapus u Ha
KBaTHUIIMpaHUTe Jnia 1o wi. 148, 1. 2 mu mo wi. 161, an. 2, 1. 1;

2. (m3m. - IB, 6p. 102 o1 2012 1., B cmma ot 21.12.2012 1.) mpou3BOAUTEIHUTE,
BHOCUTEJINTE U ThPTOBLMTE HA €APO C AKTUBHHU BEIIECTBA,

3. (morm. - JIB, Op. 67 ot 2020 1.) pa3pemeHuTe 3a yrnorpeda u perucTpupaHuTe
JIeKapCTBeHU INPOJAYKTU Ha TepuTopusra Ha PenmyOiuka beiarapus u paspemieHure 3a
yrnoTpeda 1o neHTpaM3upana nporeypa JeKapCTBeHH IPOAYKTH 10 pena Ha Permament
(EO) Ne 726/2004 na EBponeiickus mapiameHnT u Ha CbBeTa;

4. THpProBUUTE HaA €ApPO C JIGKAPCTBEHU IPOAYKTH HAa TEPUTOpUATA Ha
PenyOnuka bwiarapus;

4a. (HoBa - /1B, Op. 102 ot 2012 r., B cunia ot 21.12.2012 r.) nocpenHuuuTe B
00J1acTTa Ha JIEKapCTBEHUTE MIPOAYKTH;

5. (m3m. - JIB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) u3gameHure
paspelieHus 3a ThProBust Ha IpeOHO C JIEKapCTBEHH MPOIYKTH;

6. pa3pelIeHUTe KIMHUYHYU U3IUTBAHUS,

7. M37aieHUTE pa3pelleHus 3a napajeieH BHOC.

8. (moBa - JIB, Op. 18 ot 2014 r., ot™. - /IB, Op. 84 or 2018 r., B cuia ot
12.10.2018 r.)

(2) M3m. - 1B, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) JanHuTE OT
peructpute mo aix. 1, T. 1 - 7 ce myOaukyBar B 14-IHEBEH CpPOK OT M3/aBaHE Ha
CBOTBETHOTO pa3pelieHue Ha crpannnara Ha IAJI B uHTepHeT.

(3) (Hosa - IB, 6p. 67 ot 2020 r., ot™. - JIB, 6p. 103 ot 2020 r., B cuna ot
01.01.2021 r.)

(4) (Homa - IB, 6p. 67 ot 2020 r., u3Mm. - /IB, 6p. 103 ot 2020 r., B cuna oT
01.01.2021 r.) U3nbaHuTenHATa areHIMs 10 JIeKapcTBaTa CBbP3Ba HAI[MOHATIHUS HOMED
3a uaenTHguKanus no wi. 2591, an. 1 ¢ koga Ha IpoyKTa 1Mo cMuUChIa Ha 4. 4, 6yksa 6),
noxarouka 1) ot [lenerupan pernament (EC) 2016/161 na Komucusta ot 2 okromspu 2015
r. 3a fombiaBane Ha {upextusa 2001/83/EO na EBponeiickus napiameHT 1 Ha CbBeTa upe3
YCTaHOBSIBAHE Ha MOAPOOHHU ITpaBHIIa 3a IOKa3aTeJINTe 3a 0€30M1aCHOCT, TOCTABEHU BBPXY
OMaKOBKaTa Ha JIEKapCTBEHHTE MPOAYKTH 3a XyMmaHHa ymorpeba (OB, L 32/1 ot 9
deBpyapu 2016 r.), Hapuuan mo-HaTaThK "Jlemerupan pernmament (EC) 2016/161", 3a
JeKapcTBEeHUTE MpOAYKTH, ompeneneHu B J[lenerupan pernament (EC) 2016/161,
npenocTaBeH no wi. 68, an. 1, 1. 11 uum. 217, 1. 6.

(5) (Hosa - IB, 6p. 67 ot 2020 r., ot™. - [IB, 6p. 103 ot 2020 r., B cuna ot
01.01.2021 r., =HoBa - JIB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 3nbaHuTeTHATA
areHuys M0 JIeKapcTBaTa €XKEJHEBHO NpefocTaBsd Ha HannoHanHMs CbBET IO LIEHH U
peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOAYKTU CBBP3aHUs KOJ Ha MPOAYKTa Mo ail. 4 3a
LeJIMTE Ha 3aIUlalllaHe Ha JIEKAPCTBEHU MPOIYKTH C ITYyOJIUYHU CPE/ICTBA.
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(6) (Hosa - JIB, 6p. 67 or 2020 r.) Peructpure mo am. 1 momabpkar
OlepaTuBHA CHBMECTUMOCT U aBTOMATU3UpPaH MHTEp(dEiC, mpeaocTaBsi nHpopManuaTa
B MallMHHOYETHM (opMmaT, uype3 KOUTO MOKe Ja OBbJaT W3MOJI3BaHU OT APYrH
UH(POPMALIMOHHU CHCTEMH.

(7) (ITpequmna an. 3 - JIB, 6p. 67 ot 2020 r.) U3mbaHuTEeIHATA areHITUS 110
JeKapcTBaTa MOJAbPKAa CHCTEMH 3a €JIEKTPOHEH OOMEH Ha JIaHHH C PEryJIaTOpHUTE
OpraHu Ha JPYruTe IbpKaBH WwieHkH, EBponeiickarta komucus u EBponeiickara areHus
10 JIEKapCTBaTa.

Un. 19a. (Ho - [IB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) (1)
CrotBetHuTe P3M BOAAT M mOmIBpKAT MyOJMYHU PETHCTPU 3a HM3AAJCHHUTE OT TSIX
yIIOCTOBEPEHHS 32 PETUCTPALIHSI HA IPOTCPHUH.

(2) B 7-nHeBeH CpOK OT M3JAaBAaHETO HA yJOCTOBEPEHHE 33 PETUCTpAIMs Ha
nporepusi chorBeTHaTa P3U wum3mpama 10 MUHHCTEPCTBOTO Ha 3/paBEOIa3BaHETO
UHpOpMaIIUs 32 U3IaJCHUS aKT.

(3) MuHuCTEpCTBOTO HA 3PABEONA3BAHETO BOJAU U MOAABPKA HA MHTEPHET
CTpaHMIIATa CH ITYOJMYEH HAIIMOHAJICH PErMCThp Ha W3AaJCHUTE YJOCTOBEPCHHS 3a
perucTparys Ha Jporepusi.

Paznea II1.
DuHAHCHUPaHE

Ui 20. (1) Heitnocrra Ha MAJI ce ¢uHaHcHpa OT OIOJDKETHU CPEJICTBA H
IPUXO0/U OT COOCTBEHA JIEWHOCT.

(2) (1U3m. - OB, 6p. 15 or 2013 r., B cuma ot 01.01.2014 r.) BromkerHure
CpeACTBa CE€ OCHTYpSBaT OT CYOCHAMSI OT Ibp)KaBHUS OFOJDKET 4pe3 OropKera Ha
MuUHHICTEPCTBOTO Ha 3/paBEONa3BAHETO.

Un. 21. (1) U3npnHUTENHATA areHIys Mo JeKapcTBaTa € aAMUHUCTPATOp Ha
MIPUXOJUTE OT COOCTBEHA JACHHOCT, KOUTO ce GOpMHUpPAT OT:

1. xumMHKO-papMaeBTUIHH €KCTIEPTH3H;

2. m1abopaTOPHH aHAJIM3HU U U3MTUTBAHMUS;

3. OlleHKa Ha JOKYMEHTAallusi M H3JaBaHe Ha pa3pelleHus, cepTudUKaTH,
YAOCTOBCPCHUSA U APYI'U JOKYMCHTH, ITOCOYCHHU B TO3U 3aKOH,

4. oneHKa MpU MOAHOBSIBaHE, MPOMSHA U 3aJIMYaBaHE HA Pa3pPEIICHUETO 3a
yrnoTpeda U yAOCTOBEPEHHE 32 PETUCTPAIUs Ha JIEKAPCTBEH MPOIYKT;

5. moaabpkKaHEe Ha paszpelleHHsITa 3a yrnoTpeda WIM YAOCTOBEPEHHUsiTa 3a
perucTpalys Ha JIEKapCTBEH IIPOAYKT;

6. 1100M W HMYLIECTBEHHM CaHKLUUH, HAJIOXKEHH C HaKa3aTeIHH
TIOCTaHOBJICHHUS, U3/IaJICHN 32 HAPYIICHUS 110 TO3H 3aKOH;

7. KOHCYNTaHTCKa, H3JaTeicka W HayYHOM3CJIEOBATEJICKa JEHHOCT B
o0yacTTa Ha JIEKapCTBEHUS CEKTOP;

8. chIilacyBaHe Ha WHBECTHIIMOHHUTE MPOEKTH 3a CTPOUTEJICTBO HA HOBHU
W/WIN TIPEyCTPOMCTBO Ha ChHIIECTBYBAIM OOEKTH, CBBP3aHU C IPOU3BOJICTBOTO Ha
JIEKapCTBEHU IIPOAYKTH;
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9. U3BBpIIBAHE HA MHCIEKIMU BHB BPb3Ka C OLIEHKA 32 ChOTBETCTBUETO Ha
YCIIOBUSITA HA MMPOU3BOJICTBO C M3MCKBaHUATAa HA JloOpara MpOu3BOICTBEHA MTPAKTUKA;

10. (noBa - [IB, Op. 84 ot 2018 1., B cuita ot 12.10.2018 r.) u3BbpIIBaHe Ha
WHCIIEKIIMU Ha pa3pelleH! 3a MPOBEkKAaHe KIMHUYHH U3ITUTBAHMUS,

11. (moBa - /1B, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) u3BbpmiBane Ha
WHCIIEKIIUU, CBbP3aHU C u37aBaHe Ha ceprtudukar 3a JJoOpa mpon3BOACTBEHA MPAKTHKA
wiu 3a JloOpa nuctpulyropcka npakTyKa 1o UCKaHe Ha HHCIEKTUPAHOTO JIHIIE;

12. (mpeaumna 1. 10 - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) apyru
M3TOYHHUIIH.

(2) (U3m. - OB, Op. 84 ot 2018 r., B cuma or 12.10.2018 r.) Ilpm
ochIllecTBsIBaHE Ha AciiHocTHTEe TI0 ai. 1, T. 1 - 51 7 - 11 MAJI chbupa Takcu B pa3mep,
ompezeneH B Tapuda, mpuera or MUHUCTEPCKHUS CHBET.

(3) (Hosa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B Tapudara mo ai.
2 ce ompeneNarT TO-HUCKA W Pa3IMYHU 10 pa3Mep TAaKCH 3a OCHIICCTBSIBAHE Ha
MpoLEAYpUTE MO pa3pelllaBaHe 3a ymnoTpeba, MPOU3BOACTBO M BHOC Ha JIEKApCTBEHU
MPOYKTH 32 MAJIKU U 33 CPEIHU MPEANPUATHS BHB (apMAIIEBTHYHUS CEKTOP IO CMUCHIIA
Ha 3aKoHa 32 MAJIKUTE U CPETHUTE MPEATIPUSATHSI.

Ui 22. (1) dunancoBuTe cpeactpa mo wi. 21 ce pa3xoaBar 3a:

1. kouTponHara aeitHoct Ha MAJT;

2. 3amianiaie Ha aedHoctd no 4wi. 21, an. 1, 1. 1 u 2, B ciyvyaute, Korato
W3BBPILIBAHETO UM € BB3JI0KeHO OT MAJI o 1oroBop Ha Ipyry JIMIIA;

3. (ot™. - IB, 6p. 38 o1 2012 1., B crta ot 01.07.2012 1.)

4. cp3aBaHe, MOAAbPIKAaHE U BOJEHE HA peructpure mo wi. 19, ain. 1;

5. mogabpkaHe Ha CUCTEMH 3a eIeKTPOHEH OOMEH Ha JaHHU C PeryJIaTOpHHUTE
OpraHu Ha JApPYTHTE IObpP’KAaBH WICHKH, ¢ EBpomelickata komucus u ¢ EBponelickara
areHIus 1o JIEKapCcTBaTa;

6. (mom. - 1B, 6p. 102 ot 2012 1., B cuita ot 21.12.2012 r.) nundopmanronsa
U U3JaTelcKa JeWHOCT, CBbp3aHa C KauyecTBOTO, €(EeKTUBHOCTTa M Oe30MacHOCTTa Ha
JIEKapCTBEHUTE MPOAYKTH M MPOCIEIIBaHE Ha JiekapcTBeHaTa 0€30MacHOCT;

7. (mom. - B, Op. 84 ot 2018 r. (*)) obe3neuaBaHe JaeHHOCTTa Ha
CeNUATU3UPAHUTE KOMUCHUY 110 uil. 47, at. 1 u 2, komucusita o ui. 103, an. 1 1 Ha chBeTa
o wi. 251, an. 3;

8. (oM. - IB, 6p. 38 oT 2012 1., B cuna ot 01.07.2012 1.)

9. yuacTus B MEXAYHapOAHM M HAIMOHAHU MEXIyTabopaTOpHU
W3IATBAHNS,

10. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - /IB, Op. 38
ot 2012 1., B cuna ot 01.07.2012 1.)

(2) (dom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. u jom. - /B,
op. 12 or 2011 r., B cuna ot 08.02.2011 r., u3m. - [IB, 6p. 60 ot 2011 r., B cuna ot
05.08.2011 r., m3wm. - JIB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r., usm. - /1B, 6p. 84
ot 2018 r. (*)) dunancoBuTe cpeacTBa mo wi. 259, an. 5 ce pazxoBar 3a:

1. (ot™m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

2. neriHOCTH HAa PapMaKONENHUS KOMUTET;
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3. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., m3m. - IB, 6p. 102
or 2012 r., B cuna ot 21.12.2012 r., u3m. - /IB, 6p. 84 or 2018 r. (*)) geiinocTu Ha
KomMucusita mo npo3padHocr.

4. (ot™. - 1B, 6p. 38 o1 2012 1., B cuuta ot 01.07.2012 1.)

5. (mom. - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 1., u3m. - JIB, Op. 12 ot
2011 r., B cuna ot 08.02.2011 r., u3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.,
otMm. - IB, 6p. 38 o1 2012 1., B cra ot 01.07.2012 1.)

I'naBa Tpera.
ITYCKAHE HA ITA3APA HA JIEKAPCTBEHMU ITPOAYKTH

Pazgen 1.
OO0 noJio:KeHus

Yn. 23. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 1.)
[TpoMuIieHo MPOU3BEACH JEKAPCTBEH MPOIYKT WU JICKAPCTBEH MPOAYKT, MOTYUYEH I10
METO/I, KOMTO BKJIIOUBA IPOMUILIEH IIPOLIEC, MOXKE J1a ObJ/ie IyCHAT Ha I1a3apa caMmo ClIe]
MoJyuyaBaHe Ha pa3pelieHue 3a ynorpeda Wid cliel] mojlyyaBaHe Ha yJOCTOBEPEHHE 3a
perucrpanus, U31aJ€HO MO pela Ha TO3M 3aKOH WM no pena Ha Permament (EO) Ne
726/2004 na EBpomneiickus napiamenT u Ha CbBeTa, U IpU Clia3BaHe M3UCKBAHUATA HA
Permament (EO) Ne 1901/2006 na EBponeiickus napiamenT u Ha ChBeTa OT 12 nekeMBpu
2006 r. OTHOCHO JIEKapCTBEHUTE MPOAYKTHU 3a MeJUaTpUYHa yoTpeda 1 3a H3MEHEHHUE Ha
Permament (EMO) Ne 1768/92, HupektmBa 2001/20/EO, dupextuBa 2001/83/EO wu
Pernament (EO) Ne 726/2004, napuuan no-Hatatek "Permament (EO) Ne 1901/2006", u
Ha Permament (EO) Ne 1394/2007 na EBponeiickus napiameHT U Ha CbBeta oT 13
HoeMBpH 2007 T. OTHOCHO JIEKapCTBEHUTE MPOTYKTH 32 MOIEpHA Tepanus 1 3a U3MEHEHUE
Ha lupextuBa 2001/83/EO u na Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10
nexemBpu 2007 1.).

(2) Paspemenue 3a ymorpeba Mo CMHChiIa Ha an. | ce W3HMCKBA W 3a
PaAMOHYKIIUJIEH TEHEPATOP, PalMOHYKIUIEH PEKYPCOp U 3a KHUT.

(3) Bunosere npoueaypu o cMuchia Ha ai. 1 ca:

1. nenTpanusupana;

2. mpolietypa 1o B3aMHO NpU3HaBaHe/JeIIeHTPAIU3UPaHa;

3. HaIMOHAJHA.

(4) (Hosa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ha Teputopusita
Ha PenyOnuka bbarapuss morar ga ObaaT NMyCKaHM Ha Ia3zapa caMoO JIEKapCTBEHU
OPOAYKTH, YHMHTO NpuUTEekaTel Ha pas3pelieHHeTo 3a YrnoTpeba/ylocToBepeHHe 3a
perucTpanms € yCTAaHOBEH Ha TePUTOPHUATA HA AbpKaBa WICHKA.

Ui 24. (1) (U3m. - JIB, 6p. 71 o1 2008 1., B cuma ot 12.08.2008 1.) Pazpemenue
3a ynotpeba He ce M3MCKBa 3a paanodapMaleBTUIIN, TPUTOTBEHU HETIOCPEICTBEHO MIPeIn
ynotpebaTa UM OT pa3pelieHu 3a yrnorpeda pauoHyKIUIHN TeHEPATOPH, PATHOHYKIUTHA
MPEKYPCOPH HIIM KUTOBE B CHOTBETCTBHUE C YKA3aHUATA HA TPON3BOAUTENS HIM.
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(2) Ilpomykture mo an. 1 ce HpPUrOTBAT OT KBaIU(ULMPAHU JMLA B
1a00paTOPUX WM UHCTUTYTH, ITOJIYYUIIU pa3pelleHre 3a U3BbPIIBAHE HA TaKaBa JIEHHOCT
10 peJa Ha 3akoHa 3a 6e3011aCHO M3I0JI3BAaHE Ha SApeHaTa eHeprusl.

(3) IIpuroTBsiHETO, U3IOJI3BAHETO U MIPUJIAraHETO HA NPOAYKTUTE 110 all. 1 ce
U3BBPIIBA ChITIACHO MEJUIIMHCKUS CTAHIAPT 110 HyKJI€apHa MEeIULHA.

Un. 25. (1) Kpurepuure 3a omnpenensHe Ha JEKapCTBEH MPOAYKT,
npeHa3HayeH 3a JIeYeHue, IpOQHIAKTHKA UM JUArHOCTHKA HA pelKU 3a00JsBaHus, ce
ypexaat B Permament (EO) Nel141/2000 va EBponetickust napsiameHT u ChbBeTa.

(2) VYcnoBusita W peabT 3a HM3AaBaHE Ha pa3pelieHUEe 3a ymoTpeda Ha
JIEKapCTBEHHUTE MPOAYKTH 1o anl. 1 ce ompenensat B Permament (EO) Ne 726/2004 na
EBponelickus napiameHT u CbBeTa.

U 26. (1) (U3wm. - IB, 6p. 71 o1 2008 1., B cryta ot 12.08.2008 1.) Pazpenienue
3a ynorpeba Ha IEeKapCTBEH MPOAYKT, yIOCTOBEPEHHUE 32 PETUCTPALIUS HA XOMEOMAaTHIEH
JICKapCTBEH MPOAYKT MO Wi. 35 WM yJOCTOBEPEHHE 3a PETUCTpAIMs Ha TPaIHIMOHEH
pacTuUTesIeH JIeKapCTBEH MPOAYKT 1o 4. 37 Ha TepuTopusita Ha Permybnuka boarapus ce
u3JlaBa OT U3MBJIHUTENHUS aupekTop Ha MAJI Ha Qu3nyecKko WM IOPUIUYECKO JIULE,
KOETO € YCTAHOBEHO Ha TEPUTOPUSTA HA IbpPKABA YJICHKA.

(2) Koraro nuiieto mo ain. 1 He € ycTaHOBEHO Ha Teputopusita Ha PenmyOimka
bwarapus, To onpenens cBOW mpeacTaBUTElL.

(3) Ilputexarenar Ha pa3pelIeHUETO 3a ynoTpeda HOCH OTIOBOPHOCT 3a
MyCHATUTE Ha Ia3apa JIeKapCTBEHU MpoayKTu. OmpenensHeTo Ha Juie Mo ai. 2 He
0CBOOOXKIIaBa MPHUTEXKATEIsI HA Pa3pelICHHETO 3a ymoTpeda OT OTTOBOPHOCT CHITIACHO
neiictBamoTo B PenmyOmiuka bbirapus 3aKkoHOJaTENCTBO.

Pasnen 11.
N3uckBaHusA KbM JOKYMEHTANMSTA 32 M31aBaHe HA pa3pellieHue 3a ynorpeoda

Un. 27. (1) (U3m. - AB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r.) 3a nu3naBane
Ha paspelleHre 3a yrnorpeda Ha JIEKapCTBEH MPOIYKT JUIETO Mo Wi. 26, an. 1 monasa B
NAJI 3asBnenne mo oOpasel, MpUAPYKEHO ¢ jgocue BbB (opmar "EnexrpoHeH o011
TEXHUUYECKU JOKYMEHT", KOETO ChAbpKa:

1. umMe m ajgpec Ha YIpPABICHHUE/TIOCTOSIHEH aJpec Ha 3asBUTENS W Ha
MPEJICTAaBUTENS 0 Wi. 26, all. 2; KOraTo 3assBUTENSAT € JIUIE, PA3TUYHO OT IPOU3BOTUTENS
WM TIPOU3BOJTUTEIINTE - afpec Ha OOSKTHUTE 3a TIPOU3BOJICTBO;

2. HAaMMEHOBAHHE Ha JICKAPCTBEHUS POAYKT;

3. JaHHHU 3a KAYE€CTBCHUA U KOJIMYCCTBCHUSA CHCTAB HA JICKAPCTBCHUSA ITPOAYKT,
KaTo ce MOCOYBa MEXIYHAPOJAHOTO HEMAaTEHTHO HauMeHoBaHue, mpenopbyano ot C30,
IIpU HAJINMYHE HA TaKOBa, NJIK CBOTBETHOTO XUMHYCCKO HAMMCHOBAHUC,

4. TepaneBTUYHU MOKA3aHUs, MPOTHBOIOKA3aHUS W HEKEIaHH JIGKAPCTBEHU
peaKIum;

5. (m3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mo3upoBka,
JeKkapcTBeHa Gopma, HAaUWH Ha MPUIOKEHHE U T Ha BHBEXKIAHE U MPEIJIOKEH CPOK HA
TOJIHOCT;
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6. mpeana3Hu MEPKU U MEPKH 3a 6€30MacCHOCT IPU ChbXpaHsIBaHe Ha MPOYKTa,
[pH MPUJIAraHeTo MY Ha MAlMEHTUTE W MPU YHUIN0KABaHE HA OTHAABIUTE OT MPOAYKTA,
OPUIPYKEHH C YKa3aHHs 3a MOTEHLUUATHUTE PHCKOBE OT JIEKAapCTBEHHUS MPOIYKT 3a
OKOJIHATa cpena;

7. onKcaHKe HA HAUYMHA HA TPOU3BOJICTBO;

8. omucaHue Ha KOHTPOJIHHUTE METO/IU, U3IIOJI3BAaHA OT IPOU3BOIUTEIIS;

8a. (noBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) nexnaparus, ue
pesynararute oT oauTa o wi. 160, an. 2, mpoBeleH OT MPOU3BOAUTEIIS HA JIEKAPCTBEHUS
MPOJYKT, MOTBBPKIABAT, Y€ AaKTHUBHOTO BEUIECTBO € IPOU3BEIEHO B CHOTBETCTBHUE C
NPUHIUINATE U PBKOBOJCTBaTA 3a JloOpa MpOM3BOICTBEHA MPAKTHKA; B JICKIapaluara ce
M0COYBa JlaTaTa, Ha KOSITO € MPOBEACH OJUTHT;

9. olleHKa Ha MOTEHIUAIHUS PUCK OT JICKAPCTBEHUS NMPOJYKT 32 OKOJHATA
cpelia 3a BCEKU OTJIEJICH Cay4ail U MepKH, MPEBUACHU 32 OTPAaHUYaBAHETO MY;

10. pe3ynraru ot:

a) dbapmMareBTUUYHUTE (pu3HKO-XUMHYHH, OMOJIOTHUYHU WK
MUKpPOOHOJIOTUYHH ) U3IUTBAHNUS;

0) NPEAKINHUYHUTE (TOKCHKOJIOTUYHH B (PapMaKOJIOTHYHH ) U3ITMTBAHUS;

B) KJIMHUYHU U3IATBAHUS;

11. pexmapanusi, 4e NpU KIMHUYHUTE W3MHUTBAHUS, MPOBEACHU W3BHH
TEPUTOPHSITA HA JBPKABUTE UWICHKH, Ca CHNA3eHM CTUYHUTE NpuHIMIU Ha JloOpara
KIIMHUYHA MTPAKTHKA;

12. (w3m. - 1B, Op. 102 ot 2012 1., B cuma ot 21.12.2012 r.) pe3rome Ha
cUCTeMara 3a Mpocie/asBaHe Ha JIEKapcTBeHaTa 0e30MacHOCT, KOETO BKJIIOYBA CIIEAHUTE
CJIEMEHTH:

a) uMe Ha KBawmduiupaHoro june mo wi. 191, aBrobmorpadus -
oOpa3zoBaHue, TPUAOOUT MPOPECHOHAIEH OMUT B 00JIACTTa Ha MPOCHEAsBaHE Ha
JIeKapcTBeHaTa 0e30MacHOCT M KBanu(UKalKs 3a U3MBIHEHUE Ha 3aAbJDKCHUATa MYy TIO0
penaa Ha rjlaBa ocMa;

0) BcsKa eIHa IbprKaBa YIEHKA, B KOSATO KBATU(UIIUPAHOTO JIUIE U3ITBIHIBA
3aIBJKCHUSATA CH;

B) azpec, TenedoH, dakc, aapec Ha eIeKTPOHHATA MOl Ha JIMIIETO Mo OyKBa
nau;

r) agpec, Ha KOWTO Ce ChXpaHsIBa OCHOBHHUAT JOKYMEHT Ha CHUCTeMara 3a
npociieIsiBaHe Ha JeKapCcTBeHaTa 0€301acHOCT;

12a. (noBa - /IB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) nexknapauus ot
3asgBHUTEINS, Y€ pasroyiara ¢ HeOOXOMUMHTE CPEICTBA Ja M3IBIIHABA 3aBDKECHHUTA TI0
rJIaBa OCMa;

13. (u3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mnan 3a
yIpaBleHHE HA PHCKAa C OMHCAHHWE Ha CHCTeMara 3a YIpaBJIeHHE Ha pPHCKa, KOSTO
3asBUTEIIAT III€ BbBEJIE 32 ChOTBETHHSI JICKAPCTBEH MPOJIYKT, 3a€/THO C PE3IOME Ha IJIaHa;

14. xpaTka XapakTepHUCTUKa Ha MPOAYKTa ChIVIACHO 4Jl. 34;

15. Maker Ha IBPBUYHATA ¥ BTOpPUYHATA OITAKOBKA HA TIPOAYKTa |
MpeJIOKEHHE 3a IMCTOBKA B CHOTBETCTBHE C M3MCKBAHUATA Ha TJIaBa IIECTa;

16. xomHe OT pa3pemeHneTo 3a MPOU3BOJCTBO, U3AAIEHO OT PEryIaTOPHHS
OpraH Ha JbpXKaBaTa, B KOATO C€ W3BBPIIBA MPOU3BOJCTBOTO, MPHUAPYKEHO ChC
ceprudukar 3a J[obpa mpon3BOACTBEHA MPAKTUKA WK CePTU(UKAT, YAOCTOBEPSBAIIl, Y€
MIPOU3BOJICTBOTO HA JIEKAPCTBEHUS MPOAYKT U HA AKTUBHUTE BEIIECTBA, BIW3AIU B
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ChCTaBa My, € U3BBPIICHO B ChOTBETCTBHE ChC CTAHIAPTH, Hall-MaJKO €KBUBAJICHTHU Ha
crangaptute Ha JJoOpara mpou3BOJACTBEHA MPAKTHKA,;

17. xomue OT JOKYMEHT, ¢ KOMTO JIEKapCTBEHUAT MPOAYKT € ONpeielieH 3a
JeyeHue, MpopUIaKTUKA WU JUArHOCTHKA Ha PEIKU 3a00JsBaHMs, PUAPYKEH C KOIHe
OT cTaHOBHILETO Ha EBporeiickara areHius mno JeKapcTnara;

18. xomust OT BCUYKHM pa3peulieHus 3a ynoTpeda, u31ajeHu B Apyra JbpiKaBa
YIeHKa WIH B TPeTa IbpKaBa, 3a JICKApCTBEHUS MPOJIYKT, 32 KOMTO ce HCKa pa3pelieHre
3a ymotpe0a;

18a. (moBa - IB, O6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) xonue ot
o0o0mieHne Ha JaHHWUTE 3a 0€30MAaCHOCT, BKJIIOUMTENIHO JTAHHWUTE, ChABPXKAIIUA CE B
NEPUOANYHUTE aKTyaIU3UpPaHU JNOKJIaaAu 3a 0€30MacHOCT, U KOTraTo TaKWBa ca HaJMIIE,
ChOOIIEHUATA 32 [10/I03UPAHH HEXKEJIaH!U JIEKApCTBEHU PEAKIINH;

19. cnuchbKk Ha ABpKABUTE UICHKH, B KOUTO € IOJAJEHO 3asBIICHUE 3a
U3J/laBaHe Ha pa3pellieHue 3a yrnoTpeda Ha JEKapCTBEH MPOIYKT;

20. (u3m. - /1B, 6p. 71 ot 2008 r., B crita ot 12.08.2008 T.) KOmue oT KpaTkaTa
XapaKTEePUCTUKA HA MPOAYKTa, MPEIJI0KEeHA OT JUIETO Mo Wi. 26, an. 1, uiu Komnue oT
KpaTKaTa XapaKTepUCTHKa Ha MPOJYKTa, OJ00pEeHa OT pPeryliaTopeH OpraH Ha IbprKaBa
YIIeHKa/AbPKaBU WICHKH, BEUe U3aM pa3peuieHne 3a ynorpeoa;

21. xomue OT OTKa3a 3a M3JaBaHe Ha paspelleHue 3a yrnorpeda B IbpKaBa
YJIEHKA WK B TPETA IbPXKAaBa, MPUIPYKEHO C MOTHBH; MH(POPMAIIUs 32 BDEMEHHO CIIUPAaHE
WM 3a MPEeKpaTsBaHe Ha JEHCTBUETO Ha pa3pelIeHneTo 3a ynorpeoba;

22. Komue OT TMpeUIoKEHATa JIMCTOBKA 3a TMAaIlMeHTa, MPUIIPYKEHO OT
0000111eHIE Ha PE3yNITaTUTE OT OLIEHKaTa Ha HUBOTO Ha Pa30dMpPaeMOCT Ha ChIbPKAHUETO
Ha JIMCTOBKAaTa OT M30paHa OT 3asiBUTEJNs 1ieJieBa Ipyna OT MAlUUEHTH, WM KOMHE OT
JMCTOBKA, 0100peHa OT peryjaTopeH OpraH Ha Abp)KaBa WICHKa, Beue U3/1all pa3pelieHme
3a yrnoTpeoa;

23. IOKYMEHT 3a IJaTeHa Takca B pa3Mep, onpezesieH B Tapudara no ui. 21,
ai. 2;

24. (noBa - /IB, 6p. 71 ot 2008 r., B cuia ot 26.07.2008 r.) 1OKyMEHTHTE IO
yi1. 7 ot Permament (EO) Ne 1901/2006.

(2) (Hom. - [IB, 6p. 18 ot 2014 r.) JJokymentute 1o an. 1, 1. 18 u 18a mo
OTHOIIEHHE Ha AbP>KaBUTE WIEHKH, CbOTBETHO 10 T. 19, ce mojaBaT camo B IpoLEeAypUTE
o paszen VIIL

(3) 3a paguMoOHYKJIMIHU TE€HEPATOPH KbM JAaHHUTE MO all. 1 ce MpeAcCTaBsT
JIOII'BJIHUTENTHO CIIEHUTE IOKYMEHTH:

1. onucaHue Ha cUcTeMara 3aeJHO C MOJPOOHO ONMKUCAHUE Ha KOMIIOHEHTHUTE
M, KOMTO MoraT Ja IOBIUSAAT Ha CbhCTaBa WIM Ha KauyecTBOTO Ha JIbILEPHUTE
PaMOHYKIIH/IH;

2. Ka4eCTBEHH U KOJIMYECTBEHH OCOOCHOCTH Ha elyaTa Wid cyoimmara.

(4) [okyMeHTUTE U JaHHUTE OT (papMaleBTUUHUTE, NMPEAKIUNHUYHUTE M
KJIMHUYHHUTE U3MUTBAHUS C€ MPHUIPYKaBAT ¢ 0000IIEHH JOKJIAAN, U3TOTBEHU OT EKCIIEPTH
¢ HeoOXxoaumara TexHH4Yecka U mnpodecuoHanHa kpanudukauusa. KeM pokmagure ce
npuiara aproouorpaduyHa crpaBka Ha eKCIIEPTUTE, U3TOTBUIIM JIOKJIA/1a.

(5) Hocuero Ha JieKapCTBEHUS MTPOYKT CE TPEICTaBs Ha OBJATAPCKY W/WIIA Ha
AHTJIMHCKY €3HK.

(6) (Homa - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Cucremara 3a
ylpaBiieHUe Ha pucka 1o aji. 1, T. 13 Tps6Ba 1a € nponopuroHaaIHa Ha UACHTU(DUIIUPAHUTE
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U Ha TIOTCHIMAIHUTE PHCKOBE OT JIEKAPCTBEHUS IMPOJYKT M HAa HEOOXOAMMOCTTA OT
chOUpaHe Ha JaHHM 32 0€30MaCHOCT OT OCTMAPKETUHTOBH MTPOYYBAHUS.

(7) (Hosa - JIB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) IIpurexarensr
Ha pa3pelIeHrueTo 3a ynorpeda akTyalu3upa AaHHUTE OT AOCHeTo mo ai. l. 3a Bcska
NPOMSIHA B JIOCHETO Ce Tpuiiara pelbT Ha IJ1aBa Tpeta, pa3ien VI, korato e mpuiokumo.

Ui 28. (1) (U3m. - IB, 6p. 71 or 2008 1., B cuna ot 12.08.2008 r.) JIumero mo
wi. 26, an. 1, MOKOJIKOTO HE HapyllaBa IpaBaTa Ha HHIYCTpUAIHA M THProBCKa
cobctBeHoct, He npeacTtass B MAJI ganaute mo wi. 27, an. 1, T. 10, 6ykeu "6" u "B", ako
MOJKE J1a IOKaXKe, Y€ JIEKaPCTBEHUST IPOAYKT, IIOCOUEH B 3asBICHUETO, € TEHEPUUYEH Ha
pedepeHTeH JIeKapcTBEH MPOAYKT, KOMTO € pa3pelleH Wiu e Oul pa3pelleH 3a ynorpeda B
JIbpKaBa YICHKA, IPEIN HE [10-MAJIKO OT 8 FOJMHHU.

(2) [Iputexxatenar Ha pa3pelICHUETO 3a yoTpeda Ha TeHEPUYHUS POAYKT 110
ann. 1 He MOXKe Ja ro MycHe Ha Iaszapa, npeau jaa uzrekar 10 roiuHu ot 1ataTa Ha IbPBOTO
paszpeleHue 3a yrnorpeda Ha peepeHTHUS JIeKapCTBEH MPOAYKT.

(3) JIunero mo 4. 26, an. 1 mpu cria3BaHe Ha yCjaoBuUsATa 1O ajl. 1 U 2 Moxke 11a
nonane B MAJI 3asBneHue 3a paspenieHue 3a ynoTpebda Ha reHepuyeH Ha pedepeHTeH
JIEKapCTBEH MPOJYKT U KOraTo pe)epeHTHUAT MPOIYKT HE € UMaJ U3/a/IeHO pa3pelieHne
3a ynotpeba Ha TepuTopusaTa Ha PenyOnuka bbarapus.

(4) B ciiyvaure no an. 3 nuuero no ui. 26, an. 1 mocousa B 3asiBIEHUETO 110
yi1. 27, an. 1 gppkaBara 4ieHKa, B KOSTO peepeHTHHUAT MPOAYKT € pa3pelieH Ui € Oui
paspetieH 3a ynorpeoa.

(5) B cnyuanTe no azn. 3 MAJI usuckea ot peryaaTOpHUsl OpraH Ha JbpKaBaTa
YIEHKa, I0COYEHa B 3asiBJICHUETO 1O Wwi. 27, all. 1, MOTBBpKAEHUE HAa HHPOpMALUATA 10
an. 4, KOMMYECTBEHUS U KAUECTBEHHUS CbCTaB Ha pePEpeHTHHUS MPOAYKT U aKko €
HE00X0UMO, JOIIBIHUTEIHA JOKYMEHTAIHUS.

(6) MI3mbiHUTENHATA areHIus 110 JIeKapcTBaTa MPEAOCTaBs MPY MOUCKBaHE OT
perynaTopeH opraH Ha JAbp)KaBa YWIEHKa, B KOSITO € MM0/1aIeHO 3asBJICHUETO 32 FeHEpUUEH
Ha pe(epeHTEH JIEKapCTBEH MPOAYKT, KOMTO € pa3pelieH Win € O pa3pelieH 3a ynorpeda
Ha TepuTopusTa Ha PenyOnuka bbirapus, Heo6xonrmara nHGopmaus 1o aij. 5 B Cpok 10
€IIMH Mecel OT J]aTaTa Ha IOMCKBAHE.

(7) HeceTrromumHuaT IepUoI 1Mo ajl. 2 MOXxe J1a ObJie YABIDKEH Hall-MHOTO ¢
€/IHa TOJIMHA 10 HCKaHe Ha TPUTEeXaTelsl Ha pa3pelieHueTo 3a ynotpeda Ha peepeHTHUs
JIEKapCTBEH MPOJYKT, aKo Mpe3 MbpPBUTE 8 TOAMHHM OT M3JaBaHE Ha Pa3pelIeHHETO 3a
yrnotpeba Ha pedepeHTHHUS JeKapCTBEH MPOAYKT MPUTEKATENAT My MOIy4Yd 3a ChIIUS
IPOAYKT pa3pelieHue 3a HOBO TEPaleBTUYHO MOKAa3aHUE, YNUTO 3HAYUTENIHU KIMHUYHU
MPEeIMMCTBA Tpe]] ChIIECTBYBAIUTE JIeYeOHN B3MOKHOCTH Ca HAyYHO 0OOCHOBAHHU.

(8) (Homa - 1IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Koraro 3a
JIeKapCTBEH NMPOAYKT € N3/1a/IeHO ITbPBOHAYAIHO pa3pellieHue 3a ynorpeda B ChOTBETCTBHE
¢ wi. 23, 3a BCsIKa MpOMsIHA B KOJMYECTBOTO HA aKTUBHOTO BEIIECTBO, B J€KapCTBEHATa
¢dbopMa, B KOJIMYECTBOTO B OIMAKOBKA, B ITBTS HA BBHBEXKJIAHE HA JIEKAPCTBEHHS MPOAYKT,
KaKTO M 32 BCHUUKH JPYTH MIPOMEHHU WM pa3llIMpsiBaHE Ha 00XBaTa Ha pa3pelIeHHEeTo 3a
ymotpeba ChIIO Ce U3aBa pa3pellieHre CHIIACHO W3HUCKBAaHHAITA HA TO3U 3aKOH WU
I'BPBOHAYAIIHOTO pa3pelieHne 3a ynoTpebda ce nombiBa. Beuuku Te3u paspenieHus ce
cMATaT KaTo TMpUHAJIeKAIM KbM €IHO TIoO0alHO pa3pelieHue 3a ymorpeba Ha
JIEKapCTBEHUSI TPOJIYKT 3a LIEJIUTE Ha MpUJIaraHe Ha TO3H YJIEH.
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Y. 29. (1) Jlugero no wn. 26, an. 1 npeacrass B UAJI pesynrature ot
HEOOXOJMMUTE NPEIKIMHUYHNA W/WIM KIMHUYHU WM3MHTBaHUS B CIy4aWTe, KOraro
JICKapCTBEHUAT IPOAYKT, TOCOUCH B 3asIBIICHUETO:

1. He MOJKe J1a ce OompeieN KaTo reHepUYICeH, UITH

2. M3MUTBaHMATA 32 OMOHATTMYHOCT HE JI0Ka3BaT OMOECKBUBAJIIEHTHOCT, WIIN

3. (mom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) uma npomsiHa B
AKTUBHOTO BEIECTBO WJIM BEIIECTBA B KOJMYECTBOTO HAa AKTHBHOTO BEIIECTBO HIIU
BEIIIECTBA B JI030BA CJMHMIIA, HA TEPANICBTHYHHUTE ITOKA3aHMs, HA JIEKapcTBeHaTa Gopma,
Ha HaYMHA Ha MPUJIOKEHUE CIIPSMO peepeHTHUS JIEKApCTBEH MPOIYKT.

4. (ot™. - 1B, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 1.)

(2) Koraro OwonoruyeH JeKapCTBEH NPOAYKT, MOCOYEH B 3asBICHHETO,
no00eH Ha pedepeHTeH OMOJIOTHYEH JICKApCTBEH MPOAYKT, HE OTIOBapsi HA YCIIOBHSTA,
3a 1a Ob/Ie OTpeIeNieH KaTo reHepUyeH JIGKAPCTBEH MPOAYKT MOPaIu pa3nueH HAYMH Ha
MPOM3BOJICTBO WJIM PA3jIMYHHU W3XOJHH MaTepUAIId B CPaBHEHHUE C peEPEHTHHS WIU 110
Opyrd TpUYUHM, 3asBUTENAT mpenctaBs B MAJl pesynrature OT HEOOXOIUMHTE
NPEIKIMHUYHA W/WITU KIMHUYHU U3 TBAHUS, CBbP3aHH C TE3H YCIOBHSI.

(3) B cimyyante mo an. 1 u 2 ce npeactaBs U JOKyMEHTAIUATA, OTpe/iejicHa B
HapeaOara 1o 4. 42.

Un. 30. (1) Jlunero mo un. 26, an. 1, JOKOJKOTO HE HapyllaBa MpaBaTa Ha
MHAYCTpUaJIHa U ThbProBcka co0CTBEHOCT, He npezcTass B MAJI nannuTe no un. 27, ain. 1,
T. 10, OykBu "6" unu "B", ako MoOXe J1a JOKaxe, MPU YCIIOBUS, OMPECIIeHN B HapenoaTa
1o 4j. 42, 4ye akTUBHOTO BELIECTBO, BIM3ALI0 B ChCTaBa Ha MpEUIaraHus 3a pa3pelieHue
3a ymorpeba JeKapCcTBEH MPOIYKT, € ¢ JA00pe ycTaHOBEHa yroTpebda B MeIUIIMHCKATa
IIPaKTHKa, IMa MpU3HaTa e(pUKacCHOCT U MPUEMIIMBO HUBO Ha Oe3omacHocT. B Te3u ciyuan
pE3yATaTUTE OT U3MUTBAHUATA U TECTOBETE MOTaT J]a C€ 3aMEHAT ChbC ChOTBETHUTE HAYYHHU
nyOIMKauy.

(2) Jlumero mo am. 1 mpenctaBs pe3yATaTHTE OT HEOOXOIUMHUTE
MPEAKIMHUYHN U KIMHUYHUA W3MUTBAHUA B CIydall Ha JIEKapCTBEH MPOIYKT, ChAbPKAII
AaKTUBHU BEIECTBa, ¢ JO0Ope YCTaHOBEHa ymoTpeba, KOMTO HE ca OWIM M3MOJI3BaHU B
npejyiaraHaTa KOMOMHallMs 3a TepaneBTUYHM Lenu. B To3u cinyuyail He ce mpencTaBs
JIOKYMEHTAIUs 110 OTHOUIEHUE Ha BCAKO OTAEJIHO aKTUBHO BEILIECTBO.

(3) KoraTto akTWBHO BEMIECTBO MO CMHCHJA Ha ajl. | MMa JOKa3aHO HOBO
TEparneBTUYHO MOKa3aHWe Ha 0a3zaTa Ha 3HAYUMU MPEAKIMHUYHU WU KIMHUYHHU JaHHHU,
CBBbP3aHHU C HOBOTO MOKa3aHHUe, €AHOKPATHO 3a CPOK OT €Ha TOJMHa CJe/(Ball] 3asiBUTEI
HE MO’e€ J1a C€ TI030BaBa HA JJAaHHUTE 32 HOBOTO MOKAa3aHNWE Ha aKTUBHOTO BELIECTBO.

UYn. 31. B cayyaii, koraTo jJekapcTBeH NMPOAYKT ChAbP>Ka aKTUBHU BEIIECTBA,
U3NOI3BAaHM B CBCTaBa Ha pa3pelIeHH 3a ymoTpeda JEeKapCTBEHW MPOAYKTH, HO
HEH3MOJI3BaHH B IpeularanaTa KOMOMHAIUS 32 TEPaNeBTHYHU LIEJIH, JIULIETO 1Mo uil. 26,
aln. 1 mpencraBs pe3yiTaTUTE OT MPEAKIUHHUYHUTE W OT KIMHUYHUTE HW3MUTBAHUSA,
CBBp3aHU € Ta3u KOMOMHaNUs. B To3u ciyyail 3asBUTENAT HE MPeICTaBs JOKYMEHTAIUS
OTHOCHO 0€30MacHOCTTa 1 e(pUKaCHOCTTA Ha BCIKO OT/IETHO aKTHBHO BEIECTBO.
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Ui 32. [IpuTexxarenar Ha pa3pelieHue 3a yrnorpeda Ha JeKapCTBEH MPOAYKT
MOJKE JIa pa3pely U3MOoA3BaHeTo Ha (apMalleBTUYHATA, MPEAKINHIYHATA U KIIMHUYHATA
JIOKYMEHTaIusl, ChAbprKallla ce B JOCUETO Ha JIEKAPCTBEHUS MIPOIYKT, MPHU OLICHSIBaHE Ha
MOCJIE/IBAILIM 3asIBJICHUS Ha JIEKAPCTBEHU MPOAYKTH ChC CHIIHS KAYECTBEH U KOJIMYECTBEH
CHCTaB 10 OTHOILIEHHE Ha aKTUBHUTE BELIECTBA U ChC ChIIaTa JeKapcTBeHa Gopma.

Ui 33. IlpoBexkaaneTo Ha HEOOXOAMMUTE MPOYUBAHKS M U3MUTBAHUS C I
W3TOTBSIHE HA JOKYMEHTAIUS 3a pa3pelleHre 3a ynoTpeda U mocIeABAIIUTE MPAKTHIECKU
M3UCKBaHKS BbB BPB3Ka C pa3pellaBaHeTo 3a yrnoTpeda Ha JIeKapCTBEHHU MPOAYKTH 110 YJI.
28 u 29 He e HapyIlIeHUE Ha MMaTeHTa WIK Ha cepTU(UKATA 32 JOMBIHUTEIIHA 3aKpHiIa Ha
JIEKapCTBEH MPOIYKT.

Un. 34. (1) Kparkata xapakTepucTHKa Ha MPOAYKTa ChIbpKa CJelHara
uH(popManus:

1. HauMeHOBaHHE Ha JIEKAPCTBEHMsI MPOAYKT, KOJIMYECTBO HAa aKTHUBHOTO
BELIECTBO 32 J030Ba €MHUIIA, JE€KapCTBEHA (hopMa;

2. KOJIMYECTBEH M KaYECTBEH ChCTaB IO OTHOILIECHNE HA AKTHBHUTE BEIECTBA
M Ha TE3W OT IOMOIIHHWTE BEIIECTBAa, WH(pOpPMAlIUATa 3a KOWUTO € ChIIECTBEHA 3a
MPABUJIHOTO MpUJIaraHe Ha MPOJAYKTA; U3MOJ3Ba ce OOUIONPUETOTO UME U XUMHUYHOTO
OIIHCAHHE;

3. nexapcTBeHa opma;

4. KIMHUYHU JaHHU:

a) TeparneBTUYHU MOKa3aHUS;

0) 103MPOBKA M HAYHMH Ha MPHIJIOKEHHE MTPU BH3PACTHH U TIPH JICTIA;

B) IPOTUBOIIOKA3aHMUSI,

T) CIeNUaTHU TPEAYNPEXKICHUS W TpeanasHu MepKd INpu ymorpeba; 3a
UMYHOJIOTHYHUTE JICKApCTBEHH MPOJYKTH - MPEANa3sHH MEPKH 3a JIMLaTa, KOUTO paboTAT
C TSIX W TW TIpWIarar Ha TMAalWeHTH, KaKTO W TMpeana3sHH MEpKH, KOWTO TpsiOBa aa ce
npeanpuemMar oT NalKueHTa;

1) B3aMMOJAEUCTBUS C JPYTH JIEKAPCTBEHU MPOIYKTH WIH APYrH (OpPMH Ha
B3aUMO/ICICTBHUS;

e) ynorpe0a npu OpeMEHHOCT UM KbPMEHE;

) Bb3/IeWCTBUE BbPXY CIIOCOOHOCTTA 3a modupaHe 1 paboTa ¢ MallMHU;

3) He)KEJIaHU JISKAPCTBEHH PEaKIIHH;

1) Mpeio3upaHe (CUMIITOMU, aHTUAOTH, CIIEITHH MEPKH);

5. (apMakoIIOTHYHM TAHHU:

a) (hapMaKoOAMHAMUYHU CBOMCTBA;

0) (hapMaKOKMHETHYHHU CBOMCTBA;

B) NPEAKIMHUYHY JJTaHHU 32 O€3011aCHOCT;

6. apmaleBTUYHYN TaHHHU:

a) CIIMCBHK Ha IIOMOIIHHUTE BEIECTBA;

0) OCHOBHU HECHBMECTHUMOCTH;

B) CPOK Ha TOJHOCT; CPOK Ha T'OAHOCT CJ€J pa3TBapsHE Ha JIEKapCTBEHMS
MPOAYKT (MPU HEOOXOIUMOCT) WIIM CJIe]T OTBApsSHE Ha MIbpPBUYHATA OTMAKOBKA 33 IIBPBH
BT,

T') CTIICMAHN YKa3aHUs 33 ChXpaHeHHE;
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1) BUJl ¥ CbCTaB Ha OMAKOBKUTE;

€) CIeLMaJIHU YKa3aHWs 3a H3XBBPJSHE Ha OCTaTbKa OT JIEKAPCTBEHUS
MPOJYKT UM HA OTHAbYHUTE MaTepUaIl OT HETo;

7. IpUTEkKATEI HA pa3peLIeHUETO 3a YIOTpeoa;

8. perucTpanuoHeH HoOMep;

9. mara Ha WHPBO pa3pelieHue 3a ymorpeba WM Ha TOIHOBSBAaHE HA
pa3pelieHueTo 3a ynorpeoa;

10. nara, Ha KOATO € M3BBPILIEHA IIPOMSHA B ChIbPXKAHUETO HA KpaTKaTa
XapaKTepUCTHKA Ha MPOJIYKTa;

11. 3a pagnodapmarieBTULIM - H3YepraTesTHa MHPOpPMALUs 332 BbTpPEIIHATA
pasralnoHHA JO3UMETPUS;

12. 3a pagmodapManeBTUIM - MOAPOOHU WHCTPYKIIUU 32 CKCTEMIIOPAITHO
MPUTOTBSIHE M KA4eCTBEH KOHTPOJ M KOraTo € HPUIIOKMMO, MaKCHUMAallHOTO BpeMe Ha
CbXpaHEHME, MPE3 KOETO ChOTBETHUAT MEXKIUHEH MPOAYKT KaTro elyaT WM TOTOB 3a
ynotpeba ¢apMaleBTHK CbOTBETCTBA HA CIIEU(UKALIUSITA CH.

(2) B kpaTkaTa XapaKTepHCTHKA HA JIEKAPCTBEHUTE MPOJYKTH 1O Wi. 28 - 33
MoOraT Ja HE C€ BKJIIOYBAT YaCTUTE OT KpaTKaTa XapaKTepUCTHKa Ha peQepeHTHUs
JIEKapCTBEH MPOAYKT, OTHACSIIM C€ A0 NOKAa3aHUS U JIEKAPCTBEHU POPMH, KOUTO ca O
MO/l MATEeHTHA 3aKpuJjia M0 BPEMETO, KOraTo TeHEPUYHUST MIPOYKT € OWII Ha ma3apa.

(3) WUsuckBanmsata KBM (opMaTa W CHIBPKAHMETO Ha KpaTKara
XapaKTepUCTHKA Ha MPOJIYKTa ce OMPEENAT B HapendarTa mo ui. 42.

(4) (HoBa - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara
XapaKTepUCTHKAa Ha JIEKapCTBEHUTE MPOJYKTH, BKJIIOYEHH B CHHCHKA MO Wi 23
ot Pernament (EO) Ne 726/2004 na EBpomeiickus mapmamenT u CbBeTa, ChABpKa
uH(popMalus cbe cleAHus TeKCT: "To3u IeKapCTBEH MPOAYKT MOAJEKH Ha JOMBIHUTEITHO
HaOmoenue". [Ipen TekcTa ce mocTaBsi 3HAK B YEPEH LBSIT ChIVIACHO Wi. 23, maparpad 5
ot Permament (EO) Ne 726/2004 na EBpomneiickus nmapiameHT U CbBeTa, IPUAPYKEH OT
o0sicHUTETHA OenexKa.

(5) (HoBa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara
XapaKTepUCTHKAa Ha JIEKAPCTBEHUTE MPOJAYKTH CBhAbPKA CTAHAAPTEH TEKCT, KONTO
HOOIIpsIBA MEJUIIMHCKUTE CIEHUATMCTH Ja JOKJIaJBaT BCAKa I10/I03MPaHa HEXelaHa
JIEKapCTBEHA peakIus ChIIIacHO oOpa3uure mo wi. 185, an. 2, 1. 4.

Paznea I11.
CneuuguyHy U3MCKBAHMS 32 XOMEONIATUYHM JIEKAPCTBEHH MPOAYKTH

UYn. 35. (1) YaocToBepeHue 3a perucTpaiysi Ha XOMEONaTH4eH JIeKapCTBEH
IIPOJIYKT C€ M3/aBa MO ONMPOCTEHA MPOIeypa, aKO OTrOBaps Ha CICIHUTE YCIOBHS:

1. mpunara ce mepopasHO WIH BHHILIHO;

2. BbpPXY OMAKOBKaTa My WJIM B JIpyra HH(pOpMaIus, CBbp3aHa ¢ HEro, He ca
MOCOUYEHH CHEIU(PUYHH TePAeBTUYHH ITOKA3aHUS,

3. pa3peficH € B JIOCTaThbuHA CTEIEH, 3a Ja TapaHTUpa Oe30MacHOCTTa Ha
IPOAYKTa, U HE ChIbpKa MMOBeUYe OT €JHa JIECETOXMIIAIHA YacT OT THHKTypaTa Maiika Hiu
noBeye OT €1Ha CTOTHAa 4acT OT Hal-Majikara J03a, W3I0J3BaHa B aJloNaTusATa, Ha
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AKTUBHHUTE BEIIECTBA, YMETO HAIWYHE B aJONMATHYCH JIGKAPCTBEH MPOAYKT BOIHU JO
3aIBJDKUTEITHO JIEKAPCKO MPEANCaHHeE.

(2) 3a w3maBaHe Ha YJOCTOBEPEHHE 3a PETUCTpAIMs Ha XOMEOIATUYCH
JICKapCTBEH MPOIYKT JUIETO Mo wi. 26, an. 1 monaBa B MAJI 3asBienue mo odpasei, B
KOETO MOrar Jia ObJjaT MOCOYCHHU CEpHsl OT JIEKAPCTBEHH MPOIYKTH, IMOJIYYSHH OT SIUH U
ChIIl XOMCOIIAaTUYCH U3TOYHUK UJIU OT €AHU U CHhIIIU U3TOYHUIIHU.

(3) 3a nokaszBane Ha (hapMaIreBTHYHO KaY€CTBO U XOMOTEHHOCT Ha IMAPTHIUTE
Ha JIEKapCTBEHUS NPOMYKT KbM 3asBIEHHETO MO al. 2 ce mpuiara CcleaHara
JOKYMCHTAITUS:

1. (m3m. - JIB, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Hay4HO
HaMMEHOBAaHHE WM (apMaKONEeHHO HAMMEHOBAHWE HA XOMEONATHYHHS W3TOYHUK WU
HU3TOYHUIU 3aCAHO C PA3JIMYHUTC I'bTUIA Ha BbBCKAAHC, JICKAPCTBCHU q)OpMI/I U CTCIICH
Ha pa3pexjiaHe;

2. nmocue, B KOETO C€ OMHMCBAa HAYMHBT Ha TOJy4aBaHE M HA KOHTPOJ Ha
XOMEOIIATHYHUSI U3TOYHUK HJIM W3TOYHHIIM, JTOKA3BaIl0 XOMEOoNaTHYHAaTa ynorpebda Ha
0azara Ha moaxozsma oudaorpadus;

3. ocuMe Ha METOJUTE Ha MPOU3BOJICTBO U KOHTPOJ 3a BCSKA JICKAPCTBEHA
¢dbopMa 1 onucaHUE Ha METOJUTE HA pa3pek1aHe U OTEHIMPAHE;

4. paspelieHue 3a MPOU3BOJICTBO, MPUAPYKEHO che cepTudurar 3a J[oOpa
IMMPON3BOACTBCHA MPAKTHUKA NJIA CBC CCpTHq)HKaT, AOKa3Ball, 4€ NPpOAYKTHT € IIPOU3BCICH
IIPU YCJIOBUS, CKBUBAJICHTHU Ha M3MCKBaHUsATA 3a Jl0Opa Mpou3BOCTBEHA MPAKTUKA;

5. KOIUS OT PETUCTPALIMH HITH Pa3pelIeHus 3a yoTpeoa, MOTyueHH 3a ChITUTE
NPOJYKTH B JPYTH IbPIKABU YWICHKH;

6. MakeT Ha IIbpBHUYHATA I/I/I/IJII/I BTOpHWYHATa OITAKOBKAa Ha INPOJAYKTaA,

7. naHHU 3a CTAaOMIIHOCTTA HA TIPOIYKTA.

(4) I3uckBaHuATa KbM JAHHUTE 110 aJl. 3 ce ONpeAeIsIT B HapeaoaTa 1o wi. 42.

Un. 36. (1) 3a xoMeomaTWyHH JIEKApCTBEHU MPOAYKTH, Pa3IUYHU OT
nocoueHure B 4i. 35, an. 1, ce mpuiarar pasnopeadute Ha wi. 27 - 32.

(2) 3a xomMeonaTUYHHU JIEKaPCTBEHU MPOJIYKTH MO ai. 1 nuiero mo wi. 26, an.
1 He mpeacTaBs pe3yaTaT OT NPEAKINHUYHU U KIMHUYHY U3MUTBAHUS, KOraTo MOXe J1a
JoKaxke ¢ oubarorpadcku JaHHU OT HayyHaTa JIUTepaTypa, 4ye XoMeonaTH4HarTa ynorpeoda
Ha JIEKapCTBEHHUS MPOYKT MJIM XOMEONIaTHUHUTE U3TOYHHIIM, KOUTO BIIU3aT B ChCTAaBA MY,
ca ¢ ycTaHOBEHa 0e30IacHOCT.

(3) B cayuaute mo ai. 2 or Oubnuorpadckure NaHHM TpsiOBa Ja ca
YCTaHOBEHU:

1. XOMEONMaTHYHUAT XapakTep Ha U3MOJI3BaHUTE CYpOBMHM WU TIXHATa
TpaaUIIMOHHA YIIOTpeda Mpu 3aBEHOTO MMOKA3aHHE;

2. 6€3BpeAHOCTTa HA XOMEONaTUYHHSI JIEKAPCTBEH MPOIYKT MO OTHOILICHHE Ha
CTEICHTA Ha pa3pexk/IaHe Ha BCSIKA OT ChCTaBKUTE.

Pazgean 1V.
CrneuuuyHM M3UCKBAHMS 32 TPAAMIMOHHU PACTUTEHH JIeKAPCTBEHH
NMPOAYKTH
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Un. 37. (1) YmocTtoBepeHue 3a perucTpanusi Ha TPaJUIMOHEH PaCTHUTEIICH
JIEKapCTBEH NPOAYKT CE€ M3J/laBa IO OIPOCTEHa IpOLEaypa, ako OTroBapsi Ha CIEIHUTE
YCIIOBUSL:

. wma TepameBTHMYHM T[IOKa3aHWs, TMPUCHIIA HA ymoTpedara Ha
TPaJULIMOHHUTE PACTUTEIHH JIEKAPCTBEHH MPOAYKTH, M CIOpE] ChCTaBa U LENTa 3a
yrnorpeba e mpeaHa3HaveH 3a ynorpebda 06e3 Jiekapcko MpeAnucanue U HaboIeHIE,

2. mpujara ce €IMHCTBEHO B ONPEIENIEHO KOJIMYECTBO Ha JIEKapCTBEHOTO
BELIECTBO B J]030Ba €MHUIIA U IIPU OIPEEIIEHA JO3UPOBKA;

3. mpuuiara ce rnepopaiHo, Ype3 BIUIIBaHe (MHXaJalus) Wik € IpeJHa3HaueH
3a BBHIITHA YIOTPeOa;

4. mepuoIbT Ha TPAIUITMOHHA yIIoTpeda chriiacHo . 38, ai. 1, T. 5 € U3TeKbII;

5. JaHHUTE 3a TPAJULMOHHATA YIIOTpeOa Ha JIEKapCTBEHUsI IPOAYKT JOKA3BaT,
Yye HE € BPEJ/ICH MPU ONPEICIICHUTE YCIOBUS Ha yroTpeda v hapMaKoJIOTHUHUST €PEeKT WK
e(uKacHOCTTa Ha JICKAPCTBEHHUs MPOAYKT Ca YCTAaHOBEHH Ype3 IBJITOTOJMIIHATA MY
yrnotpe0a U HATPYyMaHUS OIHT.

(2) W3mpanuTenHaTa areHIUs 10 JIEKApCTBAaTa MOXKE Ja MPHUIIOKHU
mpoueaypara mo ain. 1 cOopsMO pacTUTENeH JIEKapCTBEH MPOAYKT, KOUTO ChABpKa
BUTAMUHU WIM MHUHEpPAIH, YUATO OE30MACHOCT € JIOKa3aHa JOKYMEHTAIHO U YHETO
JEICTBUE CIIPSIMO PACTUTEITHUTE JIEKAPCTBEHH BEIIECTBA B MPOAYKTA MO OTHOIIEHUE HA
crienu(PUIHUTE MY TIOKA3aHUS € CIIOMaraTeiIHo.

Ui 38. (1) 3a u3naBane Ha yIOCTOBEPEHHUE 32 PETUCTPALMS HA TPAJUIIMOHECH
pacTUTeNeH JIEKapCTBEH MPOAYKT JHIETO 1o wi. 26, an. 1 monaBa B MAJI 3asBnenue,
NPUIPYKEHO ChC CIIEAHATA JTOKYMEHTAIIHS:

1. nannure, mocouenu B wi. 27, an. 1, 1. 1 -9 u 1. 10, 6ykBa "a";

2. (u3m. - /1B, 6p. 71 or 2008 r., B cmwia or 12.08.2008 r.) kparka
XapaKTepUCTHKA Ha MPOJIYKTa, C U3KIIOUEHHUE Ha TaHHUTE 1o wi. 34, an. 1, T. 5;

3. B clly4ail Ha pacTUTENIEH JIEKapCTBEH MPOAYKT 10 CMUCHIA Ha 4il. 37, ai. 2
WINM Ha KOMOMHHMpAH pPaCTUTENIEH JIEKapCTBEH MPOAYKT - MHpopMarusaTa no uwi. 37, an. 1,
T. 5 32 KOMOMHAIMATA; KOTATO OTACITHUTE aKTHBHH BEIIECTBA HA KOMOMHUPAHUS MTPOIYKT
HE ca JOCTaThYHO MO3HATH, CE MPEJICTABIT JaHHU 3a TpaJUIMOHHATa yroTpeda Ha BCSIKO
OT THIX;

4. xorue OT pa3pelleHne 3a ynoTpeda win ya0CTOBEPEHHUE 3a perucTpanus Ha
pacTUTEIHUS JIEKapCTBEH MPOAYKT, M3/IaJICHU OT Jbp)KaBa WICHKA WK OT TPETa IbpKaBa,
U/WIIN KOTIME OT OTKa3, MPUAPYKEHO C MOTUBHUTE 3a PEILICHHUETO;

5. (m3m. - 1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 6ubanorpadcku
JAHHU WJIM EKCIIEPTHU CTAaHOBMIA, KOMTO JOKa3BaT, Y€ PACTUTEIHMAT JIEKapCTBEH
IPOJIYKT, 32 KOMTO € MOJa/IeHO 3asBJICHUE 32 PETUCTPAIUs, WIH ChOTBETCTBAI Ha HETro
OPOAYKT UMa Haif-manko 30-roguiHa ynorpeda B CBETOBHATAa MEIUIIMHCKA IPAKTHUKA, OT
KOMTO TOHe 15 roamHu ymoTpeba Ha TEPUTOpHWATA HA Jbp)KaBa WICHKA JO JaTara Ha
N0JJaBaHe Ha 3asiBIICHUETO 3a PErUCTpallys;

6. Oubnmorpadcku JTaHHU OTHOCHO 0€30IaCHOCTTa Ha MPOAYKTA, IPUIIPYKEHU
C eKCIIepTEeH JI0KIA;

7. KOomHe OT pa3pelIeHNeTo 3a MPOU3BOJICTBO, IPUIIPYKEHO ChC cepTUPUKAT
3a JloOpa mpou3BOJICTBEHA MPaKTHKa MM ChC CEpTH(HKAT, JOKa3Balll, Y€ MPOAYKTHT €

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



MPOU3BENICH MPHU YCIOBUS, EKBUBAJICHTHU Ha M3UCKBaHuUATa 3a JloOpa mpou3BoACTBEHA
MpaKkTUKa.

(2) U3nmpnHuTEHATA areHIIHs 10 JeKapcTBaTa MOXKE J1a U3UCKA OT 3asBUTENS
JOITBJIHUTENTHA MH(OpPMAITUS 32 OIICHKA Ha 0€30MacHOCTTa Ha JICKAPCTBEHHSI MPOIYKT 110
an. 1.

(3) U3mrpaHuTENIHATA ar€HIIHS 10 JIEKAPCTBATA MOJKE /1a TOMCKA CTAHOBHUILIE OT
KomuTera mo pacTuTenHu JekapcTBEHHM MNPOAYKTH KbM EBpomeiickata areHIus Mo
JIeKapcTBaTa OTHOCHO JOCTOBEPHOCTTA HA JAHHUTE IO al. 1, T. 5, Karo My NpeaocTaBu
HEOOXOUMHUTE YaCTH OT JIOCHETO Ha JIEKapCTBEHUS MPOIYKT.

(4) TlpencraBenurte gaHHU 10 aji. 1, T. 5 ca BaIMAHU U B CIy4auTe, KOraTo B
nepuoza Ha 30-roaumiHaTa ynorpeda B MeJUIIMHCKATa MPAKTHUKA:

1. ChOTBETCTBALIUSAT JICKAPCTBEH MPOYKT Ha MPOAYKTA, 38 KOUTO € MOJaAeHO
3asBJIGHUE 3a perucrpanusi, € 0wl Ha mazapa Oe3 paspellleHHue WM perucrpanus 3a
yrorpeba, wim

2. Korato OposAT Ha CBHCTAaBKUTE B JIEKAPCTBEHHS MPOIYKT, 32 KOUTO €
M0JIaJICHO 3asIBIICHUE 3a perucTpalus, € HaMajieH WM € HaMaJeHO KOJIMYECTBOTO UM B
JI030Ba €IMHUIIA.

Un. 39. (1) Koraro pacTuTeHUAT JeKapCTBEH MPOAYKT € Ol Ha mas3apa Ha
OO61mHocTTa Io-Manko oT 15 roavHu, HO OTroBaps Ha ycioBuaTa Ha wi. 37, an. 1, MAJI
MPEIOCTaBs 3a CTAHOBHILE IOKyMeHTanuaTa o 4i. 38, an. 1 na Komutera o pacturennu
JIEKapCTBEHHU NPOAYKTH KbM EBporielickara areHius 1o JeKapcTaara.

(2) U3mpaHuTENnHATA areHIys 10 JIEKapcTBaTa B3eMa OKOHYATEITHO PelIeHUE
cien; mMyONMMKyBaHETO Ha MOHOrpadusi OT KOMHUTETa Mo ajid. | 3a ChOTBETCTBHETO Ha
MPOJYKTa C KPUTEPUUTE 32 PETUCTPALUs 3a TPAIUIIMOHHA yIIOTpeoda.

(3) B cnyuaute 1o ain. 1 cpoksT 10 4i. 44 criupa Jia Teye.

Un. 40. U3nbaHuTenHaTa areHuus IO JieKapcTBaTa MOXeE Ja HM3UCKa OT
3asBUTEINSI HA pACTUTEIIEH JIEKAPCTBEH MPOYKT Jia MOoAa e JOKyMEHTalus mno ui. 27 - 32
Wi 1o ui. 35.

Un. 41. (1) (U3m. - 1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r.)
W3nbaHuTEeNTHATa areHIMs MO JeKapcTBaTta MyOJMKyBa Ha CTpaHMIATa CH B UHTEPHET
CIIUCHK Ha PACTUTEIHUTE BEIIECTBA, NPeNapaTi WIH KOMOWHAIIUN OT TAX, U3IOJI3BAaHH B
TPaJIULMOHHUTE PACTUTENHU JIEKAPCTBEHU TMPOJIYKTH, H3roTBeH oT Komutera mo
pACTHTENTHU JIEKAPCTBEHW NPOJAYKTH KbM EBpormeiickata areHIus IO JIeKapcTBaTa.
CnuceKkbT ChABPKA 32 BCAKO PACTUTENHO BEIIECTBO TEPANEBTUYHU [OKA3aHUS,
ChJIbP)KaHNE HA aKTUBHATA ChCTAaBKa B JJ030Ba €JIMHUIIA U JIO3UPOBKA, ITbT HA BHBEXKIaHE
u napyra uHopmainus, HeoOxoauMa 3a 0e30MacHOTO H3MOJ3BaHE HA PACTHUTEITHOTO
BEIIECTBO KAaTO TPAJUIIMOHEH JICKAPCTBEH MPOIYKT.

(2) Korato mpennoxeHUST B 3asBICHUETO NPOAYKT 3a PETUCTpallUs 3a
TPaJIUIIMOHHA yIIOTpeda ChABPIKA PACTUTEIHO BEIIECTBO, MTPemapaT WM KOMOWHAIUS OT
TSX, BKIIFOUEHU B CIUCHKA MO al. 1, 3aSBUTENST HE MPEJCTaBs TaHHUTE, TOCOYCHH B UII.
38,am. 1, 1.4 -6.
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(3) KoraTo pacTuTenHOTO BELIECTBO, MPEMapaThT WIK KOMOMHAIUATA OT TAX
ObJaT M3KIIOUYEHH OT CHUChKA MO al. 1, TMpPUTEKATENAT Ha YJOCTOBEPEHHETO 3a
perucTpanys Ha pacTUTEIHHUS JICKapCTBEH MPOIYKT TpsiOBa aa npencrasu B MAJI mennaTa
JOKyMEHTalus 1o wi. 38 B CpOK A0 TpU Mecela OT IIpoMsiHaTa.

(4) B cnywaii 4e mpuTeXaTeNsAT HAa yJOCTOBEPEHHETO 3a PETHUCTpalys Ha
PACTUTEIIHUS JIEKAPCTBEH MPOAYKT HE U3II'BJIHU 3abKeHUeTo 110 ai. 3, MAJI nmpekpatsiBa
YIOCTOBEPEHHETO 3a PETUCTPALIUS Ha IPOAYKTA.

Pa3zgea V.
IIpoueaypa 3a u3naBaHe HA pa3pellieHHe 32 yNOTpeda HA JIeKAPCTBEHH
NPOAYKTH M PerucTPalys HA XOMEONATUYHH U TPAJAUIUOHHH PACTUTETHH
NMPOAYKTH

UYn. 42. V3uckBaHusITa KbM JJAHHUTE U JIOKYMEHTHTE OT JIOCHETO 10 Wi 27 -
32, wn. 35, an. 3, wi. 36, ain. 2 u no wi. 38 ce ompeAenAT B Hapeada Ha MUHUCTHhpPA Ha
3JIpaBeOIIa3BaHETO.

Uin. 43. (1) (U3m. - IB, 6p. 67 ot 2020 1.) B cpok m0 15 qHu ot narata Ha
[10/1aBaHe Ha JOKYMEeHTalusTa 1o wi. 27 - 32, un. 35, an. 3 niu no wi. 38 MAJI nmposepsiBa
II'BJIHOTATA HA YAaCTUTE HA JOCUETO, IPUIPYKABALLHU 3asBJIECHUETO, U CbOTBETCTBUETO UM C
M3MCKBAaHUATA 33 U3J[aBaHE Ha Pa3pelICeHUETO 3a ynoTpeda Wik Ha YJIOCTOBEPEHHUETO 32
pPETUCTpaLKs 110 TO3H 3aKOH.

(2) Korato He ycTaHOBM HENBJIHOTH WM HECHOTBETCTBUSA B IOAAJ€HATa
nokymeHrtauus, HMAJI yBemomsiBa INHCMEHO 3asBUTENS, B Cpoka 1o ain. 1, de
JOKyMEHTalusATa € BaJlHa. B yBenomMieHHeTo ce mocouBa JaTara, OT KOSITO 3aroy4sa Jia
Te4e CPOKBT 10 4. 44.

(3) KoraTto ycTaHOBM HEII'BIHOTH W/UJIM HECHOTBETCTBUSI B JOKYMEHTALUATa
no ain. 1, MAJI yBegomsiBa MUCMEHO 3asBUTENS Jja IPEACTaBHU JOMbIIHUTETHA HH(DOpMAIUs
W/WIM J1a TPEJCTaBU YCTHO WJIM MHUCMEHO OOSICHEHHE 10 KOHCTaTUPAHUTE HENbJIHOTHU U
HECHOTBETCTBUSA B CPOK A0 14 nHM OT 1aTaTa Ha yBEIOMIIEHHUETO.

(4) Koraro m3uckBaHuUsATa MO ajl. 3 HE ca WU3MBIHEHU B YCTAHOBEHUS CPOK,
HNAJI nucmeHo yBe1oMsBa 3asiBUTEIIS, Y€ 3asBJIICHUETO HE € BaIUIHO. B To3m ciyuaii UAJI
BpbIlla OJaJileHaTa JOKYMEHTAalus B 14-IHEBEH CPOK M BBH3CTAHOBSIBA 75 Ha CTO OT
IUTaT€HAaTa OT 3asBUTENS TaKca.

(5) Koraro usuckBanusTa Mo aji. 3 ca U3MbIHEHU B ycTaHOBEHUs cpok, NAJI
YBEIOMSIBA TUCMEHO 3asBUTEIS, Y€ TOKYMEHTALUATA € BAJINU/HA, KATO B YBEIOMJICHUETO
IIOCOYBA J]aTaTa, OT KOATO 3aI04YBa Ja Te4e CPOKBT MO WI. 44.

Un. 44. Tlpomemypata 1o wu3AaBaHE Ha pa3pelIeHHE 3a YIoTpeda Wi
perucTpanus Ha JIEKapCTBEH MPOAYKT 3alouBa OT JAaTaTa, IOCOYE€HA B YBEIOMJIIEHUETO 10
4. 43, an. 2, CbOTBETHO MO 4. 43, an. 5, ¥ NpUKIOYBA B CpoK A0 210 M.

Ui 45. (1) Koraro B MAJI e mogaieHo 3asBIICHHE 32 pa3peIlIeHHE 3a yIoTpeda
WM 32 perucTpaiys Ha JEKapCTBeH MPOAYKT, 32 KONTO B ChOTBETCTBUE C JAHHUTE TIO Y.
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27, an. 1, 1. 18 uma undopmaius, 4e B IbpkaBa WieHKA UMa U3AQJICHO Pa3pelIcHHe 3a
yrnorpeba Ha ChIUs JieKapcTBeH Mpoaykt, MAJI yBemomsiBa MUCMEHO 3asBUTENS 3a
NpujaraHe Ha npoueaypara no ui. 74.

(2) Korato B MAJI e momaieHo 3asiBIICHUE 32 pa3pelieHne 3a ynorpeda uin 3a
perucTpainus Ha JeKapCTBEH MPOJIYKT, 38 KOWTO B ChOTBETCTBHE C JAaHHUTE 110 4. 27, ail.
1, 1. 19 uma uadopmarys, 4e B AbpKaBa WICHKA JOCHETO Ha CBHIINS JIEKAPCTBEH IPOIYKT
€ B mpoilec Ha oreHsBane, MAJI He pasriexaa JoKyMeHTauusaTa no ui. 27 - 32 wim 4i.
35, an. 3, wnu 1o 4. 38 U yBeAOMsIBa IHCMEHO 3asBUTEIS 3a MpUjlaraHe Ha Ipolieypara
o 4. 75.

(3) 3a npunarane Ha pasmopenOuTe Ha an. | U 2 JIEKapCTBEH MPOIYKT Ce
onpezens KaTo €IUH W ChUI, pa3pellieH B Jpyra AbpikKaBa 4WICHKa, WIM KaTo MPOIYKT,
KOHTO € B IPOLEC HA OLEHSABAaHE HA JIOCUETO B Jpyra JbpiKaBa WIEHKa, KOraTo JBaTa
JICKapCTBEHH MPOYKTa:

1. UMaT egHaKbB KAa4YeCTBEH M KOJMYECTBEH CHCTAB MO OTHOIICHHUE Ha
AKTUBHOTO BEUIECTBO/BEILIECTBA U CE MpeJyIaraT B €JHa U ChIlla JIeKapcTBeHa (hopMa, KaTo
ca JIONyCTUMU Pa3jIMKU B IOMOLIHUTE BEILIECTBA, aKO TOBA HE BIIMsAE HA OE30M1aCHOCTTA U
e(UKacCHOCTTa, U KOTaTo

2. mpuHaANeXaT Ha €JHO JPYXKECTBO, WIM 3asBJICHHUE 3a JIEKAPCTBEHUTE
MPOJYKTH MOJIaBaT JINLIA, IPUHAIUICKAIIN KbM €IHO U CHIIO APY>KECTBO UITU 00CTUHEHUS
Ha JPY’KECTBa, WIM KOTaTo 3a JIEKAPCTBEHUTE MPOIYKTH MOJaBaT 3asBJICHUE JINLA, KOUTO
ca CKIIIOYWJIM JUIEH3MOHEH WM APYr JAOTOBOP WJIM HU3BBPIIBAT ChbBMECTHU JCUCTBUA,
CBBP3aHM C IMyCKaHE Ha Ta3apa Ha CHOTBETHUS JIEKAPCTBEH MPOAYKT B PA3IUUHHUTE
IbPXKABU YJICHKU.

Un. 46. (1) IIpu onensiBane Ha nokymenrtanusata MAJL:

1. MOXe Aa M3BBPIIM H3NHUTBAaHE Ha KpallHUS NPOAYKT, HA MEXIUHHMUS
IPOAYKT WIK Ha U3XOJHUTE MAaTEpPHAIIU 3a JIEKAPCTBEHMSI TPOLYKT, KAKTO U 1a TH U3IIPaTH
3a M3MUTBaHE B JJabopaTtopusi OT cucTeMaTa Ha o(pUIMATHUTE KOHTPOJHHU JEKAapCTBEHU
JabopaTopuu B AbprKaBa WICHKA, 32 J]a YCTAHOBHU JJaJld KOHTPOJIHUTE METOM 33 aHAJIN3,
U3MOJI3BaHU OT IMPOU3BOAMTENS U ONUCAHU B IOCHETO, OTTOBAPST HAa U3UCKBAHUSITA,

2. NOTBBp)KIAaBa Cllel NPOBEpPKa Ha MICTO WIM IO JOKYMEHTH Jajau
NPOU3BOJIUTENINTE Ha JIGKAPCTBEHU MPOAYKTH OT TPEeTU JbpXKaBH HU3BBPIIBAT
NPOM3BOJICTBOTO B CHOTBETCTBUE C JAHHUTE, omucaHu B wi. 27, am. 1, T. 7, w/wim
M3BBPIIBAT KOHTPOJIA B CHOTBETCTBHE C METOAUTE, OMKUCAHU B Wwi. 27, an. 1, T. §;

3. mpoBepsiBa MOCOYEHHUSI B 3asiBIEHUETO OOEKT Ha IMPOM3BOJICTBO, KOIaTo
MIPOU3BOIUTENAT/IPOU3BOIUTENINTE HA JIEKAPCTBEHU IMPOJIYKTH OT TPETU IbPKaBU IO
M3KJIIOUYEHHUE Ca BB3JIOKWINA Ha JPYT IIPOU3BOJUTEI /1a U3BBPILIBA ONPEACIEHN €Talu OT
MIPOU3BOJICTBOTO WJIM KOHTPOJIA Ha JIEKAPCTBEHUS MPOIYKT.

(2) Korato MAJI u3BbpIBa npoBepka Ha MICTO Ha 0OEKT 3a MPOU3BOCTBO,
CPOKBT 10 wiI. 44 crivpa /1a Te4e 10 U3TOTBSIHE Ha JOKJIAJ] C pe3yJITaTUTE OT MpoBEpKaTa.

(3) B ciyuaure o an. 1, 1. 2 1 3 npou3BOJUTENNTE 3aIlIalliaT Takca B pa3Mep,
ompenesneH B Tapudara mo wi. 21, amn. 2.

Un. 47. (1) Kem usnbianutennus aupekrop Ha MAJl kato KOHCynTaTUBHU
OpraHu ce Ch3aBar CICIHUTE CIICLUAIU3UPAHU KOMUCHUU:
1. Komucus 3a nekapcTBeHH NPOAYKTH;
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2. KoMucus 3a UMyHOJIOTMYHH JI€KapCTBEHU MPOIYKTH;

3. Komucus 3a XoMeonaTuyHy JIEKapCTBEHH MPOILYKTH;

4. KoMucus 3a pacTUTEIHH JIEKAPCTBEHH MPOIYKTH;

5. Komucus 3a paanodapmaneBTuiy;

6. (moBa - JIB, O6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.) Komucus 3a
JIEKapCTBEHU MPOJYKTH C IIPUIOKEHUE B IEANATPUSATA;

7. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - /1B, 6p. 102
ot 2012 r., B cuia ot 21.12.2012 r.) Komucus 3a nekapcTBEHU NMPOIYKTH 33 MOJEPHU
Teparnuy;

8. (noBa - /IB, 6p. 102 o1 2012 1., B cuta ot 21.12.2012 r.) Komucust 3a ouienka
Ha pUCKa MPH MpocieAsiBaHe Ha JeKapcTBeHaTa 0€30MacHOCT.

(2) Ilpn He0OXOAUMOCT U3MTBIHUTEHUAT AupekTop Ha MAJI Moxe 1a ch3naBa
U IPYTH CTIeNUATN3UPaH KOMUCUU U3BBH IIOCOUYEHHUTE B all. 1.

(3) B cieunanu3upaHuTe KOMUCUHU CE€ BKJIFOUBAT CIICHHAIUCTH, KOUTO UMAT
HAyYHU TOCTHKEHHS M MPAKTUYECKU OMUT B CHOTBETHUTE C(hepH HA MPUIOKEHHE Ha
JIEKapCTBEHUTE MIPOJYKTH.

(4) KpM nocTostHHHS ChCTaB HA KOMUCHUUTE MOTAT J1a C€ MIPUBJINYAT U BHHILHU
CHEUAJIUCTU C HAYyYHHM NO3HAHMS M MPAKTUYECKU ONUT B o0iacTra Ha creuuduuHaTta
JIeKapCcTBEHA Ipyrma.

(5) Usnbnuurennusat qupektop Ha MAJI onpenenst cbe 3amoBes] ChcTaBa Ha
KOMHUCUUTE 3a CPOK TPHU TOIMHH, pa3Mepa Ha BB3HATPAXKIECHUETO UM U YTBBPKIaBa
NPaBUJIHMK 32 YCJIOBHATA M pelia Ha paboTaTa uM.

(6) Ho 30 sHyapu BcsKa roAMHA W3MBIHUTENHUAT aupekrtop Ha HAJI
YTBbpXK/IaBa CIHUCHIU Ha E€KCHEPTUTE U3BbH ChCTaBa HA KOMUCHUUTE IO aj. 1 ciuen
0/100peHne OT MUHHUCTHPA Ha 3/IpaBeoIa3BaHeTo.

(7) U3nbnautennust aupexktop Ha MAJI Moke 1a 0cBOOOIM MPECPOUHO WICH
Ha CTelHMaTu3upaHa KOMHUCHS M0 HEToBa MOJI0a P HEU3MbIIHEHHUE HA 3aIBIKEHUSITA MY
3a [oBeY€e OT TPU Mecela WK MPU HETOOPOCHBECTHO OCHIIECTBSABAHE HA PYHKIIMHUTE MY.

(8) ChCcTaBbT HA KOMUCHHTE U CIUCHKBT HA €KCIIEPTUTE TIO al. 6 ce 00aBsIBAT
Ha ctpanunara Ha M1AJI B uHTEpHET.

Uin. 48. (1) UneHoBeTe Ha cHenUaIN3UpaHUTE KOMHUCHH 10 4. 47, ain. 1 u
ekcriepTute o 4wi. 47, an. 4 moAMMCBaT AeKJIapalys, ¢ KOsTO ce 3abJlKaBaT Jia He:

1. pa3rnacsiBaT TaHHH M OOCTOSITEICTBA, CTAHAIM UM W3BECTHHU TPH WIH IO
MOBO/] OCHIIECTBSIBAHE HA JEHHOCTTA UM;

2. ydacTBaT B JICHHOCTH, CBBP3aHH C MPOHM3BOJCTBOTO WJIH THPrOBHSTA Ha
eApo U Ha APeOHO C JIEKApCTBEHU MPOIAYKTH.

(2) B cnyuait ye nunarta mo an. | ca ydacTBaJii B HSKOM OT €TanuTe Ha
MOJATOTOBKAa Ha JOKYMEHTAIMsITa, HEoOXoAuMMa 3a pas3peliaBaHe 3a ymnoTpeba Ha
JICKapCTBEHHs TPOJIYKT, TE€ HE MOraT Jia ydJacTBaT B 3aceJaHUsATa Ha CHOTBETHATA
CrHeual3upaHa KOMHUCHS 110 4. 47.

(3) Jlumara mo an. 1 He TiIacyBar mpu B3eMaHE Ha PEUICHUS MO BBIIPOCH, 1O
KOUTO T€ WM YJIECHOBETE Ha CEMEHCTBOTO UM HMMAT ThPTOBCKH, (PMHAHCOBU WIIU APYTH
WHTEPECH.
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Ui 49. (1) (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cpok
10 200 U OoT maTaTa Ha MOCThIIBaHE Ha BaimuaHa JokyMeHTauus MAJl chbBMECTHO ChC
ChbOTBETHATa Komucusi mo ui. 47, an. 1 oleHsBa KadyecTBOTO, O€30MACHOCTTa U
e(pUKACHOCTTA Ha JICKAPCTBEHUS MPOAYKT U M3TOTBS OICHBYCH JOKJIAJl C KOMEHTapH Ha
pe3yntaTuTe OT (QapMaleBTUYHUTE U NPEAKIMHUYHUTE TECTOBE, KIMHUYHHUTE
U3IUTBAHUA, HA CHCTEMAaTa 3a yIpaBJIeHHE Ha PUCKA M HA CUCTEMaTa 3a MpOoCie/sBaHe
0e30MacHOCTTa Ha ChOTBETHHUS JIEKAPCTBEH MPOJIYKT. VI3rOTBEHUST OLIEHBYEH JOKIIAJ ce
IpeJICTaBsl Ha U3I'BJIHUTEIHUS JupeKkTop Ha MAJL.

(2) (HoBa - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) JloknaasT 1o ai.
1 ce akTyanu3upa npy HATMYKHE Ha HOBa MH(OpMAIIKs, BaKHA 32 OI[EHKATa Ha KAY€CTBOTO,
0e30macHOCTTa U e()UKACHOCTTA HA JIEKAPCTBEHUS IPOAYKT.

(3) (ITpequmurna an. 2 - JIB, 6p. 102 ot 2012 1., B cunma ot 21.12.2012 r.) Koraro
JICKapCTBEHUST TPOAYKT ChIbpXKA TeHETUYHO Moauduuupanu opranusmu, HWAJTI
npefocTaBs Ha MUHHCTEPCTBOTO Ha OKOJHATa Cpelda M BOAWTE HEOOXoaumara
JOKYMEHTAIUsl OT JOCHUETO Ha JIEKAPCTBEHUS MPOAYKT U M3HCKBA CTAHOBUIIE B CPOK 60
JTHY TI0 OTHOIIICHUE HA TOTCHIIMAHISI PUCK 3a OKOJIHATA cpena. [llecTaeceTTHEBHUAT CPOK
€ B paMKHTE Ha CpOKa 1o ai. 1.

(4) (NpegumHa an. 3 - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) B
cinydyaute Ha paguodapmaneBtuin MAJI npenocraBs HeoOXoaumara JOKYMEHTALUS OT
JIOCHETO Ha JIEKAPCTBEHUSI MTPOJIYKT M M3MCKBA CTAHOBHINE B CpOK 60 1HU OT ATEHIUATA
3a SPEHO peryjiupaHe MO OTHOIICHHWE Ha KaueCTBOTO M 0€30MacHOCTTa Ha MPOAYKTA.
[IlecTaeceTTHEBHUAT CPOK € B pAMKHTE Ha CPOKa 1Mo ai. 1.

(5) (IIpenumna an. 4, u3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.)
Koraro MuUHHCTEpCTBOTO Ha OKOJHATa Cpela W BOJAWTEC W ATEHIUATA 32 SJIPCHO
peryinvdpaHe He ce IMpOM3HecaT B YCTaHOBEHHUTE MO al. 3 u 4 CpoKOBe, ce MpHema, ue
CTaHOBUILETO UM € TIOJIOKHUTEITHO.

Un. 50. (1) Koraro HMAJI ycTtaHOBM HECHOTBETCTBHS B JOCHETO C
U3MCKBAaHUATA 3a M3/1aBaHE Ha pas3pelleHHe 3a ynoTpeda WM YAOCTOBEPEHHE 3a
perucrpariysi 1o TO31 3aKOH, YBEOMSIBa IMCMEHO 3asiBUTENS 1a IPEICTaBH JOIIbIHUTEIHA
uHoOpMals, CBbp3aHa ¢ JOKyMEHTaluATa 1o wi. 27 - 32 wnu no wi. 35, ai. 3, Win no 4.
38, u/wnu 1a npeocTaBy YCTHO WU MUCMEHO OOSICHEHHUE 110 KOHCTATUPAHUTE HEITbJIHOTH
U HECHOTBETCTBUA B CpoK 180 HM OT 1aTaTa Ha yBEAOMSIBAHETO.

(2) B cnygante mo an. 1 cpoksT mo ui. 44 crnupa ga Tede OT JaTaTa Ha
YBEJIOMSIBAHETO JI0 PEAOCTaBsIHE HA UCKaHaTa UH(OpMaIHSL.

(3) Usnbanutennuar aupektop Ha HWAJI mpekparsBa mpoueaypara Io
U3JlaBaHe Ha paspelieHre 3a ynorpeda MM YIOCTOBEPEHHE 3a perucrpauus Ha
JIEKapCTBEH MPOJYKT, KOraro:

1. 3aBUTENAT HE IPEJOCTaBH HH(OpMAIMATA 1O all. 1 B MOCOYEHHUs CPOK;

2. nunara no uwi. 26, an. 1 morckaT MMCMEHO MPEKPaTSIBAHETO .

Un. 51. B cpok 10 gHM OT M3rOTBAHETO HA OLIEHBYHHMS JOKIa] Mo 4i. 49, ai. 1
U3MBIHATETHUAT nupektop Ha MAJI u3naBa paspemienue 3a ynorpebda/yaocToBepeHue 3a
perucTpanus Ha JEKapCTBEHUS MPOYKT WX IMPAaBU MOTUBHPAH OTKA3.
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Ui 52. (1) (U3m. - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) B cpok 5
JHU OT Jarara Ha HW3JaBaHe Ha pa3pelIeHHETO 3a YIoTpeda/ylnoCTOBEPEHHETO 32
peructpauus B peructbpa mno wi. 19, am. 1, T. 3 ce BOucBar CIECIHUTE JAHHU 3a
pa3peIIeHneTo/yJ0CTOBEPEHHETO:

1. peructpanioHeH HOMED;

2. HOMEp M Jara Ha pa3pelIeHHeTO 3a YIoTpeda/yIoCTOBEPEHUETO 3a
perucTpanus Ha JeKapCTBEHUs IPOIYKT;

3. HAUMEHOBAHUE HA JIEKAPCTBEHUS IIPOAYKT;

4. MeXIyHapOJAHO HEMATEHTHO HAMMEHOBAaHUE Ha BCSIKO aKTHUBHO BELIECTBO;

5. uMe MW aapec Ha IpUTEXaTeNss Ha  Pa3pelieHUETo  3a
yrnoTpe0a/y10CTOBEpEHUETO 32 PETUCTPALINS;

Sa. (noBa - /IB, 6p. 102 oT 2012 1., B cuna ot 21.12.2012 r.) ycnoBusiTa 1o 4i.
55a, 56 u 56a, BMCcaHM B pa3pelIeHUETO 3a yHoTpeOa/ yI0CTOBEPEHUETO 32 PETUCTPAIIUS;

6. jmata Ha  U3BBpIIEHa  IpPOMsSHA B Pa3pelIEHUETO  3a
yrnoTpe0a/y10CTOBEPEHUETO 32 PETUCTPALIUATA;

7. nata Ha IPEKpaTsABaHe Ha pPa3pelICHUETO 3a ynoTpeda/yI0CTOBEPEHHETO 32
pErucCTpalusITa;

8. Ipyru 1aHHHU.

(2) Pazpemienuero 3a ymnoTpeba/yOCTOBEPEHHETO 3a pErHCTpanus Ha
JIEKapCTBEHMSI ITPOYKT C€ BpbUBa Ha JIMLIETO 110 WiI. 26, ai. | u B1M3a B Cuila OT Aarara Ha
BIIMCBAHETO MY B perucrbpa no wi. 19, an. 1, 1. 3.

Un. 53. (U3m. - JIB, Op. 102 ot 2012 1., B cuia ot 21.12.2012 r.) (1)
W3mpiHUTETHATA areHIUs 10 JIEKapcTBaTa MyOJIMKyBa Ha MHTEPHET CTPAHUIATA CH B CPOK
70 14 1HYM OT M3/1aBaHETO Ha pa3peleHUETo 3a yoTpeda/y10CTOBEepEeH e 3a PEruCcTpaLus
JAHHWTE 10 WI. 52, an. 1, omoOpeHara KpaTka XapakTepHCTHKA Ha MPOTyKTa M JAHHUTE OT
JMCTOBKATA.

(2) M3nbiaHuTenHata areHuus IO JeKapcTBaTta MyOJIMKyBa Ha HMHTEPHET
CTpaHMIIaTa CU OLEHBbYHMSA AOKIAJ] 1Mo wi. 49, ant. | ¢ MOTUBHTE 3a B3€TOTO peLIeHHE, KaTo
3ajMyaBa JaHHWUTE, PEICTABISBAIIN ThPrOBCKa TaliHa.

(3) HoknaasT mo an. 2 ce mpuipyXkaBa OT pe3loMe Ha pa3dupaeM 3a
00IIECTBEHOCTTA €3HK. Pe3toMeTo chabprka pa3zien, CBbp3aH C yCIOBHUATA 3a yoTpeda Ha
JIeKapCTBEHUS TPOAYKT.

Un. 54. (1) (U3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.)
[TputexxaTenar Ha pa3pelieHueTo 3a ynorpe0a/yJoCTOBEPEHHETO 3a PETUCTpalys Ha
JeKapCTBeH MPOAYKT nucMeHo yBepomsiBa MAJI 3a natata Ha JeMCTBUTENTHOTO MyCKaHe
Ha Ma3apa Ha JieKapcTBeHUs NpoAyKT B Penybnuka bearapus.

(2) M3m. - OB, op. 18 ot 2014 r.) Ilputexarenar Ha pa3pelIEeHUETO 3a
yIoTpeOa/yI0CTOBEPEHUETO 3a PETHCTpalus Ha JIEKAPCTBEH MPOAYKT YyBEIOMsBa
nucmeno WMAJl Haif-manko /aBa Mecela NMpead NpeycTaHOBSBaHE Ha MpoaaxOuTe Ha
JIEKapCTBEH MPOAYKT, HE3aBUCUMO Jal € BPEMEHHO, WIIH TIOCTOSHHO.

(3) (U3m. - B, 6p. 18 or 2014 r.) IIpurexarenar Ha pa3pelIeHUETO 3a
yIoTpe6a/yI0CTOBEPEHUETO 33 PETUCTPAITHS Ha JIEKAPCTBEH MPOAYKT MTOCOYBA TPHUUHHUTE
3a MpeyCcTaHOBsSIBaHE Ha MPOJakOUTe B ChOTBETCTBHE ¢ Wwi. 68, an. 1, T. 6 u aexnapupa
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JIATT IPEIPUETUTE OT HEro JACUCTBUS MO ajl. 2 ce ABJDKAT Ha HAKOE OT OCHOBAHMATA TIO
1. 276 nnu o ui. 277.

(4) (U3m. - ]IB, 6p. 18 ot 2014 1.) [Ipu mpeycraHoBsiBaHE HA MPOIAKOUTE HA
JICKapCTBEHUS MPOAYKT B PE3YNITAT HAa HENPEIBUANMHU OOCTOSTEICTBA MPUTEKATEIAT HA
pa3pelIeHueTo 3a YIoTpeOa/yI0CTOBEPEHUETO 32 PETUCTPAIlHs Ha JICKAPCTBEH MPOIYKT
yBenomsiBa mucMeno MAJI B cpok 0 7 AHM OT yCTAaHOBSIBaHE HAa OOCTOSTENICTBATA.

Uin. 54a. (Hos - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) (1) (U3m. -
B, 6p. 18 ot 2014 r.) Ilpu nonydaBaHe Ha curHai B M3mbJIHUTENHATA arcHIUS IO
JeKapcTBaTa 3a MpeyCcTaHOBSIBAaHE MPOAAKOUTE HA JIEKAPCTBEH MPOIYKT, C U3KIIOUCHHUE Ha
ciaydyaute mo 4wi. 54, an. 2 u 4, areHuMsATa U3BBPIIBA IpoBepka B cpok 30 gHU OT
[10JIy4aBaHETO Ha CUTHAaJA.

(2) Ilpn wm3BBpmBaHe Ha mpoBepkata mo aid. 1 MAJI Moxke nma wm3mcka
UH(POpPMAaLUS OT MPUTEKATENSI HA Pa3pelICHUETO 3a YIoTpeda U/WiM OT JUIETO Mo 4. 26,
al. 2 OTHOCHO MPEyCTaHOBSBAHETO HA MPOJAXKOUTE Ha KOHKPETHUS JIEKapCTBEH MPOAYKT,
KaKTO M OT TBProBIMUTE HAa €IpO C JIEKAPCTBEHW NPOAYKTH OTHOCHO HAJIMYHUTE
KOJIMYECTBA OT MPOAYKTA.

(3) U3nbanuTenHaTa areHuys 1o JeKapcTBara myOlInKyBa Ha CTpaHULaTa CU
B MHTEPHET PE3ylTaTUTE OT U3BBPIICHATA IPOBEPKA.

Un. 55. (1) Pa3pemienuero 3a ynotpe6a/y10CTOBEPEHHETO 32 PETUCTPALIUs Ha
JIEKapCTBEH MPOJYKT CE M3/1aBa OT U3MbIHUTENHUS aupektop Ha MAJI 3a cpok 5 ronuHmu.

(2) (Jom. - 1B, 6p. 71 ot 2008 1., B cuuia ot 12.08.2008 r.) Cnen u3tuvane Ha
cpoka mo ain. 1 paspemeHueTo 3a yHorpeda/yIoCTOBEPEHHETO 3a perucTpanus Ha
JIEKapCTBEHUs MPOAYKT Moke Ja Obae mogHoBeHo oT MAJI nma 6a3ata Ha olleHKa Ha
CHOTHOIIIEHUETO MOJ3a/PUCK MO peaa Ha 4. 59a.

(3) (M3m. - B, 6p. 71 ot 2008 ., B cuma ot 12.08.2008 r.) Pa3pemenueto 3a
yIoTpe6a/yI0CTOBEPEHUETO 3a DPETHCTpalus MOXe Ja Oblle MPEeKpaTeHO W Tpeau
U3THYaHe Ha CpoKa Mo al. 1, ako MpUTEeXKATeTsIT My IOHCKa MUCMEHO TOBa OT
U3IBJIHUTEHHS qupekTop Ha MAJL, kaTo mocoYn MpUYnHUTE.

(4) (Hom. - IB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.) Pa3pemenueto 3a
ynotpeba/y0CTOBEPEHUETO 3a PETUCTPAIIUsS CTaBa O€3CPOYHO CIie]] TOJTHOBSIBAHETO MY,
OCBEH B CIIy4auTe 110 all. 5.

(5) (U3wm. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 102
or 2012 r., B cuna ot 21.12.2012 r.) IIpu Hanuume Ha OCHOBATEIHU PUYMHH, CBBP3aHHU C
npociie/IsiBaHe Ha JIeKapcTBEHATa OEe30MacHOCT, BKIFOUMTEIHO MOPAJN EKCHO3HIHS Ha
JIeKapCTBEHUsI IPOAYKT BHPXY HeAocTaTbueH Opoi manuentu, MAJl Moxe 1a u3ncka oT
NPUTEXKATEIS Ha Pa3pelIeHueTOo 3a yroTpeda 1a moaaje 3asBiIeHHe 3a TIOAHOBIBAHETO MY
3a owle 5 roJIMHM M0 pena Ha . 59a.

(6) (U3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [Tpn n3tnuane Ha
CpOKa Ha pa3pelIeHHeTO 3a YINOTpeda/yIOCTOBEPEHUETO 3a PETUCTpalMs WIH TpU
NPEKPaTSIBAHETO UM JIEKAPCTBEHUSAT MPOTYKT MOXKeE J1a ObJie MPOJaBaH 10 U3YEepIBaHE HA
HAIMYHUTE KOJMYECTBA B CTPAaHATa, HO HE TIOBEYE OT €HA TOJJMHA, CYUTAHO OT Jarara Ha
W3TUYAaHETO, CHOTBETHO HAa MPEKPATSIBAHETO, C M3KIIOYCHHWE Ha CIy4auTe, KOTraTo
MPUYMHUTE 32 MPEKPATIBAHETO Ca CBbP3aHU C O€30MACHOCTTA HA JIGKAPCTBEHUS IPOAYKT.
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(7) M3nbnautennust aupektop Ha MAJI oTHeMa cbe 3amoBe] pa3peiieHHeTo
3a ynoTrpeda/y1oCTOBEpPEHUETO 32 PETUCTPALHS Ha JIEKAPCTBEH MPOIYKT, KOTaTo:

1. mputexaTenar My He € IycHaJ JIEKapCTBEHHS MPOAYKT Ha Mazapa 0 TpH
TOJIMHY OT JiaTaTa Ha W3/1aBaHe Ha pa3pelIeHUEeTo 3a ynorpeda, uin

2. npojaxOuTe Ha JIEKAPCTBEHUS MPOAYKT ca MPEyCTAaHOBEHU 3a MEPUOJ OT
TPU MOCJIEIOBATEIHU TOANHU CJIE]T TyCKAaHETO MY Ha Ia3apa.

(8) 3amoBearTa mWo an. 7 TOMISKHM Ha OOXKaIBaHE IO peaa Ha
AMUHUCTPATUBHOMPOIIECYATHUS KOJCKC.

(9) Ilo u3kIIrOYECHKME U B MHTEPEC Ha OOIIECTBEHOTO 3/IpaBe pazmopeadara Ha
al. 7 MOXe J]a He ce Mpujiara, ako NMPUTEkKATENIT Ha pa3pelieHHeTo 3a yrnoTrpeda Ha
JIEKapCTBEHUSI MPOAYKT MTOCOYH OCHOBATENIHU MPUUMHU. B Te3u ciaydan U3NbJIHUTEITHUST
nupexktop Ha MAJI MoTuBHpa pelIEeHNEeTo CH.

(10) IIputexxarenst Ha pa3pelieHue 3a ynorpeda exeroHo 3arJaiia Takca B
pasMep, ompejaeneH B Tapudara mo wi. 21, am 2, 3a momabpkaHe Ha HW3IaICHOTO
paszpeleHue 3a ynorpeoa.

Un. 55a. (Hos - JIB, Op. 102 ot 2012 r., B cmma ot 21.12.2012 1.) (1)
WM3neinaurennuar  gupekrop Ha HMAJI  moxe nma  wm3mame  paspemieHue  3a
yrnoTpe0a/y0CTOBEpEHUE 3a perucTpanus Ha JEKapcTBEH IMPOJYKT, B KOeTo aa Obaar
BKJTIOYEHH €IHO WJIM TIOBEYE OT CIICHUTE YCIOBUS:

1. na ce mpeampuemaT OIpelIeleHH MEpPKU 3a rapaHtupaHe OezomacHara
yrnoTpeba Ha JEKapCTBEHHs MPOAYKT, KOMUTO Ja OBbJaT BKIIOYEHH B CHCTEMara 3a
yIpaBiIeHUE Ha PUCKa;

2. 1a ce MPOBEX/IaT ITOCTMAPKETHHTOBH MTPOYYBAHHSA 32 O€30M1aCHOCT;

3. ga ce cma3BaTr HO-CTPOTH OT MOCOYEHHUTE B IJIaBa OCMa 3aJAbJDKCHUS 3a
pEerucTpupaHe WU JTOKJIaJABaHEe Ha MOI03UPAHUTE HEXKEITAHH JIEKAPCTBEHU PEaKITiH;

4. na ce cra3BaT BCSIKaKBU JIPYI'M YCJIOBUS WM OTPAHUYEHHUS C OrJIe]
Oe3omacHara 1 epukacHa ynorpeda Ha JIEKapCTBEHUS IPOAYKT;

5. HajlMuyWe Ha aJieKBaTHAa CUCTEMa 3a MpocleAsBaHe Ha JIeKapCTBEHaTa
0€e30I1aCHOCT;

6. 1a ce U3BBPUIBAT OCTMAPKETUHIOBU MTPOYYBaHUS 32 €(hUKACHOCT, KOraTo
UMa OIACeHHs, CBHP3aHH C €PUKACHOCTTA HA JIEKAPCTBEHHS MPOAYKT, KOUTO MOXE Ja
ObJaT pa3perieHu caMo cie]l KaTo JIEKApCTBEHUAT NMPOIYKT ObJie MyCHAT Ha Ma3apa.

(2) B paszpemenuero 3a ymnoTpeOa/yIOCTOBEPEHHETO 3a PETHCTpalUs ce
[IOCOYBAT CPOKOBE 32 M3MBbJIHEHNE HA YCIOBUATA 110 ajl. 1, KOrato € mpuiIokUMO.

(3) OcHoBanmsTa 32 HaJlaraHE Ha YCJIOBHETO MO ajl. 1, T. 6 ce ompenensT ¢
nenervpad akT no wieH 226 ot [JupextuBa 2001/83/EO, kato ce OTUMTAT HayyHHUTE
HACOKHU, pa3pab0TeHH B pPbKOBOJCTBOTO 1O Wi. 194a.

(4) M3uckBanusATa 3a MPOBEXJAaHE HA MOCTMAPKETHHTOBU IMPOYYBAHHS 32
e(UKaCHOCT ce OmpeeNsiT B PHKOBOJICTBO, M3IaleHO OT EBporelickaTa areHIusi 1o
JeKapcTBara.

Un. 56. (U3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilo
W3KJIIOYEHUE CIIE] KOHCYJITALMS ChC 3asBUTENS U3IBIHUTEIHUAT AUpeKkTop Ha ATl moxe
Jla u3Jaje paspelieHre 3a ynorpe0a/ yZOCTOBEpPEHHE 3a perucTpanus IoJ YCIOBHE,
KOTaTo 3asBUTEIISAT MOXKE J1a TOKaXKe, Y€ He € MPEACTaBUI U3UYEPIATEHU JAHHU OTHOCHO
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e(pUKaCHOCTTa U OE30MAaCHOCTTa Ha JICKAPCTBEHHS MPOIYKT MPH HOPMAIHHU YCJIOBUS Ha
yrnoTpeba mopaau eHa OT CIeIHUTE MPUYNHHU:

1. mokaszaHusTa, 32 KOMTO € TpPEIHA3HAYCH JICKAPCTBEHUST MPOIYKT, Ca
TOJIKOBA PSIIKO CPELIaHM, Ye 3asiBUTEIAT HE MOXeE Ja MPEACTaBHU ITbJIEH JI0Ka3aTeJICTBEH
MaTepHall, uiu

2. CbCTOSIHUETO HA HAYYHHUTE MO3HAHHUS KbM MOMEHTA € TaKOBa, Y€ HE MOXKE
Jla ce TPEJICTaBsAT BCCOOXBATHH JaHHU, HITH

3. crOupaneTo Ha MOJOOHH JTaHHH TPOTUBOPEUH HA OOIIONPUETHTE TPUHIIUTIH
Ha JIEKapcKaTa eTHKa.

(2) Pazpemienuero 3a ynorpeda/y0CTOBEPEHHUETO 32 PETUCTpalvs 1o ail. 1 ce
U3/1aBa MPH €IHO OT CIICITHUTE YCIOBHS:

1. 3agBUTENAT/IPUTEKATENAT Ja W3MBJIHABA MpPOrpaMa OT MPOYYBAaHUS 3a
CpoKa MO aj. 3, KaTo pe3y/ITaTHUTEe OT TE3HW IMPOYYBaHUS CIy)KaT 3a TNPEOICHKa Ha
CHOTHOIICHUETO TOJI3a-PHCK;

2. JIEKapCTBEHUAT TPOAYKT € C PEKUM Ha OTIIyCKaHE camo IO JIEKapCKO
npenrcaHue, KaTo B ONMPEICeIICHN CIy4an MOXe Jla ce ynoTrpeOsBa camo MOJ CTPUKTEH
JICKapCKW KOHTPOJI B JieueOHO 3aBeleHHE 3a OOJIHMYHA IOMONI, a B Clyyail Ha
pannodapmManeBTUK - caMo oI KOHTPOJIa Ha ONPABOMOIIICHO JIHIIE;

3. B JIMCTOBKAaTa, KAaKTO M BBB BCSAKA MEIMIMHCKA WH(pOpMAIHS,
npUapyKaBalla JIGKApCTBEHUSI TPOJIYKT, CIeABa Ja € TPEABHICH TEKCT, C KOWTO ce
oOpbIlla BHUMaHKE Ha MEIUIUHCKUTE CICIMAIMCTH, Y€ HSIKOU OT HAIMYHHUTE JaHHU 32
JIEKapCTBEHUS MPOAYKT IMOJICKAT HA TOCIEIBAIIN TPOYIBAHHUS.

(3) Paspemenuero 3a ynorpeda/y10CTOBEpEHHETO 33 PEruCTpaIus 1o ai. 1 ce
M3/1aBa 3a CPOK €HA TO/MHA M 32 BCSAKA CIIeBAIla TOIMHA MOXeE Ja Ob/ie yABIKaBaHO Ha
0a3ara Ha OIICHKA Ha M3ITBJIHCHUETO Ha YCIOBHATA TI0 all. 2.

Un. 56a. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnen
U3J]aBaHe Ha pa3pelieHneTo 3a ynorpeda/ymocroBepeHnero 3a perucrpanus MAJl moxe
J1a 3aJIBJKH MTPUTEXKATEINS Ha pa3pelieHUeTo/yI0CTOBEPEHUETO J1a TIPOBeEIe:

1. TOCTMapKETHHIOBO MPOYYBaHE 32 OE30MaCHOCT, aKO Ca HAJIHIIE OMACCHHS
3a UACHTUGHUIMPAHU WK TOTEHIMAIHA PUCKOBE MJIM JIMIICBAa MH(POpMalUs, CBbp3aHa ¢
npociie/IsBaHe Ha JIEKapCTBEHaTa O€30MacHOCT 3a CHOTBETHHS JIEKAPCTBEH MPOIYKT;
KOTaTo ChIIUTE PHUCKOBE CE€ OTHACAT W 3a JAPYrH JIEKapCTBEHU NPOAYKTH, CIe]
KoHcynTanuu ¢ Komurera 3a oleHka Ha pucka B obOiactra Ha (hapMakoJIOTHYHATA
OIMTEeNTHOCT, Ch3/1aJIeH 10 pea Ha wieH 56, naparpad 1, Oyksa "aa" ot Permament (EO)
Ne 726/2004 na EBponeiickus napiament u Ha CbBera, IAJI npenopbyuBa Ha ChOTBETHHUS
NpUTEXaTeNl Ha paspelieHue 3a ynorpeda Ja MpoBeAe CHhbBMECTHO IMPOYYBaHE 3a
0€30IacHOCT ¢ IPYTHTE 3aCeTHATH MPUTEKATENIN Ha Pa3pelICHuE;

2. MOCTMAapKETUHIOBO NpOYYBaHE 3a €()UKACHOCT, KOraTo MO3HAHHETO 3a
0oJiecTTa WM U3IMOJI3BaHaTa KIIMHUYHA METOJIOJIOTHS J1aBa OCHOBAHHE 32 PEBU3HMpAHE Ha
OLIEHKHUTE 32 e(hUKACHOCT, U3BOJUTE 3a KOUTO Ca HAIIPaBEHU KbM JaTaTa Ha U3/1aBaHE Ha
pa3pemeHneTo.

(2) W3nmpanuTenHaTa areHUMs IO JIeKapcTBaTa IHCMEHO YBEJOMSBA
NPUTEXKATENST Ha pa3peleHreTo 3a ynoTpe0a/yJoCTOBEPEHHETO 3a PETHUCTpaIus 3a
3aIbJKEHUETO 10 ajl. 1, KaTo 000CHOBAaBa MPUYMHHUTE U MIOCOYBA LIEJIUTE HA IPOYYBAHETO
¥ CPOKOBETE 3a MPOBEXKIAHETO MY.
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(3) B 30-mHeBeH cpok OT ToJydaBaHE Ha YBEJOMIIGHHETO IO ail. 2
NPUTEXKATEIAT HA Pa3pelICeHUETO 3a ynoTpeda/yJOCTOBEPEHUETO 3a PETUCTPAIIUS MOXKE J1a
noucka oT MAJI npepocTaBsiHe Ha Bb3MOXKHOCT 3 Ipe/icTaBIHe Ha MH(OpMaLKs OTHOCHO
3a/IbJKEHUATA 110 all. 1.

(4) Cnen momydaBaHe Ha uckaHero mo an. 3 HMAJI ompenmenst cpok 3a
npeicTaBsHe Ha  HMHQOpPManusATa OT  IpPUTEXATeNs Ha  pa3pelieHueTo  3a
ynotpe0a/y10CTOBEpEHUETO 3a PETUCTPALIHSL.

(5) UznbiiHuTEIHATA areHIHs 110 JISKApCTBaTa Clie/l aHaT3 Ha HHopManusTa
o aJl. 3 MOXe:

1. 1a NOTBBPAU 3aABIIKEHUETO 110 al. 1, win

2. 1a TO OTMEHHU.

(6) M3nbaHuTeNHAaTA areHIMs 0 JeKapcTBaTa YBEJOMsIBA MPUTEXKATENS 3a
B3E€TOTO peIlIeHHUE MO all. 5.

(7) B cnyuaute no an. 5, T. 1 usnbaautennusat aupexkrop Ha MAJI ciyxeOHO
U3MEHA U3JAJICHOTO pas3pelieHre 3a ymnoTpeda/yIoCTOBEpEeHUE 3a perucrpamus Ha
JIEKapCTBEHUSI TPOJIYKT, KATO BKJIFOUBA B HETO KaTO YCJIOBUE 3abJKEHUETO 110 all. 1.

(8) OcHoBaHusTa 32 HaJlaraHe Ha 33AB/DKEHUSTA IO al. 1, T. 2 ce ompeenar ¢
Jenerupan akt mo wi. 226 ot Jupextusa 2001/83/EO.

Yn. 566. (Ho - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) (1)
[TputexxatenaT Ha pa3pelieHHeTo 3a YHnoTpe0a/yJOCTOBEPEHMETO 3a PpEerucTpanus
BKJIIOUBA B CBOSITA CUCTEMA 3a YIPABJIEHUE HA PUCKA BCUYKHU YCJIOBUA IO wi. 55a, 56 u
56a.

(2) B cinywaure mno an. 1 mpuTexarenasT Ha Pa3pelICHUETO  3a
ynoTpe6a/y10CcTOBEpEHUETO 3a peructpanus nogasa 1o MAJI ysengomieHue 3a mpomsiHa B
cuCcTeMaTa 3a yIpaBJIEHHE HA PUCKA.

Un. 568. (HoB - JIB, 6p. 102 or 2012 r., B cmwra ot 21.12.2012 r.)
M3nbaHuTEeNnHATa areHIus MO JeKapcTBara uamlpama uHbopMmaius o EBpomeiickara
areHITUs 10 JIeKapcTBaTa 3a U3/IaJICHUTE pa3peiieHus mo @wi. 55a, 56 u 56a.

Un. 57. (1) Usnbauutennuar nupexkrtop Ha MAJlL oTka3zBa u3gaBaHe Ha
paspelieHue 3a yrnorpeda UM yI0CTOBEPEHHUE 3a PErHCTpalys Ha JIEKapCTBEH MPOJIYKT,
KOraTo cJief] OLIEHKa Ha JIOCUeTO 1o wi. 27 - 32 ce yCTaHOBH, Ye:

1. CbOTHOIIEHHUETO M0JI3a/PUCK € HEOIAronpHUsATHO, WIH

2. euKaCHOCTTA Ha JIEKAPCTBEHUSI MPOJYKT HE € 3allUTEeHa YOSIUTEITHO OT
3asgBUTEINS, WU

3. KOJMYECTBEHUAT U KaYECTBEHUST ChCTaB Ha JIEKAPCTBEHHUS IMPOJIYKT HE
OTrOBapAT Ha ONMCAHUS B IOCUETO.

(2) (Hom. - AB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r.) 3mbaHUTETHUAT
nupektop Ha MAJI oTka3Ba u3aaBaHe Ha pa3pelieHue 3a ynorpeda Uil y10CTOBEpeHHe 3a
perucTpanusi Ha JIEKapCTBEH IMPOJYKT, KOraro HSIKOM OT JaHHUTE B JIOCHETO HE
CBHOTBETCTBAT HAa U3UCKBAHUATA Ha Wwi. 27 - 32 Uiy Ha HapeabaTa mo ui. 42.

(3) Uznbanutennust aupekrop Ha WMAJl orTka3Ba peructpauus Ha
TpPaJMLINOHEH PACTUTEIIEH JIEKAPCTBEH MPOIYKT, KOraTo CJIe/] OLICHKA Ha IOKYMEHTaIUsATa
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CE YCTaHOBH, Y€ IMPOIYKTHT HE OTIOBAPS HA YCIOBHUATA 110 Wi. 37, ajl. 1, TaHHUTE B JOCHETO
HE CHOTBETCTBAT HA WI. 38 WiIu:

1. KOJIMYECTBEHUAT U KaYECTBCHHUAT CHhCTaB HE OTIOBAPAT HA OMHMCAHUTE B
JIOCUETO;

2. ICKapCTBEHHAT MPOIYKT MOXKe Jia ObJIC BPEJCH MPHU IIPaBHIIHA YIIOTPeOa;

3. JaHHWTE 3a TpaJUIOHHATA YHOoTpeda ca HeOCTAThYHH, OCOOCHO KOTaTo
(hapMaKOJOTHYHUTE CBOMCTBA WM C(PUKACHOCTTa HE ca JOKa3aHW BbB3 OCHOBa Ha
JUBJITOTOJTUIITHA YIIOTpeOa U HATPYIIaH OIIHT;

4. (hapMaIieBTUYHOTO KAYECTBO Ha JICKAPCTBEHUS MPOAYKT HE € JTOCTAThYHO
000CHOBAHO.

Un. 58. IIpuTexarensaT HA pa3pemieHUueTo 3a ynorpeda HOCH OTTOBOPHOCT 32
I'BJIHOTATA U JIOCTOBEPHOCTTA Ha IAHHUTE B JIOCHETO.

Un. 59. (1) Orka3bT Ha u3nbaHUTETHUS AupekTop Ha MAJI 3a u3naBane Ha
paspenieHne 3a ynorpeda/ynocToBepeHe 3a perucTpanus Ha JIEKapCTBEH MPOIYKT MOXKeE
na Obae oOkanBaH 1Mo peaa Ha A IMUHUCTPATUBHOMPOIIECYATHUS KOJEKC.

(2) OTka3bpT Ha u3nbBIHUTENHUS nupekTop Ha MAJl u MoTuBuTE 32 HEro ce
nyOMKYyBaT Ha CTPAaHUIATa HA areHIIUITA B UHTEPHET.

Ui 59a. (Hos - /IB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r.) (1) (HU3m. -
B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cmywante mo wi. 55, an. 2 u 5, HO He
MO-KbCHO OT 9 Mecema mpeau UW3TUYAHETO Ha CpoKa Ha pa3pelieHueTo 3a
yrnoTpe6a/yI0CTOBEPEHUETO 33 PETUCTPAIIHS, TPUTEXATENAT My Tofasa B MAJI 3asBnenne
3a TOJHOBSABaHE, MPUIPYKEHO C O0OOLIEHO JocHe MO OTHOIIEHHWE Ha KauecTBOTO,
0€30MacHOCTTa U €(PUKACHOCTTa, BKIIOYMTEIHO OLIEHKAa Ha JIaHHUTE, ChABPXKAIIU CE B
JOKJIaJUTE 3a IMOJO3UPAaHM HEKEIAHW JIEKAPCTBEHM PpEaKUMM W IEPUOJUYHHUTE
aKTyaJIu3UpaHu JOKJIaaAMu 3a 0e30IacHOCT, MOJaBaHU B ChOTBETCTBHE C IJIaBa OCMa, U
BCUUYKM  OJOOpEHM  MpPOMEHM  Clle[l ~ M3JaBaHe  Ha  pa3pelleHHeTo  3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTPALIMSL.

(2) M3uckBaHuATa KbM JaHHUTE U JOKYMEHTUTE OT JOCHETO mo ai. 1 ce
ompenensaT B Hapeabara 1o wi. 42.

(3) B cpok 10 120 aHU OT MOCTHIIBAHE HA 3asBICHUETO U JJOKYMEHTALUSTA 10
an. 1 MAJI ouensiBa xauecTBOTO, O€30MacCHOCTTa U €(UKACHOCTTA Ha JIEKapCTBEHUS
IPOAYKT U U3TOTBSI OLEHBUYEH J0KJIa/A, KOUTO MIPEICTaBs Ha U3IBJIHUTEIHNS JUPEKTOP Ha
NAIJL

(4) Koraro ycTaHOBM HEN'BJIHOTUM W/MJIM HECHOTBETCTBUS B MpeACTaBEeHATa
noxkymeHTanus no ai. 1, MAJI yBemoMsiBa MUCMEHO MPUTEXKATENS HAa Pa3pelieHUueTo 3a
ynoTpe6a/y10CTOBEPEHUETO 32 PETUCTPAIMs U JaBa yKa3aHHUs 32 OTCTPAHSBAHETO MM.
[TputexxaTenar Ha paspelieHueTo 3a ynoTpe0a/yIoCTOBEPEHUETO 3a pPEerucTpalus
OTCTpPaHsBA HEMBIHOTUTE W/UJIM HECHOTBETCTBUATA B IOKYMEHTAIMATA B CPOK 10 30 1HU
OT JjaTaTa Ha MoJyyaBaHe Ha YBEJAOMIICHHETO.

(5) B cpox 10 mHuM oOT monyyaBaHe Ha OIEHBYHHUS JOKJIAL MO an. 3
U3MBIHUTETHUAT Jupektop Ha WAJl wu3nmaBa paspenieHue 3a IOAHOBSBAaHE Ha
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pa3pelIeHueTo 3a ynorpeda/yJo0CTOBEPEHUETO 3a PETUCTpalUs Ha JI€KapCTBEHUS TPOAYKT
WJIM MOTUBUPAH OTKa3.

Un. 596. (Hos - B, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) (1)
M3nbnnutennusar aupekrop Ha MAJl oTka3Ba MOJHOBsABAaHE Ha pa3pelICeHUETO 3a
yInoTpe6a/yI0CTOBEPEHUETO 3a PEruCTpalusl Ha JICKAPCTBEHHS MPOIYKT, KOTaTo Cie[
OIICHKA Ha JJOCUEeTO 1o Wi. 59a, ain. 1 ce ycraHoBu, ye:

1. TekapCTBEHUSAT MPOIYKT € BPEACH MPU PaBUIHA yroTpeOa, Uit

2. TUIICBa TepaneBTUYHA ePUKACHOCT, WIN

3. ChOTHOIIECHHETO MOJ3a/PUCK € HEOIAronpusITHO NMPU MpPaBUIIHA YIOTpeoda,
WIn

4. KONMYECTBEHUAT U KAYECTBEHUST CHhCTAB HA JIEKAPCTBEHMs MPOAYKT HE
OTIOBapsIT Ha OIIMCAHUS B IOCUETO, WU

5. naHHMTE B JocueTo o wi. 59a, an. 1 ca HeBepHHU, WK

6. KOHTPOJBT Ha JIEKAPCTBEHUS MPOAYKT W/WIM Ha CbCTaBKUTE U Ha
MEXJIMHHUTE €Tally OT IPOU3BOACTBEHMS ITPOLIEC HE € U3BBPILBAH WIN HE € U3ITBIHIBAHO
JPYyro U3UCKBaHE, IPU KOETO € U3/1aJIeHO pa3pelleHUeTo 3a MPOU3BOICTBO, MU

7. HIKOM OT JJaHHUTE B JOCHUETO HE OTrOBapsT HAa U3UCKBAHMATA Ha wi. 59a,
an. 1m2.

(2) Otka3pT Ha u3nbIHUTENHUS aupektop Ha MAIJl 3a mogHOBsiBaHE Ha
paspelieHue 3a yrnorpe0a/y10cTOBEpeHHE 3a PEruCTpalisl Ha JeKapCTBEH NMPOIYKT MOKE
na 0b21e 00KanBaH Mo peaa Ha AIMUHUCTPATUBHONPOLIECYATHUS KOJIEKC.

(3) Ortka3pr Ha wusnbaHUTENHUS Jupektop Ha MAJI um mortuBute ce
nyOnukyBat Ha cTpanuuara Ha MAJI B unTepHeT.

Ui 598. (Hos - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - JIB, Op.
102 ot 2012 r., B cuna ot 01.04.2013 r.) M3mbeiHuTenHAaTa areHIMs MO JeKapcTBara
yBenomsiBa HanimoHamHust ChBET 1O IIEHH U peuMOypcrpaHe Ha JISKapCTBEHUTE MTPOTYKTH
3a IMpeKpaTeHUTe U OTHETUTE pa3pelleHus 3a ynorpeda, KakTo U 3a HalpaBEHUTE OTKa3u
3a MOJHOBSIBAHE HA U3/IaJICHU Pa3pelIeHus 3a ynoTpeOda Ha JIEKapCTBEHU MPOAYKTH B 7-
JTHEBEH CPOK OT M3JJaBAHETO HA CbOTBETHHS aKT.

Pasnea VI.
IIpoMeHnu B u31aeHo pa3pelnieHue 3a ynorpeda

Un. 60. (1) (U3m. - 1B, Op. 12 ot 2011 r., B cmma ot 08.02.2011 r.)
[TputexxaTenaT Ha paspelieHHe 3a yrnoTpeda Ha JIGKapCTBEH MPOAYKT € JITbXKEH Ja
yBengomu MAJI 3a Bcsika mpoMsiHa B YCIIOBHUATA, MPU KOUTO € U3/1a/IEHO Pa3peIIeHUeTo.

(2) (U3m. - 1B, 6p. 12 o1 2011 ., B cuma ot 08.02.2011 r.) [Ipomenure morat
na opmatr ot tun IA, tun Ib, Tun II, pasmupsBane Ha oOXxBara Ha pa3pelIEHUETO 3a
ynoTpeda U CIENIHA OTPAaHUYUTEIIHU MEPKH 3a 0€301acHOCT.

(3) M3m. - IIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcnoBusta u
KPUTEPHUTE 32 KIacU(HUKAIHSI HAa IPOMEHUTE C€ ONpEIeNsaT ¢ HapeadaTa mo wi. 42.

(4) (U3wm. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) [Ipomsna, koato
HE ce SBsBA pa3lIMpsiBaHE Ha 00XBaTa U YMATO KJIacU(UKAILUs OCTaBa HeolpeieIeHa Cie
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IpujiaraHe Ha yCJIOBUATA U KPUTEPUUTE 0 HapendaTa 1o wi. 42, ce cMATa 3a IpOMsiHA OT
tun Ib mo noapazoupane.

(5) (HoBa - /IB, 6p. 12 o1 2011 r., B cuia ot 08.02.2011 r.) KaTo uzkitouenue
OT alI. 4 mpoMsHa, KOSITO HE Ce SIBSIBA pa3IIMpsBaHE HAa 00XBaTa M YUATO KIacH(pUKALUs
OCTaBa HEONpe/esieHa Clie]l IpUIaraHe Ha YCIOBUATA U KPUTEPUUTE Ha HapeadaTa 1o 4il.
42, ce cMATa 3a mpoMsaHa ot tun Il B ciienqnuTe ciayvau:

1. mo WckaHe Ha MPUTEXKATENd Ha Pa3pelIeHUEeTO 3a yrnoTpeda, OTpa3eHo B
3asIBJICHUETO 32 IPOMSIHA;

2. xorato MAJI cnen olieHKa Ha BaJUJHOCTTA HA YBEIOMJICHUETO MO 4j. 63
MIpElEeHU, Y€ MPOMSHATA MOXE Jla MMa CBHIIECTBEHO BB3JCHCTBHE BBPXY KaueCTBOTO,
0e30MacHOCTTa WM €(PUKACHOCTTA Ha JIEKApPCTBEHUS MTPOIYKT.

. 61. (U3m. - JIB, 6p. 12 ot 2011 r., B cmma ot 08.02.2011 r.) (1) 3a Bcsika
npomsiHa ot tan IA, tun Ib, Tun II mnm pasmupsiBaHe Ha oOxBaTa MPUTEXKATENIAT Ha
paspelieHueTo 3a ynoTpeda Ha JeKapcTBeHHs NpoaykT nogaBa B MAJI oraenno
YBEIOMJIEHHE, CbOTBETHO 3asIBIICHHUE.

(2) Koraro nageHa mpomsiHa BOAM A0 NPOMsSHA B JAaHHUTE OT KpaTKaTa
XapaKTEepUCTHKAa Ha MPOJYKTa, HAa OMAKOBKAaTa W/WIHM B JINCTOBKATa, TE€3W IMPOMEHHU Ce
IIpYEMaT KaTo 4acT OT 3asBEHAaTa IIPOMSAHA U 3a TAX HE CE [10/1aBa OTIEIHO 3asBJICHUE.

(3) IlpurexarensT Ha pa3pelIleHMETO 3a ymnoTrpeda MoOKe Ja Trpynupa
IIPOMEHUTE, KOTaTo:

1. yBenoMsiBa €IHOBPEMEHHO 3a €HU U ChIIM NMpoMeHH TUN [A B ycioBusita
Ha €JTHO WJIK TOBEYE pa3pelleHus 3a ynorpeoa;

2. 3asBsIBa €JHOBPEMEHHO HSKOJIKO IPOMEHU B YCIIOBUSATA Ha pa3pelIeHus 3a
ynoTpebda, NpuHaAIeKally KbM II100aTHOTO pa3peleHue 3a ynorpeda no ui. 28, ain. 8§ Ha
JIEKapCTBEHUsI MPOAYKT, MPU YCIOBHE Y€ CHOTBETHUTE MPOMEHHU IONAAAT B €IUH OT
CJIETHUTE CIIy4Yau:

a) egHa OT IPOMEHUTe B TrpylaTa € paslmupsBaHe Ha oOxBaTa Ha
paspelIeHneTo 3a ynorpeoa;

0) eqHa OT MpPOMEHHUTE B rpymnara € nmpomsiHa Tun Il, a Bcuuku ocraHanu
IIPOMEHU B TpyIaTa ca IPOMEHH, KOUTO ca CIEACTBUE OT poMsHaTa TuIl II;

B) €IHa OT MPOMEHHUTE B rpymnara € npomsHa Tum Ib, a Bcuuku ocraHamu
IIPOMEHU B TpyIaTa ca IPOMEHH, KOUTO ca CIEACTBUE OT npomsHarta tul Ib;

I) BCHYKM IPOMEHM B Tpynara ce€ OTHAcAT caMO JO IPOMEHU OT
aIMVHHMCTPAaTUBEH XapaKTep B KpaTKaTa XapaKTEpUCTHKAa Ha MPOAYKTa, JUCTOBKATa 3a
NanyeHTa Uik ONaKOBKAaTa;

1) BCUYKH ITPOMEHM B Ipyrara ca MPOMEHH B OCHOBHATa JOKYMEHTAIUs Ha
AKTHBHOTO BEIIECTBO, OCHOBHATA JOKYMEHTAIUsl HA BAKCUHHUS aHTUTEH MJIM OCHOBHATA
JIOKyMEHTaIus 3a I1a3Mara;

€) BCUYKHU NPOMEHU B rpylaTta ca BbB Bpb3Ka C MPOEKT, MpeIHa3HaYeH Ja
YCBBBPIIEHCTBA IPOU3BOJCTBEHMS IPOLIEC M KauyeCTBOTO HAa CHOTBETHHS JIEKApPCTBEH
MPOAYKT UM HETOBOTO/HETOBUTE AKTUBHO/aKTUBHU BEILIECTBO/BEIIECTBA;

) BCUUKHM IIPOMEHM B Ipylnara ca MPOMEHH, KOMTO 3acAraT KadyecTBOTO Ha
NaHJAeMUYHa MPOTUBOIPUITHA BaKCUHA;

3) BCHUKHM TPOMEHHU B Irpylrara ca NMPOMEHH B CHUCTEMaTa 3a JIEKapCTBEHA
0€30MacHOCT 10 TIaBa OCMa;
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1) BCUYKU IIPOMEHHM B TpyIiaTa ca ClIeJICTBUE OT ONpezieieHa CIIelIHa MIpKa 3a
0€30MacHOCT M ¢a MOJaJIEcHA B CbOTBETCTBHE C 1. 606;

K) BCUYKU [IPOMEHHU B IrpylaTa ca CBbpP3aHHU C BKJIIOUBAaHE Ha WH(OpMaLIUA 3a
naneH GpapmMako-TepaneBTHUYEH KIIac;

J1) BCUYKU MPOMEHU B rpymnaTa ca CJIeJCTBHE OT OLIEHKAaTa Ha NEepUOAUYEH
JIOKJIaJ1 32 OE3011aCHOCT;

M) BCHUYKH IIPOMEHH B Ipyrara ca ClIeCTBUE OT IPOyYBaHe Clie]] oJyyaBaHe
Ha pa3pelIeHue 3a ynoTpeda, mpoBeIeHO MO HaA30pa Ha MIPUTEKATENS Ha Pa3pelIeHuETO
3a ynorpeoa;

H) BCUUKHU ITPOMEHH B IpyliaTa ca CJIEJCTBUE OT U3II'BJIHEHUETO HA YCIOBHUE B
paspernieHue 3a ynorpeba mo ui. 56;

3. 3asiBEHUTE IPOMEHH B YCIIOBHUSATA HA €IHO U CHIIO pa3pelIeHHe 3a yrnoTpeda
HE ToMajaT B CIy4auTe 1o T. 2, npu yciuoBue ye MAJI ce chriacu aa npuiioxu KbM Te3u
IIPOMEHU €/1Ha U Chlla MpoLeaypa.

(4) Ilpu rpynupane Ha MPOMEHHU MO al. 3, T. 2 U 3 MpUTEKATEIAT Ha
paspenieHueTo 3a ynorpeda nogasa B MAJI:

1. enMHHO yBeJOMIIEHUE, KOTaTO MOHE eHa OT mpoMeHute € tui Ib 1 Bcuuku
ocra"anu ca tuil A wmm tun 1B;

2. eIMHHO 3asBJIEHUE, KOTaTO OCHOBHATa MpoMmsiHa e Tul Il u HuTO exana ot
JpyruTe MPOMEHH HE € pa3IIupsiBaHe Ha 00XBaTa Ha pa3pelieHneTo 3a ynorpeoa;

3. eIMHHO 3asBlIEHUE, KOraTO OCHOBHATA MPOMSIHA € pa3INpsBaHe Ha 00XBaTa
Ha pa3pelIeHueTo 3a ynorpeoa.

(5) 3aegHO chC 3asABICHUETO, CHOTBETHO YBEAOMJICHHETO MO an. | wiu 4,
IPUTEKATEIIAT HA pa3pelIeHUETO 3a yIoTpeoda 1moaana:

1. moxyMmeHTanus1, CBbp3aHa ¢ IPOMEHUTE, ONpeieNieHa ¢ Hapeadara mo ui. 42;

2. JOKYMEHT 3a TUIaTeHa Takca B pa3Mep, orpeiesieH ¢ Tapudara mo wi. 21, ai.
2.

(6) Wznbanurennust gupektop Ha WAJl yrBppkgaBa oOpasuute Ha
3asBJICHHE, ChOTBETHO yBEIOMIICHHE MO an. 1 u 4, KOUTO ce MyONMKyBaT Ha MHTEPHET
ctpanuuara Ha MAJL.

Un. 62. (M3m. - 1B, 6p. 12 ot 2011 r., B cuma or 08.02.2011 r.) (1)
[TpuTtexxatenaT Ha pa3pelIeHnueTo 3a ynorpeda Moke Ja MoAaie yBeJOMJICHHUE 3a IPOMEHU
tun A B cpok 12 Mecena cien mpujiaraHeTo UM € U3KJIIOYEHHE Ha MPOMEHUTE, KOUTO
U3UCKBAT He3a0aBHO yBEJJOMJICHHUE.

(2) IIpomenute Tun IA, KOUTO H3UCKBAT HE3a0ABHO YBEAOMJICHHE, C€
orpenendaT ¢ Hapeaoara mo ui. 42.

(3) B cimyqaute 1o an. 2 mpuTekaTeNIST Ha pa3pelieHrueTo 3a ynorpeda nojana
yBeJIOMJICHHE 32 IpoMsiHaTa TUIll A He3abaBHO ciie] MPUIIaraHeTo .

(4) B 30-gHEeBeH CpOK OT MoJTydaBaHe Ha YBEOMJICHHETO T10 all. 1, ChOTBETHO
no an. 3, AJI yBegomsiBa mpuTeKaTess Ha pa3pelieHueTo 3a ynorpeoa:

1. jmanu mnpomsiHaTa/IPOMEHUTE C€ TMpuUeMa/pueMar WM He; KOraro
NPOMSIHATa/IPOMEHUTE HE Ce pUeMa/IpuemMar, ce mocouBaT MOTUBHUTE 32 TOBA, U

2. Jand TpoMsHAaTa/TPOMEHUTE BOJU/BOAST N0 MPOMSHA Ha JaHHUTE B
U3J1aJICHOTO pa3pelleHne 3a ymnoTpeba; Koraro ce Hajara HpoMsHa B M3/1aJCHOTO
paspernieHue 3a ynorpeoda, ce nmpuiara @wi. 64a.
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(5) IlpurexarensT Ha pa3pelIeHUETO 3a YyoTpeda MpeycTaHOBsIBa HE3a0aBHO
MPUJIAraHeTO Ha ChOTBETHATA/CHOTBETHUTE MPOMSHA/IPOMEHH TUIl [A cries mojrydaBaHe
Ha yBeJIOMJICHHE 10 all. 4, T. 1 3a HEnmpueMaHe.

Ui 63. (M3m. - IIB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) Korato
yBeJOMJICHHETO 3a mnpomsiHa Tun Ib orroBaps Ha wusuckBanuaTra Ha wi. 61, MAJI
YBEIOMSIBA IIPUTEKATEIIS HA pa3pellieHueTo 3a yrnoTpeda, 4ye yBeAOMJICHHETO € BaJIUIHO U
[I0COYBa JlaTaTa, OT KOATO CPOKBT I10 aJl. 2 3aroy4Ba Ja Teye.

(2) B 30-mHEeBeH cpok OT moJiydaBaHe Ha BaJMIHO YyBemomuieHne WAJI
OlLICHsIBA MOJaJeHaTa JOKYMEHTAlMsl M YBEJOMsIBAa IPUTEXATENs Ha pa3pelleHUETO 3a
ynotpeoa:

1. namu ono0psiBa MpoMsSHATA WK HE; KOraTo MpoMsiHaTa He ce 0100psiBa, ce
[I0COYBAT MOTHBUTE 3a TOBA, U

2. 1any npomMsiHaTa BOJAM JI0 MIPOMSIHA Ha JAHHUTE B U3JaJICHOTO pa3pelleHue
3a ymorpeba; KOraro ce Hajara mpoMsiHa B M3aJICHOTO pa3pelieHue 3a ymnoTpebda, ce
npuiara wi. 64a.

(3) Korato B cpoka no an. 2 MAJI yctaHOBH HECHOTBETCTBHS B MOAa/IeHATa
JOKYMEHTAIlUsl C W3MCKBAaHUATA HAa 3aKOHA M Hapemdara mo wi. 42, T4 yBeAOMsBa
MPUTEkKATEIIS Ha Pa3pelIeHUETO 3a ynoTpeoa.

(4) B 30-mHeBeH cpok OT IIOJIydyaBaHE Ha YBEAOMJIEHMETO MO ail. 3
MPUTEKATENAT Ha pa3pelIeHHeTo 3a ynoTrpeda Moxke Ja HPOMEHU WIW AOIBJIHU
JIOKYMEHTaIUsATA.

(5) Korato B cpoka 1o ai. 4 mputexatesnsiT Ha pa3pelieHrneTo 3a ynorpeda He
IpeJICTaBu IPOMEHEHA WM JIobiHeHa JokyMeHTanus, MAJl npekparsBa nmpouenypara u
YBEIOMSIBA 3a TOBA MPUTEXKATENS Ha pa3pelieHrueTo 3a ynorpeoa.

(6) B 30-nHeBeH Cpok OT MoTydaBaHe Ha MMPOMEHEHAaTa JOKYMEHTAIHS 110 aJl.
4 IAJI yBennomsiBa mpuTexatens Ha pa3pelieHrneTo 3a yrnorpeoa:

1. manu ogoOpsiBa mMpoMsiHaTa WM HE; KOrato IpoMsiHaTa He ce 0J00psiBa, ce
MOCOYBAT MOTHUBUTE 32 TOBA, U

2. 1any npomMsiHaTa BOJAM JI0 MIPOMSIHA Ha JAaHHUTE B U3JIaJICHOTO pa3pellieHue
3a ynoTpeba; KOraTo ce Hajara MpoMsiHa B H3JIaJICHOTO pa3pelleHue 3a ynorpeba, ce
npuiiara 4wi. 64a.

(7) IlputexaTenaT Ha pa3pelIeHHeTo 3a ymnoTpeda mpuiiara ogoOpeHaTa
npomsiHa Tun Ib ciex momydaBaHe Ha yBeOMIIEHHE 110 ajl. 2, T. 1, CBOTBETHO 10 al. 6, T.
1 3a ogoOpsBaHe HA IpOMSHATA.

Un. 64. (U3wm. - [IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Koraro
3asgBiieHHeTO 3a npomsiHa Tan Il oTroBaps Ha m3nuckBaHusATa Ha wi. 61, UAJI yBenomsiBa
MpUTEKATEN Ha Pa3pelIeHHeTo 3a ynoTpeda, 4e 3asiBICHUETO € BaUIHO, KaTo MOCOYBa
JlaTaTta, OT KOATO CPOKBT IO ajl. 2 3armovsa jJa Teue.

(2) B 60-mHeBeH cpok OT mony4yaBaHe Ha BaIUAHO 3asBieHue MAJI u3rorss
OIICHBYCH JTOKJIA] 33 IPOMSHATA.

(3) CpoksbT o an. 2 Mmoxe na ob1e:

1. HaMaJIeH Mpy CHENIHY CTy4Yan, KOUTO ca CBbp3aHu ¢ Oe30macHaTa yrnorpeda
Ha JICKapCTBEHUS MPOAYKT, UITU
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2. yneokeH 1o 90 IHM mpU MPOMSHA, C KOSITO CE€ M3MEHS WJIH J100aBs
TEepPaneBTUYHO MOKA3aHHE.

(4) Korato MAJI ycTraHOBM HECHOTBETCTBHS B IMOAAJCHATA JTOKYMEHTAIUS C
M3MCKBAaHUATA HA 3aKOHA M Hapembata mo wi. 42, TS yBeIOMSBa MPUTEXKATEIS Ha
paspenieHueTo 3a ynorpebda M Ompeaesis CPOK 3a MPEIOCTaBSHE Ha JOIMbJIHUTEIHATA
uH(pOpMAaIUs U TOKYMCHTAIIHS.

(5) B cinydaute 110 ait. 4 CpoKbT 110 aJl. 2 CIMpa Ja TeUe 0 MPECTABIHETO Ha
TOMBITHUTETHATA HHPOPMALIHS U JOKYMEHTAITHS.

(6) B cpok o 15 gHU OT M3TOTBSHE HA ONEHBYHHS JOKJIA] U3ITBIHUTETHUSAT
nupextop Ha MAJT:

1. omoOpsiBa MpoMsiHATa WJIM TIPaBU MOTHBUPAH OTKa3 W yBEAOMsIBA 32 TOBA
MIPUTEKATEIIS Ha Pa3pEIICHUETO 32 yIoTpeoa,;

2. yBelIOMsIBa MPUTEKATENIS HA Pa3pelIeHUETO 3a yroTpebda nanu ogobpeHara
MPOMsIHA BOJM JIO TIPOMsIHA Ha JIAaHHWUTE B U3aJICHOTO pa3pelieHue 3a ynorpeda; Korato
ce HaJjlara mpoMsiHa B U3JIaJICHOTO pa3pelleHue 3a yrnorpeda, ce mpuiara 4i. 64a.

(7) TlpurexarensiT Ha pa3pelICHHETO 3a YINOTpeda MOXKe Ja MPUIIOKHU
ojo0penHara npomsiHa Tun Il caMo ciieq n31aBaHETO Ha pa3peIleHHUE 3a MPOMSHA IO YJl.
64a.

Un. 64a. (Hos - JIB, Op. 12 or 2011 r., B cuma or 08.02.2011 t.)
M3nenautennusar qupektop Ha MAJI n3naBa paspemieHye 3a mpoMsiHa B pa3pelieHueTo 3a
yrnoTpeda B CPOK:

1. TpuzeceT AHU OT U3aBaHE HA YBEJAOMJICHUETO 110 uil. 62, an. 4, T. 2, wi. 63,
all. 2, T. 2, CbOTBETHO 4i. 63, ain. 6, T. 2 vwin wi. 64, an. 6, T. 2, KOraTo ChHOTBETHATa
pOMsIHA BOJM JI0 YbJKaBaHE ¢ 6 Mecella Ha CpoKa, mocodeH B wieH 13, maparpadu 1 u
2 ot Pernmament Ne 1768/92 na CoBeta (EMO) ot 18 roHM 1992 r. 0THOCHO Ch37aBaHETO
Ha JOMBIHUTENICH CepTU(UKAT 3a 3aKpUiia Ha JIEKAPCTBEHUTE MPOJYKTH, B ChOTBETCTBHE
¢ wi. 36 ot Pernmament (EO) Ne 1901/2006;

2. IECTAECET IHM OT U3/1aBaHE HA YBEJOMIICHHETO M0 Wi. 62, an. 4, T. 2 - ipu
npoMeHH Tum [A, KOUTO HE U3UCKBAT HE3a0ABHO yBEIOMSIBAHE;

3. miecTaeceT IHU OT U3JaBaHE Ha YBEJOMIIEHHETO Mo 4i. 64, an. 6, T. 2 - 3a
npomenu tvn I1;

4. cTO M OCeMJIECET THU - BbB BCUUKH OCTaHAJU CIIy4aw.

Un. 646. (Hos - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) Ilpmu
IIPOMEHU, OTHACSIIM C€ O MPOMEHU B aKTUBHOTO BEIIECTBO 3a LIEIUTE HA €XKErojHara
aKkTyalqu3alus Ha NPOTUBOTPUITHUTE BAKCHHM, NPUTEXKATENAT Ha pa3pelIeHHeTo 3a
ynotpeba momaBa B MAJl 3asBiieHHe, MpUAPYKEHO C JAOKYMEHTAIUsS, OMpeaesieHa ¢
HapenOata mo uin. 42. B 7-gueBeH cpok MAJI mpoBepsiBa mbJHOTaTa Ha IOjaJeHATa
JIOKYMEHTAIHSl.

(2) Koraro 3asiBneHneTo oTroBapsi Ha U3MCKBaHusATa Ha ai. 1, MAJI yBenomsBa
MpUTEXaTells Ha pa3peleHHeTo 3a ynorpeda, ye 3asiBICHHUETO € BaJMAHO, KaTo MoCcoYBa
JaTata, oT KOSTO CPOKBT IO ajl. 3 3aro4Ba Ja Teue.

(3) B 45-nueBen cpok oT mosiydaBaHe Ha BanuaHo 3asBieHue MAJI onensisa
JIOKYMEHTAIUATa U U3TOTBS OLIEHBYEH JOKJIaI.
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(4) WM3npanurenHata areHUMs IO JIeKapcTBaTa MOXKE Ja H3HMCKAa OT
NPUTEXKATEIIS Ha Pa3pelIeHNeTOo 3a ynorpeda 1a mpecTaBi KIMHUYHUTE JAaHHU U JAaHHUTE
3a CcTaOWJIHOCTTAa Ha JIEKAPCTBEHUS HPOAYKT. llpuTexaTensT Ha pa3pelieHHero 3a
ynotpeba npenacras B MAJI uznckanute 1aHHU B CPOK 12 THH OT M3TUYAHETO HA CPOKa
1o anu. 3.

(5) U3npanuTenHaTa areHuys Mo JieKapcTBaTa OLEHSBA JOKyMEHTAaLMsITa U
B3€Ma OKOHYATEJIHO pelieHre B cpok 10 JHH OT MojryyaBaHETO Ha JaHHUTE 1O all. 4, KaTo
U3J/1aBa pa3peLICHNE 3a IPOMSHA WU OTKa3.

UYn. 65. (1) Korato nmputexarensaT Ha pa3pelIeHUeTo 3a ynorpeda yCTaHOBU
PHCK 3a 3]IpaBeTO MpH ynoTpedaTa Ha JIEKapCTBEHUS MPOAYKT, TOH MpeanpuemMa ClenH
OTPaHUYUTEIIHU MEPKHU M He3a0aBHO yBepoMsiBa nmucMmeHo MAJL

(2) M3npaHuTeNnHATa areHIys Mo JIeKapcTBaTa ce MPOU3HACS M0 MEPKHUTE B
CpOK 24 yaca OT yBEJIOMJICHUETO.

(3) KoraTo MAJI He ce mpou3Hece B CpoKa 110 all. 2, CMsTa Ce, 4Ye MEPKUTE ca
0100peH™.

(4) Koraro MAJI yctaHoBM, Y€ HMMa PHUCK 3a 3ApaBeTO Ha Xopara oOT
yrnoTpedara Ha JEKapCTBEHHS MPOAYKT, Pa3oOpexk/ia Ha MPUTEKATENS Ha Pa3pelIeHUETO
3a ynotpe0a /1a npeanpueMe He3abaBHO OrPaHUYUTETHH MEPKH.

(5) B cmywanTe mo an. 1 u 4 nmpurexarenaT Ha pa3peuieHneTo 3a yrnorpeda Ha
JeKapcTBeHHUs NpoayKT cbriacyBa ¢ WMAJl HaumHa U CpPOKOBETE€ 3a BBBEXJAaHE Ha
NPEINPUETUTE MEPKH.

(6) IIputexarensat Ha pa3pelIeHUeTo 3a yrnoTpeda Ha JIEKapCTBEHHsI IPOIYKT
10J1aBa J10 U3I'bJIHUTEIHUS AupekTop Ha MAJI 3asBieHue 3a npomsiHa 1o peaa Ha wi. 64
HE M10-KbCHO OT 15 1HU cient AaraTa Ha NpeArprueMaHe Ha MEPKUTE.

Un. 66. (1) (U3m. - 1B, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.)
[TpuTexxaTensar Ha pa3pelieHre 3a ynorpeda Ha JeKapCTBEHHS POIYKT TO[aBa 3asBICHNE
3a pasuIupsBaHe Ha 00XBaTa Ha U3JaJICHOTO pa3pellieHue 3a ynorpebda mnpu:

1. mpoMsiHa Ha aKTUBHOTO/aKTUBHUTE BEIIECTBO/BEIICCTBA:

a) 3aMsHA HA XMMHYECKHU aKTHBHO BEIIECTBO C pa3InyeH KOMILIEKC/ 1epuBar,
BKJTIOYBAII] COJI/€CTEp, ChC ChIaTa TEPANICBTUIHA YACT, IIPU KOETO XaPAKTESPUCTUKHUTE HA
e(uKacHOCTTa/0e30MacHOCTTa HE Ce pa3inyaBaT ChIIECTBEHO;

0) 3amMsHa ¢ pa3IyueH H30Mep, pa3IndHa CMEC OT M30MEpH, 3aMsIHa Ha CMeEC C
M30JIMpaH u3oMep (HampuMep Ha paleMaT ¢ eAWHHYEH EHAaHTUOMEp), MPH KOeTo
XapaKTEPUCTHKHUTE Ha e()eKTUBHOCTTA/0€30MacHOCTTa HE CE Pa3InyaBaTr ChIIECTBEHO;

B) 3aMsiHa Ha OMOJIOTUYHO aKTUBHO BEIIECTBO C TAKOBA, KOETO MMa MAaJIKO TO-
pa3audHa  MOJIGKYJIIpHA  CTPYKTypa, TPH  KOETO  XapaKTePUCTUKUATE  Ha
e(eKTUBHOCTTa/0€30MacHOCTTa HE C€ pa3iuyvaBaT ChINECTBEHO, C HU3KIIOYEHHE Ha
MPOMEHU B AaKTHBHOTO BEIIECTBO HA CE30HHA, NpEANaHJACMHYHA WM ITaHJIEMUYHA
MIPOTUBOTPUITHA BAaKCHHA 32 YOBEIIKA YIOTpeoa;

I') MPOMSIHA HAa BEKTOpa, M3IOJ3BAaH 3a MPOW3BOACTBOTO HA AHTUTCHA WU
W3XOJIHUSI MaTepHall, BKIIFOUUTEIIHO HOBA OCHOBHA KJIEThYHA OaHKa OT APYT M3TOUYHUK,
IpA KOETO XapaKTEePUCTHKHUTE Ha e(eKTUBHOCTTAa/0e3BpENHOCTTAa HE C€ paszirdaBaT
CBIIECTBEHO;
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J1) HOB JIMTAH/]I UM CBBP3Balll MEXaHU3BM 3a paauodapMareBTUK, IPH KOUTO
XapaKTEPUCTUKUTE HA e(heKTHBHOCTTA/0€30MMaCHOCTTA HE CE Pa3IMuaBaT ChIIECTBEHO;

€) MpoMsSHA B EKCTpaxXWpamlus pPa3TBOPUTE] WIM B ChOTHOIICHHETO
pacTHTETHO BEIIECTBO/PACTUTENICH TIperapar, MpU KOETO XapaKTePUCTUKHUTE Ha
e(uKacHOCTTa/0€3BpEIHOCTTA HE CE pa3InvaBaT ChIIECTBEHO;

2. mpoMsiHa B KOJIMYECTBOTO HA aKTUBHOTO BEIIECTBO, JIEKApCTBEHATa opma
U IThTS Ha BBEXKIAHE:

a) IpoMsiHa B OMOHAJTMYHOCTTA;

0) mpoMsiHa BBB (hapMaKOKHWHETHKATa, HAIIpUMEpP MPOMsiHa B CKOPOCTTa Ha
0cBOOOXKIaBaHe;

B) MNpOMsHA WM J00aBSHE HA HOBO KOJHWYECTBO HAa aKTHBHOTO
BEIIIECTBO/aKTUBHOCT;

T') MpoMsiHA WJIK JT00aBsSHE Ha HOBA JICKapcTBeHa (hopma;

1) poMsiHa WM 100aBsHE HA HOB BT HA BBBEXKIAHE - TPU MMAPCHTEPAITHO
MPUIOKEHHWE € HEOoOXOAMMO Ja Ce MpaBU pa3rpaHUYCHHE MEXAY HHTpaapTepUalieH,
WHTPABCHO3CH, MHTPAMYCKYJICH, ITOKOKEH U IPYTH ITBTUIIA Ha BHBEXKIaHE.

(2) BasBnenueTo mo ajn. 1 ce moaaBa 3aeIHO C JOKYMEHTAIMATA 0 4. 27, ai.
1, 1. 10, cBBp3aHa ¢ IPOMEHHUTE 110 ail. 1.

(3) U3uckBanusaTa KbM JOKYMEHTAIUATA TIO ajl. 2 ce ONpenessaT B HapendaTa
mo 4. 42.

(4) HaumeHoBaHUETO HA JIGKAPCTBEHUS MPOAYKT B U3JaJCHOTO pa3pelIeHHe
3a paslidpsiBaHe Ha OOXBaTa Ha IMbPBOHAYAIHOTO paspellieHue 3a yrnorpeda He ce
MIPOMEHS.

(5) UznaBanero Ha pa3pelleHHe 3a pa3lIupsiBaHe 00XBaTa Ha BEUYE U3AA/ICHO
paszpeleHue 3a ynorpeda Ha JeKapcTBeH MPOIYKT C€ U3BBPIIBA MPU YCIOBUSITA U 110 pea
Ha wi. 49 - 51.

Un. 67. (1) Ilputexarensat Ha pa3pelIeHUETo 3a yrnorpeda Ha JEKapCTBEHUS
MPOJYKT IMO/IaBa 3asiBICHUE 32 W3/1aBaHe HAa HOBO pa3pelleHue 3a ynorpeda mpu:

1. mobGaBsiHE WM TIpeMaxBaHE Ha €JHO WJIM TIOBEYE AKTHUBHU BEIECTBA,
BKJIFOUMTEIHO aHTUTEHHU KOMIIOHEHTH 32 BAKCUHHTE;

2. mMpoMsiHa B Ka4eCTBOTO HA aKTHUBHOTO BEIICCTBO, NTOCOYECHA B JIOCHETO,
KOSITO TPOMEHS CBHIINECTBEHO XapaKTepUCTUKHUTE 3a O€30MacHOCT U e(pUKACHOCT Ha
JICKapCTBEHHUSI MMPOJTYKT, M MPOMEHEHOTO BEIIECTBO CE OMPEIEIIst KaTO HOBO;

3. mobGaBssHE Ha HOBO WM TMPOMSHA Ha CBIIECTBYBAI[OTO MOKa3aHUE 3a
JedeHure, MpoPMIAKTHKA WITH JIMarHOCTHKA B JIPyTa TepareBTUIHA 00JIacT.

(2) (Homa - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [Ipurexkatenar Ha
paspenieHneTo 3a ynorpeba Ha JIeKapcTBEHUS MPOIYKT T0JaBa 3asBICHHE 3a M3/1aBaHe Ha
HOBO pa3pelieHue 3a yrnoTpeda, KOoraro 3asBJICHUETO 32 MOJIHOBSBAaHE HA Pa3peUICHUETO
3a ynorpe0a He € MoJIaJIeHO B CpoKa 1mo wi. 59a, ai. 1.

(3) (IIpeaumna an. 2 - 1IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
3asBIECHUETO CE MPUIPYKaBa OT JOKYMEHTAIIHsI, ONIpeIesIeHa B HapeaoaTa mo wi. 42.

(4) (Ilpeaumina an. 3, mom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
B cnygaute mo an. 1 u 2 ce mputara mpoueaypara mo wi. 49 - 51.
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Ui 68. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1)
[TputexxaTenar Ha paspelieHue 3a yHoTpeda/yIoCTOBEPEHHUETO 3a perucTpanus Ha
JIEKapCTBEH MPOAYKT € JUIbKEH J1a:

1. oTuMTa NOCTMKEHMITA HA HAYYHO-TEXHUUYECKUs INPOTpec U Ja BbBEXKIA
BCUYKH HEOOXOAMMHU IMPOMEHHU B JAOKyMeHTarusATa mo wi. 27, an. 1, T. 7 u 8 ¢ men
JCKapCTBEHUAT MPOJYKT Ja Ce MPOM3BEXKIA U KOHTPOJIHMpA CHIIACHO OOIIONPUETHTE
Hay4YHU METOJM; IPOMEHUTE CE€ U3BBPIIBAT 10 pe/ia Ha [VIaBU TPETA U METa;

2. momaBa HezabaBHO B MAJI Bcska HOBa mH(OpMamms, KOATO MOXE Ja
HaJIO’KU MPOMSIHA B JAHHUTE U IOKyMEHTHTE 110 Wwi. 27 - 32 ¥ B KpaTKaTa XapakTepHCTUKa
Ha MPOAYKTA;

3. uadopmupa Bennara MAJI 3a Bcsika 3a0paHa Wik OrpaHUYCHHUE, HAJTO)KEHO
OT peryjaaTOpHU OpraHy Ha JPYIHU AbP>KaBH, B KOUTO JIEKAPCTBEHUAT MPOAYKT € IIyCHAT Ha
naszapa, 3a IpUYMHHTE, IOPaJ KOUTO Ca HAJIOXKEHU TE3U MEpPKHU, KaKTO M 3a BCSKa Apyra
HOBa WH(pOpMAIHS, KOSTO MOXE Jia MOBIIMSE HAa OIEHKATa HA MOJ3UTE M PHCKOBETE Ha
CBHOTBETHHUS JIEKapCTBEH MPOAYKT; HHPOPMALIMATA BKIKOYBA KAKTO MOJOKUTEIHUTE, TaKa
U OTPULATENIHUTE PE3YNTATH OT KIMHUYHUTE W3MUTBAHUS WIM JIPYrM NPOYYBAHUS Ha
BCUYKM MOKA3aHUS U IOIYyJIALUK, HE3aBUCUMO JIald Ca BKJIIOUEHH B Pa3pelIeHUETO 3a
yrnoTpeba, KakTO M JaHHH 3a ymoTpedara Ha JIEKapCTBEHHS MIPOAYKT, KOTaTO Ta3H
ynoTpeda € U3BbH YCIOBUATA HA PA3pPEIICHUETO 3a YHIOoTpeoa;

4. cpXpaHsBa M aKTyaJlu3upa WHPOpPMALHUATA 32 JIEKAPCTBEHUS MPOIYKT C
TEKyLIUTe HAy4YHM [IO3HAHUSA, BKJIIOUUTENIHO 3aKJIIOYEHUATA OT OLCHSIBAHETO U
IpENnopbKUTE, NyOJUMKyBaHW Ha EBpomneickus HHTEpHET MopTail 3a JIEKapCTBEHU
OPOAYKTH, Ch3JaZIcH B ChOTBEeTCTBUE ¢ wieH 26 or Permament (EO) Ne 726/2004 Ha
EBpomnelickus napiameHT 1 Ha CbBera;

5. pasnpocTpaHsBa JIEKapCTBEHUsI MPOAYKT C MOCIEIHO 000peHaTa Kparka
XapaKTepUCTHKA Ha MPOJyKTa U JUCTOBKA 3a MallUEHTa;

6. (HoBa - /1B, 6p. 18 ot 2014 r.) undopmupa MAJI 3a Bcsko npeanpuero ot
HEro JIeCTBHE, CBbP3aHO C BPEMEHHO CIHpaHe MpeAsiaraHeTo Ha Ia3apa Ha ONpeesieH
JIEKapCTBEH NPOAYKT, U3TEIVISIHE OT Ma3apa Ha ONPEAEIIEH JEKaPCTBEH IPOAYKT, HCKaHE 32
IpEeKpaTsBaHe Ha pa3pelleHue 3a yrnoTpeda Wiu 3asBEHO HAMEPEHHE 3a HEIMOJIHOBSBAHE
Ha pa3pelIeHueTo 3a ymnoTrpeda, KaKTO M Ja MOCOYM NPUYMHHUTE, MOpPaAu KOHUTO €
IpEIIPUETO TOBA IEHCTBUE; B T€3U Cydyau IPUTEKATENST Ha pa3pelIeHueTo 3a ynorpeda
JIEKJIapypa Jajli NPeANpUeTUTe OT HEro JEHCTBUS CE IbJDKAT HAa HAKOE OT OCHOBAHMATA
o wi. 276 wunu no wi. 277,

7. (HoBa - 1B, 6p. 18 ot 2014 r.) unpopmupa UAJL, ako aedicTBusTa 10 T. 6
ca IpeanpueTy B TpeTa AbprKaBa U ce AbJDKAT Ha HSIKOE OT OCHOBAHHUATA 10 Wil. 276 win
o wi. 277,

8. (HoBa - JIB, 6p. 18 ot 2014 r.) undopmupa EBponeiickata areHuus mno
JIeKapcTBaTa, KoraTto AeHCTBUATA 110 T. 6 1 7 ca peANpUETH Ha OCHOBaHue wi. 276 n 277,

9. (noBa - JIB, 6p. 18 ot 2014 r.) ocurypsiBa AOCTaTbUYHU KOJIUYECTBA OT
JIeKapCTBEHUS MPOAYKT 3a 33JJ0BOJIIBaHE Ha 3/IpaBHUTE MOTPEOHOCTH HAa HACEJICHUETO Ha
PenyOnuka bwiarapus;

10. (noBa - IB, Op. 84 ot 2018 ., B cuia ot 12.10.2018 r.) mpexocTaBs Ha
HAIJI, execeIMUYHO WM MPH MPOMsIHA Ha OOCTOSITENCTBAaTa, Ype3 Clelualu3upaHara
€JIEKTpOHHA cucTeMa 1o wi. 2176, an. 1 nuadopmarus 3a:
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a) JOCTaBeHHTEe Ha TepuTopusita Ha PenyOnuka bwiarapus konuuecTsa,
MOCOYCHH TI0 JIGKAPCTBEHU MPOIAYKTH, BKIIOUCHH B [103UTHBHUS JIEKAPCTBEH CITUCHK, HA
KOHUTO € IIpUTEeXaTell Ha pa3pelieHrueTo 3a ynorpeoa;

0) THProBUUTE HA €IPO, HA KOUTO Ca JOCTABEHU KOJUYECTBATA JICKAPCTBECHU
MPOJIYKTH 110 OykBa "a";

B) JIaTaTa, Ha KOSATO ca U3BBPIICHH JOCTaBKUTE 1Mo OykBU "a" u "0";

I) HaJIUYHUTE B CKJIAJOBET€ KOJIMYECTBA, IOCOYEHH 110 JIEKAPCTBEHU
MPOJYKTH, BKIIOYCHN B [103UTHBHUS JIEKAPCTBEH CIMCHK, HA KOUTO € MPUTEKATENT Ha
pa3pelieHueTo 3a ynorpeoa;

11. (moBa - IB, 6p. 103 ot 2020 r., B cmma ot 01.01.2021 1., mom. - /IB, 6p. 16
ot 2024 r., B cuna ot 23.02.2024 r.) npenoctaBs Ha MAJI 3a BCHUYKH JIeKapCTBEHHU
MPOJYKTH, pa3pelieHu 3a ynorpeba Ha TEPUTOPUSTA HA CTPAaHATA, BKIIOYUTEIHO TpPU
IpOMsiHA Ha 0OCTOATEJICTBATA, Ype3 ClieuaI3upaHaTa eJeKTpOHHA cucTeMa 1o wi. 2176,
an. 1 madopmanms 3a KoJja Ha MPOJIYKTa MO0 CMHUCHIA Ha Wi. 4, OykBa 0), MOATOYKA 1) OT
Henerupan pernament (EC) 2016/161 3a nekapcTBeHUTE MPOIYKTH, OMPECIIEHU B HETO B
CpoK 10 14 qHM OT MyONMKYBAaHETO HA JICKAPCTBEHUS MPOAYKT B [103UTHBHUS JTeKapCTBEH
CIUCHK, ChOTBETHO OT HACTHIIBAHE HA IIPOMSHATA Ha 0OCTOSTENCTBATA.

(2) Iputexarenar Ha pa3pelICHHETO 3a YIOTpeOa/yI0CTOBEPCHUETO 3a
perucrpauus e JIbkeH npu noucksane ot MAJI na npencrasu:

1. maHHM B MOAKpeNna Ha IOJIOKHUTEITHOTO CHOTHOIICHHUE IIOJI3a/pHCK 3a
JIEKapCTBEHUS MTPOIYKT;

2. (m3m. - IB, Op. 18 or 2014 r.) manHu 3a obema Ha MPOAAKOWTE HA
JIEKapCTBEHUsI MPOAYKT W BCSKaKBa Jpyra HHQpOpMAIus, C KOSTO MPUTEKATEIIT Ha
paspelieHneTo 3a ynorpeba pasmosiara, OTHOCHO o0eMa Ha JIEKapCKUTE IPEIIUCaHUs 3a
IPOAYKTa,

3. KomMe OT OCHOBHATa JOKYMEHTAIMsl Ha CHCTeMaTa 3a Mpocie/asBaHe Ha
JeKapcTBeHaTa 0e30MacHOCT.

(3) IpurexartensT Ha paspenieHUETo 3a yrnoTpeda mpemoctaBs Ha HAJI
JOKYMEHTAIUsTA 1o al. 2, T. 3 B 7-IHEBEH CPOK OT MOJydyaBaHE Ha UCKAHETO.

UYn. 68a. (Hos - JIB, 6p. 67 ot 2020 r.) IlpuTtexaTensT Ha pa3pelieHue 3a
ynotpeba ocurypsiBa BbBEKIaHETO Ha MHAUBUAYATHUS UACHTU(UKAITMOHEH O€JIeT 1Mo Il
168, an. 8, 1. | Ha BcsAKa OMakoBKa B CUCTEMATa OT PETUCTPHU B CbOTBETCTBUE ¢ Jlenerupan
pernament (EC) 2016/161.

Yn. 69. (1) (U3m. - [IB, 6p. 67 ot 2020 r.) [Ipurexxarenar Ha pa3pelieHue 3a
yrnoTpeba Ha BaKCHHA WJIM HAa MMYHOJIOTUYEH JICKAPCTBEH MPOAYKT, NpeIHa3HA4YeH 3a
UMYHU3AIMs, Tpeay MyCKaHeTO Ha BCsKa MapTuia OoT MPOJIYyKTa Ha ma3apa € JIbKEeH Ja
npeacrasu B MAJT:

1. 3asBieHME MO 00pasell, yTBbPACH OT U3IIBJIHUTEIHUS qupekTop Ha MAJL;

2. MOCTpH OT KpaWHUS MPOIYKT H/WIU MOCTPH OT MPOAYKTa B HACHITHO
CHCTOSIHUE/HEPA3NAT MPOAYKT, W/WIM MOCTPU OT MEXKIWHHU W M3XOJHHU TMPOJYKTH B
KOJIMYECTBA, IOCOUYEHH B PBKOBOACTBOTO 3a OCBOOOKAaBaHE HA MapTHIa JIEKApCTBEH
OPOAYKT OT o(uIlMalieH KOHTPOJIEH OpraH, m3jaaeHo ot EBpomeickust aupexTopar mo
Ka4eCTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH H 3]JpaBEOIa3BaHE;

3. IPOTOKOJIM 32 MPOM3BOJACTBOTO M KadeCTBEHHUS] KOHTPOJI HA MapTHaTa,
U3aJICHU OT IPOM3BOIUTENS, KOUTO ca ChOOPa3eHN KaTO MUHUMYM C TAaHHHUTE, IIOCOYCHU
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B oOpasena OT aJMHUHHCTpaTHBHATa Mpolenypa Ha EBpomeiickusi aupekTopaT Mo
KaueCcTBOTO Ha JIEKapcTBaTa M 3JIpaBeolla3BaHe 3a OCBOOOXKJIaBaHE Ha MapTUIA OT
oduIaTeH KOHTPOJIEH OPraH.

(2) IlpuTexaTensaT Ha pa3pelIeHHETO 3a ynorpeda Ha HOBU MMYHOJIOTUYHU
JICKapCTBEHU MPOIYKTHU WM HA UMYHOJOTUYHH JICKAPCTBEHU MPOAYKTU, IPOU3BENICHH C
HOBM WJIM IPOMEHEHU TEXHOJIOTUW WM C TEXHOJOTHH, HOBH 32 OTJEJICH MPOU3BOIUTEIL,
U3ITBJIHABA 33IBJDKEHUATA 1O all. | 32 KOHKPETHUS NEPUOJ, IIOCOUEH B pa3pelIeHUETo 3a
ynotpeba.

(3) (Hom. - [IB, 6p. 67 ot 2020 r.) B cpok 60 gaM OT AaTaTa HAa MPEJOCTABSIHE
HAa MBIHUS KOMIUIGKT JokyMeHTH WAJl wu3BbpIIBa OICHKA Ha TPOTOKOJIHUTE OT
MIPOU3BOJICTBOTO U KAuyeCTBEHHUS KOHTPOJ Ha >KUBU BAKCHUHHU, UMYHOJIOTMYHU U HOBU
UMYHOJIOTHYHU JICKAPCTBEHH IMPOJYKTH W HW3MHTBAHE HA MPEJOCTABEHUTE MOCTPU B
akpeauTupana jaboparopus wiM Apyra odunmamHa jgaboparopus 3a KOHTPOJ, 3a Ja
YCTaHOBH JaJIM JICKAPCTBEHUTE MIPOAYKTH 10 all. 1 1 2 ca MPOU3BEACHH B ChOTBETCTBHE C
0/I00pEHUTE CTICIU(pUKALIIH.

(4) (U3m. - 1B, 6p. 67 ot 2020 r.) [Tpu mosioxKUTENIEH pe3yaTaT OT OlEHKaTa
u u3nutBaneTo o an. 3 MAJI uznasa ceprudukar 3a ocBoOOXK1aBaHe Ha MapTUAATA.

(5) (U3wm. - [IB, 6p. 67 ot 2020 r.) CepTrduraT 3a 0CBOOOXKTaBaHE HA TTAPTUIA
ce u3laBa OT U3NBIHUTENHUS aupekrop Ha MAJl wim OT ompaBOMOIIEHO OT HEro
JUTHKHOCTHO JIMIIC ¥ TIPETU ITyCKaHETO HA MMapTUAATa OT JIEKAPCTBCHHSI TPOAYKT HA Ta3apa
B JPYrd ABPKAaBH - MO HCKAaHE Ha TIpUTEXATeNs Ha pa3pelieHueTo 3a ymnoTpeda Ha
JICKapCTBEHHS MPOIYKT. KBbM 3asBICHHETO C€ MPEICTaBAT MOCTpH Mo ain. 1, T. 2 u
MPOTOKOJIM 32 MPOU3BOACTBOTO M KAUECTBEHUS KOHTPOJ Ha MapTHAATa, WU3/aJeHH OT
MPOU3BOJUTEIISI, KOUTO Ca CHhOOpa3eHHM KATO MHUHUMYM C JAaHHHUTE, ITOCOYCHH B
PwvkoBoacTBOTO Ha CBETOBHATA 3/IpaBHA OpPraHU3AIIM 32 OCBOOOKIaBaHEe Ha MAPTUAM OT
HAI[MOHAJICH PETYJIATOPEH OpTaH.

(6) (M3wm. - JIB, Op. 67 ot 2020 r.) Koraro omeHkara 1 H3MUTBAHETO IO all. 3
3a CHOTBETHATa IMMAPTHJIA JICKAPCTBEHU TMPOJYKTH Ca W3BBPIICHH OT OQUIIHaTHA
naboparopus 3a KOHTPOJI Ha JIEKQpCTBEHU MPOAYKTH B JApyra AbpiKaBa WICHKa Mpeau
MyCKaHEeTO Ha TMapTHaTa Ha Ta3apa B CTpaHaTa, MPUTESKATEIAT HA pPa3pelIeHueTo 3a
ynotpeba npeactass B UAJI ceptudukara 3a ocBoOOK1aBaHEe HAa TApTUIATa JIEKApPCTBEHU
NPOAYKTH, W3JaJICH OT peryJaTOpHHs OpraH Ha Jbp)KaBara 4WICHKA, KakKTO U
uH(popMalmoHeH GopMyIsap 3a mpojaxda mo obpasell, YTBBPAEH OT WU3MBIHUTEIHUS
nupextop Ha MAJL.

(7) B cniydaute o an. 6 MAJI He u3BbpiIBa AeHHOCTHUTE 110 ail. 3 u 4.

Yn. 70. (1) (U3m. - [IB, 6p. 67 ot 2020 r.) [Tpurexxarenar Ha pa3pelieHue 3a
yrnoTpeba Ha JEKapCTBEH MPOAYKT, MOJyYeH OT YOBEIIKa KPHhB MM YOBEIIKA IUIa3Ma,
Ipeay MyCKaHeTO Ha BcsAKa MapTuia OT MPOAYKTa Ha mas3apa € JAJIbXKEH Ja MPeJCTaBu B
HAIJIL:

1. 3asBIeHME MO 00pasel, yTBbPAEH OT U3MBbIHUTENHUA AupekTop Ha MAJT;

2. MOCTpH OT KpaWHUS MPOIYKT W/WIU MOCTPH OT MPOAYKTa B HACHITHO
CHCTOSIHUE/HEPA3NAT MPOAYKT, W/WIM MOCTPU OT MEXKIWHHU U M3XOJHHU TMPOJYKTH B
KOJIMYECTBA, ITOCOUYEHH B PBKOBOJCTBOTO 3a OCBOOOKIAaBaHE HAa MapTHIA JICKApCTBEH
OPOAYKT OT o(uIlMalieH KOHTPOJIEH OpraH, m3jaaneHo ot EBpomneickust aupekTopar mo
Ka4eCTBOTO Ha JIEKApCTBATa M 3/JpaBeOIa3BaHe;
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3. IPOTOKOJIM 3a MPOM3BOJCTBOTO M Ka4eCTBEHHUS KOHTPOJI HA TapTHIATA,
U37aJICHU OT IPOU3BOIUTENS, KOUTO ca ChbOOpa3eHn KaTO MUHUMYM C JAaHHUTE, TIOCOYEHU
B oOpaszena OT aJIMUHHCTpAaTUBHATAa MpoIleaypa Ha EBpONEHCKUs IUPEKTOpaT 1o
Ka4ecTBOTO Ha JIEKapCcTBaTa M 3/paBeola3BaHe 3a OCBOOOXKIaBaHE Ha MapTHIA OT
ouIIMaNIeH KOHTPOJICH OpTaH.

(2) (Hom. - [IB, 6p. 67 ot 2020 r.) B cpok 60 auu OT AaTaTa HA MPEJOCTABSHE
Ha WBIHUS KOMIUICKT JOKyMeHTH WAJl wu3BBpImIBa OIlCHKAa Ha TPOTOKOJIUTE OT
NPOM3BOJICTBOTO M KAauyeCTBEHUS KOHTPOJ Ha JIEKApCTBEHHs TMPOIYKT, MOIY4YeH OT
YOBEIIKa KPHbB WJIM YOBENIKA IIa3Ma, M HW3IUTBAaHE Ha NPEAOCTABECHUTE MOCTPH B
aKpeIuTHpaHa J1abopaTopusi WM Apyra oQHIMaIHa JIAOOpaTOpUs 3a KOHTPOJ, 3a Ja
YCTAHOBH JIaJIi JIEKAPCTBEHUST TMPOIYKT MO aj. | € MpOW3BEICH B CHOTBETCTBHE C
0J100peHUTE CrieU(PUKAIINH.

(3) (U3m. - IB, 6p. 67 ot 2020 r.) ITpu moyIOKUTENICH pe3yaTaT OT OIleHKaTa
u u3nuTBaHeTo 1o ain. 2 MAJI uznasa ceprudukar 3a ocBoOOK1aBaHe Ha MAPTUIATA.

(4) (Otm. - 1B, 6p. 67 o1 2020 1.)

(5) (M3m. - JIB, 6p. 67 ot 2020 1.) Koraro omeHkara u H3MUTBAHETO IO aJl. 2
3a ChOTBETHATa TMapTHIA JICKAPCTBCHM TPOIYKTH ca H3BBPIICHH OT oduunaiHa
nabopaTopus 3a KOHTPOJ Ha JIEKApCTBEHH MPOAYKTH B Apyra IbpKaBa WICHKA MPean
NyCKaHETO Ha MapTHJaTa Ha Ma3apa B CTpaHaTa, MPHUTEKATENIAT HA Pa3pelICHHETO 3a
ynotpe6a npexacrass B UAJI ceprudukara 3a 0cB0OOOKAaBaHE HA MAPTH/IATA JIGKAPCTBEHU
NOPOAYKTH, W3J3JCH OT pEryJaTOpHHUsS OpraH Ha Jbp)KaBaTa 4WICHKA, KaKTO U
uH(popManmoHeH (opMyIIsIp 3a mpojaxda 1Mo oOpasell, YTBBPIACH OT M3MBIHUTCITHUS
nupekTop Ha MAJL

(6) B cnydaute no an. 5 MAJI He u3BbpIBa AEHHOCTUTE 110 al. 2 U 3.

Un. 70a. (Ho - JIB, Op. 67 ot 2020 r.) M3mbaHuTenHaTa areHIUs IO
JeKapcTBaTa MOK€ Ja W3BBPIIU JONBIHUTEIHU U3MUTBAHUS Ha MOCTPHU OT JIEKapCTBEH
OPOAYKT 1o wi. 69 u 70 B ciieqHuTe Cayyau:

1. 3HaUMTETHA MPOMSIHA B ITPOLIECa HAa TPOU3BOACTBO, KJIAaCU(PHUIMPaHA 110 Pefl,
ompesneseH B Hapeadara 1o ui. 42;

2. IpoMsiHa Ha MSICTOTO Ha POM3BOJICTBO;

3. HexxenaHo cvouTHe 1o § 1, T. 40 OT JOMBIHUTETHUTE pa3NopeoH;

4. 3HaYUTEJIHU OTKJIOHEHHSI B TPOU3BOJICTBEHUS MIPOLIEC;

5. IPOMEHU B TMPOLIEAYPUTE 32 U3IUTBAHE HA TIPOU3BOTUTEIIS;

6. HeoyaKBaHa MPOMEHIMBOCT B PE3YJITATUTE OT U3NMUTBAHUATA [0 KOHTPOJA
Ha KaueCTBOTO, M3BBPIICHU OT MPOU3BOJUTENS MM OT OPHIIMATHUS KOHTPOJIEH OPTaH;

7. KpUTUYEH JOKJaJ]l OT U3BbPIIEHA MHCIIEKIUS Ha IPOU3BOIUTEIS.

Un. 706. (Hom - JIB, Op. 67 ot 2020 r.) (1) 3a u3naBane Ha ceprudukar 3a
O0CBOOOKJaBaHE Ha MapTHUJa MPUTEKATEIAT Ha pa3pelleHue 3a ynorpeda MpencraBs B
NAJI nokyMeHT 3a TutaTeHa Takca B pa3Mmep, onpeaesieH B Tapudara mo wi. 21, ai. 2.

(2) Pa3zxoauTe 3a M3BBPIIBAHE HA M3MUTBAHUATA MO Wwi. 69 u 70, KakTo H
pa3xouTe 3a TOMbIHUTEHN U3NUTBAaHUS o Wi. 70a ca 3a cMeTKa Ha 3asBUTEJIS.

(3) CeprudukarsT 32 0CBOOOXK/IaBaHE HA MAPTUIA CE M3/aBa HA OBITAPCKH
€3MK Ha UMETO Ha MIPUTEKATENs Ha pa3pelIeHUEeTo 3a ynorpeda Ha IeKapCTBEHUS IPOAYKT,
a 110 HETOBO MCKAaHE - U Ha aHTJIMHUCKH €3UK.
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(4) Korato B cimyyaute 1o wi. 69 u 70 nmapTuaara Ha JEKapCTBEH MPOIYKT HE
€ B ChOTBETCTBUE C OJJOOPEHUTE CTIeU(PUKAINH, U3ITBIHATETHAIT AupekTop Ha MAJI unun
OMPABOMOIIEHO OT HEro JUTbKHOCTHO JIMIIE NMpPaBU MOTHBUpPAH OTKa3 3a M3/laBaHE Ha
ceprudukar 3a 0cB0OOOK/1aBaHEe HA MAPTUAATA.

(5) U3nbnHuTenHaTa areHiys Mo JeKapcTpara u3Mnpaiia JaHHU 3a 0TKas3a 1o
an. 4 B cuctemMaTa Ha OQUIIMATHATE KOHTPOJIHU JIEKAPCTBEHH JTA00paTOPUH HA THPIKABHUTE
ynenku U Ha Kondenepamus LlBeinapus.

(6) OrkazpT 1o an. 4 mo;IekKH Ha oOXalBaHe IO pena Ha
AJMUHUCTPATUBHONPOLIECYATHUS KOJCKC.

Un. 71. (1) Ilputexarenar Ha pa3pelieHHEe 3a YrnoTpeda € JIbXeH Aa
NOJUTbPKa CUCTeMa 3a OJOKHMpaHe M W3TErJIsTHEe OT Ta3apa Ha JIGKAPCTBEHU MPOIYKTH,
KOHMTO HE OTIOBapsT HAa M3MCKBAHMATA 32 KAUECTBO, 0€30MacHOCT M e(hPUKACHOCT.

(2) IlpurexaTtensaT Ha paspelieHue 3a ynorpeda € JUTbKeH jaa OJoKupa u
U3TEMNIA JICKAPCTBCHHUTE TIPOAYKTH, TOKA3aJIM HECHhOTBETCTBHE C W3HCKBaHUATA 3a
Ka4ecTBO, €PUKACHOCT U OE30IMACHOCT, 10 pejia Ha HapeaoaTa mo wi. 274, ai. 1.

Un. 72. (Otm. - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.)

Un. 73. (1) [IputexkaTenart Ha pa3pelieHueTo 3a ynorpeda Moxke J1a MpexXBbpIIn
npaBaTa BBpPXY pa3pelIeHHeTO 3a ymoTrpeba Ha JIEKAPCTBEHHS MPOJYKT Ha JPYTo
IOPUAMYECKO JIMIIE WM Ha O0eIMHEHHUs, KOUTO HE ca IOPUANYECKHU JINIA, YCTAaHOBEHHU Ha
TEPUTOPUSATA HA IBPKABUTE UIICHKH.

(2) IlpurexarensT Ha pa3pelieHueTo 3a ynorpeda nogasa B MAJI 3asBienue,
KbM KOETO IpuJiara JIOKyMeHTallus, ONpe/iesieHa B HapenoaTa 1no wi. 42, KaTo 1oco4ysa
IpeUIoKEeHHE 3a JaTa Ha MPEXBBPIISIHETO.

(3) Ilpu ycraHoBsiBaHE€ Ha HEMBIHOTH B JOKyMeHTauus mo ain. 2 UAJI
yBeJOMsIBA MUCMEHO MpPUTEXaTeNsd Ha pa3pelleHueTo 3a ymnoTpeda Ja MNpeicTaBU
HeoOxoaumaTa JAombiaHuTENHa uHpopmanus B cpok 30 gau. CpoksT mo an. 5 cnupa aa
TedYe OT JlaTaTa Ha YBEJOMIIEHHETO JI0 MTpeIocTaBsiHEe Ha MCKaHaTa MH(opMarus.

(4) Axo B cpoka 1o aji. 3 mpuTexaTessaT Ha pa3pelIeHUeTo 3a ynorpeda He
JIOITBJIHU JOKYMEHTAIUATA, POLIeypaTa 10 IPEXBbPIISHE Ha pa3peleHUeTo 3a yrnoTpeda
Ha JICKApCTBEHHSI MTPOAYKT CE MPEKpaTsBa.

(5) B cpox 30 nHu oT natata Ha MoOJaBaHe Ha 3asBJIEHUETO MO al. 2
M3BIHUTETHUAT nupekTtop Ha WMAJI u3pmaBa paspemieHue 3a MpoMsHa, C KOETO C€
o00psiBa HpexBbpIIsiHETO. B paspemieHneTro 3a mpoMsHa ce MOocoYBa M Jarara Ha
NPEXBBPIISTHE HA Pa3pelICHUETO 3a YIoTpeoda.

(6) HoBuAT mputekaTen Ha paspelleHHeTo 3a ymnoTpeba moema H3LSIIo
npaBaTa " 33bJDKCHUSITA Ha MIPEIUTITHAS IPUTEKATEN Ha Pa3pelIeHUeTo 3a yrnorpeoda.

(7) Ilpu mpexBBPISIHETO Ha pa3peleHHeTo 3a ymorpeba Ha JEeKapCTBEH
IIPOJYKT IO pefia Ha all. 1 - 6 CPOKBT My HE CE€ IPOMEHH.

Pasznea VII.
IIpoueaypa no B3anMHO NPU3HABAHE U JIeHIEHTPAJIU3MPAaHA NPoLeaypa
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Un. 74. (1) Koraro nmmero mo 4i. 26, an. 1 umMa M31aieHO pa3pernicHue 3a
yrnorpeba B Ipyra IbprKaBa WICHKA 3a CHIIHS JICKAPCTBEH MPOIYKT MO0 CMUCHJIA HA WII. 45,
ajn. 3, 3a KOWTO € MoJajo 3asBJICHHE 3a paszpelieHue 3a ynorpeda qo MAJI, To momasa
MCKaHE JI0 PETyJIaTOpHUSl OpraH Ha MOCOYEHA OT HEro B 3asBJICHUETO JbpiKaBa UJICHKA,
HapuyaHa MO-HATaThK "pedepeHTHa Abp:kaBa', Aa M3TOTBU OLIEHBYEH JOKJIAA WM J1a
aKTyaJIu3upa ChIIECTBYBAIIHS.

(2) Cobc 3asgBinennero junero mo ai. 1 momaBa B MAJI nmocue, koero e
UJCHTUYHO Ha TMOJAJCHOTO B pedepeHTHATa AbpKaBa M B JIPYTUTE IbPKABU UICHKH,
IIOCOYEHU B 3as1BJICHUETO, HAPUYAHU NIO-HATATHK "'3aCErHATH IbpKaBu'.

(3) U3npanutenHaTa areHuus 1O JeKapcTBaTa U 3asBUTEIST IOJIy4yaBaT IO
cinyxe0eH IMbT OT PerylaTopHus OpraH Ha pedepeHTHaTa AbprkKaBa Mo ajl. | OUeHBbUHHUS
JOKJIaJ] 3a€THO C 0JI00peHaTa KpaTKa XapaKTepUCTHKA Ha MMPOTYKTa U C 000PEHUTE MaKeT
Ha OMaKOBKaTa W Ha JIMCTOBKATA 3a MallUEHTA.

(4) I3nbiauTENIHATA areHIIMS 110 JIEKapCTBaTa pa3riiexkaa JOKYMEHTHTE 110 all.
3 u nucMeHo uHdopmupa pedepeHTHaTa IbpKaBa 3a B3€TOTO pelieHue B cpok 90 qHu oT
JaTaTa Ha MOJy4aBaHETO UM.

(5) B cpok 30 guu OT moslyuaBaHETO HA YBEJOMJICHHE 3a MPUKIIOYBAHE HA
npoueaypara oT pedepeHTHaTa AbpikaBa M3NBJIHUTEIHUAT aupektop Ha MAJI uznasa
pazpelieHue 3a yrnotpeda Ha JIEKapCTBEHUS MPOJIYKT Ha TepuTopusaTa Ha PemyOnuka
boearapust ¢ ogoOpeHuTe KpaTka XapakTEpUCTHKA HA MPOJYKTA, MAKET Ha OMaKOBKaTa W
JUCTOBKATA 3a MallUEeHTa.

Y. 75. (1) Koraro nuiero mo 4. 26, an. 1 moxasa ennoBpeMenHo B MAJI u B
JIPYTH IbPKABU WICHKH 3asIBJICHHE 32 pa3pellieHue 3a yrmoTpeda Ha JIGKapCTBEH MPOAYKT,
3a KOWTO HSAMA U3JaJICHO pa3pellieHue 3a ynoTpeda Ha TEPUTOPUATA HA JbpKaBa UJICHKaA,
TO MOCOYBA B 3asBJICHUETO PETYJIATOPHUSI OpPraH Ha Ibp)KaBaTa WICHKa, HApU4yaHa I0-
HaTaThK "pedepeHTHa appxkaBa', KOUTO Aa U3TOTBH MPOEKT HA OLIEHBYEH JAOKIAI, TPOEKT
Ha KpaTKa XapakTEepPUCTHKA Ha MPOAYKTa U MPOESKT HAa MaKeT Ha OMAaKOBKATa U JINCTOBKAaTa
3a MalueHTa.

(2) Coc 3agBnenueto nuuero mo ain. 1 nonasa B MAJI nocue, MAEHTUYHO HA
M0J1aJICHOTO BHB BCUYKHU JPYTH IbPKaBU WICHKH, TOCOUYEHH B 3asBIICHUETO, HApUYaHU T10-
HATaThK '"3acerHaTH AbpKaBu'.

(3) UznbaHuTenHaTa areHuus Mo JeKapcTBaTa U 3asBUTENAT MOTy4daBaT IO
CIy>e0eH BT OT peryJaTOpHUs OpraH Ha pepepeHTHaTa IbpkaBa MPOEKTa Ha OIEHBYCH
JOKJIaJ, TPOEKTa Ha KpaTKa XapaKTepUCTHKAa Ha MPOAYKTa M TMPOEKTa Ha MaKeT Ha
OTakoBKaTa M Ha JIMCTOBKATa 3a MaI[MeHTa.

(4) U3npaHUTETHATA areHIs 0 JIEKapCTBaTa pa3Tiaex/1a JOKYMEHTHUTE O all.
3 u mucmeno uHpopmupa pedepeHTHATa IbpPrKaBa 3a B3ETOTO pelIeHue B Cpok 90 qHM OT
JaTata Ha TIOTy4aBaHETO UM.

(5) B cpok 30 mHU OT moiydaBaHETO Ha YBEJOMJICHHE 3a MPUKIIOYBAHE Ha
nporeaypara oT pedepeHTHaTa IbpkKaBa H3MBJIHUTETHUAT aupektop Ha MAJI u3nama
pasperieHue 3a ymnoTpeba Ha JIEKQpCTBEHHS MPOAYKT Ha Teputopusita Ha PemyOnmka
bovarapust ¢ ogoOpeHnTe KpaTka XapakTepuCTHUKa Ha MPOAYKTA, MAKeT Ha OMAaKOBKaTa U
JUCTOBKATA 3a MaI[UeHTAa.
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Ui 76. (1) Korato PenyOonuka bwnrapus € pedepentHa nppkaBa 1o 4i. 74,
NAJIL:

1. B cpok 90 nHuU OT Aararta Ha MoJaBaHe Ha BAJIMHA JOKYMEHTAIUs U3ITpala
Ha PEryJaTOPHUTE OPTaHU HA 3aCETHATUTE JBP)KABH M HA 3aSBUTENS OLICHBYHUSI JTOKIIAI,
NpUIPYXKEH ¢ oJo0peHara KpaTka XapaKTepUCTHKa Ha MPOAYKTa U ¢ OJJOOPEHUTE MAKET
Ha OMAaKOBKaTa M Ha JIMCTOBKATA 3a MAIMCHTA;

2. 3aKpuBa IpolieypaTa U yBeI0MsiBa 3asIBUTEIIS M 3aCETHATUTE IBP>KaBU, aKO
BCHUYKH 3aCETHATH JBPKABH Ca 51 0JI0OPHITH.

(2) B cpok 30 mHuM OT 3akpWBaHETO Ha Tpoueaypara mo ai. 1, T. 2
U3MBIHATETHUAT qupekTop Ha MAJI u3naBa paspemieHue 3a ynorpeda Ha JIeKapCTBEHUS
MPOIYKT Ha TepuTOopHsaTa Ha Penmybnuka brarapus ¢ onoOpeHuTe kpaTka XapakTeprucTUKa
Ha MPOJYKTa, MAKET HAa OTIAKOBKATA M HA JIMCTOBKATA 32 MAI[UEHTA.

(3) Koraro Penyonuka bearapust € pedepentHa apprkaa mmo wi. 75, MAJI:

1. B cpok 120 mHuU OT JaTaTa Ha MOJJaBaHe Ha BaJIUAHA JOKYMEHTAIMS U3ITpalia
Ha pEryJaTOpHUTE OpraHu Ha 3acerHaTuTe AbPKaBH M Ha 3asBUTENS IPOEKTa Ha
OIICHBYHMS JOKJIA], IPOCKTA Ha KPAaTKa XapaKTEPUCTUKA HA MPOIYKTA U MMPOCKTA HAa MaKET
Ha OIMAaKOBKaTa M Ha JIMCTOBKATA 3a MAllMeHTa;

2. 3aKpuBa MpolLeypaTa U yBeIOMIBa 3asBUTEIISI M 3aCETHATUTE IBPIKABH, KO
BCUYKH 3aCErHATU JbPKABH Ca 5 0JI00PUIIH.

(4) B cpox 30 nmHuM OT 3akpuBaHE Ha Impolueaypara mo ait 3, T. 2
U3MBIHUTETHUAT qupekTop Ha MAJI u3naBa paspeienue 3a ynorpeda Ha JeKapCTBEHUs
MPOIYKT HA TepUTOpHATa HA PemmyOnuka briarapus ¢ omoOpeHnTe KpaTka XapaKTeprUCTHKA
Ha MPOAYKTa, MaKeT Ha OMIAKOBKATa M Ha JIMCTOBKATA 32 MaIlMeHTA.

Un. 77. (1) Korato MAJI He ogo6pu mpencTaBeHaTa JOKYMEHTAIUS 10 4. 74,
an. 3 wiu no wi. 75, an. 3 no chboOpa’keHus 3a NOTEHLUATIEH CEPUO3EH PUCK 32 3/IpaBETO
Ha HaCeJICHUETO, U3TOTBsI OAPOOEH 0Kl C MOTUBH JI0 pedepeHTHaTa JbpKaBa WICHKA,
JI0 IPYTUTE 3aCETHATU JbPXKABU U JI0 3asBUTEISL.

(2) CnopuuTe BpIpOCcH 10 ail. 1 ce pasriexaar ot KoopauHannonHaTa rpymna
Ha [JbpKAaBUTE WIECHKH. 3asgBUTENAT MOXE Ja MpeJICTaBu CBOSATA IO3MULHUS IO
pasriaexIaHuTe BHIIPOCH MMUCMEHO WIIN YCTHO.

(3) M3nbaHuTeNHATA areHus 1o JekapcTBaTta yuactsa B KoopauHanronHaTta
rpymna no aj. 2 70 3aKpMBaHe Ha IpoleaypaTa oT peepeHTHaTa IbpKaBpa.

(4) B cpok 30 gHu OT moJsiyuaBaHE Ha YBEIOMJICHHE 3a 3aKpHMBaHE Ha
npolenypara oT pedepeHTHaTa IbpiKaBa U3MBJIHUTENHUAT aupektop Ha MAJl uznasa
paspemieHre 3a ynorpeba Ha JIEKapCTBEHUsS TMPOAYKT C OJOOpPEHHTE KpaTka
XapaKTepUCTHKa Ha MPOJYKTa, MaKeT Ha ONIaKOBKAaTa M HA JIMCTOBKATa 3a MallUEHTA.

Yn. 78. (1) Korato B npouenypa npea Koopaunanuonsnara rpymna mno 4i. 77,
al. 2 Ibp’KaBUTE YJICHKU HE MOCTUTHAT ChIVIACHE, CIIOPHUTE BBIIPOCH CE Pa3riexkaar OT
Komurera 3a nekapcTBeHM NPOAYKTH 3a XyMaHHa ynorpeba kbM EBpomneiickara areHius
0 JIeKapcTBaTa Mo apOouTpakHa nporenypa. Komnue oT qokymeHTanusTa ce u3npaiia Ha
3asIBUTEIS.

(2) 3asBuTensr npencrassa B EBponeiickara areHIus 1o JiekapcTBaTa JOCUETO
Ha JIEKAPCTBEHUS NPOAYKT U KpaTKaTa XapaKTEpUCTHKA Ha MPOAYKTa.
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(3) B cayuaunte no an. 1, ako MAJI e ogoOpuia orleHbYHMS JOKIA, IPOSKTa
Ha KpaTKaTa XapakTepUCTUKa Ha MPOJAYKTAa U MAaKeTa Ha OMAaKOBKAaTa U Ha JINCTOBKaTa 3a
nanueHTa, MpeIoCcTaBeHu OT pedepeHTHaTa IbpKaBa, H3MBJIHUTEIHUIT JUPEKTOP Ha
N AJI mo monba Ha 3asBUTEIIS MOXKE JIa U3/1aJIe pa3pellieHue 3a yroTpeda Ha JIeKapCTBEHUS
IPOIYKT, IPEIU Ja € 3aBbpIlIniia apOuTpakHata mpoueaypa mo ai. 1.

(4) Cnen npuxiaroyBaHe Ha apOUTpa)kHaTa MpoIeaAypa H3MbIHUTEITHUSAT
nupexktop Ha WMAJI mpuBexaa HM34aJeHOTO paspelieHue 3a yrnorpedba mo ail. 3 B
CBOTBETCTBHUE C PELICHUETO HAa EBponenckaTa KOMUCHS.

Uin. 79. (1) Koraro perynatopHuTe OpraHu Ha €/IHa WM Ha HSIKOJIKO IbP>KaBU
YWICHKH Ca MPUENH Pa3INuHU PEIICHUs [0 OTHOIIEHUE Ha pa3pelIeHHeTo 3a ynorpeda Ha
€IMH U CBIII JICKAPCTBEH MPOJYKT WM IO OTHOIICHHWE HAa HETOBOTO BPEMEHHO CITUpPAHE
wiu Ha oTHeMaHeTo My, MAJI otHacs Beiipoca 10 Komurera 3a iekapcTBEHH MPOIYKTH 3a
XyMaHHa yrmoTrpeba kbpM EBporielickara areHIus 1O JIeKapcTBara 3a TMpuilaraHe Ha
apOuTpaXkHa rpoueaypa. 3asBUTEIAT WU MPUTESKATENAT Ha Pa3pelIeHUETO 3a yrnoTpeda
MOJKe J]a OTHece BhIpoca 10 KoMuTeTa 3a IeKapCTBEHU MPOIYKTH 3a XyMaHHa yroTpeda
kbM EBpomneiickaTa areHIus 1o JeKapcTpara 3a npujaraie Ha apOuTpakHa npoiieaypa mno
CBOS TpEIEHKA.

(2) (Ot™m. - 1B, 6p. 102 o1 2012 1., B cuima ot 21.12.2012 1.)

(3) (U3m. - B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cinyyaute no
an. 1 HWAJI wnu 3asgBUTENAT/IIPUTEKATEISAT HA pa3pelieHueTo 3a ymnorpedba Ha
JICKapCTBEHHSI TIPOAYKT IPeIocTaBs Ha EBporeiickaTa areHus 1o JiekapcTBaTa Isiiara
HaIMYHA UHPOPMAIHUS 0 CbOTBETHUS BBIIPOC.

(4) (Ot™m. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

(5) (Orwm. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

Un. 79a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) B
3aBUCUMOCT OT pelieHuero Ha EBporeiickarta KOMHCUSA cCiel NPUKIIOYBAHE Ha
apoutpaxkna nponeaypa MAJI B cpok 30 1HU OT moslydaBaHe Ha YBEIOMIICHUETO:

1. u3gaBa, BpEMEHHO CTIHMpa WU TIPEKpaTsIBa pa3pelieHue 3a yrnorpeoda, uimn

2. M3MCKBA J1a C€ U3BBPIIAT IPOMEHHU B U3AAI€HOTO Pa3peIIeHUE 3a TOCTUTaHe
Ha ChOTBETCTBUE C PEIICHUETO HAa EBponelickaTa KOMUCHS.

(2) UzmpnHuTEnHATA areHIMS MO JieKapcTBaTa yBeAoMsBa EBpomeiickaTa
KomucHusa 1 EBponeiickaTa areHIuys Mo JIEKapcTBaTa 3a U3AaJeHUs akT 1o ai. 1.

Un. 796. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B
CIIy4auTe, KOraTo ca 3aCe€rHaTh MHTepecuTe Ha EBpoIelckus Chro3 M IPEIu B3€MaHE Ha
pellieHne 3a H3/laBaHe Ha pa3pelieHue 3a ynorpeba Ha JIEKapCTBEH MPOAYKT, 3a
BPEMEHHOTO MY CIIMpaHE, 3a MPEKpaTSIBAaHETO WIM 3a npoMsHara my, MAJIL, 3asgBurensar
WM MIPUTEXKATEIST Ha pa3pelleHue 3a yrnoTpeda Morar Jia OTHecaT BbIIpoca 10 KOMUTETa
no ui. 79, an. 1 3a npuiiarane Ha apOUTpakHa MPOLEAYpA.

(2) B cmyuauTe o ain. 1, Korato ce3upaHeTo € B pe3y/ITaT Ha OLlEHKa Ha IaHHH,
CBBbp3aHU C IPOCIE/sIBaHE Ha JIeKapcTBeHaTa Oe30MacHOCT Ha paspelleH 3a ynorpeda
JIEKAPCTBEH NPOAYKT, BBIIPOCHT CE OTHACA 10 KOMHUTETA IO 4Jil. 564, an. 1, T. 1 u ce npuitara
npouenypara no wi. 1944 unu 194m.
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(3) (U3m. - IB, 6p. 18 ot 2014 r.) M3mbaHuTenHATa areHIus 1O JeKapcTBaTa
npuiara npoueaypara 1o riasa ocMma, paszzaen [V, koraro € Heo0X0AUMO MpHJIaraHeTo Ha
€lHa OT MEpPKUTE, TOCOYEeHH B wi. 194y, an. 2 u 3.

(4) (HoBa - IB, Op. 18 or 2014 r.) He3aBucumo ot ain. 1 - 3, xoraro e
HEO0OXOUMO CIIEHIHO JEMCTBHE 3a 3allliTa Ha OOIIECTBEHOTO 3[[paBe HAa HAKOW eTaml OT
apbutpaxnara mnpouenypa, MAJI Mmoxe pa crnpe OeHCTBUETO Ha pa3pelieHUuEeTo 3a
ynotpe0a u 1a 3abpaHu ynorpedara Ha ChbOTBETHHUS JIEKAPCTBEH MPOAYKT Ha TEPUTOPHSITA
Ha PenyOnuka beirapust 10 mpuemManeTo Ha OKOHYATEITHOTO PELICHHUE.

(5) (Homa - JIB, 6p. 18 ot 2014 r.) B cinyuyaute no ain. 4 UAJI uadopmupa
EBporneiickara komucus, EBponelickata areHUMs IO JIEKapCcTBaTa U APYTUTE JIbPHKABHU
YJIEHKH 32 MOTUBUTE 32 CBOETO PEIICHHUE HE TI0-KbCHO OT ClIeJBAIIMsI pabOTEH JIeH.

Ui 80. (U3m. - JIB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcnoBusta u
peabT 3a U3BBPLIBAHE HA IPOMEHHU B U3/1aJICHUTE Pa3peLIeHUs] 110 TO3H Pa3Aei ce ypeKaaT
¢ Pernament (EO) Neo 1234/2008 na EBpomeiickata komucus ot 24 Hoemspu 2008 r.
OTHOCHO Pa3TJIekKJIaHETO Ha MPOMEHUTE B YCIIOBUSTA HA Pa3pelICHUATA 32 ThPrOBUS C

JICKApCTBCHH TIPOJIYKTH 32 XyMaHHa ynorpeOa M BETEPUHAPHH JICKAPCTBEHU IMPOJIYKTH
(OB, L 334/7 ot 12 nexemspu 2008 r.).

I'naBa yeTBBpTA.
KJIMHNYHU U3IINTBAHUSA

Paszgea I.
OO0mu pasnopendu

Un. 81. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) (1) Knuanuno u3nurBane Ha
teputopusita Ha PenyOnuka bearapuss moxe na ce mpoBexaa ciej IoJyd4aBaHE Ha
paspelienue, u3agaeHo npu ycnosusara u no pena Ha Permament (EC) Ne 536/2014 na
EBponelickua napiameHT U Ha CobBeta oT 16 anpun 2014 r. OTHOCHO KIMHUYHMTE
M3MUTBAHUSA Ha JIEKapCTBEHU MPOAYKTH 3a XyMaHHa ynotpeda, 1 3a oTMsiHa Ha J[upekTuBa
2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), HapuuaH no-HaTaTbk "Permament (EC) No
536/2014", 1 Ha TO3M 3aKOH.

(2) V3nbaHUTENHATA areHIUs MO JieKapcTBaTa M3MBJIHSABA JACHHOCTUTE HA
JIOKJIaJBalla, ChOTBETHO Ha 3acerHaTa JAbprkKaBa U JOMBIHUTEIHO 3acerHaTa Abp)kKaBa Mo
cmucobia Ha Permament (EC) Ne 536/2014, 1 e HallMOHATHOTO 3BEHO 32 KOHTAKT 10 4. §3
ot Pernament (EC) Ne 536/2014.

Un. 82. (U3m. - IB, 6p. 84 ot 2018 1. (*)) (1) 3a u3gaBaHe Ha pa3pelieHue 3a
NPOBEXJAaHEe HAa KIMHUYHO M3MHUTBAaHE W 3a W3/IaBaHE Ha pa3pelleHHe 3a ChIIeCTBEHA
NPOMSIHA B pa3pelieHo KIMHUYHO MU3MUTBAHE BB3JIOKUTENAT M10/1aBa 3asBJICHHE U JJOCUE
cpriacHo raasa [V ot Pernament (EC) Ne 536/2014 upe3s [loprana Ha EBponeiickus cbio3
(EC) o un. 80 ot Permament (EC) Ne 536/2014.

(2) 3a monaBaHe Ha 3asBlieHUE IO aj. | M 3a OLIEHKAa Ha JOKYMEHTaIusTa,
NPUJIOKEHA KbM HETO, B3JIOKHUTEIAT 3aIulallia Takca B pa3Mep, olpeieNieH ¢ Tapudara 1o
1. 21, aim. 2.
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Un. 83. (U3m. - IB, Op. 84 ot 2018 r. (*)) Komucusta mo wi. 103, an. 1
U3BBPIIBA OLIEHKA HAa €TUYHUTE acleKTH Ha KIMHUYHOTO M3MHUTBAaHE U HA CHIIECTBEHATA
IPOMsIHA Ha KJIMHUYHOTO M3MUTBaHE MpH ycioBusTa U 1o pena Ha Permament (EC) Ne
536/2014 1 U3roTBS MOTUBUPAHO CTAHOBUIIIE, KOETO MpeacTaBs Ha MAJL.

Un. 84. (M3m. - IB, 6p. 84 ot 2018 1. (*)) (1) U3mbinaUTETHATA areHIUs 110
JeKapcTBaTa M3JaBa pa3pelicHue 3a KIMHUYHO M3IHUTBAHE, pa3peuicHue 3a KIMHUYHO
U3MHATBAHE MPU ONPEJICIICHN YCIIOBUS, pa3pEIICHUE 3a ChIIIECTBEHA MPOMIHA HA KIIMHHYHO
U3IUTBAHE, pa3pelIeHUue 3a ChIICCTBEHA NPOMSIHA Ha KIWHUYHO W3IHUTBAaHE TIpU
OTIpe/IeNICHU YCIOBHSI MM OTKa3Ba U3J]aBAaHETO HA pa3pelIeHre MPH YCIOBUATA U 110 pea
Ha Permament (EC) Ne 536/2014.

(2) OrtkazpT mo an. | momiexu Ha oOXkamBaHe IO pega Ha
AJIMHHUCTPATHBHOIIPOIIECYATTHHS KOJCKC.

Un. 85. (U3m. - IB, Op. 84 ot 2018 r. (*)) C napenba Ha MUHHCTHpa Ha
3/1paBEOIa3BaHETO CE ONPENEIIAT:

1. ycnoBusTa U peasT 3a mojaaBaHe Ha AaHHU U uHPopmainus ot UAJL u or
ETtnunarta komucus 3a xinHuYHYM u3nutBanus B [loprana Ha EC no ui. 80 ot Pernament
(EC) Ne 536/2014;

2. noctbirbT Ha MAJI n Ha ETnynaTa KoMucHs 3a KIMHUYHN WU3IATBAHUS 10
bazara nannu Ha EC no uin. 81 ot Pernament (EC) Ne 536/2014;

3. yCIOBHSITA U PEIBT 32 MPEACTaBsIHE HA CTAHOBHINATA 1O 4. 83 U peabT 3a
B3aumozeiictue mexay MAJI u ETnunara komucus 3a KIIMHUYHU W3IUTBAHNUS,

4. noxymenture u ganaure ot [Ipunoxenue I u [Ipunoxenne 1 ot Permament
(EC) Ne 536/2014, xouto ce onensiBat ot MAJI u or Etnynara komucus 3a KIMHUYHU
W3MUTBAHUsA, KAKTO U €3UKBT, HA KOHUTO C€ MPEJCTaBIT.

Uin. 86. (1) (dom. - B, 6p. 84 ot 2018 1. (*)) Becuuku numa, mpoBexaamniun
KJIMHUYHO M3MUTBaHe, TPsiOBa Ja MMaT ChOTBETHaTa HpodecuoHanHa KBanudukanus,
00y4YeHHe ¥ OTIHT, 32 Ja U3ITBJIHABAT CBBP3aHUTE C M3MUTBAHETO 33/1a4H B CHOTBETCTBHUE C
npaBuiarta 3a JJoOpa knmuHuyHa npaktuka ceriacHo Pernament (EC) Ne 536/2014.

(2) KnuHMYHO WM3NMTBaHE HA JIEKAPCTBEH NPOAYKT C€ M3BBPILIBA 0]
PBKOBOJICTBOTO Ha JIEKap WIM JieKap MO JeHTaJIHa MEIUIMHA C MpU3HaTa MEJUIMHCKA
CIEIMAITHOCT B ChOTBETHATA 00J1aCT, KOMTO € 3a103HAT C HATMYHUTE TPEAKINHIYHY 1/
KJIMHUYHM JJAHHU 32 MPOJYKTa U PUCKOBETE U MPOLEyPUTE MO MPOYUBAHETO.

(3) Ilo Bpeme Ha KIMHUYHO W3MUTBAHE 3a MEIUIMHCKUTE TPUXKH,
NPEJOCTaBsIHM Ha YyYaCTHMKA B U3MUTBAHETO, M 332 B3€MAHETO HAa MEAMIIMHCKU pPeIIeHUs
HOCH OTTOBOPHOCT JIeKap C MOIXOASMIA KBATU(HUKAIMS WIA JIeKap 10 JeHTalTHa
MeIUIUHA.

Un. 87. (1) (U3wm. - B, 6p. 59 o1 2010 1., B cuna ot 31.07.2010 r., u3m. - /1B,
op. 60 or 2011 r., B cuia ot 05.08.2011 r., mom. - [IB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) KnuHu4HO M3MUTBAHE MOXKE J]a c€ MPOBEX/Ja B JICUCOHHU 3aBElICHUS 32
OOJIHUYHA TTOMOII, IIEHTPOBE 3a TMCHUXHYHO 3/paBe, IEHTPOBE 3a KOXHO-BEHEPHUECKHU
3a00JIIBaHMsI, KOMIUIEKCHH OHKOJIOTUYHH [IEHTPOBE, TUAIU3HH [IEHTPOBE, TUATHOCTHYHO-
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KOHCYJITaTHBHM IIGHTPOBE, MEAMLMHCKM IICHTPOBE, JICHTAIHU LEHTPOBE M MEIUKO-
JCHTAJTHA LEHTPOBE, KaKTO M B MHIUBUAYAJHH M TPYIOBU NPAKTUKUA 33 MBPBUYHA U
crienuaa3upana MEeIUIMHCKA MIOMOIII, HOJTY4UIN pasperieHue 3a
JEMHOCT/yI0CTOBEPEHHE 32 PETUCTPALIHS 10 pesia Ha 3aKOoHa 3a JICUeOHUTE 3aBEICHUS.

(2) (Homa - 1B, Op. 84 ot 2018 r., B cria ot 12.10.2018 r.) Kinuanyno
U3IUTBAHE C JICKAPCTBEHH MPOJYKTH, CHIbPXKAIIM HAPKOTHYHHU BEIIECTBA, MOXE Jla Ce
IPOBEXJa caMo B JICYeOHM 3aBefeHUs 3a OONHMYHA IMTOMOI, LIEHTPOBE 32 MCHUXHYHO
3/IpaBe, LIEHTPOBE 3a KOXXKHO-BEHEPHUECKU 3a00JSBAHHMS M KOMIUICKCHH OHKOJOTUYHU
IIEHTPOBE, B CTPYKTYpaTa Ha KOUTO € Pa3KpuTa anTeKa, IpUTEeKaBalla JIUICH3Us ChIIIacHO
wi1. 33, an. 1 oT 3akoHa 3a KOHTPOJ BbpXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE, WU
KOWTO Ca CKJIIOYWJIM JIOTOBOP C JIPYTo JIEYeOHO 3aBe/ieHHEe, B CTPYKTypaTa Ha KOETO €
pa3KkpuTa anTeka, IpuTexapalla JULEH3Us cbriacHo wi. 33, an. 1 oT 3akoHa 3a KOHTPOII
BBbPXY HAPKOTUYHUTE BEIECTBA M IPEKYPCOPHUTE.

(3) (Ilpeaumna ain. 2, uzm. - 1B, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.)
KiuHuuHO M3nHMTBaHE MOXE Ja Ce MPOBEKAA CaMo B JICYEOHO 3aBElICHHE, B KOETO MMa
OIpeENICHO JUIIE 3a KOHTAKT 1o wi. 107a, an. 1.

(4) (ITpepumaa an. 3 - JIB, 6p. 84 or 2018 r., B cuma ot 12.10.2018 r.)
PwroBoguTENAT Ha 1€UEeOHOTO 3aBEICHHE, B KOETO IIIe CE MPOBEX/1a KIMHUYHO U3MUTBAHE
Ha JIEKapCTBEH MPOAYKT, J1aBa ChIVIACHETO CH 33 YYaCTHETO Ha TJIaBHUS M3CIIEN0BATEN U
3a MPOBEXKAHETO HA U3IMUTBAHETO.

Y. 88. (1) KnuHu4HO M3NMUTBaHE BBPXY XOpa C€ U3BbPIIIBA ChC!

1. Hepa3pelenu 3a ynorpeba B PenyOnuka bbiarapus nekapcTBeHU NPOIYKTH;

2. paspemenu 3a ynorpeba B Penybnuka briarapus nekapcTBeHH MPOAYKTH,
KOTaTo ce M3MUTBAT 3a Hepa3pelleHO MOKa3aHue, 3a JieKapcTBeHa (opma, pa3ivyHa OT
paspelieHata, B HEM3CJI€BaHa 0 MOMEHTa Tpyla MalMeHTH WM 3a IOoJIyuaBaHE Ha
JOII'BJIHUTENTHA UH(OpMALIKS.

(2) Paspemenu 3a ynorpeda B Peny6nuka bbarapus no cmucsbia Ha ain. 1, T. 2
ca JIeKapCTBEHU IPOAYKTH, MOJYUMIIM pa3pelieHne 3a ynorpeda mo peaa Ha TO3HM 3aKOH
uiu o peaa Ha Pernmament (EO) Ne 726/2004 na EBpomnetickust mapiament u ChbBeTa.

Uin. 89. (Otm. - [IB, 6p. 84 oT 2018 1. (*))
Y. 90. (Otwm. - IB, 6p. 84 o1 2018 1. (*), u3m. - JIB, 6p. 17 ot 2019 1. (*))

Ui, 91. BB37I0XKUTENAT U TJIABHUSAT W3CIIEOBATEN CKJIIOYBAT 3aCTPaxOBKa,
IOKpHBAIlla OTTOBOPHOCTTAa UM 3a NIPUYMHEHUTE IPU WJIM MO IOBOJ MPOBEXKIAHETO HA
KIIMHUYHOTO M3MMHUTBAHC HCUMYIICCTBCHU U UMYIICCTBCHU BPEAN HA YUACTHHULUTEC.

Un. 92. (1) (U3m. - JIB, Op. 84 ot 2018 r. (*)) Bm3moxutenar HOCH
OTTOBOPHOCT B CIIy4ail Ha YBpPEXKJIaHUS Ha 3/pAaBETO WJIM HA CMBPT, MPUIUHEHU MIPU WIH
IO TTOBOJT IIPOBEXK/IAHETO HA KJIMHHYHOTO M3MUTBAHE, KOTaTO U3MUTBAHETO € MPOBEKIAHO
CHIIIACHO U3UCKBAHUATA U MIPOLEAYPUTE HA 0JJ0OPEHUS MPOTOKO.

(2) (M3m. - IIB, Op. 84 ot 2018 1. (*)) I'maBHUAT w3ciemoBaTen HOCH
OTTOBOPHOCT B CIIy4ail Ha YBPEXKJIaHUS Ha 3/pAaBETO WJIM HA CMBPT, MPUIUHEHU MIPU WIH
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[0 TIOBOJ Ha IMPOBEKAAHETO HA KJIMHUYHOTO H3MUTBAHE, KOraTo HE ca CIa3eHU
M3MCKBAHUATA U MPOLIEAYPUTE HA OJJOOPEHUS TIPOTOKOI.

Un. 93. (U3wm. - IB, 6p. 84 ot 2018 1. (*)) (1) Korato KIMHUYHOTO U3MUTBAHE
ce MPOBEXJa caMO Ha TepuTopusra Ha PemyOiwmka beiarapus wiv Ha TepuTOopuUsATa Ha
Penybnuka beiarapus m Ha TepuropuaTa Ha TpETa IbPiKaBa, BBH3IOKUTEIAT OMPEACIs
NpeJCTaBUTENl Ha TEepUTOpHUsTa Ha PemyOnuka bhirapus 3a KOHKPETHOTO KIMHUYHO
U3IHUTBAHE.

(2) Jlumero mo am. 1 e ampecaT Ha KOMYHUKAIUsTa C BB3JIOKHTEINS,
npensuaeHa B Pernament (EC) Ne 536/2014.

Ui 94. BB310XKuTensIT OCUTypsiBa 0€3BB3ME3HO U3MHUTBAHUS JIEKAPCTBEH
HPOAYKT/TIPOYKTH U BCSIKO U3JIENINE, HEOOXOMMO 3a MPHIIAraHEeTO MYy.

Un. 95. (Otm. - IB, Op. 84 o1 2018 1. (*))

Yn. 96. (1) (U3m. - [IB, 6p. 84 or 2018 r. (*)) Kiimanuno m3nuTBaHe Ha
JICKApCTBEHH TPOJYKTH CE JIOIYCKa CaMO BBPXY JIHIIE, KOETO € JIaj0 CBOETO MHUCMEHO
MH(OPMUPAHO ChIJIACHE.

(2) (Ot™. - 1B, 6p. 84 ot 2018 1. (*))

(3) (U3m. - 1B, 6p. 84 ot 2018 1. (*)) MHDOpMHUpaHO chriiacue 1o riaaBa V oT
Pernament (EC) Ne 536/2014 moxxe ma maBa caMo J1eeCriocoOHO JIMIle, KOeTo pa3dupa
CBITHOCTTA, 3HAUEHHETO, 00XBaTa M €BEHTYAIIHUTE PUCKOBE OT KIIMHUYHOTO M3ITUTBAHE.
WHpopMHupaHOTO chIiIacue 3a y4yacTue B KIMHHMYHO U3IUTBAHE MOXKE J1a ObJIe OTTETIICHO
10 BCSKO BpEME.

(4) (U3m. - 1B, 6p. 84 ot 2018 1. (*)) Undopmupano crriacue mo riasa V oT
Pernament (EC) Ne 536/2014 3a HeneecnnocoOHO MBIHOJETHO JIMIIE CE aBa OT 3aKOHHUS
My mpenctaButen. ChriacMeTo Ha 3aKOHHUS MpeACcTaBUTEN TpsiOBa Ja MpencTaBisBa
npezroiaraeMaTa BoJIsl Ha YYaCTHHKA W MOKe J1a ObJie OTTETJIEHO IO BCSIKO Bpeme 0e3
OTPUIATENIHU TIOCTIEICTBUS 32 YUaCTHUKA.

(5) B cayuyaute mo un. 162, an. 3 or 3akoHa 3a 3/paBeTO MH(DOPMHPAHO
chriacue JaBa Ha3HAYEHOTO OT ChJa JUIIE.

(6) Ha HeneecniocoOHOTO I'BJIHOJIETHO JIMIIE C€ MpeaocTaBs WH(popmanus 3a
U3IUTBAHETO, EBEHTYAIHUTE PUCKOBE U MOJI3UTE B ChOTBETCTBHUE C HETOBATA CIIOCOOHOCT
3a pa3oupane.

(7) U3puuHOTO X€IaHKEe Ha HEJEeeCIOCOOHOTO MBJIHOJIETHO JIMIIE J1a OTKaxXe
Jla y4acTBa WJIK J]a C€ OTTETIIH IO BCAKO BpeMe OT KIMHNYHOTO U3MUTBaHE TPsiOBa 1a Obie
B3€TO MPEIBU OT U3CIE0BATEINS, a IPH HEOOXOAUMOCT - OT IJIaBHUS M3CIIeA0BaTEl.

Un. 97. (1) (U3m. - [IB, 6p. 84 ot 2018 r. (*)) KnuHn4HO M3NMUTBAaHE BHPXY
MAJIOJIETHO JIUIIE Ce TIPOBEKIA CIIE] MOJTydaBaHe Ha TMCMEHO WH(POPMHPAHO ChIIacHe Ha

JBamMaTa pOJUTENH WIM HAa HACTOMHUIUTE HA JIMLETO NpH CHa3BaHe Ha riaBa V oOT
Pernament (EC) Ne 536/2014 u un. 96, an. 3.
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(2) Cprinacuero Ha poOUTENUTE M HACTOMHMLMTE TpsOBa Jla MpeiCcTaBIIsABa
npezroiaraeMaTa BoJisi Ha MaJoOJIETHOTO JIULE U MOKE J1a ObJIe OTTETIICHO MO BCSIKO BpeMe
0e3 oTpuLAaTEeIHH OCIEICTBHS 32 MAJIOJIETHOTO JIULIE.

(3) U3puuHOTO *XKetanre Ha MaJoJIETHOTO JIUIIE a OTKAXKE Ja y4acTBa WIH Jia
ce OTTEIJIH 110 BCAKO BpeMe OT KIIMHUYHOTO U3MUTBaHe TpsiOBa J1a Ob/ie B3€TO IPEABU OT
U3CIIEI0BATENSA, a IPH HEOOXOAUMOCT - OT IJIABHUS M3CIICA0BATEI.

(4) (U3m. - JIB, 6p. 84 ot 2018 r. (*)) KouHuyHO M3NUTBaHE BBPXY
HEIBJIHOJIETHO JIUIIE Ce MPOBEX/A CIIe]] OJyYyaBaHe Ha MICMEHO HHPOPMUPAHO ChITIACHE
OT JIMLETO U OT JABaMara POAMTENM WM OT MONEYMTENs MpHU Clla3BaHEe Ha IyiaBa V OT
Pernament (EC) Ne 536/2014 u un. 96, an. 3. Korato equHUAT pOJUTEN € HEU3BECTEH,
IOYMHAJ WU € JIMILIEH OT POAMUTENICKU IIpaBa, WM HE ca My NPEel0CTaBEHU TaKHBa IpaBa
B CJIy4auTe Ha pa3Boji, TUCMEHOTO HHPOPMHUPAHO CHIIIACHE CE J1aBa OT HEII'BJIHOJIETHOTO
JIMLIE ¥ OT POJUTENS, KOUTO YIPaXXHsIBa POJUTEICKUTE MIPaBa.

(5) Ceprimacuero Ha HEN'BJIHOJETHOTO JIMIE, HAa POJIUTENNTE WIM Ha
HOTIEYUTEINSE MOKeE J1a ObJIe OTTEIJICHO MO BCAKO BpeMe 0e3 OTpULaTeIHH MOCIeICTBHS 3a
HEITbJIHOJIETHOTO JIHIIE.

(6) U3puuHOTO *KejlaHNe Ha HE'bJIHOJETHOTO JIUIIE Ja C€ OTTEIJIU 10 BCAKO
BpeMe OT KJIMHUYHOTO M3IUTBAHE TPAOBa /1a ObJe B3ETO MPEABHI OT M3CIEHOBATENs, a
pU HEOOXOIUMOCT - OT TJIaBHHSI U3CIIe10BaTe.

(7) Ha ManoieTHOTO MM HEII'BJIHOJIETHOTO JIMLIE CE MPEI0CTaBsl HHPOpMAIUs
3a U3MUTBAHETO, 32 €BEHTYAJHUTE PUCKOBE U 3a MOJI3UTE 110 pa3dbupaeM 3a HEro HauMH OT
JeKap, KOWTO UMa ONHT C MaJIOJIETHU M HEI'BIIHOJIETHH JIUIIA.

Ui 98. (Otm. - [IB, 6p. 84 oT 2018 1. (*))
Y. 99. (Otm. - IB, Op. 84 o1 2018 1. (*))

Paznen II.
KianHun4Ho u3nurBaHe ¢ ya3BUMHU rpynu nanpuent (OrMm. - /1B, 0p. 84 ot
2018 r. (*))

Y. 100. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
U 101. (Orm. - [IB, Op. 84 ot 2018 1. (*))
Y. 102. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pazgea I11.
ETnyna komucus 3a KIMHUYHU W3nuTBanuda (3arua. usm. - /1B, op. 84 ot 2018
r., B cuia or 12.10.2018 r.)

Un. 103. (U3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 1.) (1) KeM
MHUHHCTBpA Ha 3/[paBeOa3BaHETO ce Ch3aaBa ETHuHa KOMHCHS 3a KITHHHYHHA U3TUTBAHNS,
YHIATO CHCTAB CE OMPEJIENsl ChC 3all0BE]] HA MUHUCTHPA Ha 3]IPaBEONa3BaHETO U BKJIFOUBA
pPEIOBHU ¥ PpE3epBHU 4ICHOBE. Pe3epBHUTE WICHOBE yd4acTBAaT B 3aceJaHUATa Ha
KOMHCHSATA ¥ UMAT MPABO HA TJIaC MPH OTCHCTBUETO HA PEIOBHUTE YICHOBE.
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(2) Komucusita o an. 1 ce cberon ot 7 10 12 peioBHM WieHOBE, BKIIOYUTEITHO
npeceaaTen U 3aMeCTHUK-TIPEICEIaTeNl, KOUTO UMAT KBAUTH(DHUKAIIS U OITUT Ja pa3rieaar
U OIICHAT HAYYHUTE, MEAUIIMHCKUTE U €TUYHUTE ACIEeKTH Ha MPEJIOKEHOTO KIMHUYHO
u3NUTBaHe. VM3UCKBaHUATA KbM KBATH(DHUKAIMATA HA WICHOBETE Ha KOMHUCHITA 1O al. 1,
KaKTO U YCIIOBUSITA M PEIBT 32 ONMPEICIIIHETO Ha MOMMEHHUSI ChbCTaB Ha KOMHCHUATA Ce
ypexXaaT ¢ mpaBwiIHUKa 1o wi. 106, an. 1.

(3) Komucusta no an. 1 BkII0OYBa HE MO-MAJIKO OT JBaMa PEIOBHU WJIECHOBE C
HEMEIHUIIMHCKO 00pa30oBaHUE - MPEICTABUTENN Ha JIBaTa MOJIa.

(4) 3a HyxIuTe Ha cBOsITa paboTa KOMHUCHSATA 1O aj. 1 MOXKe Ja mpuBInYa
BBHIIHU CIIELIUATUCTH.

(5) Camo uneHoBeTe Ha KOMHCHSTA MO all. 1, KOUTO HE ca B KOH(PIUKT Ha
WHTEPECH, HE y4yacTBAT B KOHKPETHO M3IUTBAHE U Ca HE3aBUCHUMH OT BB3JIOKHUTEINS,
7e4eOHOTO 3aBeJieHHE, KbJETO Ce MPOBEXJa KIMHUYHOTO M3MHUTBAHE, W OT IJIABHUS
W3CIlIeIOBATEN, MOraT Jia y4acTBaT B OLIEHKaTa Mo 4i. 83, KaKTO W Ja rijacyBaT W Ja
y4acTBaT B 00CHKIAHETO.

(6) 3a BBHIIHU CHEHHUAIUCTUA TIO aji. 4 MoraT jga ObJaaT MPUBIMYAHU JIMIA,
KOUTO HE ca B KOHGIMKT Ha MHTEPECH, HE ydacTBaT B KOHKPETHO HM3MUTBAaHE MU ca
HE3aBUCHUMHU OT BB3JIOKHUTEINS, TIeUEOHOTO 3aBEJCHUE, KBACTO CE MPOBEXKIa KIMHUYHOTO
U3MUTBAHE, U OT TJIaBHUS U3CJIeI0BaTell.

(7) YnenoBere Ha KOMHUCHSTA 1O al. | ¥ BHHIIHUTE CIICHUATUCTH 110 al. 4 He
MoraT Jia UMaT 4YacTeH MHTepec WK o0yara, KOUTO OMXa MOTJIU Jia TIOBIUSAT Ha TAXHATA
0e3MpUCTPaCTHOCT MPH OLICHKATA 10 4. 83.

(8) 3a ynmocroBepsiBaHe Ha OOCTOSATENCTBaTa MO ajl. 5 - 7 4iIeHOBETE Ha
KOMHUCHSITA 1O aj. | ¥ BRHITHUTE CIEIUATUCTH 10 ajl. 4 MOAMUCBAT ACKIapalus 1o pei u
oOpas3er, onpeiesieHy B paBuiiHKKa 1mo wi. 106, ai. 1.

Y. 104. (Otm. - [IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.)

Ui 105. (1) (U3m. - [IB, 6p. 84 o1 2018 1., B cmma ot 12.10.2018 r.) MangaTsT
Ha WIEHOBeTe Ha koMucusTa no wi. 103, an. 1 e ¢ npoAbIKUTENHOCT 4 TOANHM.

(2) (M3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ha Bceku ase
TOJIMHU €]IHa BTOpa OT ChCTaBa Ha KomucHsTa 1o 4. 103, an. 1 ce o6HOBsIBa.

(3) (U3m. - IB, 6p. 84 o1 2018 1., B cuma ot 12.10.2018 r.) Unen Ha komucusra
mo wi. 103, an. 1 He Moxe Aa ObJe Ha3HayaBaH B ChIaTa KOMHCHS 3a IIOBEYE OT ABa
MOCJIEIOBATEIIHN MaHaTa.

Y. 106. (U3m. - JIB, 6p. 84 ot 2018 r., B cuma or 12.10.2018 r.) (1)
MUHUCTBEPBT HA 3paBEONA3BAHETO YTBBP)KJABa INPAaBUIHMK 3a YCJIOBUATA U pela 3a
pabota Ha komucusTa mo wi. 103, am. 1.

(2) Komucusta o wi. 103, an. 1 nuzpaboTBa u npuema NMCMEHU CTaHJApTHU
olepaTHUBHU MPOIEAypU B CHOTBETCTBHUE C MpaBuiaTa 3a J[oOpa KIMHUYHA TPAKTHKA.

(3) Bacenanusra Ha KomucusTa 1o 4i. 103, an. 1 ca 3akpuTH.

Y. 107. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
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Ui 107a. (Hos - IB, 6p. 84 o 2018 1. (*)) (1) PpKOBOIMTEINTE HA JIeUCOHUTE
3aBEJICHUS, B KOUTO C€ U3BBHPIIBAT KIMHUYHH H3MUTBAHUS, ONPEACIIAT JIUIIE UM JIUIA 32
KOHTAKT.

(2) JIumero mim nMIiaTa 3a KOHTAKT MO al. | UMaT KBATH(HUKAIMSI U ONUT Aa
OCBUIECTBSIBAT MOHUTOPUHT BBHPXY MPOBEXKIAHUTE B JIEUEOHOTO 3aBENCHUE KIMHUYHU
M3MHATBAHUSA 32 ClIa3BaHe Ha MpaBmiaTa Ha JloOpara KITMHUYHA TPAKTHKA.

(3) UsuckBanusTa KbM KBaIM(UKAIMATA Ha JIMIIATA 32 KOHTAKT o aji. 1 ce
ypexaat B npaBuiHuKa o wi. 106, ai. 1.

(4) Ilpu koHCTaTUPaHU OTKJIOHEHUS OT 0100pEHUs TPOTOKOJI U/UITU HEXKeJTaH!
JICKapCTBCHH PEAKIMU B XOJ]a Ha KIIMHUYHOTO M3MUTBAHE, KOUTO HE Ca JOKIJIAIBAHU TIO
pena Ha Permament (EC) Ne 536/2014, nunero 3a koHTakT 1o an. 1 yBemomsiea MAJL u
komMucHsTa mo 4wi. 103, ai. 1.

Ui 108. (Otm. - IB, Op. 84 oT 2018 1. (*))

Pazgea 1IV.
Pa3pemenue 3a npoBekaaHe HA KIMHAUYHO H3NIMTBAaHe

Y. 109. (Otm. - /1B, 6p. 84 ot 2018 1. (*))
Yn. 110. (Orm. - IB, 6p. 84 ot 2018 1. (*))
Yn. 111. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Yn. 112. (Orm. - IB, 6p. 84 ot 2018 1. (*))
Y. 113. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Yn. 114. (1) (U3m. - 1IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a
MoJy4yaBaHe Ha CTAHOBUIIE MO WI. 83 BB3IOKUTEINAT M0/1aBa 3asBICHUE 0 KOMUCHATA TIO
1. 103, an. 1.

(2) (Ot™. - 1B, 6p. 84 ot 2018 1. (*))

(3) (Or™. - 1B, 6p. 84 ot 2018 1. (*))

(4) (HoBa - JIB, 6p. 12 o1 2011 r., B cuna ot 08.02.2011 r., ot™. - IB, 6p. 84
ot 2018 r. (*))

Y. 115. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Yn. 116. (Or™m. - IB, 6p. 84 ot 2018 1. (*))
Un. 117. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Yn. 118. (Orm. - IB, 6p. 84 ot 2018 1. (*))
Y. 119. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Yn. 120. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Un. 121. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Ui 122. (Ot™m. - IB, 6p. 84 o1 2018 1. (*))
Un. 123. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
UYn. 124. (Otm. - IB, 6p. 84 ot 2018 1. (*))
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Ui 125. (Otrm. - IB, Op. 84 o1 2018 1. (*))

Pa3znea V.
IIpomenu (OtM™m. - [IB, 0p. 84 ot 2018 1. (¥))

Ui 126. (OtMm. - IB, Op. 84 oT 2018 1. (*))
Yn. 127. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 128. (Otm. - IB, Op. 84 oT 2018 1. (*))
Yn. 129. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 130. (Orm. - IB, Op. 84 oT 2018 1. (*))
Yn. 131. (Om. - IB, 6p. 84 ot 2018 1. (*))

Pazngen VI
Cnupane Ha KIMHUYHOTO M3nMTBaHe (OTMm. - /IB, Op. 84 o1 2018 1. (*))

Ui 132. (Orm. - IB, Op. 84 o1 2018 1. (*))
Yn. 133. (Om. - IB, 6p. 84 ot 2018 1. (*))
Ui 134. (Orm. - IB, Op. 84 ot 2018 1. (*))

Paznea VII.
IIpocaensiBane Ha 0e3onmacHocrTa (OTM™m. - /IB, Op. 84 o1 2018 1. (¥))

Y. 135. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Yn. 136. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Un. 137. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 138. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Y. 139. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Yn. 140. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Un. 141. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pa3znen VIII.
YBegomiieHue 3a NPUKJIOYBAHEe HA KIIMHUYHOTO n3nutBane (Orm. - [IB, Op.
84 ot 2018 1. (¥))

Y. 142. (Otwm. - JIB, 6p. 84 o1 2018 T. (*))
Y. 143. (Otm. - JIB, 6p. 84 o1 2018 . (¥))
Y. 144. (Orwm. - JB, 6p. 84 o1 2018 T. (*))
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I'naBa yerBbpTa "a'".
HEUHTEPBEHIIMUOHAJIHU ITPOYYBAHUSA (HOBA, IIPEJUIIIEH
PA3JEJI IX "HEMHTEPBEHIHHIUOHAJIHO IPOYYBAHE" - 1B, BP. 12
OT 2011 T'., B CHJIA OT 08.02.2011T'.)

Un. 145. (1) (Hom. - AB, 6p. 12 or 2011 r., B cuma ot 08.02.2011 1.)
HewnHTepBEeHIIMOHAIHO IPOYYBAHE € MPOBEXKIa C pa3penieHn 3a ynorpeda B PemyOinka
Brirapus iekapcTBeHU MPOAYKTH, KOTAaTO C€ U3MUTBAT 32 MOJy4aBaHe Ha JOIMbIHUTEIHA
uHpOpMaIKs 32 TPOAYKTA, MPEANUCBAH 10 OOWYAHWS HAaYMH B CHOTBETCTBUE C
yCIIOBHATA, OIpeeNieHn B paspemieHuero 3a ynorpeba. Ha ydacTHuuurte B
HEHHTEPBCHIIMOHAIHNA MPOYYBAHMS HE C€ MPHJIAraT JUArHOCTHYHU WIN MPOCIICISBAIIA
MPOLEAYPH, PA3IMYHU OT OOMUYaifHATa MMPAKTUKA, KAaTO 3a aHAU3 Ha MOJYYCHUTE JTaHHU
CE M3IOJI3BAT EMHIEMHOIOTUYHH METOIH.

(2) (U3wm. - [IB, 6p. 12 o1 2011 1., B cuza ot 08.02.2011 r., ot™m. - [IB, 6p. 102
ot 2012 1., B cuna ot 21.12.2012 1.)

(3) (U3wm. - [IB, 6p. 12 o1 2011 1., B cuma ot 08.02.2011 r., ot™m. - [IB, 6p. 102
ot 2012 1., B cuna ot 21.12.2012 1.)

(4) (Homa - /IB, 6p. 12 o1 2011 r., B cuita ot 08.02.2011 r., or™m. - /1B, Op. 102
ot 2012 1., B cuna ot 21.12.2012 1.)

(5) (Hosa - JIB, 6p. 12 o1 2011 1., B cuia ot 08.02.2011 1., ot™. - JIB, 6p. 102
ot 2012 1., B cuna ot 21.12.2012 1.)

(6) (Hosa - JIB, 6p. 12 o1 2011 1., B cuia ot 08.02.2011 1., ot™. - JIB, 6p. 102
ot 2012 1., B cuna ot 21.12.2012 1.)

Un. 145a. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1)
HeunnTepBeHnMoHaIHN NOCTMapKETUHIOBY TPOYUYBaHUs 32 0€30IaCHOCT Ce MPOBEXKAAT 10
MHHUIIMATHBA Ha NPUTEXKaTeNs Ha pa3pelleHHeTo 3a yrnoTpeda MM B M3MbIHEHUE Ha
ycioBusATa 1o wi. 55a u 56a u ca CBbp3aHU ChC ChOMpaHE Ha JIaHHU 110 JIEKapCTBEHA
0€30I1aCHOCT OT MAI[MEHTH U MEAULIMHCKH CIICIUATIUCTH.

(2) (U3m. - B, 6p. 17 ot 2019 r.) Koraro npu npoydBaHeTO ce IUIaHHpa
CcbOMpaHeTO Ha JaHHU OT MAaLMEHTH, clieiBa Aa ObJe MOJYyYEeHO TIXHOTO ChIJIacue.
JInuHKTE TaHHU Ha MALIMEHTUTE ce 00paboTBaT MpH Clia3BaHe U3MCKBAHUATA 3a 3aIIUTa HA
JUYHUTE TaHHU.

(3) MemuuuHCKUTE CHEUMATUCTH HE MOoJy4yaBaT (UHAHCOBU WM JPYTH
CTUMYJIM 32 y4YacTHE€ B HEHHTEPBEHI[MOHAJIHHUTE IMPOYYBaHUS 3a OE30MacCHOCT OCBEH
KOMIIEHCAIINH 3a U3PA3X0/IBAHOTO BPEME U CPEJICTBA.

Un. 1456. (Hos - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilo
BpEMe Ha MPOBEXKAaHE Ha MpoyuBaHeTo 1o wi. 1458, an. 1 u un. 145e, an. 1 npurexarenst
Ha pa3pelIeHNEeTo 3a yoTpeda OChIIeCTBSIBA MOHUTOPUHT Ha MTOJy4YE€HUTE JAHHU U OTYUTA
BJIIMSIHUETO UM BbPXY CHOTHOILIECHHUETO MOJI3a/PUCK 3a JIEKAPCTBEHUS IPOIYKT.

(2) [Iputexarenst Ha pa3pelnieHueTo 3a ynorpedba cpobmasa Ha MAJI Beska
HOBa MH(OpMaLus, KOATO OM MOrja Ja MOBIUSE€ HAa CHOTHOLICHMETO TMOJI3a/pUCK 3a
JIEKapCTBEHUSI TPOJTYKT.
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(3) 3apbmKkeHHeTO 1O ajl. 2 He 0OCBOOOXK 1aBa MPUTEKATEIS HA pa3peIICHHETO
3a yrorpeda OT M3UCKBaHETO Ha Wwi. 1943 3a mpenocTaBsiHe Ha HHPOPMAITUATA TI0 al. 2 U
4pe3 NePUOIMIHUTE aKTyaTU3uPaHu JTOKJIAIH 32 O€30MaCHOCT.

Ui. 1458. (Hos - JIB, 6p. 102 ot 2012 1., B cmuma ot 21.12.2012 1.) (1) (M3M™m. -
B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KoraTo npoyuBaHeTo ce npoBexaa caMo
Ha TepuTopusita Ha PemyOiuka bbiarapus B u3mbiHEeHHE HA 3aabKeHUE TO wi. 56a,
MPUTEKATEIAT HA Pa3peIICHUETO 3a yroTpeda mpencrass B MAJI mpoekT Ha MPOTOKOJIA Ha
npoyuBaneTo. [[poekThT Ha MPOTOKOIIA, MPUAPYKEH C MUCMEHO chIyiacue o 4. 145a, ai.
2, ce mpeAcTaBs U B KoMucusara o wi. 103, an. 1.

(2) 3npnautennuar aupektop Ha MAJL B cpok mo 60 qHM oT jmarata Ha
MoJiy4aBaHe Ha JJOKYMEHTAIUATA 1o ajl. 1 u3nparia Ha NpUTexaTesi Ha pa3pelieHueTo 3a
yrnotpe0a yBe1oMIICHHE 3a 0100psBaHE HA MPOYYBAHETO WJIHM MPAaBU MOTHBHUPAH OTKa3.

(3) Wsnbanutennuar pupexktop Ha MAJl oTkazBa mpoBexaaHe Ha
MIPOYYBAHETO C €/IMH WUJIM IIOBEYE OT MOTUBUTE 10 wi. 145¢e, an. 2, 1. 2.

(4) (U3m. - [IB, 6p. 84 o1 2018 1., B cruta ot 12.10.2018 r.) Komucusira mo .
103, an. 1 B cpok no 60 nHM OT AaTaTa Ha MOJydyaBaHE HA JOKyMEHTauusATa mo ai. |
U3Mpallla Ha TMPUTEXKATENIss Ha pa3peuieHueTo 3a yrnorpeda TMOJOXKHUTEIHO WM
OTPUIATEIIHO CTAHOBHUIIIE.

(5) (U3m. - [IB, 6p. 84 o1 2018 1., B cmuta ot 12.10.2018 r.) [IpoBexknaHeTo Ha
MIPOYUYBAHETO MOJKE JIa 3all0YHE CJIe]] oTy4aBaHe Ha ogoopenue ot MAJI 1 monoxxuteaHo
CTaHOBHIIE OT KoMucHsATa 1o wi. 103, an. 1.

(6) 3a ouenka Ha noxkymeHnrauuara no an. 1 MAJI ceOupa Takca B pa3mep,
orperneneH B Tapudara no wi. 21, an. 2.

Y. 145r. (Hos - 1B, 6p. 102 or 2012 1., B cuina ot 21.12.2012 1.) (1) (M3M™. -
1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [Ipurexarenst Ha pa3pemieHUETO 3a
ynotpe0a npuiara MjaHUPaHU CHUIECTBEHH IMPOMEHH B IMPOTOKOJA B CIydyauTe IO Y.
1458, an. 1 cnen npeaBapuTenHoTo uM oaoopsaBane oT MAJI u oT komucusTa mo ui. 103,
an. 1.

(2) (U3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [Ipurexarenst Ha
paspemienuero 3a ymorpedba mpencrtaBs B MAJl u B komwmcusita mo wi. 103, am. 1
JIOKYMEHTAlUATa, CBbP3aHa C IPOMEHUTE, U MOTUBUTE 3a TOBA.

(3) Uznbnaurtennust gupektop Ha MAJL B cpok 10 30 qHM OT noiy4yaBaHe Ha
JOKYMEHTAIUsTA O al. 2 0J00psiBa MPOMEHEHUS MPOTOKOJI HITM U3/1aBa MOTUBHPAH OTKA3
U YBEJIOMsIBa MpUTEXKATENs Ha pa3pelIeHueTo 3a yrnorpeoa.

(4) (U3m. - 1B, 6p. 84 o1 2018 1., B cmuta ot 12.10.2018 r.) Komucusira mo ui.
103, an. 1 B cpok mo 30 AHM OT jaTaTa Ha MOJIy4aBaHE Ha JIOKYMEHTAlMsATa MO al. 2
u3Mpalla Ha TMpUTeXaTeNns Ha pa3pelieHueTo 3a yrnorpeba TMONOKUTETHO WU
OTPHUILIATEIIHO CTAHOBHUIILIE.

(5) M3npanurennust nupexkrop Ha MAJI otkas3Ba npomenure no ai. 1 ¢ eaun
WM TIOBEUE OT MOTHBUTE, ITOCOUYCHH B uiI. 145¢, an. 2, T. 2.

(6) (U3m. - JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) [Ipurexarensar Ha
pa3pelIeHueTo 3a ynorpeda Moxe J1a MPUIIoKH MPOMEHHUTE 1o ajl. 1 cien rmoiyvyaBaHe Ha
onobpenue ot MAJI 1 mOMOKUTETHO CTAaHOBUIIE OT KomMucusTa mo 4i. 103, am. 1.
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(7) 3a omnenka Ha mokymeHTarusATa mo ain. 1 MAJI cebupa Takca B pasmep,
orpeneneH B Tapudara no wi. 21, an. 2.

Yn. 145x. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
[IpurexxaTenar Ha pa3pelieHHeTo 3a ymnoTpeda NpeacTaBs OKOHYATENEH AOKIaa OT
npoyuBanero Ha MAJI B cpok 10 12 mecena cien NpUKIOYBaHe ChOMPAHETO HA JaHHU.
KbM nokaza ce npusara v pe3roMe Ha pe3yJITaTUTe OT POYYBAHETO.

(2) IlputexaTenaT Ha pa3pelICHUETO 3a yIoTpeda MOoKe Ja MoJajae
MoTUBHUpaHO uckane 10 MAJI 3a otiarane Ha cpoka 1o ai. 1 Hali-MaJIko Tpu Mecela mpeau
JaTata 3a [peICTaBIHE HA OKOHYATEIHUS J0KJIa/], IOCOYEHA B IPOTOKOJIA.

(3) MsnbnHurenHata areHuMsl IO JieKapcTBaTa oJ00psiBa WIH MpaBU
MOTHUBHMPAH OTKAa3 Ha UCKAHETO IO ajl. 2 ¥ YBEJIOMSBA IIPUTEKATEIIS Ha pa3pEIICHUETO 3a
ynotpeoa.

(4) Korato mpuTexaresiaT Ha pa3pelleHHeTO 3a yrnorpeba Bb3 OCHOBA Ha
JOKJIaa 1o ain. 1 mpereHu, ye € HeoOXoauMa MPOMsIHA B Pa3pelIeHHETo 3a ynorpebda, Tou
nogasa 10 MAJI 3asBiieHrE 3a mMpoMsiHA IO pejia Ha riiaBa Tpera, pasgen VI

(5) Mznpnautennuat qupekrop Ha MAJI cbe 3anmoBes ciupa IeHCTBUETO WITH
npeKpaTsBa pa3peuieHneTo 3a ynorpeda, korato MAJI B3 ocHOBa Ha JToKiIaza 1o ai. 1 u
clell KOHCYNTalUsg C TpUTEXATeNIs Ha pa3pelieHUueTo 3a yrnoTpeda MpereHu, 4e e
HE00XO0IUMO CIIMpaHEe WM MPEKpaTsIBaHE HAa pa3pelleHUueTo 3a yrnoTpeoda.

Ui 145e. (Hos - JIB, 6p. 102 ot 2012 1., B cumma ot 21.12.2012 1.) (1) Koraro
MIPOYUYBAHETO CE MPOBEXKJA KAKTO Ha Teputopusita Ha Pemybnuka bbiarapus, taka u Ha
TEPUTOPUSTA U HA APYTH AbPXKABU WICHKH, 32 JICKAPCTBEHU MPOAYKTH, PA3pEIICHH IO
pena Ha Pernmament (EO) Ne 726/2004 na EBponeiickus napiameHnT u Ha ChBeTa WIH 1O
pena Ha riiaBa Tperta, pasaen VII B usnbiHeHre Ha 3aAbJDKEHHATA 10 WI. S5a Wiv Mo 4l
56a, mpUTEKATENAT Ha pa3pelIeHneTo 3a yrnorpeda mojaaBa 10 KOMUTETa o 4. 56a, ai. 1,
T. | mpoekTa Ha MPOTOKOII.

(2) B cpok no 60 nHu OT naTaTa Ha MOJIyd4aBaHe Ha JOKYMEHTAIUATA 1Mo ai. |
KOMUTETHT MO WI. 56a, an. 1, T. 1 U3rOTBsSI CTAaHOBUIIE M W3Mpalia Ha MPUTEKATENsI Ha
pa3pelieHueTo 3a yrnorpeoda:

1. yBemomIieHHE 3a 0JI00pEeHHE, UITH

2. MOTHUBHPAH OTKa3, KOTaTo:

a) KOHCTaTHpa, Ye MPOBEKJAHETO HA MPOYYBAHETO HAChpUaBa yrnoTpedara Ha
JIEKapCTBEHUSI IPOIYKT, U/ UITU

0) TpereHy, Ye JU3aMHBT Ha MPOYYBAHETO HIMA J1a TTOCTUTHE 3aJI0’KEHUTE B
MPOTOKOIIA TIeNH, H/UIN

B) IPOYYBAHETO MMa XapaKTep Ha KIMHUYHO U3IUTBAHE.

(3) (U3m. - 1B, 6p. 84 o1 2018 1., B cmuta ot 12.10.2018 r.) B cayuauTte mo an.
2, 1. | mpuTexaTenaT Ha pa3pelIeHUETOo 3a ynoTpeda npeacTass yBeaomiaeHuero Ha MAJL

(4) (U3m. - 1B, 6p. 84 o1 2018 1., B cmuta ot 12.10.2018 r.) Komucusira mo .
103, an. 1 B cpok 10 15 AHM OT aTara Ha MOJydYaBaHE HA YBEIOMIICHHETO 1O aJl. 3 u3npaia
Ha TIPUTEXATENss Ha pa3pelieHUueTo 3a ymoTpeda MONOKHUTETHO WIA OTPHUIIATETHO
CTaHOBHUIIIE.
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(5) (U3wm. - /1B, 6p. 84 o1 2018 1., B cmma ot 12.10.2018 r.) [IpoBexaaneTo Ha
IIPOYYBAHETO MO’KE Ja 3all04HE cJie] I0Jy4YyaBaHE Ha IOJOXHUTEJIHO CTAHOBULIE OT
komMmcHsaTa mo 4. 103, aim. 1.

(6) Copabpxkanuero u (hopmara Ha MPOTOKOJIA MO al. 1 ce ompenemnsT C
Pernament 3a m3nwiaaenue (EC) Ne 520/2012 na Komucusra ot 19 ronu 2012 1. oTHOCHO
U3BBPIIBAHETO Ha JEHHOCTHTE B o0OiacTra Ha (apMakoIOrWyHaTta OJMTEIHOCT,
npeauaeHu B Pernmament (EO) Ne 726/2004 na EBponeiickus napiameHnT u Ha CbBeTa
B [lupextusa 2001/83/EO na EBponeiickus mapnament u Ha CoBera (OB, L 159/5 ot 20
torn 2012 r.), Hapu4aH no-HaTaThK "Permament 3a m3nbiaaeHue (EC) Ne 520/2012".

Ui 145%. (HoB - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1)
[TputexxaTenar Ha pa3pemeHneTo 3a ynorpeda B ciydaute mo wi. 145e, an. 1 mpunara
IUTAHUPAHU CHIIECTBEHU IPOMEHU B MMPOTOKOJIA HA IPOYYBAHETO CJIE]] IPEIBAPUTEIIHOTO
UM oJ100psiBaHEe OT KOMHUTETA 1Mo Wwi. 56a, ai. 1, T. 1.

(2) [IpuTexxarensT Ha pa3pelIeHUETO 3a yHoTpeda mpecTaBsi HA KOMUTETA 10
4. 56a, an. 1, T. 1 qokymeHTanusTa, CBbp3aHa ¢ IPOMEHUTE, U MOTHUBHU 3a TOBA.

(3) (M3m. - IB, 6p. 84 oT 2018 1., B cruta ot 12.10.2018 r.) Korato kKoMUTETHT
no wi. 56a, an. 1, . 1 0100pu NpoMeHHUTE B IPOTOKOJIA, IPUTEKATEIAT HA Pa3peIIEHUETO
3a ynotpeba yBenomsisa MAJI u komucusita mo ui. 103, an. 1.

(4) (U3m. - ]IB, 6p. 84 ot 2018 1., B cmuma ot 12.10.2018 1.) [Ipurexarensar Ha
pa3pelieHueTo 3a ynorpeda Moxe J1a MPUIOKH MPOMEHUTE 10 all. 1 ciej mojay4yaBaHe Ha
MOJIOKUTENHO CTAHOBHUIIE OT KoMucHsATa 1o wi. 103, ain. 1.

Un. 1453. (HoB - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1)
[TputexxaTenar Ha pa3pelieHHeTo 3a ymoTpeda MpeacTaBs IO EJISKTPOHEH HbT Ha
KOMHTETa MO 4Wi. 56a, aim. 1, T. 1 OKOHUATENeH MOKIal, MPHUAPYXKEH C pe3loMe Ha
pe3yaTaTUTe OT MPOYYBAHETO, B CPOK /10 12 Mecena ciel] MpUKIIIOYBAaHE CHOMPAHETO Ha
JTAHHH.

(2) Ilputexarenst Ha paspelleHHeTo 3a yHnoTpeba MoKe Jaa mojaie
MOTHBHUPAHO UCKaHe J0 KOMHUTEeTa 1o 4i. 56a, an. 1, T. 1 3a oTjaraHe Ha cpoka 1o ai. 1
Hali-MaJIKO TpW Mecela Mpead JaTaTta 3a MPEICTaBsHe Ha OKOHYATENHHUsS IOKJIA,
MOCOYEeHa B MIPOTOKOJIA.

(3) KomurersT 1o uit. 56a, an. 1, T. 1 o100psBa uinu npaBu MOTUBUPAH OTKa3
Ha MCKaHEeTO MO aJl. 2 ¥ yBeIOMsIBa MIPUTEXATeNsl Ha pa3peleHHeTo 3a ynoTpeoa.

(4) CoabpxanueTo u popmaTa Ha TokJIaa 1o aji. 1 ce onpenenst ¢ Permament
3a m3nbiaHeHue (EC) Ne 520/2012.

Un. 145u. (HoB - IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 1.) (1)
KomurersT Mo un. 56a, an. 1, T. 1 B3 ocHOBa Ha jmoknama mo wi. 1453, an. 1 u cien
KOHCYNITAllMsl C TpHUTEXaTels Ha pa3pelieHHeTo 3a ymnorpeba u3gaBa MOTHBHpaHa
Ipernopbka OTHOCHO pa3pelIeHrneTo 3a yrnoTpeda Ha JIEKapCTBEHUsI MPOIYKT U S U3Ipalia
10:

1. Komurera no JiekapcTBEHUTE MPOAYKTH 3a XyMaHHa yrnoTpeda mo wi. 5 ot
Pernament (EO) Ne 726/2004 na EBponeiickus napiameHT 1 Ha CbBeTa, WK

2. KOOpAMHAMOHHATA rpyna mo wi. 77, ai. 2.
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(2) B cnyuyaute mo an. 1, T. 2, KOraTo KOMUTETHT MO 4wi. 56a, an. 1, 1. 1 e
npenopbyan MpOMsiHA, CIIMpPaHe WIM TMPEKpaTsBaHE Ha pa3pelieHHeTo 3a ymnorpeoa,
KOOpJMHAIIMOHHATAa Ipyra, PeICTaBIsIBaHa OT AbP:KaBUTE WICHKU, B KOUTO € IPOBEJCHO
NPOYYBAHETO, U3/[aBa CTAHOBUIIE OTHOCHO HEOOXOAUMUTE JEHCTBUS, KOUTO CII/IBA Ja ce
IpeanpreMar 1Mo OTHOIIEHHE Ha pa3pelIeHUeTo 3a ynorpeda, BKIIOUUTENHO Ipaduk 3a
U3IIBIIHEHUETO MY.

(3) Koraro mpencraBeHUTE ObpKaBU WICHKH B KOOPJIMHAIMOHHATA Ipyra
MOCTUTHAT KOHCEHCYC OTHOCHO CTAHOBUILIETO 0 ajl. 2, TO ce MyOsnKyBa Ha EBporeiickust
MHTEPHET MOPTaJ 3a JICKAPCTBEHUTE MPOJAYKTU No wi. 68, an. 1, T. 4 U ce u3mpamnia Ha
NPUTEXKATEIIS HA pa3pelIeHneTo 3a ynorpeoa.

(4) I3npaauTenHuAT qupektop Ha MAJI B ChOTBETCTBHE ChC CTAHOBUIIIETO 11O
aJl. 2 ciupa JISHCTBUETO WM IIPEKpaTsBa pa3pelieHueTo 3a ynorpeoa.

(5) Korato B cTaHOBUIIETO 1O ajl. 2 ca MpenopbyaHy IPOMEHHU B U3/1aJICHOTO
paspelieHre 3a ynorpeda, IpUTeXaTesiT Ha pa3pelleHUeTo 3a yrnoTpeda B paMKUTE Ha
ompezeneHus rpaduk 3a u3nbiHeHue nojasa a0 MAJI 3asBnenue 3a mpoMsHa Mo peaa Ha
IJ1aBa TpeTa, pas3znen VI, BKIIOYBAIIO akTyajlu3upaHa KpaTKa XapaKTepUCTHKA Ha
MPOJYKTAa U JIUCTOBKA.

(6) Koraro He Moxe na ObjJe INOCTUTHATO ChIVIACUE B PAaMKHUTE Ha
KOOpJMHAIIMOHHATa TpyHa, MO3UIMATAa HA MHO3MHCTBOTO OT ABP)KaBUTE UJICHKHU Ce
npenocrasst Ha EBpomneiickaTa KoMHCHs, KOATO IIpUEMa PELIEHUE 3a MIPOMSHA, CIIUPAHE
WIM TpeKpaTsBaHEe Ha pa3pelleHHeTo 3a ymnoTpeda, H3AaJeHO OT CHOTBETHHUTE
peryiaTopHU OpraHy Ha AbpPKaBUTE YIECHKH.

(7) Pemenuero o an. 6 ce myonukyBa Ha EBporielickusi HHTEpHET opTal 3a
JIEKapCTBEHUTE TPOJAYKTU To wi. 68, an. 1, T. 4 U ce u3mpaia Ha TpUTEXKATENIs Ha
paszpelieHueTo 3a ynorpeoa.

(8) M3mbHUTENHATA areHNUs 10 JeKapcTBaTa Mpuiiara BpEeMEHHUTE W/WIIH
OKOHYATEIIHUTE MEPKHU OT pelieHueTo no an. 6 u undopmupa EBporneiickara areHmus mo
JeKapcTBara U EBpomneiickata KOMUCHS.

(9) B caywaute no an. 1, . 1 KoMuTeThT 1m0 jekapcTBEHUTE MPOAYKTH 32
XyMaHHa ynoTtpeda B ChOTBETCTBHE C MpenopbKaTa Ha KOMUTeTa 1o wi. 56a, an. 1, 1. 1
M3/1aBa CTAHOBHUILE OTHOCHO 3alla3BaHeTO, U3MEHEHHUETO, CIIMPAHETO WM PEKPATSIBAHETO
Ha BaJIMJTHOCTTA HA PA3PELICHUETO 3a YIOTPeOa, BKIIOUYUTEIHO rpaduK 3a U3IIbJIHEHUE Ha
cta”oBuieTo. CTaHOBHUIIETO ce MyOnuMKyBa Ha EBpomeiickusi MHTEpHET MopTal 3a
JIEKAapCTBEHUTE TPOJAYKTU To wi. 68, an. 1, T. 4 U ce u3mpaiia Ha TpUTEXKATENs Ha
paspelieHueTo 3a ynorpeoa.

(10) KoraTo B cTaHOBHIIIETO MO all. 9 € U3pazeHa MO3UIKS 3a MpeIpueMaHe
Ha peryJaTOpHH JEeUCTBUS MO OTHOILIEHUE Ha pa3pelieHusTa 3a ynorpebda, EBpomneiickara
KOMUCHS IpHeMa pelIeHre 3a MPOMsIHA, CIUPaHEe WIH [IPeKpaTsIBaHe Ha pa3pelIeHHsTa 3a
ynotpeba, usnaaenu mo perna Ha Permament (EO) Ne 726/2004 wa EBpomeiickus
napyiaMeHT U Ha ChBerTa.

Uin. 145k. (Hos - JIB, Op. 102 ot 2012 1., B cmma ot 21.12.2012 1.) (1) (MU3M™m. -
1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) HemHTepBeHIIMOHATHY TIPOYYBAHUS HA
TepuTopHsTa Ha PenyOiinka bearapus ce mpoBeXaaT MPHU YCIOBUS U 110 PE/l, ONIPEICIICHH
¢ Hapea0a HA MUHHCTHPA Ha 3/IpaBeoIa3BaHeTo.
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(2) Ilpu mpoBexaHe Ha HEMHTEPBEHLMOHAIHU MPOYy4YBaHUS Mo ain. 1 ce
MOCOYBa M3TOYHUKBT HA (PUHAHCHPAHE.

I'naBa nera.
MNPOU3BOACTBO U BHOC HA JIEKAPCTBEHU ITPOAYKTU U
AKTHUBHU BEINECTBA (BAI'JI. U3M. - JIB, bP. 102 OT 2012 I'., B CUJIA
OT 02.01.2013T".)

Pasznea L.
IIpoussoacrso

Yn. 146. (1) (M3m. - IAB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1.)
[Tpon3BOICTBOTO HA BCHYKH BHUJIOBE JICKAPCTBEHH MPOYKTH [0 CMHCHJIA HA TO3H 3aKOH,
U Ha JICKQpCTBEHH MPOAYKTH, MpEeTHA3HAUCHH 3a KIMHUYHO H3MUTBaHE, MOrar Ja
U3BBPIIBAT HA TEpUTOPHsITA HA PemyOirka bbiarapus caMmo Gpu3MUecKy WM I0PUITICCKU
JWIa, PETUCTPUPAHH KaTO THPrOBIM HA TEPUTOPHTA HA IbpXKaBa WICHKA, KOUTO ca
MOJIYYHJTH pa3pellieHre 3a MPOM3BOJICTBO, U3/aICHO OT JAUPEKTOpa Ha M3mbaHuUTENHATA
areHIus 110 JIEKapCTBaTa.

(2) PaspemieHne 3a NPOU3BOACTBO C€ M3MCKBA W B CIIy4auTe, KOTaTo
NPOAYKTHTE O aJl. 1 ca mpeaHa3HaueHH caMo 3a U3HOC.

(3) (U3m. - [IB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 1.) Paspemenue 3a
IPOM3BOJICTBO CE M3UCKBA M 32 JIUIA, KOUTO W3BHPIIBAT €IHOBPEMEHHO HIIH MOOTACITHO
€/IHa OT CIICJIHUTE ICHHOCTH: IIBJTHO WJIM YaCTHYHO MPOU3BOJICTBO, PA3JIMUHU IIPOIECH HA
pa3dacoBaHe, ONaKoBaHE, NPEOMAKOBAaHE, CeTUKETHpPAaHE, KayeCTBEH KOHTPOI W
OCBOOOKJaBaHE Ha MAPTUIM JIGKAPCTBEHU MPOAYKTH M JIEKAPCTBEHU MPOAYKTH,
npeIHa3HAuYeHH 33 KIMHUYHO U3IHTBAHE.

(4) (Ot™. - 1B, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r.)

(5) He ce m3uckBa pasperieHue 3a MPOU3BOJCTBO, KOTATO IPOIECUTE Ha
pa3dacoBaHe, cMecBaHE€ WM OINAKOBaHE C€ W3BBHPIIBAT [0 MAarucTpaiHa WU
(dapmakoreiiHa perentypa B anrTexa.

Un. 147. (M3m. - B, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.)
M3nbiHuTenHaTa areHuus 1o JieKapcTBaTa BbBeXJa HHPOpMalus 3a H3AaJCHUTE
paspenieHns 3a MPOW3BOACTBO Ha JIEKAPCTBEHH MPOAYKTH M cepTudurartu 3a [Jobpa
NPOM3BOJICTBEHA MIPAKTHKA B 0a3ara JaHHU Ha EBporneickus cbio3.

Ui. 148. 3a nosydyaBaHe Ha pa3pelIeHHE 3a IPOU3BOICTBO JIMLETO M0 1. 146
TpsiOBa Ja pasmoJara:

1. c mepcoHa ¢ moAxo A1 KBaTU(UKAIHS B 3aBUCUMOCT OT crieln(uKara Ha
MIPOU3BEKIAHUTE BUJIOBE JIEKAPCTBEHHU MPOAYKTH U JIEKAPCTBEHU (POPMU;

2. 10 BCSAKO BpeMe Hai-MaJIKO C €JHO KBaJHU(PHUIIUPAHO JIUIE, KOETO OTrOBaps
Ha ycioBusATa 1o 4i. 159;
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3. ¢ MOMeNIeHUs 3a MTPOU3BOJICTBO, KOHTPOJ U ChbXPAHEHHE HA JIEKAPCTBEHUTE
HOPOAYKTH, CHAOJIEHH C HEOOXOJMMOTO TEXHHYECKO 00OpyJaBaHe M C JabopaTopuH 3a
KOHTPOJL.

Un. 149. PpkoBoauTeNInTe HAa MPOU3BOJICTBO U KOHTPOJI BBPXY KA4E€CTBOTO HA
JIEKapCTBEHU MIPOIYKTH B MPEANPUATHUATA 32 IPOU3BOJICTBO Ca JULA:

1. KoWTO TIpUTEKABAT OOpPA30BaATEITHO-KBATU(DHUKAIIMOHHA CTETICH ""MarucTbp"
no crenuanHoct "dapmanusa”, "xumus" unm "Ouonorua" M Hal-ManKo JBE TOAWHU
MPAKTUYECKH OMUT BbB (PapMaIieBTUYHOTO MPOU3BOICTBO;

2. KOUTO OTrOBapsAT HAa U3UCKBAHUATA 110 T. 1| ¥ UMAT JON'BJIIHUTENHO NIPU3HATA
CHEIHMAIHOCT MO PaAMOOHOJIOTHS WIM PAAUOXUMHS - 3a paanodapMaleBTHIM WU 3a
JIEKapCTBEHU ITPOIYKTH, [TO/IJIOKEHU HA HOHU3UPALLY JIbYECHMUS,;

3. ¢ mpu3HaTa CHEUUAIHOCT IO KIMHUYHA XEMaTOoJIOTHSA, MEAMIIMHCKA
MUKpPOOHOJIOTHS, BUPYCOJIOTHS MIIM UMYHOJIOTHS - 32 IPOU3BOJICTBOTO HA UMYHOJIOTMYHHU
JICKapCTBEHU MPOAYKTU - BAKCUHU, TOKCUHU, CEPYMHU, 32 OMOTEXHOJIOTHYHU MPOIYKTH U
3a JIEKapCTBEHU MPOJIYKTH, ITOJIYYEHH OT YOBEIIKA J1a3Ma WK OT YOBEILIKA KPbB.

Yn. 150. (1) Jlunero no un. 146 npencras B MAJI 3asBnenue no obpaser,
YTBBPJCH OT AUPEKTOpa Ha arcHIIUATA.

(2) 3aenHO ChC 3asBJICHUETO O aJl. | 3aBUTEIAT MPEACTABS U:

1. (mom. - JIB, 6p. 103 ot 2017 r., B cruma ot 01.01.2018 r., u3m. - /IB, 6p. 67
ot 2020 r.) aumioma 3a Bucie o0pa3oBaHWE, JOKYMEHT 3a MPUAO0OHMTA CIICIUAIHOCT,
JIOKYMEHT 32 TPYJOB CTaX U TPYAOB JOTOBOP 3a junara no wi. 148, 1. 2 u un. 149;

2. Komus OT AOTOBOPH 3a BB3JIaraHe Ha MPOU3BOJICTBOTO W/HMIIU KOHTPOJIA HA
3assBEHHUTE 32 MPOU3BOJICTBO MPOIYKTH - B CIIy4auTe mo ui. 151;

3. (u3m. - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r., u3m. - /1B, 6p. 60 ot
2011 r., B cunma ot 05.08.2011 r.) manau 3a EnunHuS uaeHTH(UKAIMOHEH KOJA Ha
THProBeIa WJIK KOoTeparusiTa oT ThproBCKUS pETHCTHD, a 3a IPYKECTBATA, PETUCTPUPAHH
B IbprKaBa - WwieHKa Ha EBpormeiickus chio3, WK B IbpkaBa - cTpaHa o CropazyMeHUeTo
3a EBponeickoTo MKOHOMUYIECKO MTPOCTPAHCTBO - IOKYMEHT 32 aKTyalTHa PETUCTPAIIHSI TTO
HAI[MOHAJTHOTO 3aKOHOJATENICTBO, M3AaJleH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
JbpKaBa,;

4. (u3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102
or 2012 r., B cunma or 02.01.2013 r.) cnuchbk Ha NPOU3BOACTBEHHUTE AECWHOCTH U
JeKapcTBeHuTe (POpPMHU, KOUTO I TPOU3BEXKIAT;

5. cXeMH Ha IIOMEIICHUATA 3a TIPOU3BOCTBO, KOHTPOJ M ChXPaHCHHE U JIOCHE
Ha MPOU3BOICTBEHATA MOIIIHOCT;

6. OIleHKa 3a BB3JICHCTBUE BHPXY OKOJHATA Cpela MPH MPOU3BOACTBOTO Ha
JIEKapCTBEHH MPOJAYKTH B MPEABUACHUTE B 3aKOoHA 3a Ola3BaHe Ha OKOJHATa cpena
ciy4au;

7. pa3pelieHne OT ATeHIUsATA 32 SAPEHO PETrylIupaHe, KOraTo 3asBIEHUETO Ce
OTHAcCs JIO TMPOW3BOJCTBO Ha paarodapMarieBTUIIN WM Ha JICKAPCTBEHHW IPOIYKTH,
MOJIJIOKEHU Ha HOHU3UPAILIY JIYSHUS TTPH MPOU3BOICTBOTO UM;

8. (ot™m. - JIB, 6p. 67 ot 2020 1.)

9. (m3m. - /IB, 6p. 98 o1 2010 1., B cmma ot 01.01.2011 r., oT™. - JIB, 6p. 60 oT
2011 r., B cmma ot 05.08.2011 1.)
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10. ToxyMeHT 3a IJIaTeHa Takca B pa3Mmep, onpezaeiieH B Tapudara mo ui. 21,
an. 2.

(3) Ilpu npou3BOACTBOTO HA HAPKOTUYHU BEILIECTBA U JIEKAPCTBEHH (OPMH,
KOUTO ChABpXKAT TaKUBa BEIIECTBA, CE CIMA3BaT M M3UCKBAHUATA HAa 3aKOHA 33 KOHTPOJI
BBPXY HAPKOTHYHHUTE BEIIECTBA U MPEKYPCOPUTE.

(4) (Homa - /IB, 6p. 103 ot 2017 ., B cuna ot 01.01.2018 ., u3m. - /IB, 6p. 67
or 2020 r.) M3nbaHuTenHaTa areHOMsl 10 JIeKapCTBaTa YCTAaHOBSIBA CIIYXEOHO
0o0cCTOsITENCTBATAa OTHOCHO ChAMMOCTTA Ha JUIIETO 1o Wi. 148, T. 2 1 Ha nunaTa 1o ui. 149,
KOrato ca ObJrapcku rpakJaHu. 3a JuiaTa, KOUTO HE ca OBIrapcKu TpakIaHH, ChC
3asBJICHUETO C€ MPEACTaBs CBUACTEICTBO 3a CHAMMOCT WJIM AHAJOTUYEH JOKYMEHT,
U3JIaZIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa AbpiKaBa.

(5) (Homa - 1B, 6p. 67 ot 2020 r.) U3nbiHUTENHATA ar€HIIMS 110 JIEKapcTBaTa
Ci1y’keOHO yCTaHOBSIBa OOCTOATEICTBATa OTHOCHO HAJTMYMETO HA pa3pellieHue 3a M0JI3BaHe
WJIM YIOCTOBEPEHHUE 33 BBBEXKJIaHE B EKCIUIOATAIMsl HA MOMEIEHUATA 3a MPOU3BOJICTBO,
KOHTPOJI ¥ ChbXpaHeHHe, U3/1aJIcHH 10 pe/ia Ha 3aKOHA 32 YCTPOMCTBO Ha TEPUTOPUSATA, MU
Ha JPYT BAJIMJICH JOKYMEHT IO CMHUCHJIa Ha 3aKOHA 33 YCTPOMCTBO HA TEPUTOPUSITA.

Un. 151. Korarto HsikoM OT eTanuTe Ha IPOU3BOACTBOTO MJIM KOHTPOJIHUTE
U3IUTBaHUS B MPOM3BOJCTBEHUS MPOLIEC CE MU3BBPILIBAT IO JOIOBOP B JAPYr OOEKT Ha
TeputopusTa Ha PenyOnnka beiarapust winy u3BbH Hes, 1uuara 1o wi. 146 ca 1ubxHU 1a
0CcOYaT MECTOHAXOKACHUETO Ha TO3U 00EKT U KOIHE OT JOrOBOPA, B KOWTO CE OMPEeIIsiT
OTTOBOPHOCTUTE HA BCAKAa OT CTPaHMUTE IO OTHOIICHHWE Ha Clla3BaHE WM3MCKBaHUSATA Ha
JloOGpaTa mpou3BOACTBEHA IMpPAKTHKA Ha JICKAPCTBEHH IMPOAYKTH M 3abJDKEHUSATA Ha
KBaJIM(ULMPaHOTO JuIe 1o ui. 148, 1. 2.

Un. 152. (M3m. - JIB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 1.) (1)
[Tpuniunure U u3nckBaHuATa 3a J[oOpa Mpou3BOACTBEHA MPAKTHKA 332 BCHYKH BUIOBE
JIEKapCTBEHH IPOAYKTH, HA JIEKAPCTBEHU ITPOYKTH 3a KIIMHUYHO N3IIUTBAHE U HA aKTUBHU
BEIIIECTBA Ce OIpENeNIAT ¢ Hapea0a Ha MUHUCTBPA Ha 3/IpaBEONa3BaHETO U C AKTOBE U
PBKOBOJCTBA, IPUETH OT EBporelickaTa KOMUCHS.

(2) IlpyHuMIUTE ¥ U3MCKBaHMATA 3a O(HIMANHA OLIEHKAa HA PUCKA C Lel
ycTaHoBsiBaHe Ha JloOpa Mpou3BOoICTBEHA MPAKTHKA 32 IOMOIIIHU BEIIECTBA CE OIPEAEIIST
¢ Hapen6ara 1o ai. 1 u ¢ ppKOBOJCTBa, IpueTH oT EBponeiickara komucus.

Un. 153. (1) Ilpu mocrenBane Ha 3asBienue mo wi. 150 MAJI ouensiBa
nojajeHara JOKyMEHTAallMsi ¥ U3BbpIIBAa IPOBEPKAa Ha MSCTO Ha OOEKTUTE 3a
IIPOU3BOJICTBO, KOHTPOJ M ChbXpPaHEHME, BKIKOUYMTEIHO W B ciydaute mo 4i. 151, 3a
YCTaHOBSIBAHE HAa ChOTBETCTBHETO MEXY NpeACTaBeHaTa JOKYMEHTALUs U YCIOBHUATA 3a
IIPOU3BOJICTBO, KOHTPOJI U CbXPAHEHUE HAa U3XOAHUTE MAaTEepHaU 3a IPOU3BOJCTBO U Ha
TOTOBUTE JIEKAPCTBEHU MPOAYKTU U CHOTBETCTBMETO MM C HM3UCKBaHMsTa Ha JloOGpara
IIPOU3BO/ICTBEHA NTPAKTHUKA.

(2) Pa3xoaute mo u3BbpIIBAHE HA MMPOBEPKA HA MSCTO 1O aj. | ca 3a cMeTKa
Ha 3asBUTEJISL.

(3) 3a u3BbpIIBaHE HA TPOBEPKA HA MSICTO M0 aj. | 3asBUTENAT 3arjalia Takca
B pa3Mep, olpeiesieH B Tapudara no ui. 21, an. 2.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



Un. 154. (1) Korato MAJl ycraHOBM HENBJIHOTH B IpeACTaBEHaTa
JOKYMEHTAllUsl W/WIN HEChOTBETCTBUE MEXIY ChABPKAHMETO Ha IpeicTaBeHara
JOKYMEHTAIUsl U CHhCTOSIHUETO Ha O0EKTa WM M3MCKBAaHMATA 33 KBATM(UKAIMATA Ha
IepCOHANA, YBEJOMsBA IMCMEHO 3asBUTEJIS U J1aBa IMCMEHH YKa3aHUsl.

(2) B cinywaure nmo an. 1 cpoxsT mo wi. 155, an. 1 cnupa pga teue no
NPUBEX/1aHEe Ha 00CKTa WM Ha IOKyMEHTALUATa B CbOTBETCTBUE C U3UCKBAHMATA.

. 155. (1) (U3m. - 1B, Op. 84 ot 2018 1., B cuma ot 12.10.2018 r.)
W3nenaurennusat aupektop Ha HMAJl B cpoxk 60 aHM OT nataTa Ha IIOJlaBaHE Ha
3asiBieHueTo 1o wi. 150:

1. u3naBa paspernieHue 3a Mpou3BOJICTBO, WIH

2. IpaBU MOTUBUPAH OTKa3.

(2) (U3wm. - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102
ot 2012 r., B cuna ot 02.01.2013 r.) Pa3pemenue 3a mpou3BOACTBO CE€ M3J]aBa CaMoO 3a
MMOCOYEHUTE B 3asBJICHUETO IPOU3BOJCTBEHH JEHHOCTH M JICKApCTBEHU (GOPMH, U
JIEKapCTBEHH NPOAYKTHU, MpPEAHA3HAUYEHU 32 KIMHUYHO M3MUTBAHE, M 32 MOMEILICHUSITA,
KBJIETO I1I€ C€ U3BBPILIBAT MPOU3BOJCTBOTO, KOHTPOIBT U CHbXPAHEHUETO.

(3) AxroBere 1o an. 1 ce BppUBaT HA 3aBUTEIIA.

(4) Pa3perenueTo 3a mpou3BOICTBO € 0€3CPOYHO.

(5) Otkazpr mo am. 1, T. 2 momnexxu Ha oOXKaliBaHe MO pena Ha
AJIMUHHCTPATHBHOIIPOIIECYATHUS KOJEKC.

Un. 156. (1) IlpurexarensT Ha pa3pelieHHE 3a MPOU3BOACTBO I10/1aBa
3as1BJICHHE TIPH MIPOMSIHA Ha!

1. munero mo wi. 148, T. 2;

2. nmunara 1o wi. 149;

3. (otm. - IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 1)

4. MECTOHAXOXXJIECHUETO WM MPEYCTPOHCTBO HAa HAKOW OT OOEKTUTE 3a
IIPOU3BOJICTBO, KOHTPOJI UM ChXPaHCHUE;

5. (m3m. - ]IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) mpou3BOICTBEHUTE
JIEHHOCTH;

6. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB, 6p. 102
ot 2012 r., B cuna ot 02.01.2013 r.) npousBexgaHUTE JIEKapCTBEHU (popmu;

7. (mam. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) ThproBckaTa
perucrparus.

(2) (U3m. - IB, 6p. 67 ot 2020 r.) KbM 3asBrnenuero mo an. 1 ce mpuiarat
JIOKYMEHTH, CBBpP3aHU C MPOMSHATA, KOUTO Ca ONpPEACIICHH B 4. 156a U TOKyMEHT 3a
IIaTeHa Takca B pa3Mep, ornpeneseH B Tapudata mo ui. 21, am. 2.

(3) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBenH cpok
OT HACTBIIBAHE HA TPOMSHA Ha OOOPYIABAHETO MPUTEKATENSAT Ha Pa3pEIICHUETO 3a
IIPOU3BOJICTBO yBenoMsiBa mucmeHo MAJL.

(4) (Homa - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) [Ipurexatenar Ha
paspelieHrue 3a MPOW3BOJCTBO mojaBa B HMAJl yBenomiieHWe TpH 3amovyBaHe Ha
MIPOM3BOJICTBO 32 BCEKH HOB pa3pellieH 3a yrnoTpeda IeKapCTBeH MPOIYKT.
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(5) (IMpepumna an. 3 - JAB, 6p. 60 or 2011 r., B cmma ot 05.08.2011 r.)
Pazpemiennero 3a mpou3BOACTBO CE MPEKPATABA, B CyUYall ue MPUTEXKATEIAT My IIPEKPaTH
JIEMHOCTTA CH, 32 KOETO € JIIbXEH MUCMeHOo aa yBeaomu MAJL.

Ui 156a. (Hos - [IB, 6p. 67 ot 2020 1.) (1) IIpn npomsna mo wi. 156, an. 1, T.
1 1 2 3a9BUTENSAT NPECTABS:

1. qumuioma 3a 3aBbPILIEHO BHUCIIE 00pa30BaHUE;

2. TpyZOB JOTOBOp;

3. JOKYMEHTH, YAOCTOBEPSABAILH JAON'BIHATEIHA KBAIU(DUKAIIHS;

4. TOKYMEHT 3a TPYJIOB CTaX.

(2) M3nbiaHuTenHata areHuus IO JIeKapcTBaTa YCTAHOBSIBA CIIY:KeOHO
0o0cCTOsITENICTBATa OTHOCHO ChANMMOCTTA Ha JUIETO 1o Wi. 148, T. 2 1 Ha nunaTa 1o ui. 149,
KOrato ca ObJrapcku rpakJaHu. 3a JuiaTa, KOUTO HE ca OBIrapcKu TpakKIaHH, CbhC
3asiBJICHUETO C€ MPEJCTaBsi CBUJECTEJICTBO 3a CHAUMOCT WM AHAJIOTUYEH JIOKYMEHT,
U3JIaZIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA AbpiKaBa.

(3) Ilpu mpomsina mo 4. 156, an. 1, T. 4 3agBUTENAT TpEACTaBs CleaHaTa
JOKyMEHTAIUsl, CBbp3aHa ChC ChOTBETHATA IPOMSIHA!

l. cxema 3a wu3rpakJaHe WM MPEYCTPONCTBO Ha IIOMEIIEHUATA 3a
MIPOU3BOJICTBO, KOHTPOJ U ChbXPaHEHHE;

2. OLICHKA Ha BB3/ICHCTBUETO BBPXY OKOJIHATA CPEIA IIPU IIPOU3BOJICTBOTO Ha
JIEKapCTBEHU MPOJYKTH - B MPEABUACHUTE B 3aKOHA 3a ONa3BaHe HA OKOJHATa cpena
cilydau;

3. OCHOBEH IUIaH 3a BaJlMJUpPaHEe, BKIIOYBAI MOMEIICHUSATA, 3asBEHU 3a
MIPOMSIHA;

4. xomwe OT JOrOBOpa 3a Bb3JaraHe, KOraro HAKOU OT JEHHOCTUTE IO
IIPOU3BOJICTBO, KOHTPOJI U ChbXPaHEHUE Ha JIEKAPCTBEHUTE MPOJTYKTH C€ U3BBPIIBAT B IPYT
00eKkT Ha TepuTopusTa Ha Penybnuka beiarapus v u3BbH Hesl.

(4) Ilpu nmpomsina mo wi. 156, an. 1, 1. 4 UAJI cinyxebHO ycTaHOBsIBa
00CTOsATENICTBATa OTHOCHO HAJIMYMETO Ha pa3pellieHue 3a MOJI3BaHe WM YAOCTOBEpEHHUE
3a BBBEXKJAHE B EKCIJIoAaTalusi Ha IOMEIIEHHUATa 3a IPOU3BOJICTBO, KOHTPONI U
ChXpaHEHHE, U3JaJC€HU 10 pela Ha 3aKOHa 3a YCTPOMCTBO HA TEPUTOPUSTA, WIH HA JIPYT
BaJIMJIEH JOKYMEHT 110 CMHUCHJIa Ha 3aKOHa 3@ YCTPONCTBO HA TEPUTOPUSATA.

(5) Ilpu mpomsina mo ui. 156, an. 1, T. 5 3asgBUTENAT MpeAcTaBs cilegHaTa
JIOKYMEHTaIU:

l. cnuChbK Ha CTaHJAPTHUTE OINEPATUBHHM MPOLEAYpPU 3a MPOU3BOJCTBO,
KOHTPOJI U IOYUCTBAHE;

2. OCHOBEH IUIaH 3a BaJIMJAMpaAHE, BKIIOUYBAIl IPOILIECUTE, 3asBEHU B
IpOMSIHATA U MOJIeKAIN Ha BAJIUIUPAHE.

(6) IIpu mpomsiHa mo un. 156, an. 1, T. 6 3asBUTENAT MpEACTaBs ClieqHATA
JIOKYMEHTaIs:

l. cnuChbK ¢ MEXAYHAPOJHUTE HENMATEHTHU HAUMEHOBAaHUS U THPIOBCKUTE
HAaUMEHOBAHMUS Ha JIEKAPCTBEHUTE MPOIYKTH, JIeKapcTBeHaTa UM (opMa, ChAbpKaHUE Ha
aKTHUBHOTO BEILIECTBO B J030Ba €AMHUIIA U KOJIMYECTBO B KpailHATa OMAKOBKA;

2. CIMCHK Ha MPOLEAYPHUTE 3a MPOU3BOJCTBO, KOHTPOJ U ChXpaHEHUE Ha
JIEKapCTBEHUTE MTPOJYKTH.
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(7) Ilpu mpomsHa 1o wi. 156, an. 1, . 7 UAJI ycraHoBsiBa ciy>keOHO
oOcTosITeNcTBAaTA 10 3asBEHUTE IPOMEHU B ThPTOBCKATa PETUCTPAITHSI.

Un. 157. (1) (U3wm. - [IB, 6p. 67 ot 2020 r.) [Ipn n3naBaHe Ha pa3peiieHueTo,
C KOETO ce JI0MyCcKa IpoMsiHaTa, ce MpuiiaraT panopeadure Ha 4i. 155, kato cpokbT 3a
U3JIaBaHETO MY € JI0:

1. 14 quu - B cnydaute o wi. 156, an. 1, 1. 1,2 u 7;

2. (u3m. - [IB, 6p. 60 ot 2011 r., B cusia ot 05.08.2011 r.) 30 n1Hu - B ciiyqaute
mo ui. 156, an. 1, 1.4 - 6.

(2) (U3m. - IB, 6p. 60 o1 2011 1., B cuiia ot 05.08.2011 r.) Koraro npomenure
o ui. 156, an. 1, T. 4 - 6 He MoraT J1a ce oLeHsT no JokyMeHTH, MAJI u3BbpiiBa mpoBepka
Ha MsAcTO. B Te3u cimydam cpokbsT mo an. 1, T. 2 coupa a Tede 10 3aBbpLIBAHE Ha
IIpoBepKaTa.

(3) Pazxoaute o u3BbpIIBAHE HA MTPOBEPKA HA MSCTO IO ajl. 2 ca 32 CMETKa
HAa 3asBUTEJSL.

(4) 3a u3BbpIIBaHE HA IPOBEPKA HA MSICTO 110 aj. 2 3asBUTENIAT 3aIljiallia Takca
B pa3Mep, onpeseneH B Tapudara mo wi. 21, an. 2.

Y. 158. (1) U3nbaHuTenHaTa areHuus 1o JeKapcTBaTa BOJIM PErucTbp Mo Wil
19, an. 1, 1. 1 Ha u3nageHuTe pa3peleHus 3a IPOU3BOACTBO, KOMTO ChIbpIKa:

1. HOMep U J1aTa Ha pa3peleHUEeTo 3a IPOU3BOJICTBO;

2. uMe, ceJaNIMIIE U apecC Ha YIPaBJIECHUE HA JIMLIETO, TOJIYUYUIIO Pa3pelIeHUue
3a IPOM3BO/ICTBO;

3. ajpec Ha NOMELIEHUSATA 3a MPOU3BOJCTBO, KOHTPOJI M CbXPAHEHUE Ha
JeKapcTBaTa;

4. (m3m. - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nekapcTBeHUTE
HOPOAYKTH U (POPMUTE, 32 KOUTO € MOTYYEHO Pa3peIIeHUETO;

5. uMe Ha auneTo 1o wi. 148, T. 2;

6. UMeHa Ha nunara 1mo 4. 149;

7. naTta Ha 3aJlMYaBaHE OT PETUCTbpPA HA PA3PELICHHETO 3a MPOU3BOJICTBO U
OCHOBaHME 32 TOBA.

(2) JanHuTte OT perucTbpa Ha U3JAJACHUTE pa3pelIeHUs 32 IPOU3BOJCTBO CeE
nyOnuKyBaT Ha cTpaHuuaTa Ha MIAJl B uHTepHeT.

(3) IIpu noucksane ot EBponeiickaTta KOMHUCHS WIH OT PETYJIATOPEH OpraH Ha
nbpkaBa wieHka HWAJl mpenoctaBs wuH(popMmanMs 3a U3JaJ€HO pas3pelleHue 3a
IIPOU3BOJICTBO.

Un. 159. (1) [purexarenst Ha pa3pelieHHe 3a MPOU3BOJCTBO Haema I0
TPYAOB JIOTOBOP Hali-MajKo €AHO KBalu(uIMpaHo Juie rno wi. 148, 1. 2, koero e
IIOCTOSIHHO Ha HETOBO Pa3IOJIOKEHHE.

(2) Kpanuduuupanoto nuie mo ai. 1 TpsOBa ga oTroBaps Ha CJIEIHUTE
M3HUCKBaHUS:

1. 1a e MarucTpp Nmo MeIUIMHA, (apMaius, XUMUs, OUOTEXHOIOTUS WIH
Oononorus;
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2. 1a UMa Haii-MaJKo JBEe TOJAMHU MPAKTUYECKU OMUT BBB (HhapMalleBTUHUHOTO
MPOU3BOJICTBO W/MJIM B M3BBPIIBAHETO HA KA4YeCTBEH W KOJMYECTBEH AaHAU3 Ha
JIEKapCTBEHUTE MPOJYKTH U aKTHBHU BELIECTBA.

(3) Koraro mputexarenar Ha pa3pelieHueTo 3a MPOU3BOACTBO Ha JIEKAPCTBEH
MPOIYKT OTTOBApsl HA M3MCKBAHUSATA 110 aJl. 2, TOM MOKE J]a U3II'BJIHABA 3aIbKEHUETO Ha
KBAJTH(HULIUPAHO JIHIIE.

(4) (HoBa - 1B, 6p. 102 or 2012 r., B cuma or 21.12.2012 r.)
KBanuduuupanoTo nuie oTroBapst 3a TOBa, Y€ BBPXY OINAKOBKATAa Ha JIEKAPCTBEHUS
MIPOJIYKT Ca HAaHECEHH IMoKa3aTeuTe 3a 6e30macHocT o 4i. 168, an. 8.

(5) (IIpenumua an. 4 - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.)
Kpanuduuupanoro nuie uznaBa cepTHPUKAT 32 OCBOOOXKIaBaHE HAa BCAKa MapTHAA,
yIIOCTOBEpsIBalll, Y€ MapTUAATa JIEKAPCTBEH MPOIYKT € MPOU3BEACHA M KOHTPOJIMpaHa B
CHOTBETCTBUE C U3UCKBAHUATA HA Pa3pEIICHUETO 3a YHOTpeda Mo peaa Ha TO3U 3aKOH.

(6) (Ilpeaumrna an. 5 - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., u3m. -
B, 6p. 84 or 2018 r. (*)) Kamdumupanoro nume wu3gaBa cepTUdUKAT 3a
0CBOOOKTaBaHE Ha BCSAKA MApTUAA, yJOCTOBEPSBAIll, Y€ MAPTUAATA JIEKAPCTBEH MPOAYKT,
npelHa3HayeH 3a KJIMHUYHO U3MUTBaHe, € MPOU3Be/IeHa U KOHTPOJIUPAaHA B ChOTBETCTBUE
¢ n3uckBaHusATa Ha JloOpaTa mpOM3BOACTBEHA MPAKTHKA, C MPOU3BOACTBEHOTO JOCUE HA
MPOIYKTa U ¢ JOKYMEHTAIIUATA 32 U3IUTBAHUS JICKAPCTBEH MPOAYKT ChIlacHO PermamenT
(EC) Ne 536/2014.

(7) (Ilpegumna an. 6 - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 1.)
KBanmuduuupanoTo IuIe BOIM PETUCTBP HA U3IAICHUTE CEPTUDHUKATH 32 OCBOOOKTaBaHE
Ha BCSIKA MapTU/IA OT JICKAPCTBEHUS IPOAYKT.

(8) (ITIpeaumrnHa ain. 7, u3m. - /1B, 6p. 102 oT 2012 1., B cuma ot 21.12.2012 1.)
JlaHHHTE OT perucrbpa Mo aja. 7 ce ChbXpaHsABAT Hail-MalKoO 5 TOJUHH CIE/ MOCIETHOTO
BITMCBAHE U C€ MPEJICTABAT HAa KOHTPOJIHUTE OPTaHU IIPH MTOMCKBAHE.

(9) (ITpeaumna an. 8 - 1B, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) [Ipu
oOpa3zyBaHe Ha aIMUHUCTPATUBHOHAKA3ATEITHO MTPOM3BOJICTBO 32 HAPYIICHHUS, H3BBPIICHU
MpU U3IIBIHEHHUE Ha 3aqbJDKEHHATa Ha kBanuduuupanoro nuie, MAJl pasnopexaa Ha
NPUTEXKATENS HA Pa3pelIeHNETO 3a MPOU3BOACTBO J1a OTCTPAHU BPEMEHHO OT JITBKHOCT
KBTU(UIIUPAHOTO JIHUIIE.

(10) (ITpepumna an. 9 - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.)
Kputepunre 1 U3MCKBaHUATA KbM KBaTU(UKALMATA U O0OYISCHHETO Ha JuIlaTa mo wi. 148,
T. 2 ce omnpenensT B HapeadaTa mo ui. 152.

Uin. 160. (1) Ilpurexxarenst Ha pa3pelieHne 3a MPOU3BOICTBO:

1. (m3m. - JIB, Op. 84 ot 2018 r. (*)) ocurypsBa H3BBPIIBAHETO Ha
NPOU3BOJCTBEHUTE ONEpallid B CHOTBETCTBUE C M3UCKBaHusATa Ha [loOpara
IPOM3BOJICTBEHA MIPAKTHUKA U B CbOTBETCTBHUE ¢ o00peHata oT MAJI undopmarus mno ui.
27,an. 1, 1. 71 8, a B ClydauTe Ha JIEKaPCTBEHU MPOIAYKTH 3a KIMHUYHO M3IUTBAHE - B
CBHOTBETCTBUE C JOKYMEHTALUATa 3a W3MUTBAHUS JIEKAPCTBEH MPOIYKT CBIJIACHO
Pernament (EC) Ne 536/2014;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) u3nons3sa camo
aKTHUBHHU BEILlECTBAa, KOUTO ca MPOU3BEACHHU B ChOTBETCTBUE C U3HCKBaHuATa Ha JloOpara
MPOM3BOJICTBEHA IPAKTUKA 32 aKTUBHU BEIIECTBA,
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2a. (moBa - JIB, 6p. 102 ot 2012 1., B cuia ot 02.01.2013 1.) ce yBepsiBa, ue
NOMOIIHUTE BEIECTBA, BJAaraHu B JIEKAPCTBEHUTE MPOIYKTH, Ca IPOU3BEIEHU B
CHOTBETCTBHUE C MOAXOIAUINTE JOOPU MPOU3BOJCTBEHH MMPAKTUKU 32 TIOMOIIIHU BEIIECTBA,
orpeneneHu Ha 0a3zaTa Ha OQHIMATHA OIICHKA HA PUCKA B CHOTBETCTBUE C MIPUIIOKUMHTE
PBKOBOJICTBA, MPUETH OT EBpomeiickara koMucusi;

3. ocurypsBa IOCTOSIHHO KBaIM(UIMpPaH NEPCOHAN 3a IMPOU3BOACTBO H
KOHTPOJI ChIJIACHO M3MCKBaHUATA Ha Hapeadara mo wi. 152;

4. (m3m. - IB, 6p. 12 ot 2011 1., B cmuta ot 08.02.2011 r.) pa3nonara camo ¢
JICKapCTBEHHU MPOJYKTH, KOUTO HMAaT pa3peuieHue 3a ymnoTpeba, Mpu cra3BaHe Ha
M3MCKBAaHUATA HA TO3H 3aKOH;

5. (otm. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.)

6. yBemoMmsiBa He3a0aBHO KOHTPOJHHUTE OpraHM B Clyyail Ha cMsHA Ha
KBATH(UITUPAHOTO JHIIe 1Mo Wi. 148, 1. 2;

7. ocurypsiBa IO BCSKO BpEeME JOCTBII Ha KOHTPOJHHUTE OpTraHu [0
MOMEIIEHUATA U IOKyMEHTAIUATA;

8. ocurypsiBa Ha KBamdumupaHoro jure mo wi. 148, T. 2 HEOOXOAMMHUTE
YCIIOBUS 32 U3IIBIHEHNUE HA 3AbJDKCHUSTA MY

9. (moBa - /1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) uadopmupa
HezabaBHo WMAJI u mpurexarens Ha paspelieHHeTo 3a yrnoTpeda, ako MOoJydd
uHpOpManus, Y€ JEKApCTBEHUTE NMPOIYKTH, KOWTO MOMAAaT B OOXBaTa Ha HErOBOTO
pazpelieHue 3a MPOHU3BOJACTBO, ca GanmuudUIMpaHd WIH ChIIECTBYBAT ChbMHEHHUS 32
dammmdunmpane, HE3aBUCUMO OT TOBA JAIM TE3W JIGKAPCTBEHU NPOAYKTH ca OWIIH
pa3npoCTpaHsIBaHU B PAMKUTE HA 3aKOHHATa BEpHUra Ha JIOCTaBKa WM 1O HE3aKOHEH
HAuWH, BKJIIOYUTEITHO TIOCPEICTBOM HE3aKOHHAa mpoaaxba upe3 yciayrure Ha
WH()OPMAITMOHHOTO OOIIECTBO;

10. (moBa - /IB, 6p. 102 ot 2012 ., B cmna ot 02.01.2013 r.) mpoBepsiBa 1amu
MIPOU3BOUTENNUTE, BHOCUTETUTE WIH THPTOBIIUTE, OT KOUTO MOJTy4yaBa aKTUBHH BEIIIECTBRA,
ca perucTprpaHy OT KOMIIETEHTHHUS OpTaH Ha JbpKaBaTa WICHKaA, B KOATO Ca yCTAaHOBEHHU;

11. (HoBa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa
ABTEHTUYHOCTTA M KAYECTBOTO HA aKTUBHUTE U HA MIOMOIIHUTE BEIIECTBA.

(2) (Hosa - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [Iputexarenst
Ha pa3peuieHueTo 3a MPOM3BOJCTBO M3BBPIIBA OJUTH B OOEKTHUTE 3a MPOM3BOJICTBO U
THPrOBHUS ¢ aKTUBHU BEIIECTBA 3a cra3BaHeTo Ha JloOpara mpou3BOACTBEHA MPAKTHKA U
Job6pata muctpubyropcka npakTtuka. [Ipurexarenst Ha pa3peleHHeTo 3a IMPOU3BOICTBO
MOY€ Ja CKJIIOYH JIOTOBOP C TPETO JIUIIE J1a U3BBPIIN OAUTA OT HETOBO MME U 3a HEroBa
CMETKa.

(3) (Hosa - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) IIputexxarenst
Ha pa3pelIeHUEeTOo 3a MPOU3BOACTBO JOKYMEHTUPA MPEANpUeTUTe 1o aj. 1, T. 2 1 2a MEepKH.

(4) (ITIpenumrna an. 2 - IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 1., u3m. -
/1B, Op. 84 ot 2018 r. (*)) IIpuTexxarensT Ha pa3pelIeHHe 3a MPOU3BOACTBO ChXPaHsIBa
MOCTPUTE M JOKYMEHTAIUATa 32 MPOHW3BEIACHHUTE OT HErO JIEKAPCTBEHU NPOAYKTU U
aKTHBHHU BelIeCTBa IPHU YCJIOBUS U IO pejl, onpesesieHu B Hapeabara no wi. 152, an. 1.

(5) (ITpegumna an. 3 - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., oTM™.
- 1B, 6p. 84 ot 2018 1. (*))

(6) (Ilpenumna an. 4 - 11B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.)
JlokyMeHTaIusTa 3a BCsKa CKIF0UEHa CIeNIKa Ce ChXpaHsIBa 5 TOAWHU M ChIbpXKa JaTa,
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HaVMCHOBAHHWE HA JICKAPCTBEHHUsS MPOJYKT, JOCTABEHO KOJIMYECTBO, UME M aJpec Ha
NOJTyJaTeNs U MapTHIeH HOMep.

(7) (Ilpegummna an. 5 - JIB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 1.)
[TputexxaTenaT Ha pa3peuieHue 3a MPOM3BOJCTBO OCUTYpPSBA W MOJIBPXKA CHCTEMa 3a
OJIOKMpaHe 1 U3TETIISIHE OT Ta3apa Ha JIEKapCTBEHU IPOIYKTH, TOKAa3aJld HEChOTBETCTBUE
C U3UCKBAHMSTA 32 KAYECTBO.

(8) (Ilpemumna an. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.)
[TputexxaTenaT Ha pa3peuieHue 3a MPOM3BOJCTBO € JIBKEH Ja OJNOKHpa W J1a U3TErIn
JICKApCTBCHHUTE TPOJYKTH, IMOKA3aJId HECHOTBETCTBHE C HW3HMCKBAHUATA 33 KAdecTBO,
e(UKacHOCT 1 0€30MacHOCT, [0 peia Ha HapendaTa mo 4i. 274, an. 1.

(9) (IIpemummna an. 7 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.)
[TputexxaTenaT Ha paspelieHue 3a MPOU3BOACTBO € JIBKEH Ja OChbBPEMEHsSBA
NPOM3BOJICTBEHUTE METOJM B CHOTBETCTBHE C PAa3BUTHETO HA HOBUTE TEXHOJIOTHUH W
pa3paboTBaHETO HA JIEKAPCTBEHU MPOAYKTH 33 U3ITUTBAHE.

(10) (Hosa - IB, 6p. 12 ot 2011 1., B crta ot 08.02.2011 r., mpeauniHa ai. §,
u3Mm. - JIB, 6p. 102 ot 2012 r., B cmta ot 02.01.2013 r.) Bb3 ocHOBa Ha pa3pelIeHUETO 32
NPOM3BOJICTBO, M3/aJCHO IO pela Ha TO3M pasliell, MPUTSKATESIAT My MOXKE Ja
OCBIIECTBSIBA BHOC Ha ITOMOIIHHU BEIIECTBA, HEOOXOIMMH 3a IPOM3BOJCTBOTO Ha
JICKApCTBCHUTE TIPOJIYKTH, TIOCOUYCHH B Pa3pEIICHUETO 3a IPOU3BOJICTBO.

(11) (Hosa - B, 6p. 67 or 2020 r.) [lpurexarenar Ha pa3pelicHue 3a
NIPOM3BOJICTBO TIOCTaBsl BHPXY BTOpPHYHATA OMAKOBKA, a aKO HsAMa TaKaBa - BBPXY
I'bPBUYHATA OMTAKOBKA Ha JICKAPCTBEHUTE IPOAYKTH, ONIPE/ICIICHU B Jlelernpan periiaMeHT
(EC) 2016/161, nokazatenute 3a 6e3omacHocT 1o wi. 168, an. 8.

Un. 160a. (Hos - JIB, 6p. 60 ot 2011 r., B cmima ot 05.08.2011 1.) (1)
M3nbnaurennuar aupektop Ha MAJI che 3amoBes oTHEMa M3aJCHOTO pa3pelieHue 3a
MIPOU3BOJICTBO, KOTATO HE Ca HAJIMIIE YCIOBUATA 1O Wwi. 148 1 He ca cria3eHr U3UCKBAHUATA
Ha JloOpaTa mpou3BOICTBEHA NMPAKTHKA, OTMPEICTICHH 10 peaa Ha wi. 152.

(2) Wzneanutennust aupekrop Ha WMAJl cbc 3amoBen mpekparsBa
pa3penIeHneTo 3a MPOU3BOJICTBO:

1. mo mUCMEeHO MCKaHe Ha TPUTEXKATENs My;

2. Ipy peKpaTsIBaHe Ha JCHHOCTUTE, 32 KOUTO € U3JIaJICHO;

3. mpu 3aMYaBaHe PErUCTpaIusITa Ha ThProBela;

4. mpu cMBPT HA (PU3UUECKOTO JIHIIE - €AHOIMYEH ThPIrOBELL.

(3) 3amoBenta mo am. 1 Moxke ma ce oOxamBa 1O pena Ha
AIMUHUCTPATUBHONIPOIIECYATHUS KOJCKC, KaTO 00)KAIIBAHETO HE CITUPA U3ITBITHEHHUETO.

Paznen II.
BHoc Ha jgekapcTrBenn npoaykrtu (3ari. uzm. - IB, op. 102 ot 2012 r., B cui1a
or 02.01.2013 r.)

Un. 161. (1) (U3m. - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) BHOC Ha
TepuTopHsTa Ha PemmyOnnka bearapus ot Tpeta IbpkaBa Ha BCHUYKH BHJIOBE JICKAPCTBEHH
MPOJYKTH, U HA JIGKAPCTBEHU MPOAYKTH, IPEeTHAZHAYCHH 32 KIMHUYHO U3MHUTBAHE, MOTAT
Jla U3BBPIIBAT caMO (YU3UUCCKH WITH FOPHINICCKH JIUIA, PETUCTPUPAHH KaTO ThPTOBIIH 10
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3aKOHOJATEJICTBOTO HA IbprKaBa 4YIEHKA, KOMTO ca MOJIYYWIM pa3pelieHue 3a BHOC,
U3J1aJICHO OT U3NbJIHUTENHUA qupekrop Ha MAJL

(2) 3a na moxyum paspelieHue 3a BHOC, IMIETO 1o al. 1 TpsOBa aa pa3mosnara:

1. (u3m. - IB, Op. 102 ot 2012 r., B cuia ot 02.01.2013 1.) 1o Bcsiko Bpeme
Hali-MaJIko ¢ eIHO KBaIU(UIIMPAHO JIMLE, KOETO OTToBaps Ha M3MCKBaHUATA Ha wi. 159,
an. 2 u 10;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ¢ maboparopus 3a
KOHTPOJI Ha KaueCTBOTO B CHOTBETCTBHE C M3MCKBaHMATA HAa Hapeabata mo wi. 152 u
MOMEIIEHUS 32 ChXpaHEHHE Ha JIEKapCTBEHUTE MPOAYKTH, U Ha JIEKAPCTBEHUTE MPOAYKTH
3a KIMHAYHO HW3MUTBaHE, CHAOJIEHH C HEOOXOAMMOTO TEXHHYECKO 00OpylBaHEe, B
CHOTBETCTBUE C U3UCKBAaHUATA HA HapeabaTa mo wi. 198.

Ui 162. (1) 3a momyyaBaHe Ha pa3pelieHue 3a BHOC JIUIETO 1Mo wi. 161, ai. 1
noxaBa B MAJIl 3asBieHune mo oOpasel, yTBBbPJEH OT HW3MBJIHUTEIHUS TUPEKTOP Ha
areHIuATa.

(2) KbMm 3asBnenuero mno ai. 1 ce mpumnarar:

1. (m3m. - JIB, 6p. 71 oT 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 60 ot
2011 r., B cuma or 05.08.2011 r.) mannm 3a EnunHHMS WAeHTH(QHUKAIMOHEH KOJA HA
ThProBela Uik Koornepanusita oT TsproBCKus perucTbp, a 3a Apy>KecTBaTa, perucTpupaHu
B JIbprKaBa - WieHKa Ha EBponeickus cbio3, Wi B AbpxKaBa - crpana no CriopazyMeHHueTo
3a EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - TOKYMEHT 3a aKTyalHa PErUCTpanus o
HAI[MOHAJTHOTO 3aKOHOJATEJICTBO, M3AaJ€H OT KOMIIETEHTEH OpraH Ha CbhOTBETHATa
IbpKaBa;

2. (u3m. - 1B, 6p. 102 ot 2012 r., B cmma ot 02.01.2013 1., usm. - 1B, Op. 67
ot 2020 r.) COUCBHK C MEXKIYHAPOJIHUTE HEMATEeHTHW HAMMEHOBAaHUS U THPTOBCKUTE
HAaUMEHOBAHMSI Ha JIEKAPCTBEHUTE MPOJYKTH, JIeKapCTBeHaTa UM (opMa, ChIbPKAHUETO
Ha aKTHBHOTO BEIIECTBO B J1030Ba €AMHHUIIA U KOJIMYECTBO B KpailHaTa ONaKoBKa;

3. (mom. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) xomme oOT
pa3pelIeHneTo 3a MPOM3BOJCTBO, M3/aJCHO OT pEryJaTOpHHMsS OpraH Ha JIbpiKaBara
M3HOCUTENl U cepTU(UKAT, YyJOCTOBEpsBalll CHOTBETCTBUETO HA YCIOBHUSTa 3a
IPOM3BOJICTBO, KOHTPOJ M ChXpPaHEHUE CbC CTaHAAPTH, Hai-MaJKo E€KBUBAJIEHTHH Ha
cta"aapTture Ha JloOpaTa Mpon3BOACTBEHA MTPAKTHKA;

4. NTOKYMEHTH, C KOUTO C€ yJI0CTOBEepsBaT oOcTosTencTpara no wi. 159, an. 1
U 2 3a KBAIU(PULIUPAHOTO JIUIIE;

5. naHHHM 3a ajpeca Ha JabopaTopus Ha TepuTopusTa Ha Penmyonuka bearapus
3a U3BBPIIBAHE HAa I'bJIEH KOJUYECTBEH M KAYECTBEH aHAJINW3 Hal-MaJIKO Ha aKTUBHUTE
BEIIIECTBA U Ha BCUUKH JPYTd TECTOBE M MPOBEPKH 3a JOKa3BaHE HA KaueCTBO Ha BCsAKa
BHECEHA MapTH/Ia JIEKaPCTBEH NPOAYKT B ChOTBETCTBHE C M3UCKBAHUATA HA Pa3pelIEHUETO
3a yrnotpeda 1o pejia Ha TO3M 3aKOH U a/Ipec Ha MOMEIEHHUATA 32 ChbXPaHEHHE;

6. TOroBOp, B KOWTO Ca ONPEAEIICHH OTTOBOPHOCTUTE HA BCSIKA OT CTPAHUTE
[0 OTHOIIEHHUE CMa3BaHETO Ha NMpHHUUIHUTE Ha JloOpaTa MpOM3BOJACTBEHA MPAKTHUKA OT
U3ITBIHUTENS, U HAUUHBT, IO KOWTO KBaTM(ULIKUPaHOTO jaule mo wi. 161, an. 2, 1. 1 me
U3ITBJIHABA 331bJDKEHHSTA CH, B CITydauTe, KOraTo JIMLEeTo 1o ui. 161, an. 1 He pa3nonara
cbC coOCTBEHa 1abopaTopus;

7. TOKYMEHT 3a [UIaTeHa Takca B pa3Mmep, onpeieseH B Tapudata mo wi. 21, ai.
2.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



(3) (Homa - IB, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r.) [Ipu nmocTwenBane
Ha 3asBieHue no an. 1 MAJI onensBa nmopazeHara JOKYMEHTAIMS M U3BBPILBA IIPOBEPKA
Ha MSCTO Ha JJabopaTopHsTa 3a KOHTPOJI U IIOMEIICHUATA 32 ChXpaHeHHE Ha JIEKapCTBEHU
NPOJAYKTH W HA JICKAPCTBEHU MPOIYKTH, MPEAHA3HAYCHU 32 KIMHHUYHO HM3MUTBAHE, 32
YCTaHOBSIBAHE Ha CHOTBETCTBUETO UM C HM3UCKBaHHATa Ha JloOpara mpou3BOJCTBEHA
npakTuka u Ha JlobpaTa quctpulOyTopcKa mpakTHKa.

(4) (ITpeaumna an. 3 - J1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Korato
NOMEIICHUATa 32 TPOU3BOACTBO Ca pA3MOJIOKEHH B TpeTa [AbpiKaBa, C KOSTO
EBporneiickata OOIMIHOCT MMa MOANMCAHO CIIOpa3yMEHHE 3a B3aWMHO MpPU3HABAaHE Ha
ceprudukaru 3a [JoOpa nmpousBoACTBEHA MPaKTHKa, JUIara mo wi. 161, an. 1 mpunarat
KbM 3asBJICHUETO aJpeca Ha BCSIKO IOMEIICHHWE 3a MPOHU3BOACTBO HA JIEKApCTBEHU
MPOJYKTH, aKTUBHU BEIIECTBA WM JICKAPCTBEHH MPOIYKTH, IPEIHA3SHAYCHH 32 KIIMHUIHO
U3NUTBAaHE, HAMMEHOBAaHUE, CENAIMILE U aJpec Ha YNpaBlieHHE Ha JULETO, MOIYyYUIIO
paspenieHne 3a TPOM3BOJCTBO, CEPTH(HKAT, YIOCTOBEpsBAIl CHOTBETCTBHETO Ha
YCIIOBUSATA 32 MIPOU3BOJICTBO, KOHTPOJI U ChbXPAHEHHUE ChC CTAaHIAPTH, EKBUBAJICHTHU HA
CTaH/JapTUTE, YTBBPJCHU C HM3UCKBaHWsATAa Ha JloOpara MpPOM3BOACTBCHA NpPAKTHKA, U
MMETO Ha KBATU(UIIUPAHOTO JIHIIE.

(5) (Ilpeaumina ain. 4, uzm. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.)
B cnyuaute, paznuunu ot an. 4, MAJI u3BbpiBa mpu HEOOXOAUMOCT IIPOBEPKA HA MSCTO
3a YyCTaHOBSIBAaHE Ha CHOTBETCTBHE HA JIOKYMEHTAIMTA C yCJIOBHUATA 32 MPOU3BOJICTBO,
KOHTPOJI U ChXpaHEHHE Ha JIEKAPCTBEHUTE MPOIYKTH B JIbpikaBara u3HocuTen. llpu
YCTaHOBsIBaHE Ha ChOTBeTCTBHE C JloOpata mpowm3BoacTBeHa mpaktuka MAJI u3maBa
cepTuduKar.

(6) (Ilpeaumina ain. 5, uzm. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.)
Pasxonure 3a n3BbpIIBaHE HA MPOBEpKaTa Ha MSCTO IO all. 5 ca 3a CMEeTKa Ha BHOCHUTEIIS.

(7) (Ilpeaumina ain. 6, u3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.)
3a uU3BBHpILIBAHE HA MMPOBEPKA HA MACTO MO ajl. 3 WIIM MO all. 5 3asBUTENAT 3aruialia Takca
B pa3mep, omnpezeneH B Tapudara no wi. 21, an. 2.

Un. 163. (1) Kpamudpunupanoro mure mo wi. 161, an. 2, 1. 1 uznmasa
cepTU(HKAT 3a OCBOOOXKJIaBaHe Ha BCsKa MapTHIA, YIOCTOBEpsBalll, Y€ BHECEHaTa
napruaa JCKApCTBEH HNPOAYKT OT TpETa AbpiKaBa, HC3aBUCHMMO Jajikd IPOAYKTBT €
IIPOM3BENIEH MM HE B Jpyra IbpKaBa WICHKa, Npeau Ja ce IyCHE Ha Ia3apa Ha
TeputopusTa Ha PenmyOnuka bbarapus, e moaoxkeHa Ha 'bJIEH KAU€CTBEH U KOJIMYECTBEH
aHaju3, Hali-MaJKO HAa AaKTHBHUTE BEILIECTBA, U Ca W3BBPIIEHH BCHYKH HEOOXOAUMHU
HU3NMTBAHUA U ITPOBEPKH B CHLOTBCTCTBUC C U3UCKBAHUATA 34 U3aBaHC HA Pa3pCUICHUC 3a
ynoTpeba no peja Ha TO3U 3aKOH.

(2) Koraro mapTtunara jgeKkapcTBeH HMPOAYKT, BHECEHA OT TPETa Jbp)KaBa, €
NOJ/UIOKEHA HAa aHAIM3WUTE Mo al. 1 B Jpyra JbpikaBa WIEHKAa M C€ MPUIpPYKaBa OT
ceptudukat 3a 0cBOOOXKAaBaHe Ha MApTUATA, OJIUCAH OT APYro KBaTU(UIUPAHO JUIIE,
HE Ce M3MCKBA MPOBEXJaHEe HAa KOHTPOJIHM M3MUTBaHMS Ha TepuTopuara Ha PemyOnuka
bearapus.

(3) Koraro nmaptuiara gekapcTBEH MPOAYKT € BHECEHA OT TpeTa JbpikKaBa, C
kosiTo EBpomneiickara oOLIHOCT MMa MOJIMUCAHO CHOpPa3yMEHHE 3a B3aMMHO NpPU3HABaHE
Ha cepru¢ukara 3a Jlobpa npou3BoACTBEHA MPAKTUKA, KBATU(UIIUPAHOTO JIUIIE U3]aBa
ceptudukar 3a ocBoOOKJaBaHE HA TAapTUaTa Bb3 OCHOBA Ha MPUApY>KaBalaTa napTuaara
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JTOKyMeHTaIus, 6e3 J1a ce Hajlara /ia U3BbpIlBa KOHTPOJIHU U3MUTBAHUS HA TEPUTOPUSITA
Ha PerryOnuka brirapust.

(4) (OT™m. - 1B, 6p. 84 ot 2018 1. (*))

(5) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(6) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., ot™. - JIB, 6p. 84
ot 2018 1. (*))

(7) KBanudumupanoto nuie mo ai. 1 cbxpaHsBa JOKyMEHTALUsATa 32 BCAKA
BHECEHA MapTua JIEKAPCTBEH NPOAYKT Hal-MaJKO 5 TOAUMHM M s NPEACTaBs NpuU
MOMCKBaHE Ha KOHTPOJIHUTE OpraHHu.

(8) IIputexxarensr Ha pa3pellleHUE 3a BHOC OCUTYpsIBa M MOAAbpXkKa CUCTEMA
3a OyioKMpaHe M U3TENVIAHE OT Ila3apa Ha JIEKapCTBEHH TMPOJIYKTH, IOKa3alu
HECHOTBETCTBUE C U3UCKBAHUATA 3a KAYECTBO.

(9) IlputexaTensar Ha pa3pelIeHre 3a BHOC € IThKEH J1a OJIOKKpa U 1a U3TETIN
JIEKapCTBEHUTE MPOAYKTH, [10KA3aJIU HECHOTBETCTBUE C U3MCKBAHMTA 32 0€30MaCHOCT U
e(hUKacHOCT, ChIVIACHO Hapeabara mo wi. 274, an. 1.

(10) (U3m. - IB, 6p. 12 o1 2011 1., B cruta ot 08.02.2011 r.) Pasnopendure Ha
yi. 160, an. 1, 7. 4 u 7 ce nmpuiarat u 1o OTHOILICHHE HA MPUTESKATEIUTE HA pa3pelieHre
3a BHOC.

(11) ITpurexatensat Ha pa3pelIeHHE 32 BHOC OCUTYPSIBa Ha KBATU(DUIIUPAHOTO
mune 1o wi. 161, an. 2, 1. 1 HeoOX0IUMHTE YCIOBUS 32 U3ITBIHEHUE HA 33IbJDKCHHUSTA MY
U yBeJIOMsIBa HE3a0aBHO KOHTPOJHUTE OPTaHU MPH HEroBaTa MPOMSIHA.

(12) Ilpu oOpasyBaHe Ha aAMHHUCTPATHBHOHAKA3aTEITHO MPOU3BOJCTBO 3a
HApYIICHUS, U3BBPIIECHU MPU H3MBJIHEHUETO Ha 3aAbJDKCHHSITa Ha KBaTU(UIUPAHOTO
mune, MAJl pasmopexkna Ha IpuTekaTessd Ha pPa3pelIeHMETO 3a BHOC Ja OTCTPaHU
BPEMEHHO KBaNU(UILIMPAHOTO JUIIE OT ITbKHOCTTA.

Un. 163a. (Hos - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Korato
HNAJl ycraHOBM HEMBIHOTH W HEAOCTATBIM B IMpEICTaBEHATa JOKYMEHTAIHS, TS
yBeJIOMsIBa MUCMEHO 3asiBUTENS U J]aBa MMCMEHU YKa3aHHUS.

(2) B cnyuaure mo an. 1 cpoksT mo wi. 164, an. 1 cnupa ga tede 10
NPUBEX/1aHE Ha JOKYMEHTAIUATa B CbOTBETCTBUE C U3UCKBAHUSATA.

Y. 164. (1) Uznenautennust aupextop Ha MAJI n3naBa pasperienue 3a BHOC
B cpok 30 JAHM OT Jarara Ha TMOJaBaHE Ha 3asBJIEHUETO MO Wi. 162 WM MOTHBHUPAHO
OTKa3Ba.

(2) OrtkazpT mno an. | momiexu Ha oOXkaldBaHe IO pega Ha
AZIMUHHUCTPAaTUBHOIIPOLIECYAIHUS KOJEKC.

(3) PaspemieHneTo 3a BHOC Ce HM3/1aBa CaMoO 3a IMOCOYCHHUTE B 3asBICHHETO
JIeKapCTBEHU MPOAYKTH, TEXHU (POPMH aKTHBHU BEILIECTBA U 32 TIOCOYCHUTE JIEKAPCTBEHU
NPOAYKTH, IPEeIHA3HAYCHH 3a KIMHUYHO M3MHUTBAHE, U 32 MOMEIICHUSTA, KBIETO IIe Ce
U3BBPIIBAT KOHTPOIBT U CbXPAHEHUETO.

(4) PazpemienueTo 3a BHOC € 0€3CpOYHO.

Uin. 164a. (Hos - JIB, Op. 67 ot 2020 r.) [IpuTexaTensT Ha pa3penieHue 3a
BHOC OCHUTYpsIBa MOCTaBSHETO BHPXY BTOpUYHATA OMAKOBKA, a aKO HAMa TaKaBa - BbPXY
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IbpBUYHATA OINAKOBKA, HAa JIEKAPCTBEHUTE MPOAYKTH, ompejaeicHn B Jlenerupan
pernament (EC) 2016/161, moka3zarenute 3a 6e3onacHocT mo wi. 168, an. 8 u ocurypsipa
BBBSKJAHETO HA WHIMBHUIYaTHUS WICHTH(QHUKAIMOHEH Oeler Ha BCSKAa ONAaKOBKa B
CUCTeMaTa OT perucTpu B chorBeTcTBHE ¢ Jlenerupan pernament (EC) 2016/161.

Ui 165. (M3wm. - JIB, 6p. 67 ot 2020 1.) (1) IIpurexxarensat Ha pa3pelieHue 3a
BHOC OT TpeTa abprkaBa noaasa B MAJI 3asBieHue pu npoMsiHa Ha:

1. aumero mo un. 161, am. 2, 1. 1;

2. CIUCBhKA C MEXIYHAPOJHUTE HENMATEHTHW HAUMEHOBAHUS U THPIOBCKUTE
HAaUMEHOBAHUS Ha JIEKAPCTBEHUTE MPOAYKTH, JIeKapcTBeHaTa uM (opma, ChAbpKaHUE HA
AKTUBHOTO BEILIECTBO B J]030BA €MHUIIA U KOJIMUYECTBO B KpaliHaTa OIIaKOBKa,

3. agpeca Ha maboparopusTa o wi. 161, am. 2, 1. 2;

4. ThproBcKaTa perucrparus.

(2) KpMm 3asBienuero mo ain. 1 ce mpuiarat JOKYMEHTHUTE, CBBP3aHHU C
IIPOMSIHATA, OINpeeIeHH B Wil. 165a, 1 JOKYMEHT 3a IIaTeHa Takca B pa3Mep, ONpeesieH
B Tapudara mo 4i. 21, ai. 2.

Ui 165a. (Hos - [IB, 6p. 67 ot 2020 1.) (1) IIpn npomsna o wi. 165, a. 1, T.
1 3asBUTENAT IpECTaBs ClieHATa JOKYMEHTAIUA:

1. qumoma 3a 3aBBPIIECHO BUCIIE 00pa30BaHUE;

2. TpyZOB JOTOBOp;

3. JIOKYMEHTH, YAOCTOBEPSABAIIH JONBIHATEIHA KBAIU(DUKAIIHS;

4. TOKYMEHT 3a TPYJIOB CTaX.

(2) M3nbaHuTenHaTa areHuus IO JIeKapcTBaTa YCTAHOBSIBA CIIY:KEeOHO
o0cTogTeICcTBaTa OTHOCHO CHAMMOCTTA Ha jumeTo mo ui. 161, am 2, 1. 1, xoraro ¢
OBITapCKU TPaKJIaHUH. 3a JIMIIAaTa, KOUTO HE ca OBIrapcKu rpakKIaHu, ChC 3asBICHUETO
ce MpeAcTaBs CBUIETEJCTBO 3a CHAWMOCT WJIM AHAJIOTMYEH JIOKYMEHT, HM3JaJeH OT
KOMIIETEHTEH OpI'aH Ha ChOTBETHATA IbprKaBa.

(3) Ilpu mpomsiHa mo wi. 165, an. 1, T. 2 3a9BUTENSIT MPEACTaBs ClieIHATA
JOKYMEHTAIUS:

1. cnMChK ¢ MEXAYHAPOTHUTE HENMATEHTHH HAMMEHOBAHUS W THPTOBCKHUTE
HalMEHOBAHHUS Ha JIEKAPCTBEHUTE MPOJIYKTH, JIEKapCTBEHaTa UM (opMa, ChIIbpXKaHUE Ha
AKTHBHOTO BEILIECTBO B JI030Ba €MHUIIA U KOJIMYECTBO B KpalfHaTa ONAaKOBKa,

2. CHUCHK Ha TNPOLEAYPUTE 3a MPOU3BOJCTBO, KOHTPOJI M ChXpaHEHHE Ha
JIEKapCTBEHUTE MPOIYKTH.

(4) ITpu mpomsHa no wi. 165, an. 1, T. 3 3a9BUTENAT MPEACTaBs JAHHUTE 1O
. 162, an. 2, T. 5 ¥ KOMKME OT JOTOBOpa B ciiydauTe 1o wi. 162, an. 2, T. 6.

(5) IIpu mpomsna mo wn. 165, an. 1, 7. 4 UAJI ycraHoBsiBa ciayxeOHO
oOcTosiTeNncTBaTa 10 3asBEHUTE IPOMEHHU B ThPTOBCKATa PETUCTPALIUS.

Un. 166. (1) [Ipu n3naBaHe Ha pa3penieHUueTo, ¢ KOETO Ce JOMMyCKa MPOMsIHATA,
ce mpuaraT pa3nopenouTe Ha 4. 164, KaTo CPOKBT 3a U3/IaBAaHETO MY €:

1. B cmyvaure no wi. 165, an. 1, 1. 1,2 u 4 - no 14 quu;

2. B caydanTte o wit. 165, an. 1, 1. 3 - no 30 nuwm.

(2) Koraro mpomsiHata mo wi. 165, an. 1, . 3 He MOXe J1a ce OLIEHU IO
nokymenTu, MAJI n3bpiiBa npoBepka Ha MsacTo. B te3u ciyyau cpoksT mo ai. 1, 1. 2
CIMpa J1a Teue /10 3aBbPIIBAHE HA MPOBEPKATa.
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(3) Pa3xoaure mo M3BBpIIBaHE Ha MPOBEPKA HA MSCTO 1O all. 2 ca 32 CMETKa
Ha 3asIBUTEJIS.

(4) 3a u3BBpIIBaHE HA MPOBEPKA HA MSCTO T10 AJI. 2 3asABUTEIIAT 3aIUIallla TaKkca
B pa3Mep, orpeieNieH B Tapudara no wi. 21, an. 2.

Uin. 167. (1) M3nbiiHuTETHATA areHLusl 110 JIeKapcTBaTa BOJU PETUCTHP M0 YJl.
19, an. 1, T. 2 Ha U3AAACHUTE PA3PEIICHUS 3a BHOC, KOUTO ChIbPXKA:

1. HOMep U J1aTa Ha pa3pelIeHUETo 3a BHOC,

2. HaMMEHOBaHUE, CeJIATHILIE U aJpec Ha yIPaBICHUETO Ha JIULETO, TOTYYUIIO
paspelnieHue 3a BHOC;

3. azpec Ha TMOMENICHMSTA 33 KOHTPOJ M ChbXpaHEHHE Ha JIEKAPCTBEHHUTE
TIPOJTYKTH;

4. (m3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) nexapcTBeHUTE
MPOIAYKTH U (POPMHUTE, 33 KOUTO € IMOTYICHO Pa3pEIICHUETO;

5. uMme Ha nunero nmo 4. 161, an. 2, 1. 1;

6. 1aTa Ha 3aJIMYaBaHe OT PETUCThPa Ha Pa3pEIICHUETO 3a BHOC U OCHOBAHHUE
3a TOBa.

(2) Jannu ot peructbpa ce nyoaukyBaT Ha cTpaHunara Ha MIAJI B unTepHer.

Paznea I11.
IIpou3BoaCTBO, BHOC M THProBUs Ha epo ¢ akTuBHM Bemectsa (Hos - /1B,
op. 102 ot 2012 r., B cua1a ot 02.01.2013 r.)

Un. 167a. (Hos - IB, Op. 102 ot 2012 r., B cuma ot 02.01.2013 r.)
IIpon3BOACTBO, BHOC MIIM THPrOBUS HAa €ApO C AKTUBHM BEILIECTBA MOTaT J1a W3BBHPIIBAT
caMO (U3MUECKHM WM IOPUIMYECKH JIMIa, PErucTpUpaHd KaTo TBHProBUU IO
3aKOHOJIATEJICTBOTO Ha JIbprKaBa YjieHKa U BIIMCAaHU B perucThbpa mno uwi. 167r.

Un. 1676. (Hos - [AB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) (1) 3a
BIIMCBaHE B perucThbpa mo wi. 167t 3asButenar noaasa B MAJI 3asBnenue mo obpaserr,
YTBBPJEH OT U3IIBIHUTENHUS AupeKkTop Ha MAJI, koeTto chabpxa:

1. ume, cenanuine U agpec Ha ynpaBjieHUE Ha JIMLETO 1o wi. 167a;

2. CIMUCHK HA aKTUBHUTE BEIECTBA, KOWUTO III€ C€ BHACAT, TPOU3BEKIAT WU
THPIyBarT;

3. IEHHOCTUTE, KOUTO JUIETO 1Mo Wi. 167a 111e u3BbHpIBa;

4. ampec Ha TIOMEIIEHUSATA W JaHHU 3a TEXHHYECKOTO OO0OpyJaBaHE 3a
OCBIIIECTBIBAaHE Ha JIEWHOCTTA Ha JWIlaTa Mo wi. 167a.

(2) KbM 3asBnenuero no an. 1 ce npunarar:

1. nmaHHW 3a €OWHHUA WJISHTU(UKAIMOHEH KOJ Ha ThProBena, a 3a
JIPY’KECTBATa, PETUCTPUPAHU B IbP>KaBa YICHKA - TOKYMEHT 33 aKTyalHa pErucTpalus 1mno
HAIlMOHATHOTO 3aKOHOJATEJICTBO, HM3MaJeH OT KOMIIETEHTeH OpraH Ha ChOTBETHATa
J'bPKaBa;

2. TOKYMEHT 3a IJTaTeHa Takca 1o wi. 21, ain. 2.
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(3) B cpok 60 naM OT MOCTHIIBaHE HA 3asBJICHUETO M JOKYMEHTAIMATA 110 aJl.
1 u 2 UAJI B3 OCHOBA Ha OLIEHKA Ha PUCKa:

1. BnucBa nuiero nmo wi. 167a B peructspa mno 4wi. 167r, 3a KOeTo ro
YBEIOMSIBA, WIH

2. yBeIOMSIBa 3a JaTara Ha U3BBPIIBAHE HA MHCIEKIHUS 32 YCTAHOBSIBAHE Ha
CbOTBETCTBUETO HA YCJIOBHATAa 3a M3BBpPIIBAHE Ha JeiHocTuTe mo wi. l67a ¢
n3ucKkBaHuATa Ha JloOpaTa mpou3BOACTBEHA MpakTUKa 1o 4wi. 152, an. 1 u Ha J{o6pure
TUCTpUOYTOPCKU MPAKTUKU Ha aKTUBHH BelecTBa Mo wi. 198.

(4) Korato B pe3ynraT Ha MHCHeknusara mo air. 3, T. 2 MAJI ycraHoBu
CBHOTBETCTBHUE C M3UCKBaHUATA Ha JloOpaTa MpOM3BOJICTBEHA MPAKTUKa 110 Wwi. 152, an. 1 u
Ha JloOpute nuctpuOyTOpPCKM MPaKTUKU Ha aKTHBHU BellecTBa mo wi. 198, T BhucBa
3asiBUTENIS B pErucTbpa 1o wi. 167r, 3a KOETO TO YBEIOMSIBA.

(5) Pa3zxoauTe 3a M3BBPIIIBAHE HA MHCTIICKIIUATA T10 al. 3, T. 2 ca 3a CMETKa Ha
3asIBUTEIIS.

(6) 3a u3BbBpIIBaHE HA MHCIEKIUATA 110 aJl. 3, T. 2 3asBUTEJIAT 3aruiamia Takca
B pa3Mep, orpeeseH B Tapudara no wi. 21, an. 2.

(7) B cnyuaute mo an. 3, 1. 1 u an. 4 3agBUTENAT MOXKE Ja 3alo4yHE Aa
OCBUIECTBSIBA IEHHOCTTA CH CJIE]] BHUCBAHETO B PETUCTbpa Mo wi. 167r.

Un. 1678. (Hos - JIB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) Koraro B
cpoka mo ui. 1676, an. 3 MAJI He yBemomu, ue mie ObAe W3BBPIICHA WHCIEKIIUA,
3asIBUTEIISIT MOYKE Jla 3aIlI0YHE OCBIIECTBIBAHETO HA AJSHHOCTTA.

Yn. 167r. (Hos - [IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1.) (1)
W3nbiiHUTETHATA areHIUs 10 JIGKApCTBAaTa BOJAM IyOJMYEH PETUCTHP HA BHOCHUTEIUTE,
MIPOU3BOIUTEIIUTE M THPTOBIIUTE HA PO C aKTHUBHH BEIIECTBA, KOWTO ChIbPXKA:

1. uMme, cemanuile u aapec Ha yIpaBJiIeHUEe Ha JIULETO 1o wi. 167a;

2. CIUCHK HAa AKTUBHUTE BEIECTBA, KOWTO C€ BHACAT, MPOU3BEXKIAT WU
ThpPIyBaT;

3. IEHHOCTUTE, KOUTO JUIETO 1Mo Wi. 167a 111e u3BHPIIBa;

4. anpec Ha TOMEIICHUSTA, B KOUTO CE U3BBHPIIAT IEHHOCTUTE;

5. 3a0€eNeKKH 110 BIUCAHUTE 00CTOSATEIICTBA.

(2) U3mpaHUTENHATA areHIIKS 110 JIeKapcTBaTa BbBEXK/1a B 0a3ara JaHHU IO 4Jl.
147 wrdopmarus 3a perucTpUpaHUTEe BHOCUTEH, TPOU3BOIUTEIIA U THPTOBIM HA €JIPO C
aKTHBHHU BEILIECTBA.

Un. 167a. (Hos - IB, 6p. 102 ot 2012 ., B cuna ot 02.01.2013 r.) (1) JIuneto
no 1. 167a nonasa B UAJI exxeronino a0 31 ssHyapH yBe1OMIJIEHHE 3@ HACTBITMIIU IPOMEHU
B MH(OpMaLuATa, BIUCAHA B perucThpa 1o wi. 167r.

(2) [Ipn HacTbIBaHEe HA MPOMEHU, KOUTO MOTAT Jia MOBIUSIAT Ha KA4YECTBOTO
WM Ha 0e30MacHOCTTa Ha aKTHUBHHUTE BEILECTBAa, KOUTO CE€ MPOU3BEXkIAT, BHACAT HIIU
pasnpocTpaHsBaT, JIMIETo 1o 4wi. 167a yBenmomsisa MAJI HezabaBHO.

Y. 167¢. (Hos - B, 6p. 102 or 2012 r.) (1) (B cuna ot 02.01.2013 r.)
HpOI/ISBO,Z[CTBOTO, BHOCBHT U ThbProBUATA HA €IPO C aKTUBHHU BCIICCTBA HA TCPUTOPHUATA HA
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Peny0Onuka bbarapus, BKIIOUNTETHO HAa aKTUBHU BEILIECTBA, IPEAHa3HAUYECHHU 32 U3HOC, Ce
U3BBpIIBA B CchoTBeTcTBHE C JloOpata mpou3BojacTBeHa TmpakTuka U JloOpute
JUCTPUOYTOPCKH MPAKTUKU 32 aKTUBHH BEILIECTBA.

(2) BrocuTtenute MoraT /1a BHacsT aKTUBHH BEILECTBA CAMO aKO €a CIIa3€HU
CJIETHUTE YCIIOBHUS:

1. (B cuma or 02.01.2013 r.) akTUBHHTE BelIECTBAa ca OWJIM MPOU3BEACHU B
CHOTBETCTBUE ChC CTaHAapTH 3a J[oOpa mpou3BOACTBEHA MPAKTHKA, KOUTO Ca Half-MaJIKO
€KBUBAJICHTHU HA YCTAaHOBEHUTE OT EBpomnelickus cbro3, U

2. (B cuma or 02.07.2013 r.) akTMBHUTE BEIIECTBAa C€ MPUIPYKABAT OT
IMCMEHO NOTBBPKIECHNE OT KOMIIETEHTHUSI OpraH Ha JbpKaBaTa U3HOCUTE, Ye:

a) crapaaptute 3a JloOpa mpou3BOACTBEHA MpPAKTHKA, MPUIOKUMH KbM
00€eKTa 3a MPOU3BOACTBO HA N3HECEHUTE aKTHBHHU BEIIECTBA, CA Hall-MaJIKO €KBUBAJIEHTHU
Ha ycTaHoBeHHTe OT EBpormelickust chio3;

0) CHOTBETHHUAT OOCKT 3a MPOU3BOJCTBO IMOMJIECKU HA PEOBEH KOHTPOJI U B
Hero ce mpuiara eextuBHO JloOpara MpoW3BOACTBEHA MPAKTHKA, KATO TOBA BKIIIOYBA
MHOTOKpDaTHH M BHE3alTHM WHCIIEKIHMH, C IIeJl TapaHTHpaHe 3aKpHiia Ha OOIIECTBEHOTO
3[IpaBe, Hali-MaJIko PaBHOCTOMHA Ha Ta3u B EBponeiickus cbio3, u

B) B Cily4yaill Ha KOHCTAaTUPAHO HECMAa3BaHE HA HM3UCKBAHMSTA IbprKaBaTa
u3HocuTen 1e nHdopmupa HezabasHo MAJL.

(3) (B cua ot 02.07.2013 r.) U3uckBaneto Ha ai. 2, T. 2 HE Ce€ MpHJIara, ako
IbprKaBaTa U3HOCUTEIN € BKIIIOUEHa B criichKa 1o wi. 1116 ot Jupextuna 2001/83/EO.

Un. 167x. (Hos - [IB, 6p. 102 ot 2012 1., B cria ot 02.07.2013 r.) (1) Ilo
U3KJIIOUEHHUE, KOraTo € He00XO0IMMO J1a CE OCUTYPH HATMUMETO Ha JIEKApCTBEHU MIPOYKTH,
BHOCHTEIISIT MOXKE /1a BHACSI aKTUBHOTO BEIIECTBO 0€3 MUCMEHOTO MOTBBPKACHUE 110 YII.
167e, an. 2, T. 2 3a CPOK HE MO-TBJIBI OT CPOKA HA BAIMTHOCT Ha cepTudukara 3a Jlodpa
IPOM3BOJICTBEHA MPAKTHKA, KOraTo 0OEKTHT 3a MPOU3BOJACTBO Ha aKTHMBHO BEIIECTBO B
J'bpkKaBaTa U3HOCUTEI € OMJI MHCIIEKTUPAH OT PETYJIaTOPEH OpraH Ha IbpKaBa YJIEHKA U €
YCTAaHOBEHO, Y€ Cla3Ba NPUHIMINTE M pbKOBOAcTBaTa 3a JloOpa NpOM3BOJCTBEHA
NPaKTHKA.

(2) B cnyuante no an. 1 MAJI yBenomsiBa EBporneiickata komucus.

Un. 1673. (HoB - B, 6p. 102 or 2012 r., B cuma ot 02.01.2013 r.)
[TpurexxaTenure Ha pa3pemieHWs 3a MPOU3BOJCTBO, BKIIOYUTEIHO TE3U, KOUTO
U3MBJIHABAT JIedHOCTUTE TI0 Wwi. 1680, ai. 2, ce cMATaT 3a MPOU3BOAUTENH MO CMUCHIA Ha
§ 13, T. 3 OT AOMBIHUTEIHUTE pa3nopenOn Ha 3aKOoHA 3a 3alluTa Ha MOTPEOUTENUTE U
HOCSIT OTTOBOPHOCT 32 BPEH, IPUUMHEHU OT Ae(PEKT Ha CTOKUTE, MIPEIBUICHA B HETO.

I'naBa mecra.
OINAKOBKUA U JIMCTOBKHU HA JIEKAPCTBEHU ITPOAYKTHU

Un. 168. (1) OmakoBkaTa Ha JEKapCTBEH MPOAYKT C€ ChCTOU OT MMbPBUYHA
W/WIT BTOPHYHA ONTAKOBKA M OT JIMCTOBKA 32 MaI[MeHTA.

(2) (U3m. - B, 6p. 61 ot 2011 r., B cuna ot 10.11.2011 r.) Bropuunara
OIIAaKOBKA Ha JIEKAPCTBEHU MPOAYKTH, ChABPKAIIH BENIECTBA, TOCOYCHHU B CIIMCHKA MO UL
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3, an. 2, T. 2 oT 3aKOHA 32 KOHTPOJI BbPXY HAPKOTUUHUTE BEILIECTBA U MIPEKYPCOPUTE, CE
MapKupa AUAaroHaJHO C JIBE€ YEPBEHU JIEHTH, a BTOpPUYHATAa OINAKOBKA Ha JIEKApCTBEHU
MPOJYKTH, ChABPIKAILU BEUIECTBA OT CIUCHKA MO Wi. 3, aj. 2, T. 3 oT 3aKoHa 3a KOHTPOII
BbPXY HAPKOTHYHHUTE BELIECTBA U IPEKYpPCOPUTE - C JABE CHUHM JieHTH. OlakoBKaTa
3aIBJDKUTENIHO ChABPKA yKa3zaHUE, 4e JICKApCTBEHUAT MPOAYKT CE€ OTIyCKa caMmo I10
CIEIMAJIHO JIEKAPCKO MPEANHCAHUE.

(3) (U3m. - [IB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) JIucroBkaTa Ha
JIEKAPCTBEHUTE MPOIYKTH, BKIIOUEHH B cruchbka mo 4wi. 23 ot Permament (EO) Neo
726/2004 na EBporneiickus nmapiameHT U Ha CbBeTa, ChIbpika HHGOPMAIHSI ChC CIICTHUS
TekcT: "To3u nexapcTBEH MPOAYKT IMOMIJIECKH Ha MombiHuTeNnHO Habmronenue". Ilpen
TEKCTa Ce MOCTaBs 3HaK B YEPEH LBSAT ChIlacHO wieH 23, nmaparpad 5 ot Permament (EO)
Ne 726/2004 na EBpomneiickus napiameHT M Ha CbBeTa, IPUAPYKEH OT OOSICHUTEIHA
Oenexka.

(4) (U3m. - 1B, 6p. 102 oT 2012 1., B cuna ot 21.12.2012 r.) B nucroBkara Ha
JICKapCTBEHUTE NPOAYKTH CE€ BKJIIOYBA CTAaHAAPTEH TEKCT, C KOWTO MAllUEHTUTE ce
IPUKaHBAT Ja JOKJIAJABaT HA MEAMIMHCKUTE CIELMATUCTH WK nupekTHo Ha MIAJI Besika
MOJI03MpaHa HeXellaHa JIGKAPCTBEHA peaklus ChraacHo oOpa3iuTe mo 4i. 185, an. 2, 1. 4.

(5) Koraro nexapcTBEeHMSAT MNPOAYKT C€ paspeliaBa 3a ymnorpeda Ha
Teputopusita Ha PemyOnuka bbarapusi, BbpXy BTOpHYHATa MY OIIaKOBKA CE€ IMOCTaBs
MapKHPOBKa 3a Pa3/IeIHO ChbOMpaHe M PEHUKINpPAHE ChITIACHO 3aKOHA 3a yIpaBJICHUE Ha
OTMAIBIIUTE U AKTOBETE M0 MPUIAraHETO MY.

(6) Koraro 1nexkapcTBEHUSAT TPOAYKT C€ paspeliaBa 3a yrnoTpeoa,
HAUMEHOBAHMETO My BBPXYy BTOPHUYHATA ONAKOBKA, JIeKapcTBeHata ¢opMa ¢
ChIBP)KAaHUETO HA aKTHUBHOTO BEILLECTBO B JI030Ba €/IMHHULA CE€ U3MKCBA U ¢ bpailnosa
az0yka.

(7) UsuckBanudATa Ha an. 6 He ce mpuiaraT 3a BaKCUHU M JIEKaPCTBEHU
HPOAYKTH B OOJTHUYHH OMAKOBKH.

(8) (Homa - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) Bwpxy
BTOpUYHATA OMAKOBKA, a aKO HsMa TakaBa - BBpPXY IbPBHYHATA OIMAKOBKa Ha
JIEKapCTBEHUTE MPOAYKTH, C U3KIIOUEHHE Ha paJuopapMalleBTUIH, CE HAHACHT:

1. wuHAMBHAyaleH WACHTU(QHUKAIMOHEH Oeller 3a IOKa3aTenuTe 3a
0€30MacHOCT, KOWTO JJaBa Bb3MOKHOCT ThPrOBLUTE HA €ApO U ApeOHO Ja:

a) IpoBEPsBaT aBTEHTUYHOCTTA HA JIEKAPCTBEHUS IPOJIYKT;

0) uneHTUPUIPAT OTACITIHA ONAKOBKH;

2. cpencTBo, € KOETO Ja C€ H3BbpLIBA INPOBEpPKAa HAa OINAKOBKaTa Ha
JIEKapCTBEHUS TPOYKT Il € Ouiia moArpaBeHa.

Y. 168a. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) Bepxy
ONaKkoOBKaTa Ha JIEKAPCTBEH MPOAYKT, KOUTO Ce€ OTIyCKa IO JIEKapCKO MpPEANHUCaHHE, Ce
HaHACAT MOKa3aTenu 3a 0e30macHOCT 1o wi. 168, an. 8, ¢ U3KII0YeHHE Ha CIydauTe, B
KOUTO JIEKAPCTBEHUSAT MPOAYKT € BKIIOUEH B CIUCHKA, ompeneneH oT EBponelickara
KOMUCHS C JIeJIETUPaH aKT 1o 4wi. 1680.

(2) Bppxy omakoBKaTa Ha JIEKapCTBEH MPOIYKT, KOWTO ce OTmycka Oe3
JIEKapCKO TPEANHICaHNe, HEe Ce HAaHACAT MOKa3aTeNH 3a 0€30MacHOCT mo wi. 168, am. §, ¢
M3KJIIOYEHUE Ha CIydauTe, B KOUTO JIEKAPCTBEHUAT MPOAYKT € BKIIOYEH B CIHUCHKA,
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omnpenesneH oT EBporeiickaTa KOMUCHS € IeTIETUPaH aKT 1Mo 4. 1680, ciien KaTo € oIieHeH,
4e € U3JI0KEH Ha pUCK oT (anmmmdumnupane.

(3) U3nbaauTenHaTa areHIMs IO JieKapcTBaTa yBenoMsiBa EBporielickaTta
KOMUCHSI:

1. 3a lekapCTBEHU MPOIYKTH, KOUTO CE€ OTIYCKAT 0e3 JIEKapCKOo MpeANrcaHue,
32 KOUTO € YCTaHOBWJIA, Y€ CHIIECTBYBA PHUCK OT danmuduiirpane;

2. 3a JIeKapCTBEHU MPOIYKTH, 32 KOUTO € YCTAHOBHJIA, YE HE CHIIIECTBYBA PUCK
oT ¢panmuduurpane, Ipxu OTYNTAHE HA CICTHUTE KPUTEPHH:

a) IleHa 1 00eM Ha MpoJaXKOUTe Ha JICKapCTBEHUSI TIPOIYKT;

0) Opoii 1 yecToTa Ha ciy4yan Ha (pammupUIMpaH JEKApCTBEHU MPOIYKTH,
perucTpupaHu B pamkute Ha EBpornelickus Cbi03 U B TPETH AbpKaBH, U IpOMsiHA B Opos
¥ 4eCTOTa HA MOJJOOHU CITy4au B UCTOPUYECKH ILIaH;

B) CIELM(PUYHU XapaKTEPUCTUKH Ha ChOTBETHUTE JIEKAPCTBEHU MPOAYKTH;

T') TEKECT Ha 3a00JIIBaHUATA, YUETO JICUYCHHUE CE LEIIH;

1) IpYTH MOTEHIIMATHU PUCKOBE 32 O0LIECTBEHOTO 3/IpaBe.

Un. 1686. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1)
[TpaBuiiaTa OTHOCHO MOKa3aTenuTe 3a Oe3omacHoCT mo 4wi. 168, an. 8 ce ompenenst or
EBponeiickata KoMHCHS C JleIeTMpaHUTe aKTOBE o wieH 54a, naparpad 2 ot {upextuna
2001/83/EO.

(2) Ilokazarenute 3a 0€30IIaCHOCT HE c€ IpeMaxBaT, HUTO C€ 3aKpHUBaT
YaCTUYHO MJIM M3IISII0, OCBEH aKO Ca U3ITBJIHEHU CIICTHUTE YCIOBHUS:

1. npuTeaTensT Ha pa3peleHUETo 3a MPOU3BOJICTBO, MPEAN YaCTUYHO WIN
HaIlBJIHO Ja IPEeMaxHe MM 3aKpHe IOKas3aTenuTe 3a O0e30MacHOCT, MpOBepsBa Jalld
CBHOTBETHHUSAT JIEKAPCTBEH MPOJYKT € aBTEHTUYEH U JJaJId He € OWJI OIPaBEH;

2. TmpuUTeXaTeNsAT Ha paspelieHre 3a MPOU3BOJACTBO TIPU  CHa3BaHE
U3MCKBaHUATa Ha wi. 168, an. 8§ Moke /1a 3aMEHM MoKa3aTelauTe 3a 0e30MacHOCT C
PaBHOCTOWHM Ha TSIX 1O OTHONIGHHE HAa BB3MOXKHOCTTa 3a TapaHTHpaHe Ha
aBTEHTUYHOCTTA, MJEHTHU(UKALUATA M OCUI'YpsIBAHETO Ha JOKaszaTeslcTBa 3a
MOJIIPABSHETO HA JICKAPCTBEHUS MTPOIYKT.

(3) [oxa3zaTenuTe 3a 6€30MACHOCT C€ CMATAT 3a PAaBHOCTOMHHU, aKO:

1. oTroBapsT Ha U3UCKBAHUATA, ONPEACIICHH B JICTIETUPAHNUTE aKTOBE 110 WICH
54a, naparpad 2 ot JJupexrusa 2001/83/EO, u

2. ca cbmO TONKOBa €(QEKTHBHM, KaTO TIO3BOJISIBAT IIpOBEpKaTa Ha
ABTEHTUYHOCTTA U MJIEHTU(UKALUATA HA JIEKAPCTBEHUTE MPOAYKTH U OCUTYPSIBAHETO Ha
JIOKA3aTeJICTBa 3a TOIPABIHETO HM.

(4) 3amsHata mo an. 2, T. 2 ce M3BBpIIBA, O€3 Jla ce OTBaps IMbpPBUYHATA
ONaKOBKa Ha JICKAPCTBEHHS NPOAYKT W B ChOTBETCTBHE ¢ JloOpara mpowm3BOJACTBEHA
IPaKTHKa 32 JIEKAPCTBEHHU MPOJIYKTH.

(5) M3npaHUTENHATA areHIUs 0 JIEKapCTBaTa OCBIIECTBSIBA HAA30D BBPXY
3aMsHaTa Ha MOKa3aTeJINUTe 3a 0€30MacHOCT.

Yn. 169. (1) Hupopmamusta BBpPXY ONAKOBKUTE M B JHMCTOBKaTa Ha
JIEKapCTBEH TMPOJIYKT TpsAOBa Ja € B IBJIHO CHOTBETCTBHE C JAaHHUTE B KpaTkaTa
XapakTepUCTHKa Ha MpoaykTa, ogodpeHa or MAJI npu u3naBaHe Ha pa3pelIeHHETO 3a
ynotpe0a, 1 J1a OTroBapsl Ha U3UCKBAHUATA, ONIpe/ieieHH B HapeabaTa o wi. 170.
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(2) Nudopmanuara BbpXy ONMAKOBKHMTE W B JIMCTOBKATa MOXE Ja Oble Ha
HSIKOJIKO €3HKa, HO 33aJIbJDKUTEIIHO €MHUAT TPsOBa Aa e Obirapcku e3uk. ChabpKaHuETo
Ha MH(pOpMAIMATa Ha Pa3IMuHU €3UIU TPSOBA /1a € UICHTUYHO.

(3) HanmeHoBaHuETO Ha JIEKApCTBEHUS NPOAYKT 3aIBJKUTEIHO CE U3MKMCBA
Ha OBJITapcKu €3WK, a MEXIYHApOJHOTO HEMAaTeHTHO HAaMMEHOBAHHME Ha JIEKApCTBEHOTO
BEIIIECTBO C€ M3MHICBA ChOOPAa3HO AHATOMO-TEPANEBTUYHO-XUMUYHATA KIacu(UKAIUS Ha
C30. NUmero u agpechT HA MpUTEXKaATeNd HA pa3pelIeHUETO 3a ynmorpeda Moxe Ja ce
U3IUIIAT Ha JTaTHHUIIA.

(4) Nndopmaruara BbpXy ONAKOBKHTE W B JIMCTOBKHTE TpsOBa /1a € Ha
pa3bupaeM 3a manueHTa e3uK, Ja € YeTJIMBA U J]a € He3aJInYuMa.

(5) (Homa - IB, 6p. 18 ot 2014 r.) JIucroBkaTa TpsibBa aa € oopMeHa 1o
TaKbB HA4MH, Y€ JIa € sSiCHAa U pa3bupaema, KaTo MMO3BOJISIBA HA MAIMEHTA Ja MpearnpueMe
MOJIXOJISIIN IEHCTBUS, P HEOOXOAUMOCT, C IOMOUITa Ha MEAUIIMHCKH CIIEUATHUCTH.

Ui 170. (1) (Ilpeaumien tekcet Ha wi. 170 - [IB, 6p. 102 ot 2012 r., B criia oT
21.12.2012 r.) U3uckBaHusTa KbM OIAKOBKUTE M JIMCTOBKUTE HA JIEKAPCTBEHUTE
MPOIYKTHU Ce ONpEeeNaT B Hapeada Ha MHHHCTHPA Ha 3/IpaBeoIa3BaHeTo.

(2) (Hosa - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., mom. - /IB, 6p. 18
ot 2014 r.) KoraTto nexkapcTBeH NpoAYKT, pa3pelieH 3a yrnoTpeda mo peaa Ha TO3U 3aKOH,
HE € IIpe/Ha3HayeH 3a JMPEKTHA JI0OCTaBKa HA MAalMeHTa WM HE € HaJM4YEH Ha Ia3apa B
Peny6nuka boarapus, UAJI Mmoxxe na paszpeniu ynorpedara My, KOraTo HSIKOU OT IJaHHUTE,
ornpezesieHu B Hapeabara 1o aji. 1, He ca HAaHECEH! BbPXY OIaKOBKAaTa WK B JIMCTOBKATA.

(3) (Homa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuaute no
an. 2 nHpopManuaTa BbpXy ONAKOBKUTE U B JINCTOBKATa MOXeE J1a HE Ob/Ie MpeI0CTaBeHa
U Ha OBJITapCKH €3UK.

(4) (Homa - 1IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) YcnoBusita u
penbT 3a I0CTaBKa Ha JIEKAPCTBEHUTE MPOAYKTH IO all. 2 ce ONpEeaeNaT ¢ Hapendara 1o
1. 198.

I'1aBa ceama.
KIJACUPUKALIUS HA TEKAPCTBEHUTE INIPOJAYKTU

Yn. 171. (1) B 3aBucUMOCT OT HauKMHA Ha OTIYCKaHE JIEKapCTBEHUTE POTYKTH
ce Kiacu(uImpar KaTo:

1. nexapcTBeHH MPOLYKTH, OTIIYCKaHU IO JIEKAPCKO MPENNNCAHUE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU O€3 JIEKapCKO MpeIUCcCaHue.

(2) (Hom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PexumbT Ha
OTIIyCKaHE Ha JIEKapCTBEH MNpoAykKT ce omnpexnens ot HMAJI B paspemeHunero 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PETHCTPALlUs WM Pa3peIleHUeTo 3a MapajeieH BHOC Ha
JIeKapCTBEHUSI MPOJIYKT HA Teputopusita Ha Peny6nuka bbirapust.

(3) JInuero mo wi. 26, ann. 1 mocoyBa pexxruMa Ha OTITyCKaHE Ha JIEKapCTBEHUS
IPOAYKT B 3asBJICHHUETO 3a pa3pelleHue 3a yrnoTpeda/y10CTOBEPEHUETO 3a PETUCTPaLus,
3a MpOMsHA Ha pa3peleHHeTo 3a ynoTpeda Win Ipu MOJHOBABAHETO MY.
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Un. 172. JlekapcTtBenute npoaykTu mo wi. 171, an. 1, 1. 1 ce pazgenst B
CJIETHUTE KaTErOpUHU:

1. nexkapcTBEHM NPOAYKTH C OTPAaHUYEHO JIEKAPCKO IMpEANucaHue,
npeJHa3HauYeHH 32 yroTpeda caMo B HAKOM CIICUAIM3UPAHN 00JIaCTH;

2. IeKapCTBEHU MPOIYKTH - 00EKT Ha CHEIHAIHO JIEKAPCKO MPeINUCaHue;

3. JIeKapCTBEHU MPOAYKTH 32 MHOTOKPATHO WJIM €IHOKPATHO OTIYCKaHE IO
€IHO U ChIIIO JIEKAPCKO MpeANrcaHue.

Un. 173. Tlo nekapcko mpeanucaHue ce€ OTIMYCKAT JIEKApCTBEHHU MPOJYKTH,
KOHMTO OTTOBAapAT HA CICIHUTE N3UCKBAHMS:

1. MoraT na mpeacTaBisBaT MpsiKa WIM KOCBEHA OMAcHOCT 3a 3/IpaBeTO Ha
Xopara JIopy Ipu MpaBuiiHa YHoTpeba, ako ce mpuiiarat 6e3 MeJUIIMHCKO HaOII0ICHHE;

2. 4eCcTO U MHOTO LIMPOKO CE€ MpUJIaraT HEMpaBWJIHO U B pe3yJTaT Ha TOBa
MOrar Jia MpeCTaBIsABaT OACHOCT 3a 3[JpaBETO Ha XOpaTa;

3. ChABpKAT BEIIECTBA, YHATO AKTUBHOCT W/WJIM HEXENaHW JIEKapCTBEHU
PEaKIy N3MCKBAT IMOCJIEABAIIO JOMBIHUTEITHO IPOYYBAHE;

4. 0OMKHOBEHO Ce MPEAMKUCBAT OT JIEKap 3a MapeHTePaTHO MIPUIIOKEHHUE.

Y. 174. JlexkapcTBeHHTE NPOAYKTH IOAJEXKAT HA CHELHUAIHO JIEKAPCKO
IpeIIMcaHue, KOraTo OTrOBApAT Ha HAKOE OT CIEJAHUTE YCIOBUS:

1. chabpKAT HAPKOTUYHU BELECTBA 10 CMUCHJIA HA 3aKOHA 33 KOHTPOJ BEPXY
HapKOTUYHUTE BEILLECTBA U NIPEKYPCOPUTE B KOJIMYECTBA, JOIMYCTUMH 3a YIOTpeOa;

2. mpu HempaBWJIHA ymoTpeba Morar Ja ch3AaJaT 3HAYUTENEH PHUCK OT
3510ynoTpeda, 1a 10BeAar A0 JIEKapCTBEHa 3aBUCUMOCT WJIM /14 CE U3I10JI3BAT 32 HE3aKOHHU
LENH;

3. chabpKAT HOBM JIEKAPCTBEHU BEUIECTBA, YMUTO XAPAKTEPUCTUKH HE ca
JOCTAaThYHO M3BECTHU M TMOPaau Ta3ud NpUYMHA C MPEBAaHTUBHA L€ MoraT Aa ObjaaT
OTHECEHU KbM I'pyIiaTa JIEKapCTBEHU MPOAYKTH 1O T. 2.

Hin. 175. JlekapcTBeHUTE NPOAYKTH IOMJIEkKAT HA OTPAaHUYECHO JIEKapCKO
IIPEIIIUCAaHUE, KOTATO OTTOBAPSAT Ha HAKOE OT CIEAHUTE YCIOBUS:

1. orpaHnuueHu ca 3a MPWIOKEHHWE caMO B OOJHWYHU YCJIOBHUS MOpPaId
OTpaHUYEH OIUT 3a yNoTpeda WK B UHTEpPEC Ha 0OIIECTBEHOTO 3/1paBe;

2. IpeHa3HAYCHH ca 3a JICYCHHE Ha OOJIECTHU CHCTOSIHHSA, KOMTO MOTaT Ja
ObJaT TMarHOCTUIIMPAHU CaMO B JIeUeOHUTE 3aBE/ICHUS, HE3aBUCUMO Y€ MPUIJIATraHeTO UM
U MIPOCJIEeIIBAHETO Ha XOJa Ha JICYEHUETO MOJKE J]a CE OCBIIECTBSIBAT U B JPYTH 31paBHU
3aBEJICHUS;

3. mpeHA3HAYCHU ca 3a JIeueHne Ha aMOynaTopHo O0HH, HO yroTpebaTa um
MOKE€ Ja TMpEeIU3BUKA CEPUO3HHM HEXKEJAHW JIEKAPCTBEHU PpEaKLMM, Hajlaraiu
MpeucaHue OT CIeNHUaINCT U HAabI0JeHUE 110 BpeMe Ha JICYEHHUETO.

Uin. 176. (1) U3mpaHuTeTHATA areHIUs MO JIEKapCTBaTa MOXKE Jla He 0J100pH
MOMCKAHUS OT 3asiBUTENS 1O Wi. 26, all. 1 pexxuM Ha OTHyCKaHE Ha JIEKaPCTBEH MPOAYKT
BBH3 OCHOBA Ha IpEIEHKA Ha:
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1. MakcuMasIHaTa €IMHUYHA 1033, MAKCHUMaJlHaTa JHEBHA J103a, KOJIMYECTBOTO
AaKTUBHO BEILIECTBO B €1HA J1030Ba €AMHMUIIA, JIEKapcTBeHaTa popma, cennduyeH BUI Ha
I'bPBUYHATA OIIAKOBKA HA MPOJYKTA, H/UIIH

2. ApyrH crienupUUHU YCIOBHUS Ha yrnoTpeoa.

(2) U3npnHuTeNHATA areHys 10 JeKapcTBaTa MOXe Ja He IIOCOYM TOYHaTa
KaTeropus Ha JIEKapCTBEHUS MIPOAYKT 10 Wi. 172, HO chIi1acHO KpuTepuute 1o wi. 174 u
175 omnpenens aanu JeKapCTBEHUAT NPOAYKT ce Kilacu(uIupa KaTo NpOayKT, OTIYCKaH
caMo I10 JIEKapCKO NPEANHCaHUE.

Uin. 177. JlekapcTBEHHUTE MPOAYKTH, KOUTO HE OTTOBAPAT HA U3UCKBAHUSTA 1O
. 173, 174 u 175 u Ha KpuTepUHTE, ONPEACICHH B HapeaOaTa mo wi. 178, ce oTmyckar
0€3 JIeKapCcKO IpeucaHue.

Un. 178. Kpurepuure 3a kiacupukauus Ha JEKAPCTBEHUTE IMPOJIYKTH U
M3UCKBAaHUATA KbM JIOKYMEHTAIMATA 32 U3BBPIUIBAHE HA MPOMSHA B KiacupuKamusTa ce
OIIpEZIETIAT B Hape0a Ha MUHUCTHPA Ha 3APaBEONa3BaAHETO.

UYn. 179. (1) UsmpnHuTEIHATA areHIMs 110 JIEKapCTBaTa U3roTBs U MyOJIMKyBa
Ha CTPAHMIIATA CU B MHTEPHET CIIUCHK HA JICKAPCTBEHUTE MPOIYKTU, KOUTO CE OTITYCKAT
0 JIEKapCKO MpeANnrcanue Ha TepuTopusaTa Ha PenyOnuka bbarapus.

(2) CriuchkbT 10 al. 1 ce akTyaau3upa exeroaHo.

Ui 180. IIpu Hammume Ha HOBU JIaHHH 3 JIEKAPCTBEH MPOAYKT, 32 KOUTO UMa
U3MIAZICHO paspelieHne 3a ymotpeba WM yAocTOoBepeHue 3a peructpanus, HMAJI
npepasriexaa, a Koraro € HeoOXOAMMO, MpOMeHs Kilacu(puKaluusaTa ChITIACHO
M3MCKBaHUATA Ha Wi. 173 u KpuTepuuTe, NoCOYeHH B HapeadaTa mo ui. 178.

Un. 181. B cnywanTte, korato e pasperieHa nmpoMsHa B Kiacu(ukanusTra Ha
JAZIEH JI€KapCTBEH MPOAYKT Bb3 OCHOBA HA 3HAYUTEIHU MPEAKIMHUYHU WIM KIMHUYHU
M3NUTBAHUSA, CIIE/IBAIll 3asBUTEN WIM MPUTEXKATe Ha pa3pelieHne 3a ynorpeda He Moxe
Jla ce TI030BaBa B CPOK €7Ha rOJIMHA OT JaTaTa Ha pa3pelICHUETO 3a MPOMsSHA, U3Aa/IeHO
OT peryjaTopeH opraH Ha Jbp)KaBa WIEHKA, IIPU [10/1aBaHE Ha 3asBJIEHUE 3a IPOMSHA Ha
KIacuUKalKATa Ha CHIIOTO BEIIECTBO.

Y. 182. M3mpiaHUTENHATa areHIuUs IO JIEKapcTBaTa €XErOJHO yBEIOMsBa
EBpomneiickara KOMUCHUS M DPETYJIATOPHUTE OPraHM Ha JPYrUTE IbPKABU WICHKU 3a
HACTBHIIMJIM IPOMEHHM B CIIUCHKA 1O wiI. 179.

I'naBa ocma.
IMPOCJIEJSABAHE HA IEKAPCTBEHATA BE3OITACHOCT

Paznea 1.
O6mm nmosnoxenusi (Hos - /IB, 0p. 102 ot 2012 r., B cuaia ot 21.12.2012 r.)
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Un. 183. (M3m. - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 1.) (1)
M3nbpiHuTEeNHATa areHiusl IO JieKapcTBaTa OpraHM3Wpa M MOJIbp)Ka CHCTEMa 3a
IpocIie/iIBaHe Ha JeKapCcTBeHaTa 0e30MacHOCT 3a U3ITBIHEHNE Ha 3a]IbJDKEHUATA 110 Ta3u
IJIaBa.

(2) Cucremara 1o ain. 1 ce u3mnon3Ba 3a chOMpaHe Ha uH(OpPMAIsI OTHOCHO
PHCKOBETE OT JICKApPCTBEHUTE MPOAYKTH 32 3[PaBETO HA MAIEHTUTE U 32 OOIECTBEHOTO
3npaBe. MHpopmanusaTa o6xBaia choOIIeHHs 32 HEXXENIaHU JICKApCTBEHU PEeaKkIuu Ipu
yrnoTpeba Ha JIEKAPCTBEH TMPOIYKT B CHOTBETCTBHE C yTBBpJEHATa KpaTka
XapaKTepUCTHKA, KakTo M HH(opmamus 3a 3j0ynorpeda u ymnorpeba, KOSTO HE € B
CHOTBETCTBUE C YTBBpACHATa KpaTKa XapaKTepUCTHKA Ha MPOAYKTA, BKIIOYUTEIHO
uH(pOpMalKs 332 HEXeJlaHU JICKApCTBEHU peaklMM, HAOI0aBaHU NPU U3MBIHEHHE Ha
npoeCHOHATHYU 3abJIKCHHUSI.

(3) MBnbnauTEeNHAaTa areHIMs IO JIEKapcTBaTa Bauaudpa, obpaboTBa u
Kkiacuumpa uHpopMaIuaTa 1Mo aja. 2, IpaBu HAydeH aHAU3 Ha CHOpaHUTE JTAaHHU C
orjes OLIEHKa Ha BB3MOXHOCTUTE 3a HaMalliBaHE M IMPENOTBpaTABaHE Ha pHCKa U
npearnpruemMa HeoOXOAMMHUTE ASUCTBHS TI0 OTHOIICHHE HAa pa3pelieHneTo 3a ynorpeda Ha
JICKapPCTBEHHUSI IPOJIYKT.

(4) U3npaHuTENnHATa areH1ys 10 JIEKapcTBaTa U3BbPILBA OJUTH HA CUCTEMAaTa
mo ain. 1 U Ha BCEKM JBE TOAMHM H3Mpamia Ha EBpomeiickata KOMHCHS JOKJIaJ C
pE3yATATUTE OT THAX.

(5) UsnbanuTenHata areHIUs IO JIeKapcTBaTa IMpuiiara ajeKkBaTHA H
eeKTHBHA CHCTEMa TI0 KaueCcTBO, 3a J]a OCUTYPH ChOTBETCTBHE Ha CHCTEMara 1o ai. 1 ¢
M3HMCKBaHUATA HA TO3U 3aKOH. MUHUMAIHUTE U3UCKBAHUA 32 CHCTEMAaTa 10 KauecTBO ce
onpexaensar ¢ Pernament 3a m3mpaaenue (EC) Ne 520/2012.

Un. 184. (M3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1)
MenunuHcKUTe CIIeUATUCTH ca ATBKHHU J1a ChOOIIaBaT He3a0aBHO HA MpHUTEXaTess Ha
paspemiennero 3a ynorpeba mim Ha MAJl 3a Bcsika mojo3MpaHa CeproO3Ha HEXeTaHa
JeKapCTBEHA PeaklMs U J1a MPeAOCTaBAT IIPH MOMCKBaHE JOMbJIHUTENHA HH(POpMAIUs OT
MPOCIIEASIBAHETO Ha CITydast.

(2) IauuenTtute MoraT Aa choOIIAaBAaT HEXKEJTAHU JIEKAPCTBEHH PEAKLUHU IO
BCSKO BpeMe Ha MEAUIIMHCKUTE criennaiucTy win Ha MAJL.

(3) B cayyaute mo an. 1 u 2, korato cChOOIIEHHETO Ce OTHACS 32 OMOIOTHYEH
JIEKapCTBEH TPOJYKT, MPEAINUCAH, Pa3MpOCTPAaHEH WM MPOJaBaH Ha TEPUTOPHITA Ha
Peny6nuka bbarapus, Toil TpsOBa sicHO na ObJe MAEHTHQHUUMPAH OT CHOOLIUTENS C
THPrOBCKOTO MYy UME ¥ MAPTUIHU HOMEp WM Ta3u HH(popMaIims 1a ObJe mpeIocTaBeHa
IpY AOIBIHUTEIHOTO MPOCIEIBaHE.

Un. 185. (M3m. - B, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 1.) (1)
W3nbiaHuTenHaTa areHys 1o JieKapcTBaTa MoIbpka HallMOHAJIEH WHTEPHET MopTal 3a
JIEKapCTBEHU IMPOILYKTH, CBBp3aH ¢ EBpomnelickus MHTEpHET MOpTal 3a JEKAPCTBEHUTE
MPOIYKTH IO 4uiI. 68, ai. 1, T. 4.

(2) N3mbiHuTENHATA areHIys 1o JIeKapcTBaTa MpelocTaBs upe3 mopraia 1o
an. | Hali-manko cienHaTa HHpoOpMaIus:

1. nyGnuYHNTE OLEHBPYHU AOKJIAIH 10 Wi. 53, aj. 2 U TEXHUTE PE3IOMETa;

2. KpaTKUTE XapaKTEPUCTUKH Ha IPOAYKTUTE U JINCTOBKUTE;
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3. pe3loMe Ha IUJJaHOBETE 3a YIpaBJIEHWE Ha pHUCKa Ha JIEKAPCTBEHHUTE
MPOIYKTH, Pa3pelieHu 3a ynorpeda Ha TepuTopusarTa Ha Pemyonuka bearapus;

4. o06pa3iy Ha CTaHAApTHU3UPaHU POPMYJISPU 3a OKIA/IBaHE Ha MMOA03UPAHU
HE)KEJIaHU JIEKAPCTBEHU PEAKLUU OT MEJULIMHCKHU CIIELIUATIUCTH U MTALIUEHTH, U3TOTBEHU B
ChOTBETCTBHME C H3HMCKBaHMATa Ha wieH 25 ot Permament (EO) Ne 726/2004 nHa
EBponelickus napiameHT u Ha CbBeTa;

5. akTyanu3upaH CHHCHK Ha JIEKaPCTBEHHUTE MPOAYKTH IO 4jieH 23 or
Pernament (EO) Ne 726/2004 na EBponeiickus napiameHT 1 Ha CbBeTa;

6. cpoOLIeHUs, TPEAOCTAaBAIIM HH(POPMaIUs HA IHUPOKaTa OOIIECTBEHOCT 3a
OTIaceHHsI OTHOCHO 0€30MacHOCTTa OT ynoTpedara Ha Ja/ieH JIEKapCTBEH MPOIYKT;

7. yKa3zaHUs 32 BCUUKM HaYMHU M (OpPMHU 3a CHhOOIIaBaHE HA IMOJI03UPAHU
HE)KEJIaHU JIEKAPCTBEHU PEaKLUU OT MEJUIIMHCKY CIIELUAIUCTH U NALUEHTH.

Un. 186. (Usm. - AB, 6p. 102 or 2012 r., B cunma or 21.12.2012 r.)
W3nbaHuTenHaTa areHmus IO JIeKapcTBaTa W3BBPIIBA CIEAHUTE JCHHOCTH 3a
JIEKapCTBEHUTE NPOAYKTH, IyCHATH Ha nas3apa Ha Peny6Oinka bbarapus:

1. MOHUTOPUHT Ha pe3yiaTaTa OT MEpPKHTE 3a HaMmalsiBaHE Ha pUCKa 3a
JIEKapCTBEH MPOIYKT, ChABPIKALLM CE B IIJIaHA 3 YIPABJICHUE HAa PUCKA;

2. MOHUTOPUHT Ha pe3yaTaTa OT U3MBJIIHEHUETO HA YCIOBUS, IOCOUCHH B YJI.
55a, 56 niu 56a;

3. olleHsIBaHE aKTyalu3allisaTa Ha CUCTeMara 3a yIpaBlieHUE Ha PUCKa;

4. wmonutopuHr Ha Oaszata nmanHm "EudraVigilance", cw3gameHa B
cpoTBeTcTBUE ¢ wieH 24 oT Pernament (EO) Ne 726/2004 na EBpornelickus mapiaMeHT u
Ha CbBeTa, 32 HOBM PUCKOBE WJIM 3a MPOMsHA BbB BEYE YCTAHOBEHHU M 3a NPOMSIHA B
CHOTHOIIIEHUETO IMOJI3a/pUCK.

Un. 187. (M3m. - B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1)
W3nbnHutennata areHIus o JekapcTtBara uHpopmupa EBpomeiickara areHuusi 1o
JeKapcTBaTa M MPUTEKATeNsl Ha paspelieHrue 3a ymnorpeda mpHu UIACHTHPHUIMpAHE Ha
CUTHAJIM 32 HOBHM PUCKOBE WJIM 3a MPOMsIHA HA YCTAaHOBEHUTE PUCKOBE, WM MPU IPOMSHA
Ha ChOTHOIICHHUETO MOJI3a/PUCK HA JIEKAPCTBEH NMPOJYKT.

(2) KomurersT mo wi. 56a, am. 1, T. 1 aHamu3upa W TPHOPUTU3UPA
BAJIMJUPAHUTE CUTHAJIU 32 HOBU PUCKOBE WJIM 3a MPOMSHA BbB BEUE YCTAHOBEHUTE U 3a
IIPOMSsIHA HAa ChOTHOLIEHUETO M0JI3a/PUCK.

(3) Koraro Komurerst mo un. 56a, an. 1, T. 1 mpemnopbuBa mocienBamiu
JEUCTBUSI, KOOPAMHAIIMOHHATA Tpymna 1mo wi. 77, an. 2 win cboTBeTHO KoMHUTETHT 1O
JIEKapCTBEHUTE MPOIYKTH 3a XyMaHHa YMmoTpeda H3roTBS CTAHOBHILE 33 PETyIaTOPHU
JEMCTBHS M0 OTHOIICHHE Ha pa3pelIeHrueTo 3a ynorpeda B paMKUTe Ha rpauK, CbCTaBEeH
B CbOTBETCTBUE ChC CEPHO3HOCTTA U CTENIEHTA HA OMACHOCT.

(4) U3nbaHuTenHaTa areHUus IO JieKapcTBaTa IMpuiara NpernopbyaHUTE B
CTAaHOBMILETO HAa KOOpPAMHALMOHHATA Ipymna mo wi. 77, ajl. 2 Wi B PEIIEHUETO Ha
EBporneiickata KOMUCHS BpEMEHHU W/UJIM OKOHYATEIIHU MEPKHU.

Un. 188. (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
M3nbiHuTenHaTta areHuus Mo JiekapcrBata uH(opmupa EBponeiickara areHius 1mo

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



JeKapcTBaTa, peryJiaTOpHUTE OpraHd Ha JApYruTe IbpkaBU wieHKH M EBponeiickara
KOMHCHS Hali-MaJIKo 24 Jaca mpeau nyOJMYHOTO ChOOIIaBaHe Ha MHPOPMALUS OTHOCHO
OIIaCeHMsl, CBbP3aHHU C IIPOCIIE/IIBAHETO Ha 0€30I1aCHOCTTA Ha JIEKApCTBEH POIYKT, OCBEH
B CIIydauTe, KOraro OMNa3BaHETO Ha OOINECTBEHOTO 3[paBe HW3MUCKBAa He3a0aBHO
OIOBECTSABAaHE Ha HH(POpMALIUATA.

(2) M3nbaxuTenHaTa areHUWs IO JIEKapcTBara IMyONHMKyBa WH(pOpMAIHs,
CBbp3aHa C aKTUBHU BEILECTBA, ChABPIKAIIU C€ B JIEKAPCTBEHU IPOAYKTH, pa3pelleHHt 3a
yrnotpeba W B JPYrd ABPKAaBUM WICHKH, KaTO HM3MOJ3BAa XapMOHM3HMpAaH IPOEKT Ha
ChOOLIECHUETO U IpaduK Ha MyOiaMKanMsTa, IpeAaokeHu oT EBponeiickara areHuus mo
JeKapcTBara.

(3) B cnyuaute mo an. 1 u 2 uapopManusTa, ChabpKalia JUIHA JaHHU WIH
IpeJCTaB/IsIBallla ThbPrOBCKA TaiiHa, Ce 3aJMyaBa, OCBEH aKO IyOJMKYBAaHETO Ha Te3U
JJAaHHU € He0OXOMMO 3a OIa3BaHETO Ha OOIECTBEHOTO 3paBe.

Ui 189. (M3m. - JIB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 1.) (1)
V3meaHUTETHATA areHIMs IO JIGKapCTBaTa MOXKE Jia JelierHpa HSAKOW OT IpaBara u
3aJbJDKCHUSTA TI0 Ta3W IJIaBa HA PEryjiaToOpeH OpraH Ha Jpyra JIbpXkaBa 4JICHKa upes3
CKJIFOUBaHE Ha CIIOpa3yMEHHE.

(2) B cayuyante mo an. 1 HAJI undopmupa EBpomeiickara KomucwHs,
EBporefickara areHIus 1o jJeKapcTBara U peryjJaTOPHUTE OPTaHH Ha JPYTUTE IbPiKABU
YJICHKU 3a JCJICTUPAHETO Ha NPaBOMOIIMATA M NMYyOJIMKyBa ChOOINEHHUE HA HMHTEPHET
nopraina o wi. 185, an. 1 win Ha UHTEpHET CTpaHHIIATa CH.

Yn. 190. (M3m. - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1)
[Tputexxatenat Ha pa3pelieHue 3a ynorpeda € JUIBKEH Jia pasroliara ¢bCc CHcTeMa 3a
npociieisiBaHe Ha JIeKapcTBEHaTa 0e30MacHOCT 3a M3IIBJIHEHHE Ha 3aIbJDKCHHUATA CH T10
Ta3u TJIaBa.

(2) IlpurexarensT Ha paspelleHue 3a yrnorpeda ype3 cucremara mno ai. |
NpaBd Hay4yHa OIEHKa Ha chOpaHara HWHQOPMAIUS OTHOCHO O€30MacHOCTTa Ha
JEKapCTBEHUTE TPOAYKTH, TIPEICHSIBA BB3MOXKHOCTUTE 332 MHUHHMAJIH3UpPAHE WU
NPEJIOTBPATABAaHE HAa PUCKA U MPearpreMa HeOOXOAMMUTE MEPKH.

(3) Mpurexarensr Ha paspelieHHe 3a ynorpeba mpuiara ajaeKBaTHA W
e(eKTHUBHA CHCTEMa TI0 KaueCTBO, 3a JlJa OCUTYPH ChOTBETCTBHE Ha CHCTEMara 1o ail. 1 ¢
M3MCKBAaHUATA HA TO3M 3aKOH. MUHUMAITHUTE M3UCKBAHMS 332 CHCTEMaTa 10 KayecTBO Ce
onpenaenst ¢ Pernament 3a usnbnuenue (EC) Ne 520/2012.

(4) TlpurexxarensaT Ha pa3pelieHre 3a ynorpeda U3BbPIIBA PEJOBEH OJUT Ha
cucremara 1o aji. 1. MHdopmariust 32 OCHOBHUTE KOHCTATAIlUU OT OJIUTa C€ OTOEIs3Ba B
OCHOBHATA JIOKyMEHTAIIMS Ha CHCTeMaTa M CIIY’)KU 3a U3TOTBSHE Ha TUIaH 3a MpujlaraHe Ha
MOJXO/ISIIN KOpUTHpAIy JeicTBus. Ta3u nHbopMmanus MoXxe a Oblie 3aMueHa Ciel
ISUTOCTHO M3ITBTHEHUE Ha KOPUTHPAITUTE JCHCTBUSI.

Un. 191. (M3m. - JIB, 6p. 102 ot 2012 r., B cmima ot 21.12.2012 1.) (1)
[TputexxaTenar Ha paspelieHue 3a ymnorpeba ompeaens KBaTU(PUIUPAHO IHUIE C
MoJXo/s11a KBanuuKalys, OTTOBOPHO 3a IPOCIIeIsiBaHe Ha JIeKapcTBeHaTa O€30MacHOCT.
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(2) JIuuero no an. 1 e ycTaHOBEHO Ha TEPUTOPUATA HA Jbp)KaBa YICHKA U €
MOCTOSIHHO U HENPEKbCHATO Ha PA3IONIOKEHHE Ha MPHUTEkKATEsl Ha Pa3pelieHUueTo 3a
ynotpeoa.

(3) 3a noanomarane JeMHOCTTA Ha KBATU(DUITUPAHOTO JIULIE IPUTEKATEIAT Ha
paspelieHneTo 3a ynorpeba ornpenels Jule, yCTaHOBEHO Ha TepUTopusATa Ha PemyOnuka
Boarapus. HaznauaBaHeTo Ha TakoBa JiMle HE 0CBOOOXKIaBa KBATM(DUIIUPAHOTO JIUIIE 110
aJl. 1 OT OTTOBOPHOCTUTE MY IO Ta3M IJ1aBa.

(4) IlpurexarenaT Ha paspelieHHeTo 3a ynorpeda mnpexacraBs Ha WAJL
naHHuTe 1o wi. 27, an. 1, 1. 12, 6ykBu "a" - "B" 3a nunara mo ai. 1 u 3.

(5) IpuTexaTensaT Ha pa3pemeHneTo 3a ynorpeda ysegomsisa MAJI mpu Besika
IPOMSIHA B JAHHUTE 110 all. 4.

(6) [IputexkaTenar Ha pa3pelICHUETO 3a yIoTpeda MPeIoCTaBs JaHHUTE 10 aJl.
4 3a kBanuduIMpaHoTo JuLe Ha EBponelickara areH1us 1o JeKapcTBara.

Ui 192. (M3m. - JIB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 1.) (1)
[IpuTexaTensar Ha pa3penIeHUETo 3a yrnoTpeda € JThKEH Ja:

1. mognbpska u npeaocTass mnpu nouckBane oT MIAJl oCHOBHUS TOKYMEHT Ha
cucTeMara 3a MpocJie/isBaHe Ha JiekapcTBeHaTa 0€30MacHOCT;

2. mpuiiara cucteMa 3a yrnpaBJeHHe Ha PUCKa 3a BCEKH JIEKAPCTBEH MPOAYKT;

3. OCBHILECTBsIBA MOHUTOPUHT Ha pe3yJiTaTa OT MEPKHUTE, ChIBPKAILIU CE B
IUJIaHA 3a yIpaBleHUE HAa PUCKA, WU

4. OCBIIECTBSIBA MOHUTOPHUHT Ha PE3yJiTaTa OT U3IIBIHCHUETO HA YCIOBHUATA
o wi. 55a, 56 nim 56a;

5. aKTyanu3upa CUCTeMara 3a yrpaBJieHUE Ha PUCKA;

6. OCBHIIIECTBABA MOHUTOPUHT Ha JIAHHUTE OT cucTeMara no wi. 190, an. 1, 3a
Jla uAeHTU(UIIMPAa HOBH PUCKOBE WJIM MPOMsIHA HA YCTAHOBEHUTE PUCKOBE, KAKTO U Ja
oTpezieNis Jally ca HACTHIIUIIN MPOMEHH B ChOTHOIIIEHHETO MOJ3a/PUCK 32 HAOII01aBaHUs
JIEKapCTBEH MPOIYKT.

(2) CpabpxaHHeTO U pebT 3a MOJAbP)KaHe Ha OCHOBHATA JTOKYMEHTAIIMS Ha
cucTeMara 3a mpocieasiBaHe Ha JieKapCcTBeHaTa 0€30IacHOCT ce ompenensaT ¢ Permament
3a m3mbiaHeHue (EC) Ne 520/2012.

Un. 193.(U3m. - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.)
[TputexxaTenar Ha pa3peuieHue 3a ynorpeda nadopmupa MAJI u EBponeiickaTta areHuus
1o JeKapcTBaTa B cllyyail Ha MAEGHTHU(HIMpAHE HAa CUTHAIU 3a HOBU PUCKOBE WIIM 3a
IPOMsIHA Ha YCTAHOBEHUTE PUCKOBE, WM IIPU MPOMsIHA HA ChOTHOIIEHUETO M0J13a/PUCK Ha
JIeKapCTBEH MPOAYKT.

Un. 194. (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
[TpurexxaTenar Ha pa3pelieHue 3a ynorpeda eTHOBpEMEHHO WK IPEeIH J1a PEA0CTaBU Ha
OOIIeCTBEHOCTTa HOBa HMH(OpPMaLuUs 3a ONAceHHs, CBbpP3aHU C MPOCIe/sIBaHe
0e30MacHOCTTa Ha JaJieH JIEKapCTBEH MIPOAYKT, pa3pellleH 3a ynorpeda Ha TepUTOpHUsATa Ha
Peny6nuka bovarapus, ysemomsiBa MAJI, EBponeiickara areHuus mo JiekapcrBaTa
EBponeiickara KoMucHs.
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(2) Uadopmanmsara mo an. 1 TpsOBa nma Obae OOCKTMBHA W Ja HE €
[OJIBEXKAAILA.

(3) IIpenu ma pasmpocTpanu HHGPOpPMAIUS, CBbp3aHa C MPOCIEsIBaHE HA
JeKapcTBeHaTa 0e30MacHOCT, MPUTEKATENIAT Ha pa3pelieHne 3a ynorpeda s chriacyBa
npenasapurtesHo ¢ MAJI ¢ uzkiroueHue Ha ciiydaute mo ai. 1.

(4) 3a u3BBPIIBAHETO HA OIICHKA HAa MH(OpPMAIHSITA 1O aJl. 3 ce 3arJala Takca
B pa3Mep, onpeseneH B Tapudarta mo wi. 21, an. 2.

Un. 194a. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1)
[TpuanMIIMTE ¥ M3KMCKBaHUATa HA JloOpara mpakTHKa 3a MPOCieIsIBaHe Ha JICKapCTBEHATA
0€30IaCHOCT Ce OIpeNeNaT B PHKOBOJCTBO, M31aJeHO OT EBpomeiickara areHmus 1o
JeKapcTBara.

(2) Ipu ochiecTBsiBaHE HA ACWHOCTUTE 110 TPOCIIEIsBaHE HA JIEKapCTBEHATA

0€30MacHOCT MPUTEKATEIAT Ha pa3pelleHHe 3a yroTpeda cra3pa qo0para npakTHKa o ai.
1.

Paznea II.
CbhOupaHne u cro0IaBaHe HA HH(OPMALU 32 MOJO3UPAHU HEKEJIAHH
JekapcrBenu peaknuu (Hos - /IB, op. 102 ot 2012 r., B cuia ot 21.12.2012 1.)

Un. 1946. (Hos - JIB, Op. 102 or 2012 r., B cmwma ot 21.12.2012 1.)
[TputexxaTenar Ha pa3pelIeHUeTo 3a ynorpeda B U3IIbIHEHNE Ha 3aIbKEHUATA CH 10 YL
190 e nmawbxkeH na JOKYMEHTHpPAa BCHYKH CBHOOIICHHMS 3a TOJO3UPAHH HEXKEITAHU
JIEKapCTBEHU PeaKIMK, Ha0II01aBaHH Ha TEpUTOpUATA Ha EBpOneiicKus ChI03 UK B TPETH
I'bPKaBH, JTOKJIAJIBAHU MY CIIOHTAaHHO OT MEUIIMHCKH CIICIIUATUCTH WU OT MAIlUEHTH UITH
BB3HUKHAJIM B [IPOIIECca HA MPOBEXKAAHE HA IOCTMAPKETUHIOBU MTPOYUYBAHUSA.

Un. 1948. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1)
[TpuTexxaTensaT Ha pa3pelIeHneTo 3a ynorpeda moJiaBa o eIeKTPOHEH ITbT B 0a3aTa JaHHU
"EudraVigilance" no un. 24 ot Pernmament (EO) Ne 726/2004 na EBpomneiickus mapiaMeHT
u Ha CpBeTa CHOOIIEHUS 32 CEPHO3HU IOI03MPAaHU HEXKEIIAaHW JICKAPCTBEHH PEaKIIHH,
HACTBIIUITN Ha TepuTopusaTa Ha EBpornelickus chi03 U B TPETU AbP>KaBH, B CPOK A0 15 nHu
OT JiaTaTa Ha MOJy4aBaHe Ha ChOOIICHHUETO.

(2) IIpuTexxarensT Ha pa3pelIeHUETo 3a ynoTpeda Moaana Mo eJIeKTPOHEH BT
B Oazara mannu "EudraVigilance" cboOIeHuss 3a BCHYKH TOJIO3UPAHU HEKEIAHU
JIEKapCTBEHU PEAKIIUU, Pa3IMYHU OT MOCOYEHHUTE B ajl. |, HACTHIIMIN HA TEPUTOPUSITA HA
EBponeiickus cpr03, B cpok 10 90 1HH OT narata Ha MOJTydaBaHEe Ha ChOOIIEHHETO.

(3) IlpuTexarensT Ha pa3pelIeHHETO 3a ynoTrpeda cienud MyOIuKaIluuTe B
crienMaau3npana MEeIMIIMHCKA JIUTepaTypa U TokaaBa B 6a3ata manau "EudraVigilance"
BCsKA OMHCAHAa B Hes TMOJ03MpaHa HEeXelaHa JIEKapCTBEHA Peakivs ¢ M3KIIOYCHHE Ha
MOJIO3MPAHN HEXEJIaHW JIEKAaPCTBEHU pPEaKIUU OT JICKApCTBEHH TPOIYKTH, KOHUTO
ChABPIKAT aKTUBHU BEUIECTBA, MOCOYEHH B clHChKa 1o uieH 27 ot Permament (EO) Ne
726/2004 na EBponeiickus napiameHT M Ha CbBeTa W ONHUCAHU B JUTEPaTypHU
W3TOYHHUIIU, TIPOCIIesiBaHu 0T EBporeiickaTa areHius o JexapcTpara.
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(4) TlputexarensaT Ha pa3pelICHUETO 3a YIOTpeda Ch3JaBa MPOLEAYPU 32
chOUpaHe HAa TOYHU U IOCTOBEPHH JaHHH, [TO3BOJISIBAIIN HAyYHA OI[CHKA Ha ChOOIICHHUSTA
3a MOJI03UPAaHU HEXKEJaHU JIEKapCTBEHU peaknuu. [Ipurexarenar Ha pa3peuieHHeTo 3a
yrnorpeba cr0upa nocienpamia “HGOpMaIrs BEB BPb3Ka ¢ Te3U ChOOIIEHUS U TIPE0CTaBS
obnoBenute nannu B "EudraVigilance".

(5) ®opmara U ChaABpPKAHUETO HA JTOKIaAUTE Mo ai. 1 - 3 ce ompenensT ¢
Pernament 3a usnmbanenue (EC) Ne 520/2012.

Ui 194r. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1)
M3npaHuTENHATa areHuys o JeKapcTBara perucTpupa B cucremara o wi. 183 Bcuuku
CHOOIIEHHUS 32 [T0103UPaHH HEKEJIaHU JICKaPCTBEHU PEaKLIUU, HACTHIUIN Ha TEPUTOPHSITA
Ha PenyOnuka bbarapus, OT MEAUIIMHCKY CHEIUAINUCTH U OT MALMEHTH, U U3HCKBA, TIPU
HEO0OXOIUMOCT, TOIM'BJIHUTENHA HH(OPMALIUS OT MPOCIEIIBAHETO HA CIyYasl.

(2) Korato cpoOmieHusiTa 3a MOJO3UPAHU HEKEJIAHH JICKAPCTBEHU PEaKIINH,
HACTBIIUIN HA Teputopusara Ha Penybnuka bearapus, ca mogajaeHu ot mpuUTeKaTeNs Ha
paspeuieHueTo 3a ymnoTpeba, TOW TPEAOCTaBs JOMBJIHUTENHA HWHGOPMALHMS OT
MPOCIeIIBaHeTO Ha Ciiyvas nmpu noucksaHe ot MAJL

Ui 194n. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
W3mpiHuTETHATA areHIys 1Mo JIeKapcTBaTa 1Mo/AaBa Mo eJIeKTPOHEH BT B 0a3ara JaHHU
"EudraVigilance" cpoO1ieHus 32 BCHYKU CEPUO3HU MOJO3UPAHU HEXEJlaH! JIEKapCTBEHH
peaKIyy, HACTHIIWIN Ha TepuTopusita Ha PemyOnuka Bearapus, B cpok mo 15 mauM ot
JlaTata Ha IOJy4aBaHETO UM.

(2) U3npaHuTenHaTa areHuus o JeKapcTpara 1nojasa o eJIeKTPOHEH IIbT B
O6azata ganHu "EudraVigilance" cboOmmeHuss 3a BCHUYKH MOJO3MPAHU HEXKEJIaH!
JIEKApCTBEHH PEAKIIMH, PA3IMYHHA OT TIOCOYCHUTE B aJI. |, HACTHIIWIIM HA TEPUTOPHITA HA
Peny6nuka bbarapus, B cpok 10 90 1HU OT JaTara Ha MoJy4yaBaHe Ha ChOOIIEHUETO.

(3) UsnbaHuTenHaTa areHuys o jeKapcTpara rnojana Mo eJIeKTPOHEH IIbT B
6azara manHu "EudraVigilance" nokimaau 3a NOJO3MpaHM HEXENAHU JIEKapCTBEHU
peaKkIyu, HACTBHIIWIM Ha TepuTtopusara Ha PemyOmmka bbiarapusi, BeiencTBhe Ha
HeMnpaBWJIHA ynoTpeba Ha JIeKapCTBEH MNPOAYKT. M3mbiHuTEenHaTa areHuus 1o
JexkapcTBara HHGopMupa 3a ToBa MUHUCTEPCTBOTO HA 3APABEOINA3BAHETO U CHCIOBHHUTE
OpraHu3alyi Ha MEJUIIMHCKUTE CTIELUATUCTH.

(4) Bcekn opraH WiaM MHCTUTYLMS, B KOSATO € MOCThIIMIa MH(OpManus 3a
N0JI03MpaHa HeXeJlaHa JeKapCTBeHa Peakliys, HacThIIMIIA Ha TepuTopHsTa Ha PeryOnuka
bwarapus, nundopmupa MAJI 3a Tosa.

(5) Cpabpxanuero u opmaTa Ha CHOOIIEHUATA U JOKIaAUTe 1o an. 1 - 3 ce
onpenensat ¢ Permament 3a usnbianenue (EC) Ne 520/2012.

Un. 194e. (HoB - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
W3nbaHUTENTHATA areHIMsl MO JIEKapcTBaTa MOTydaBa MOJajJeHaTa OT MPHUTEXaTels Ha
paspenieHneTo 3a ymoTpebda WHPOpManus 3a CEpPUO3HU MOJMO3MpPaHH HEKEIaHH
JIEKapCTBEHH PEaKIMU, HACTHIIIN Ha TEPUTOpHUATa Ha EBpomneickus Chio3 WM B TpeTa
IbpkaBa, upe3 0azara qanuu "EudraVigilance".
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(2) U3uckBanusiTa 3a MOHUTOpPHpaHE Ha HWHpOpManusITa B Oa3zara JaHHU
"EudraVigilance" ce onpenensr ¢ Pernament 3a usnbinenue (EC) Ne 520/2012.

Uin. 194x. (Hos - [IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) B nporieca
Ha oOmeH Ha uHpopmauus WAJI, mpurexaTenuTe Ha paspelieHue 3a ynorpeda u
EBporneiickara areHuus o JiekapcrBara CM ChTPYJIHHUYAT 32 OTKpUBAHE Ha AYOJIHMpaHU
CHOOIICHUS 3a MMO03UPAHH HEKETaHU JICKAPCTBEHU PEaKIUH.

Paznen 111.
Ilepuoauynu aKkTyaJu3upanu aAokjaaau 3a 6esonacuoct (Hos - JIB, 0p. 102 ot
2012 r., B cuaa ot 21.12.2012 r.)

Un. 1943. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
[TputexxaTenar Ha pa3pelIeHHETO 3a ynoTpeda € AMBKEH /1a MPeJoCTaBs Mo eNeKTPOHEH
nbT Ha EBpomnelickara areHIus o jJeKkapcTBara NepUoJUiYHU aKTyalIu3UpaHu JOKIa I 3a
0€30MacHOCT, KOUTO ChAbPIKAT:

1. 0000meHuss Ha JMaHHUTE OTHOCHO CBHOTHOIIEHUETO IIOJI33a/pUCK Ha
JICKapCTBEHUsSI MPOAYKT, BKIIOUUTEITHO PE3YITaTUTE OT BCUYKHU MPOYYBAHUS, C OTJIEH
NOTEHLUATHOTO UM OTPAXKEHHUE BbPXY pa3pelIeHUETo 3a ynoTpeoa;

2. Hay4YHa OIEHKAa Ha ChOTHOIIIEHUETO MOJI3a/PUCK Ha JIEKAPCTBEHUS MIPOIYKT;
OILIEHKAaTa c€ OCHOBABA HA BCHYKW HAJIMYHU JIaHHU, BKIFOYUTEIHO HA JAHHU OT KIMHUYHU
M3MUTBAHUA 32 HEpa3pEIICHU MOKa3aHUA U 3a LIeJICBU TPYNH, KOUTO HE Ca BKIIIOUEHU B
KpaTKaTa XapaKTepUCTUKA Ha IPOAYKTA;

3. BCHMUKM JIaHHU 3a o0eMa Ha MpoJaxOuTe Ha JIEKapCTBEHHs] MPOAYKT H
BCSAKaKBa Apyra mHpopmanus, ¢ KOSTO MPUTEXKATENAT Ha Pa3pelIeHHeTo 3a ynoTpeda
pasnosara, OTHOCHO o0eMa Ha IpEeANMCAHUATA, BKIOUUTEIHO NMPUOIU3UTENIeH Opoil Ha
JUIaTa, ynoTpeosiBau JIEKapCTBEHUS MPOAYKT WM U3JI0KEHH Ha Bb3AEUCTBUETO MY IO
JIpyra mpuYrHa.

(2) Cpabpxanuero u popmara Ha €IEKTPOHHUTE NEPUOANYHU aKTyaIu3UpaHU
JOKJIaau 3a 6e3omacHoCT ce onpenenst ¢ Permament 3a usnbianenue (EC) Ne 520/2012.

(3) Undopmarnusita no ajn. 1 ce crOupa U chXpaHsiBa B perUCTbpP, Ch3aJACH 10
pena Ha wieH 25a ot Permament (EO) Ne 726/2004 na EBpomeiickus nmapiaMeHT U Ha
CnBeTa, 1 ¢ nocrbiiHa 3a MAJL

Un. 194u. (Hos - 1B, Op. 102 or 2012 r., B cuma ot 21.12.2012 r.)
[TputexxaTenure Ha paspelieHHs] 3a ynoTpeOda/yIToCTOBEpeHHs 3a pPETUCTpalus Ha
JIEKApCTBEHHU NMpOoAYKTH 1o wi. 28, 30, 35 u 37 mojgaBaT NEpUOJNYHU aKTyaIM3UpPaHU
JOKJIa U 3a 6€30MacHOCT CaMo B CIy4aH, KOraTo:

1. momaBaHeTO Ha MOOKJIAA € YCIOBHE MO WI. 55a uiam 56, BIHUCAHO B
pa3pemnieHueTo 3a ynoTpeda/y10CTOBEPEHUETO 3a PETUCTPALIUS, TN

2. M3nbaHuTeNHATa areHIusl Mo JEKapCcTBaTa WIM PEryjlaTOpeH OpraH Ha
JIpyTa IbpkaBa YjeHKa M3MCKBA TOBA Bb3 OCHOBA HA CHOOpaXKEHUS 32 O€30MaCHOCTTA HA
JIEKApCTBEHUSI MPOAYKT WIIA TIOPAJH JIUTICA HA MIEPUOJUYHH aKTyaTU3UPaHH JTOKIAIN 32
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0€30IaCHOCT 332 aKTHBHOTO BEIIECTBO, ChIBPKAIIO CE B JICKAPCTBEHHS IPOAYKT, HAa KOHTO
€ U3JIaJICHO pa3pelIeHKe 3a YIoTpeda/yI0CTOBEpEHHE 32 PETHUCTPALIHSL.

Yn. 194k. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) B
paspelieHneTo 3a ynorpeda/yJoCTOBEpEHUETO 3a PErMCTpalys Ce ONpeAess YecToTa Ha
NoJaBaHe Ha MEPUOANYHHUTE aKTYIN3UPAHU JOKJIaIU 3a 0€30MacHOCT.

(2) Matute Ha mojaBaHe HA JOKJIAJUTE B 3aBUCUMOCT OT YeCTOTara 1o ai. 1
ce M3YHCIABAT OT JlaTaTa Ha M3/1aBaHe Ha Pa3pelICHUETO 3a yrnoTpeda/y10CcTOBEpEHHETO
3a perucrpanus.

(3) [epuonuunanTe aKTyaTU3UpPaHU JOKIAIU 32 0€30MaCHOCT CE M01aBaT Mpe3
CJIIEJHUTE BPEMEBM HHTEPBAIM, C H3KIIOYEHHME Ha CllydyauTe, KOraTo uecToTara Ha
[0JlaBaHe Ha JOKJIAJUTE € YCIOBME 3a H3/laBaHE€ Ha pPa3pelIeHUETO 32
ynoTpe6a/y10CTOBEPEHUETO 3a PErUCTpALUs UM € Olpe]esieHa B ChbOTBETCTBHUE C YII.
19411, 194Mm n 194H:

1. Ha Bceku 6 Mecema OT JaraTa Ha H3JaBaHEe Ha pa3pelICHUETO 3a
yrnoTpe6a/yI0CTOBEPEHUETO 3a PErHCTpalusi Ha JICKApCTBEH MPOAYKT [0 Jarara Ha
yCKaHeTO MYy Ha Ia3apa;

2. Ha BCeKU 6 MecCela npe3 NbPBUTC ABC I'OJUWHH OT JaTaTa Ha IMyCKaHC Ha
na3apa Ha JeKapCTBEHHMsI IPOAYKT;

3. BCAHDBXK rOAUIIHO IMTPE3 CJICABAIIUTE JIBC T'OAUHH,

4. BeHBXK Ha TPU FOJUHM CJe]l YeTBbpTaTa roJlMHa OT JaTaTa Ha IyCKaHe Ha
ra3zapa Ha JeKapCTBEHHUS MTPOIYKT.

(4) U3BbH ciyyaute no an. 3, NEpUOJUYHUTE AKTyaIM3UpPAaHU JIOKJIAAU 32
0e30MacHOCT ce nojaBaT HezabaBHO npu nouckBaHe oT MAJI unu perynaropeH opras Ha
J'bp>KaBa YJIeHKa.

(5) Anunen 3 u 4 ce mpwiiarat U 3a JIEKapCTBEHH MPOAYKTH, Pa3peLIeHH 3a
ynotpeba camo Ha TepuTopusTa Ha PenyOnmka bbarapus, Kouto He monajar B o0XBaTa Ha
wi. 1945.

Uin. 194n. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Korato
JIEKapCTBEHH MPOJAYKTH, KOUTO CHABPKAT €IHO M CBHIIO AaKTHBHO BEIIECTBO HIIH
KOMOWHAIHS OT €HH W CHITU aKTUBHU BEIECTBA, Ca MOJTYIIIA OTACITHU Pa3peIicHHs 3a
ynoTpe0a/yI0CTOBEpEHUE 3a perucrpaius, 4ecroTara M JaTUTE Ha I[OJaBaHE Ha
NEPUOIMIHUTE aKTYaJIM3UPAHN JOKIAAN 332 0€30MacHOCT MOXe Jla ObJaT MPOMEHEHU U
XapMOHU3UPAHHU C OTJIe]l U3BbPIIBaHE HA €MHHA OIIEHKA Ha Te3U JOKJIaIH.

Un. 194m. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) Harure
Ha TIOJ]aBaHE Ha TNEPUOJWYHHATE aKTyalM3WpaHH JOKJIaa 3a O€30MacHOCT 3a
JIeKapCTBEHUTE MPOAYKTH 1o wi. 19411 ce n3umncnsaBaT cbobpa3Ho pedepeHTHATa JjaTa Ha
EBponeiickus cpro3.

(2) PedepentHara nara Ha EBponeiickus cbio3 1o ai. 1 e:

1. matata Ha TBPBOTO paspelieHue 3a ynorpeba B EBpomelickus cbio3 Ha
JIEKapCTBEHUs MPOAYKT, ChIbpKalll CbOTBETHOTO AKTHBHO BEIIECTBO WJIM ChOTBETHATa
KOMOWHAIHSI OT aKTUBHU BEUIECTBA, HITN
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2. Haif-paHHaTa OT HW3BECTHHUTE JaTH Ha pa3pellieHusiTa 3a ymnorpeda Ha
JIEKAPCTBEHUSI MPOAYKT, ChAbPXKAII ChOTBETHOTO aKTUBHO BEIECTBO WJIM ChOTBETHATa
KOMOHMHAIMs OT aKTMBHU BEIIECTBa, aKO JaTara, rmocoyeHa B T. 1, He Moxe na Obne
yCTaHOBEHa.

Un. 194n. (HoB - IB, 6p. 102 or 2012 r., B cwia ot 21.12.2012 1.) (1)
[TputexxaTenar Ha pa3pelieHueTo 3a yrnorpeda Ha JEKapCTBEHU MPOAYKTH Mo 4. 194n
MOXE J1a IMOoJaJe MOTHBHpAHO HCKaHe a0 KomureTra mo JeKapCTBEHHUTE NMPOAYKTH 3a
XyMaHHa yrnotpeba, ChbOTBETHO 10 KOOpAMHAIIMOHHATa rpyma mo wi. 77, ain. 2 3a
orpenensHe Ha pedepeHTHa gata Ha EBponeiickust Chi03 WM 3a MPOMSHA Ha YeCTOTaTa Ha
MoJIaBaHe Ha MEePUOJUYHU aKTyalIM3UpaHu JTOKJIaIu 3a 6€30MacHOCT Ha €IHO OT CJICIHUTE
OCHOBAHHUSA:

1. mpUYKHU, CBBP3aHU C OOIIECTBEHOTO 3/IPaBE;

2. 3a ;a ce n3berne nyOaupaHe Ha OICHKA;

3.3a J1a ce MOCTUTHE MEKyHAapOIHA XapMOHU3AIIHSL.

(2) KomuterpT 1no JeKapCcTBEHMTE IMPOAYKTH 3a XyMaHHa YHorpeoa,
CHOTBETHO KOOPAMHALIMOHHATA IpyNa Mo wi. 77, al. 2 cie KOHCYNITAuU ¢ KOMUTETA 10
1. 56a, ain. 1, 1. | ogo0psBa UCKaHETO WJIM TPAaBU MOTHUBUPAH OTKA3.

(3) Yecrorara Ha nmoxaBaHe u pedepeHTHaTa nata Ha EBponeiickus cbio3 ce
OTPENIETIAT CJIel KOHCYNTAIMsS C KOMUTETA o wi. 56a, an. 1, T. 1 oT:

1. Komutera mo JiekapCTBEHUTE MPOJIYKTH 3a XyMaHHa ymorpeda - KOraro
NOHE €IHO OT pa3pelIeHHATa 3a ynorpeda 3a JEKapCTBEHH MPOIYKTH, ChIbPIKAIIN
CHOTBETHOTO aKTUBHO BEILIECTBO, € MPEJOCTABEHO B CHOTBETCTBHE C IIEHTpaIN3UpaHaTa
nponenypa, npensuaena B gsu I, rmaBa 1 or Permament (EO) Ne 726/2004 Ha
EBpomneiickus napnameHT u Ha CbBeTa, Win

2. KOOpJIWHAIIMOHHATA Tpyna mo 4i. 77, ain. 2 - 3a ciiy4yau, pa3iudHu OT
MOCOYEHUTE B T. 1.

(4) CriucwkbT ¢ pedepeHTHUTE JaTh Ha EBporeiickus Chro3 Ha JIEKapCTBEHUTE
OpoAYKTH 1o wi. 19451 1 xapMOHH3MpaHaTa YecToTa 3a MOJaBaHe Ha MEepUOJUUYHUTE UM
aKTyalM3MpaHu JOKJIaau 3a 0e30macHOCT ce MyOimKyBaT Ha EBponeiickus MHTEpHET
noprain o ui. 68, ai. 1, T. 4.

(5) IlpurexaTtensaT Ha pa3penIeHUETO 3a yInoTpeda ciien MmyOoJIMKyBaHETO Ha
naHHUTE 1o ajl. 4 npencTass B MAJI 3asiBneHue 3a mpoMsiHa Ha pa3pelieHneTo 3a yrnorpeda
Ha CHOTBETHHS JIEKAPCTBEH MPOAYKT. Bcska mpomsHa Ha AaTuTe Ha MOJABaHE M Ha
YyecToTaTa Ha IOJaBaHe Ha MEPUOJUYHUTE aKTyaJlM3UpaHM JOKIagu 3a 0e30MacHOCT,
OTIpeNleJIeHN B paspelieHusITa 3a ymorpeda, BIM3a B cujia 6 Mecema ciej aaraTa Ha
MyOIMKYyBaHETO UM.

Un. 1940. (Hos - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1)
W3mpiHUTETHATa areHIMs 10 JIeKapcTBaTa OIEHSBA TEPUOJUYHUTE aKTyalTU3UpaHU
JIOKJI/I 32 0€30MaCHOCT 3a JIEKapCTBEHUTE NMPOIYKTH, 3a Ja ONpeNeNn Jajll ca HalIHuLe
HOBH PHCKOBE, WJIHM MTPOMSHA B YCTAHOBEHUTE PHCKOBE, HITH MPOMSIHA Ha CHOTHOIIICHUETO
M0J13a/PUCK.

(2) M3mrpiHUTETHATA areHIINS 110 JISKapCTBaTa U3BBPIIBA €IUHHA OIIEHKA Ha
NEPUOJIMYHUTE AKTYAJM3UPAHU JIOKIaI1 32 0€30MacHOCT 3a JIEKAPCTBEHUTE MPOAYKTH, 3a
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kouto Pemybnuka bbarapus e usnbiaHsBana QyHKUMHTE Ha pedepeHTHa AbpiKaBa I10
CMHUCHJIA Ha Wi. 76, U € onpeiesieHa OT KOOpAUHAIMOHHATa rpyma 1o wi. 77, ai. 2.

(3) Hoxmamuuk ot Pemybmuka bbiarapus ydyacTBa B €IMHHATa OIICHKAa Ha
NEPUOANYHUTE aKTyalU3UpaHU JOKIaJM 3a Oe30MacHOCT 3a JIEKAPCTBEHU MPOIYKTH,
KOrarto MOHe €/IMH OT MPOJYKTUTE € pa3pelieH 3a ynorpeda no pena Ha Pernament (EO)
Ne 726/2004 na Empomelickus mapiaMeHT W Ha CbBeTa, U € OMPEICNICH 32 TaKbB OT
KOMMTETA I10 WiI. 56a, aim. 1, 1. 1.

Ui, 194n. (Hoe - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 1.) (1) B
ciyyaute 1o wi. 1940, an. 2 u 3 UAJL, cbOTBETHO NOKIAUUKBT OT Penybnuka bbirapus
B CpoK A0 60 1HM OT Jarara Ha MoJy4yaBaHe Ha MEPUOAMYHUS aKTyaIu3upaH JOKIaJ 3a
0€30MacCHOCT M3rOTBA OLIEHBUYEH JAOKIAJ M IO H3Mpalia MO EJIEKTPOHEH NbT Ha
EBporneiickara areHIusi 1o JieKkapcTBaTa W Ha PEryJaTOPHUTE OpPraHd Ha IbP)KaBUTE
yieHku. [IputexaTensat Ha pa3pemeHueTo 3a ynorpeda noiayyaBa ONeHbYHHS JTOKJIA]] OT
EBporneiickara areHius mo jJexapcTpara.

(2) B cpox 1o 30 auu OT mosiydaBaHe Ha JI0KJIa/a 1o aj. 1 mpuTexareisaT Ha
pa3pelIeHueTo 3a ynorpeda uiiu peryJaTopHUTE OpraHu Ha AbPIKaBUTE YWICHKH MOTaT Ja
IpeJICTaBAT CBOUTE KoMeHTapu 10 EBporneiickara arenuus no jgekapcrsara u o MAJL

(3) B cpox 1o 15 nquu oT naraTta Ha noyy4aBaHe Ha KoMeHTapuTe 1o ai. 2 MAJL
aKTyaJlu3upa OLEHbYHUS JTOKIa/l, KaTO B3€Ma IIPEIBU]I BCHUKH IIPEICTABEHN Bb3PaKEHMUS,
U TO M3Mpalla Ha KOMUTETA 1Mo 4. 56a, an. 1, T. 1 3a omobpenue u npenopouka.

(4) EBpomeiickara areHuMsi 1o JieKapcTBaTa BKJIIOUYBA IPHUETHS OLIEHBYEH
JIOKJIaJl ¥ TIperopbKaTa Ha KOMUTETA M0 Wi. 56a, a. 1, T. 1 B peructbpa no wi. 1943, ai. 3
U T'0 M3IIpalia Ha IPUTEKATEIs Ha pa3pelIeHueTo 3a ynorpeoa.

Un. 194p. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Korato
Peny6nuka bearapus He e 1okinaguuK B npouenypara no wi. 1940, an. 2, MUAJI moxe na
MpEeACTaBd KOMEHTapu B cpoka mo ui. 194m, am. 2 mo EBpomeiickara areHuus o
JeKapcTBaTa M 10 PETyJaTOpPHUsA OpPraH Ha Jbp)KaBaTa WIEHKA, M3TOTBUJI OLIEHBYHMS
JTOKJIa.

Y. 194c. (Hos - 1B, 6p. 102 01 2012 1., Bcuna ot 21.12.2012 1.) (1) B cnyuait
Ha €JMHHA OIICHKa Ha NEepUOJUYHU aKTyaJU3UpaHU JOKIaaAud 3a Oe30MacHOCT Ha
JIEKapCTBEHU MPOJYKTH 1O 4. 19471 u KOrato HUTO €THO OT pa3pelieHusITa 3a ynorpeda
Ha Te3W MPOIYKTH He € m3AaneHo mo peaa Ha Permament (EO) Ne 726/2004 Ha
EBpomneiickusa napaameHT 1 Ha CpBeTa, KOOpIMHAIIMOHHATA TpyIa Mo Wwi. 77, ajl. 2 B CPOK
70 30 1HU OT aTaTa Ha IOJIy4aBaHe Ha NPENopbKaTa OT KOMUTETA o wi. 56a, an. 1, 1. 1
M3/laBa CTAHOBMILIE OTHOCHO 3ara3BaHeTo, MPOMSHATA, CIIMPAHETO WJIM MPEKpaTsIBAaHETO
Ha CHOTBETHUTE pa3pelleHHs 3a yrnoTpeda, BKIIOYUTEIHO IpaduK 3a M3MbIHEHHE Ha
CTaHOBHILETO.

(2) Koraro mpeacraBeHuTe IbpKaBH YWICHKH B KOOPIUHAIIMOHHATA TPYIIa IO
. 77, aj. 2 MOCTUTHAT ChIUIacue OTHOCHO JAEUCTBUSTA, KOUTO TpsIOBa J1a ce MpeArnpuemar,
NAJI n3nbaHs1Ba IPUETOTO PELLICHUE.

(3) Koraro cranoBumero mo ai. 1 e 3a crnupaHe WM TpEeKpaTsiBaHe Ha
paspelieHneTo 3a ynorpeda, U3bIHUTENHUAT qupektop Ha MAJI uznasa 3amnoBes.
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(4) Korato B craHOBUIIETO 1O aj. 1 ca mpenopb4aHu MPOMEHHU B U3/1aJICHOTO
paspelieHue 3a ynotpeda, IpuTeKaTelsAT Ha pa3pelieHneTo 3a ynorpeda nogasa 10 MAJI
3asBJICHUE 3a IPOMSHA, BKIIOYBAIIO aKTyalIM3UpaHa KpaTka XapaKTepUCTUKa Ha MPOIYKTa
U JIMCTOBKA, B PAMKHUTE Ha ONpeeNeHus rpaduk 3a N3MbIHCHHE.

(5) Koraro ne Moxe na ObAe NOCTUTHATO ChIVIACME€ B pPAMKHUTE Ha
KOOpJMHALlMOHHATa Ipyma no wi. 77, ai. 2, Io3ULKATa Ha MHO3MHCTBOTO OT JIbP’KaBUTE
YICHKH ce mpefocTaBsa Ha EBpomeiickara koMHcHs, KOATO ITpUeMa pelieHre 3a MpoMsHa,
CIHpaHe WM TpeKpaTsBaHe Ha pa3pelieHHusATa 3a yrnoTpeda, W3IaJeHu OT ChbOTBETHHUTE
pEryJiaTOpHU OPTaHH Ha AbPIKABUTE YICHKH.

(6) M3nbpiHUTENHATA areHLUs 10 JeKapcTBaTa Mpuiara BpeMEHHUTE W/WIH
OKOHYATEJIIHUTE MEPKH OT PEUICHUETO MO all. 5.

Ui 194t. (Hos - /IB, 6p. 102 012012 1., Bcumaor 21.12.2012 1.) (1) B ciiywait
Ha €JMHHA OIICHKA Ha TEPUOJUYHU aKTyaJH3UpaHU JOKIaaAd 3a Oe30MacHOCT Ha
JIEKapCTBEHU MPOAYKTH 10 Wwi. 19411 1 KoraTo oHe eIHO OT pa3pelIeHusTa 3a yrnorpeoda e
usnaneHo mo pena Ha Permament (EO) Ne 726/2004 na EBpormeiickus mapiaMeHT W HA
CoBera, KoMUTETHT 10 JIeKapCTBEHUTE MPOIYKTH 32 XyMaHHa ynorpeba B cpok 10 30 nHu
OT I10JIy4aBaHETO Ha MpenopbKaTa OT KOMHUTETa 1o wi. 56a, ain. 1, T. 1 u3aaBa craHOBHILE
OTHOCHO 3aIla3BaHeTO, U3BMEHEHUETO, CIIUPAHETO WU MPEKPATIBAHETO Ha BaJIMAHOCTTA Ha
CBHOTBETHUTE pa3pelieHus] 3a yrnoTpeda, BKIIOYUTETHO TpaduK 3a H3MNBIHCHHWE Ha
CTaHOBHILETO.

(2) Koraro B cTaHOBHUIIIETO 110 ajl. 1 € M3pa3eHa no3uius 3a NpearnprueMane Ha
perynaTopHu JAEWCTBUS MO OTHOLICHHE Ha paspelieHusTa 3a ynoTpeba, EBpomelickara
KOMHCHSI:

1. mpuema pemieHue 3a TpPOMsSHA, CIOHUpPaHE WM [PEKpaTsBaHe Ha
paspemienusaTa 3a ynorpeba, uzgaaenu no pena Ha Permament (EO) Ne 726/2004 Ha
EBpomneiickus napnameHT u Ha CbBeTa;

2. mpuema petieHne ¢ Ipenopbka 3a MpoMsHa, CTUPaHe WiIH MPEeKpaTsIBaHe Ha
paspenieHusiTa 3a ynorpeba, M34aJ€HH OT CBHOTBETHUTE pErYJIaTOPHU OpraHd Ha
ITbP)KaBUTE YICHKH.

(3) UsmbnHuTenHaTa areHmus Mo JeKapcTBara Mpuiara BpEeMEHHUTE W/WIH
OKOHYATEJIHUTE MEPKH OT PEIICHHUETO 110 all. 2, T. 2.

Paszpen IV.
Cnemna npoueaypa Ha HuBo EBponeiickus cbro3 (Hos - [IB, Op. 102 ot 2012
r., B cuia ot 21.12.2012 r.)

Un. 194y. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) Cremrna
nporenypa Ha HUBO EBpomnelickus chio3 Moke ja Obae nHunuupana ot EBponelickara
KoMucHs, oOT EBpomneiickaTa areHius no JekapcTara uin OT AbpKaBa YICHKa.

(2) (U3m. - IB, Op. 18 ot 2014 r.) M3mbyiHKTENHATA ar€HLKA 10 JIEKapcTBaTa
MHUIMMpaA CIENIHA Mpoleaypa IO peJa Ha TO3M pasfell 4pe3 YBEIOMSBAaHE Ha
peryJiaTopHUTE OpraHd Ha JpYruTe AbpKaBU WIEHKH, EBpomeiickaTa areHuus o
nekapcTBata u EBpomeiickata KOMHCHSA, KOTaTO TO ChOOpaKeHHs, CBBP3aHU C
Ipocie/iIBaHe Ha JeKapcTBeHaTa O€30MacHOCT, MPEleHH, 4Ye 3a JAaJeH JIeKapCTBEH
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INPOAYKT, MyCHAT Ha OBArapckusi maszap, € HeoOXOOUMO MHpeanpHeMaHe Ha HSAKOS OT
CIICTHUTE MEPKH:

1. ciupaHe WM MpeKpaTsBaHe Ha Pa3pelIeHHeTo 3a yrnoTpeoa;

2. 3a0paHa Ha Pa3NpPOCTPAHEHUETO HA JICKAPCTBEH MPOAYKT;

3. u3aBaHe Ha OTKa3 3a MOJAHOBSBAHE HA PAa3pPELICHUETO 3a yroTpeda.

(3) (U3m. - B, 6p. 18 ot 2014 r.) U3nmbaHuTenHAaTa areHUus 10 JeKapcTBaTa
MHUIMHIpA MpoIielypaTa 1o aj. 2, KOraTto € yBeJoMeHa OT IPUTEkKaTells Ha pa3pereHueTo
3a ymotpeba, 4e MO ChOOpakeHHUs, CBBP3aHU C MPOCICAsSBAaHE Ha JIEKapCTBEHATa
0€30MacHOCT, NMPEYCTAHOBSABA PA3MPOCTPAHEHUETO HA JIEKAPCTBEHUS MPOIYKT WU €
MpeIpuel, WM Bh3HaMepsiBa J1a IpeanprueMe ISHCTBUS 3a U3TETIITHETO My OT Tas3apa,
WIM HSIMa J1a MpeArpueMe NeHCTBUS 3a MOJHOBSIBaHE Ha HM3JAJEHOTO pa3pelleHHe 3a
ynotpeba.

(4) (U3m. - IB, 6p. 18 ot 2014 r.) M3mbaHuTeIHATA areHIUs 1O JEKapcTBaTa
MOKE Ja HMHHIIMHApA TpoIeaypata 1Mo ald. 2 ¥ B CIIy9auTe, KOTaTo MPEIeHH, 4e TI0
ChOOpaKEHUs, CBBbP3aHH C MPOCIEAsSBaHE Ha JIEKapCTBeHaTa O€30MacHOCT, 3a JaJieH
JIEKapCTBEH MPOAYKT TpsiOBa na ObaaT 1o0aBeHH HOBH MPOTHBOINOKA3aHUS MU Ja Oble
HaMaJieHa IIpernopbyYBaHaTa 1032, WU MOKa3aHUATa Ja ObAaT OrpaHUYCHU.

(5) (U3m. - B, 6p. 18 ot 2014 r.) U3mbaHuTeIHATa areHIys MO JIeKapcTBaTa
npenoctass Ha EBponeiickaTa areHIUs Mo JieKapcTBaTa U Ha PEryjJaTOPHUTE OpraHH Ha
JIPYTHTE ObpXKABU WICHKU IsjIaTa HaydHa WHGOpMAIUs, ¢ KOSATO pasmoliara, KakTo U
U3BBPIIICHATA OIICHKA HAa JAHHUTE, U MOTUBHUTE 32 MHUIIMHPAHE Ha MPOIeAypara 1o peaa
Ha TO3U pazfel.

(6) (M3m. - 1B, 6p. 18 ot 2014 r.) B cayuyaute no an. 2 - 4 EBponeiickaTta
areHnus 1o JiekapcrBara yBemomsiBa MAJI 3a 3amouBaHe Ha mpoleaypara, KOrato
OIIaceHHuATa BbB Bpb3Ka ¢ 0€30MaCHOCTTA Ce OTHACST U J0 APYTH JIEKApCTBEHU MPOIAYKTH,
KOUTO MPUHAJICIKAT KbM €JHA U ChIIIa TEPANIeBTHYHA TPYIIA WM ChIBPXKAT SITHO U CHIIIO
AKTUBHO BEIIECTBO C MPOAYKTA, MOCOYEH B MH(OpMAIHATAa MO al. 5, UIKW KOraTo TO3U
JICKapPCTBEH MPOJYKT € pa3pellieH 3a yrnoTpeda v B Ipyra Wid B IPYTH IbPIKABH WICHKH.

(7) (M3m. - [IB, 6p. 18 ot 2014 r.) B cnydaute mo an. 4, korato He ce Haiara
Ja ce mpeanpuemMar crnenrau mepku, MAJI npunara nporeaypara mo ui. 77 wim 796.

(8) (HoBa - IB, 6p. 18 ot 2014 r.) U3mbaHUTENHATA areHIIMSI 110 JIEKapcTBaTa
uH(pOpMHpa IPUTEKATEIS HAa pa3pelIeHUETo 3a ynorpeda 3a 3armoyBaHe Ha mporeaypara
M0 pe/ia Ha TO3H pa3fell.

Un. 194¢. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B
ciaydaute mo wi. 194y, an. 2, Korato mpeneHu, 4e€ € HeEOOXOIUMO J1a Ce MpeArnpuemMar
CHELIHN MEpKH 3a 3allluTa Ha olmiecTBeHOTO 31pase, MAJl moxe BpeMeHHO aa cmpe
paspenieHueTo 3a ynorpeba v jaa 3abpaHu ynoTpedara Ha JIEKApCTBEHHUs MPOAYKT Ha
Teputopusita Ha PenyOnuka bearapus 1o mpueMaHe Ha OKOHYATETHO PEIICHHE MO YJl.
19449 ynm 1941m.

(2) WznmpnHuTENHATA areHIMS MO JieKapcTBaTta yBeAoMsBa EBpomeiickaTa
areHIus 1o JIeKapcTBara, EBponeiickara KOMUCHS U PETYJaTOPHUTE OPTaHU Ha JIPYTHUTE
Jbp)KaBU YJICHKH 3a MpEANpUeTHTe MEpPKU Mo al. 1 B CPOK A0 eIuH paboTeH AEH OT
NpUJIaraHeTo UM U OCOYBa MOTHBHUTE 32 TOBA.

(3) Koraro M3neaHuTETHATA areHITHS 10 JIEKapcTBaTa y4acTBa B IpolieyparTa
110 TO3M pa3zed, o uckane Ha EBponeiickata komucust MAJI nmpennpuema npenopb4aHuTe
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BPEMEHHH MEPKH MO0 OTHOIICHHE Ha Pa3pelIeHUETOo 3a ynoTpeda Ha JIeKapCTBEH MPOAYKT,
WJIM KOTaTO JICKAPCTBEHUAT MPOIYKT € pa3peliieH 3a ynorpeoda o pena Ha Pernmament (EO)
Neo 726/2004 na EBporeiickus mapiaameHT 1 ChBeTa - MO OTHOIICHUE HA CaMUsI TTPOJIYKT,
J10 IPUKJII0YBAHE HA IPOLEAYpaTa.

Un. 194x. (Hoe - IB, Op. 102 ot 2012 r., B cuma or 21.12.2012 r.)
M3nbiHuTEeNHaTa areHuus Mo JieKapcTBaTa MyOJIMKyBa ChOOIIEHHME HA HAI[MOHAJIHUS
MHTEpPHET noptai no 4i. 185, an. 1 3a HaunHa, 110 KOWTO 3aMHTEPECOBAHUTE CTPAaHU MOTaT
Ja ipepocTaBaT nHbopManusa Ha EBponeiickus nHTepHeT mmopTai mo wi. 68, an. 1, T. 4 3a
JIEKapCTBEHMsI IPOAYKT - IIpeIMET Ha mpoueaypara no wi. 194y, u 3a Bb3MOKHOCTTA J1a
y4acTBaT B OOIIECTBEHO OOCHXkKAAaHE, aKO TAKOBA € 00SIBEHO.

Ui 194u. (Hos - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 1.) (1)
Komurerst mo wi. 56a, an. 1, 7. 1 B cpok g0 60 gHU OT garara Ha OOsIBSIBaHE Ha
npoueaypara Ha EBponeiickus HHTEpHET NopTall U3rOTBSI MOTUBUPAHA MPENopbKa.

(2) IIputexkaTenar Ha pa3pelIeHUETO 3a ynoTpeda MoXke B cpoka o ai. 1 ga
MPEIOCTaBH MUCMEHU KOMEHTapH.

(3) Ipenopbkara mo an. 1 ce mydnukyBa Ha EBponeiickust HHTEpHET mopTal
o ui. 68, an. 1, T. 4 u chabpKa €AHO UM TIOBEYE OT CJIEIHUTE 3aKIFOUCHUS:

1. He e HeoOXOJUMO JAOIBIHUTEIHO NPOyYBaHE WM MPEANPUEMAHE Ha
JeICTBHUS Ha OOIIHOCTHO HUBO;

2. IpUTEXaTeNsAT Ha pa3pelleHHeTo 3a ynoTpeda TpsOBa Ja H3BBPLIU
JTOMBJIHUTENTHO MTPOYUBAHE U aHAIIW3 HA JAHHUTE;

3. mpuTexaTesNAT Ha pPa3pelIeHHeTo 3a ymnorpeda TpsOBa Ja NpoBeie
MOCTMapKETUHTOBO MPOYyYBaHe 3a 0€30MaCHOCT C MOCJeIBaIla OLEHKA HA Pe3yATaTUTe OT
HETOo;

4. nppxaBaTa WIEHKA WM MPUTEXKATENAT Ha pa3pelieHHeTo 3a yrnorpeda aa
NPUJIOKH MEPKH 32 HaMaJIsiBaHE Ha PUCKA;

5. paspelieHHeTo 3a ynoTpedba TpsbBa a Objae CHpsAHO, NPEKPATeHO WIH A
ObJIe M3/1aJICH 0TKA3 3a MOTHOBSIBAHETO MY;

6. paspeleHleTo 3a ynotpeda TpsoBa 1a Obae MPOMEHEHO.

(4) Konkpetaute Mepku 1o ai. 3, T. 4, KaKTO M YCJIOBUSATA U OTPAHUYEHUSATA,
KOMTO cjelBa Ja ObJaT BKIIOYEHH B pa3pelIeHHEeTO 3a ymnorpeda, ce MocoyBaT B
npernopbKara.

(5) B ciyuawute 1o ain. 3, T. 6, KOraTo MPOMEHUTE Ca CBBbP3aHU C M3MECHECHUE
wi 1o0aBsHe Ha MH(OpMAIM B KpaTKaTa XapaKTePHCTUKA, BPXY OIMAaKOBKaTa WIIHM B
JMCTOBKATa Ha JIEKAPCTBEHHUs MMPOJYKT, B IPENOpBbKaTa ce BKIOUBAT (POPMYJIHPOBKATA HA
NpOMEHeHaTa WM Jo0aBeHaTa MHPOpPMANUs M MSCTOTO, KBJIETO CleaBa TS 1da Oble
HaHeceHa.

Un. 1944. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) Korato
B 00XBarta Ha mporeaypara 1o wi. 194y He € BKIIIOUEH JIEKapCTBEH MPOIYKT, Pa3pelieH 3a
ynotpeba o pena Ha Permament (EO) Ne 726/2004 na EBpormelickus mapiaMeHT U Ha
CbBera, KOOpAMHAIMOHHATA TpyIa Mo Wi. 77, an. 2 Bb3 OCHOBA Ha IpernopbKara mo 4.
19411 B cpok no 30 nHM OT jHarara Ha MOJY4aBAaHETO M M37aBa CTAHOBMILE OTHOCHO
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3ara3BaHeTo, MPOMSIHATA, CIIUPAHETO, MPEKPATIBAHETO HA BaJUJAHOCTTa HA ChOTBETHHUTE
pasperieHust 3a yrnoTpebda WM OTKa3 3a MOJHOBSIBAHETO MM, BKIFOUHTEIHO Tpaduk 3a
U3IIBIHEHUE HA CTAHOBUIIETO.

(2) Koraro B CTAaHOBHIIIETO € MPEnopbYaHo MPEANPUEMaHe Ha MEPKUTE MO L.
194u, an. 3, 1. 5, MBNBAHUTENHUAT qupekTop HAa MAJI che 3amoBen crinupa JeUCTBUETO WU
MPEKpATsBA Pa3peIICHUETO 3a YIOTpeOa, HIIM 0TKa3Ba MOTHOBSBAHETO MY.

(3) Korato B craHoBu1ieTo o aji. 1 ca npenopb4aHu MPOMEHHU B U3/1aJICHOTO
pa3perieHue 3a ynorpebda, mpuTeKaTeNaT Ha pa3pelieHneTo 3a ynorpeda nonasa go MAJI
3asBJICHUE 3a IPOMSHA, BKIFOUBAIIO aKTyalIM3UpaHa KpaTka XapaKTepUCTUKA Ha MPOAYKTa
Y JINCTOBKA, B PAMKHTE Ha OIpeIeTICHUS rpaduK 3a U3IIbIHCHHE.

(4) Korato B cTaHOBHILIETO IO aJ. 1 € mpenopbuaHo MpearnprueMane Ha MEpKH
o wi. 194w, an. 3, 1. 2 - 4, npuTeKATEIAT HA Pa3pelICHUETO 3a yrnorpeda mpearnpuemMa
HeoOxonumuTe neictBus u uHpopmupa MAJl u perynatopHuTe OpraHu Ha JIpyrure
J'bPKaBH YJICHKH.

(5) Korato B pamkuTe Ha KOOpIMHAIIMOHHATA TPpyIa Mo Wwi. 77, all. 2 He MOXKe
na ObJie TIOCTUTHATO ChITIACHE, MTO3UIUATA HA MHO3HHCTBOTO OT JBPIKABHTE WICHKH CE
npenocraBs Ha EBpomeiickaTa koMHcHs, KOSATO MpUeMa peUIeHHE C Mpenopbka 3a
MPOMsIHA, CIIMpAHE WM TPEKpaTsABaHE Ha pa3pelIeHueTo 3a ymorpeda, WU3JaJeHO OT
CHOTBETHUTE PErYJIaTOPHU OpPraHU HA JbPKABUTE UICHKH.

(6) M3nbpaHuTenHaTa areHuus IO JieKapcTBara Ipuiara NpernopbyaHUTE B
PEIIEHUETO 0 all. 5 BpeMEeHHH W/WUJIM OKOHYATEITHH MEPKU.

Wi 194m. (Hos - IB, 6p. 102 o1 2012 1., B cuima ot 21.12.2012 1.) (1) Koraro
B 0o0XxBara Ha mporexypara no wi. 194y e BKIIOUEH JIEKApCTBEH MPOIYKT, pa3pelieH 3a
ynotpeba no pena Ha Permament (EO) Ne 726/2004 na EBpormelickus mapiaMeHT U Ha
CeBeta, KoMHTETHT IO JIeKapCTBEHW NMPOJYKTH 3a XyMaHHa yrmoTpeda Bb3 OCHOBAa Ha
npenopbkara no wi. 194, an. 3 B cpok 10 30 1HU OT Aarara Ha MOJIy4aBaHETO M MU3/1aBa
CTaHOBMINE OTHOCHO 3alla3BaHETO, MPOMSIHATA, CIHPAHETO, TPEKPATIBAHETO Ha
BAJIUJTHOCTTA Ha CHOTBETHUTE pa3pelIeHus 3a yoTpeda WK 0TKa3 3a MOAHOBSIBAHETO UM,
BKITIOYHMTEITHO rpauK 3a U3IIBIIHEHHE HAa CTAHOBUIIETO.

(2) Korato B cTaHOBHIIETO 10 all. 1 € u3pa3eHa Mo3uLus 3a NpeanprueMane Ha
perynatopHu AeMCTBHs MO OTHOILIEHHE Ha pa3pelieHusTa 3a ynorpeda, EBponeiickaTta
KOMMCHS:

1. mpuema penieHue 3a MPOMsIHA, CIUPAHE WIIH MPEKPATIBaHE BAIMTHOCTTA HA
pazpeiieHusiTa 3a ynorpeba, usganeHu mno pena Ha Permament (EO) No 726/2004 nHa
EBpomnelickus napiameHT 1 Ha CbBeTa;

2. mpuemMa pelleHue ¢ Ipenopbka 3a NpoMsiHa, CIIMPaHe WU MTpeKpaTsBaHe Ha
BAIMTHOCTTa HAa pa3pelieHusATa 3a ynorpeda, W3JaJieHd OT ChOTBETHUTE PETYIaTOPHU
OpraHu Ha JbP>KaBUTE YICHKU.

(3) MsnpaHuUTENHATA areHIMs IO JIeKapcTBaTa Mpujara NpernopbuaHUTE B
pemienrero Ha EBpormeiickaTta KOMHUCHS MO aj. 2, T. 2 BPeMEHHU W/MJIM OKOHYATEIHH
MEPKH.

Un. 194m. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.)
[Ipenopwkara no un. 194u, an. 1, craHoBuiero no 4uia. 194m, an. 1 u peumeHuero Ha
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EBponeiickara komucuss 1o 4wi. 1944, an. 5 w un. 194m, an. 2 ce myOnMKyBarT Ha
EBponeiickus nHTEpHET nopTal 1o wi. 68, ai. 1, 1. 4.

I'naBa neBera.

THBPI'OBUSA HA EAPO C JIEKAPCTBEHU ITPOAYKTHU U
INOCPEJHUYECTBO B OBJIACTTA HA JIEKAPCTBEHUTE
MNPOAYKTU (BAI'JI. U3M. - IB, bP. 71 OT 2008 I'., B CUJIA OT
12.08.2008 I'., U3M. - /IB, bP. 102 OT 2012 I'., B CHJIA OT 02.01.2013T".)

(3arn. "Pazngen 1. TeproBus Ha enpo ¢ JekapcTBeHU NpoaykTu'" 3ai. - JIB, 6p.
71 ot 2008 1., B cua ot 12.08.2008 r.)

Ui 195. (1) TeproBus Ha epo ¢ IEKapCTBEHU IPOAYKTH MOraT Ja U3BbPILIBAT
(GHU3MYECKH U IOPUANYECKH JIUIIA, TIPUTEKABAIIU pa3pelIeHe 3a Ta3u ICHHOCT, U3/1a/IeHO
OT PEryJIaTopeH OpraH Ha ChOTBETHATA AbPKaBa UICHKA.

(2) Koraro nuuero mo an. 1 uMa CKJIaJIOBH MOMEIIECHHUS Ha TEPUTOPUSAITA HA
Peny6iinka bwarapusi, ToO MOXe Ja U3BBPIIBA THPrOBUS HA €1IPO C JIKAPCTBEHHU MPOTYKTH
cJie1 Mojy4yaBaHe Ha pa3penieHue OT U3MBJIHUTENHUS qupekTop Ha MAJL

Un. 195a. (Hos - [AB, 6p. 67 ot 2020 r.) Jlune, noayuusno pa3pelieHue 3a
THPrOBUST HA €IPO C JICKAPCTBEHM IPOIYKTH, HE MOXKE Ja ObjJe MpuTexaren Ha
paspelnieHre 3a ThPTroBUs Ha IPEeOHO C JIGKAPCTBEHHU IPOAYKTH B alTeKa, H3/1aJIcHH 0 pea
Ha TO3U 3aKOH.

Y. 196. (1) Ilpon3BoauTten Ha JIEKAPCTBEHU MPOJIYKTH MO CMUCHJIA HA TO3U
3aKOH MOJKE /1a U3BBPILBA THPTrOBUs Ha €PO CaAMO C JIEKAPCTBEHUTE NMPOJIYKTH, 32 KOUTO
MMa U3/13JICHO Pa3penIeHne 3a MPOU3BOACTBO.

(2) BHocuTen Ha JIeKapcTBEHU NMPOIYKTH IO CMUCHJIA Ha TO3H 3aKOH MOXe Ja
U3BBHPIIBA THPrOBUS HA €O CaMO C JIKAPCTBEHUTE MPOAYKTH, 32 KOUTO MMa H3/1aJCHO
paspelIeHue 3a BHOC.

Y. 197. JIuuara no ui. 195 Tps6Ba na pa3noiaraT CbC:

1. moaxoasimym mMoMmelleHusi, o0Opy/lBaHE M CHOPBKEHUS U MOAXOIAIIM
TPAHCIIOPTHHU CPEJCTBA, OCHUTYpSBAlM NPAaBUIHOTO CHbXPAHEHHE, PAa3NpPOCTPAHEHHUE U
TPaHCIIOPTUPAHE Ha JIEKAPCTBEHHUTE MNPOAYKTH, B CHOTBETCTBHUE C HM3UCKBAHUATA HaA
JlobpaTa qucTpruOyTopcKa NpakTHUKa;

2. kBanU(UIMPaH NePCOHAN U OTTOBOPEH MarucThp-papMaleBT ¢ Hail-Maliko
JB€ TOJIMHU TPYIOB CTaX IO CHELUAIHOCTTA, YUUTO 3aJBJDKEHUS CE€ OIpPENEAT B
Hapen6ara mo uwi. 198.

Ui 198. (M3wm. - IB, 6p. 102 o1 2012 1., B cunia o1 02.01.2013 1.) [Ipuniunure
U U3UCKBaHMsATA 32 JloOpuTe TUCTpHOYTOPCKU MPAKTUKU HA JIGKAPCTBEHU MPOJYKTH U Ha
aKTHBHHU BEIECTBAa C€ NpUEMaT ¢ Hapenda Ha MUHHCTBPA Ha 3paBEONa3BaHETO U C
PBKOBOJICTBA, ITpHeTH oT EBporneiickara komucus.
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Y. 199. (1) JIunara no uin. 195, an. 2 nonasar B UAJI:

1. 3asBieHHe, KOETO ChIbPKa HAUMEHOBAaHME, CelajHIle U aapec Ha
yIpaBJIeHUE HAa THProOBEla; aJ[pec W ONUCAHHE HA MOMEUICHUATA M CHOPBKEHHSTA 32
ChXpaHEHHE Ha JIEKAPCTBEHUTE MPOIYKTH;

2. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) nannau 3a Enquaans
UACHTU(PUKAIIMOHEH KO/ Ha ThProBela Ui KOOoepalusaTa oT TbproBcKus perucTsp, a 3a
JpY’KeCTBaTa, peruCTPUPaHU B AbpiKaBa - WieHKa Ha EBponelickus cbro3, UM B Tbp)KaBa
- crpana no CnopasymeHuero 3a EBpomeiickoTO MKOHOMHUYECKO MPOCTPAHCTBO -
JOKYMEHT 32 aKTyaJlHa PETHUCTpaIsl M0 HAIMOHAIHOTO 3aKOHOJATENICTBO, M3JAJEH OT
KOMIIETEHTEH OpraH Ha ChbOTBETHATA JIbPKaBa;

3. (mom. - 1B, 6p. 103 oT 2017 1., B cuna ot 01.01.2018 r.) ume, cBUIIETEICTBO
3a CHIMMOCT WJIHM aHAJOTUYEH JOKYMEHT Ha JIMLETO, aKo He € OBJIrapcku rpa)kIaHuH,
JUIIOMA 33 BHCIIE 00pa30BaHUE U JOKYMEHT 3a TPYIOB CTaX Ha OTTOBOPHHS MarucThbp-
dapmarnieBt 1o wi. 197, T. 2 1 Konue OT TPyIOBUS MY JOTOBOD;

4. (ot™. - 1B, 6p. 60 ot 2011 r., B cuiia ot 05.08.2011 r.)

5. (ot™m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

6. JOKYMEHT, YAOCTOBEpSBAall IPABHOTO OCHOBaHHME 3a TIOJ3BaHE Ha
MOMEILIEHUSTA;

7. (u3m. - JIB, 6p. 98 o1 2010 1., B cuna ot 01.01.2011 r., oT™m. - [IB, 6p. 84 ot
2018 r., B cmma ot 12.10.2018 r.)

8. TOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, onpeselieH B Tapudara mo wi. 21, a.
2.

(2) JIunara no un. 195, an. 1 nonasar 3aasnenue B MAJI 3aeqHo cbe:

1. Komue OT pa3penIeHueTo 3a ThProBHsI HA €pOo, U3AAIEHO OT PeryjJaTopeH
OpraH Ha Jbp)KaBa 4JICHKA,

2. UMe W aJpec Ha JUIETO 3a KOHTAKTH Ha TepuUTopusaTa Ha PemyOnmka
bearapus;

3. agpec Ha NOMEIIEHUATA 32 ChbXPAHEHUE Ha JIEKAPCTBEHUTE MPOJIYKTH HA
TEPUTOPUSATA HA IBPKABUTE UIICHKH.

(3) IIpu TproBus Ha €ApPO C HAPKOTUYHU BEUIECTBA, KAKTO U C JIEKAPCTBEHU
dopMH, CHIBpXKAIIM TAaKWBa BEIIECTBA, C€ NMPHJIAraT M HM3WCKBaHWATA HAa 3aKOHa 3a
KOHTPOJI BbPXY HapKOTHYHUTE BELIECTBA U IPEKYPCOPHUTE.

(4) (Ot™m. - 1B, 6p. 17 o1 2020 1)

(5) (Homa - /1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) U3nbnuuTenHaTa
areHIMs 10 JISKapCTBaTa YCTAHOBSIBA CIIY)KEOHO OOCTOSITENICTBATa OTHOCHO CBHAMMOCTTA
Ha JIMIETO 1o ai. 1, T. 3, korato e OBJIrapcKu rpakIaHuH.

(6) (Homa - 1B, 6p. 67 ot 2020 r.) B neHst Ha mocThIIBaHE HA 3asBICHUETO 110
an. 1 wmm 2 MAJI u3npama mo cinyxeOeH pell UCKaHe 10 YNpaBUTEITHHUS ChBET Ha
Bbeirapckust ¢gapmaneBTHYCH CBHIO3 33 HM3JaBaHE Ha YAOCTOBEPEHHE 3a BIMCBAaHE B
Harnuonannus e1ekTpoHeH perucTbp Ha WieHoBeTe Ha bbarapckus apManeBTHUEH ChIO3
- 3a MarucThep-papmanenta no 4. 197, 1. 2, KakTo U 3a mperocTaBsiHE Ha UHGpOpMaLUs
OTHOCHO HAJOXXEHM Haka3aHHs IO pela Ha 3aKkOHa 3a ChCIOBHATa OpraHM3alus Ha
Maructbp-apmareBTUTE U Ha 3aKOHA 3a 3/IPaBeTo.

(7) (HoBa - JIB, 6p. 67 ot 2020 r.) YOpaBUTETHHUST CHBET MPEIOCTaBS
JIOKYMEHTHUTE 10 all. 6 B CPOK 5 pabOTHU JTHU OT MOCTHIIBAHE HA UCKAHETO.
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Un. 200. WM3npanurenHara  areHOMss 1O JIeKapcTBaTa  OLICHSBA
JIOKYMEHTAIUsITa U H3BBPIIBA MPOBEPKA HA MICTO Ha OOEKTUTE, TOCOUCHHU B 3asIBJICHUETO,
3a YCTaHOBSIBAaHE HAa CHOTBETCTBHMETO MM C M3HMCKBaHMATA 3a JloOparta guctpuOyTopcka
MpaKTUKa.

Y. 201. (1) U3nenHuTenHaTa areHus 10 JeKapcTBaTa yBeAOMsBAa IMCMEHO
3asBUTEJISA, KOTATO YCTAHOBU HEII'BJIHOTHU B MpEACTaBEeHATa JOKYMEHTALIHSL.
(2) B ciiydante o an. 1 cpoxsT o ui. 202, an. 1 cnupa ga tede.

Yn. 202. (1) (U3m. - B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) B cpox
mo 60 mHM OT jaraTa Ha IIOJaBaHE Ha 3asABJICHHETO Mo 4i. 199, an. 1 M3IBIHUTETHHUAT
nupextop Ha MAJI u3gasa paspenieHue 3a TbproBusi Ha €p0 WU TPaBU MOTUBHUPAH OTKa3.

(2) OtkazpT mno an. | mommexu Ha oOXkanBaHe MO pega Ha
AJIMUHHCTPATHBHOIIPOIIECYATHUS KOJEKC.

Ui 203. B cpok g0 15 qHu OT naTaTa Ha [0/1aBaHe Ha JJOKYMEHTAUATA 10 Yl
199, an. 2 uznbaauTenHusAT aupexktop Ha MAJI nu3naBa yaoctoBepeHue 3a perucrpauus 3a
THProBUs Ha €po Ha TeputopusTa Ha Penyonuka bbirapus Ha nuuero no 4. 195, an. 1.

Ui. 204. (1) Pa3pewenueTo 3a TbproBus Ha €Ipo C JEKapCTBEHU MPOJYKTH €
06e3CpOYHO.

(2) Paspemenuero mo un. 202 wiam ypocroBepeHuero mo wi. 203 ce
MIPEKpaTABA, aKO MPUTEKATEIAT MY MOUCKA MMCMEHO TOBA OT U3IIBJIHUTEIHUS TUPEKTOP
Ha MAJL

(3) JTumero mo wi. 195 e nrbkHO 1a yBegomu mucmeno MAJT B 7-1HeBEeH cpok
OT IIPEKpaTsABaHE Ha JEMHOCTTA CH 110 ThPTOBHS Ha €JIpO C JIEKapCTBEHU NPOAYKTH. B Te3n
clyyau  U3OBJHUTENHUAT  nupekrop Ha  MAJI  npekpatsiBa  U3OaJieHUTE
pa3pelieHns/y10CTOBEpEHUS 32 ThPIOBUsI Ha €PO € JIEKaPCTBEHU MTPOTYKTH.

Un. 205. (1) M3nbiaHuTenHaTa areHus Mo JieKapcTBaTa BOJAU PETHCThP Ha
U3JaJICHUTE pa3pelieHns 3a ThProBUs Ha €ApO C JIGKAPCTBEHU MPOAYKTH 1o wi. 202, ai.
1, koWTO CHABpPIKA:

1. HOMep U 1aTa Ha pa3peleHUETO;

2. HaMMEHOBaHMeE, CelajIuIle U aJIpec Ha YIpaBJIeHHUE Ha JIMLETO, MOIYyUHIIO
pa3peleHuETo;

3. aapec Ha MOMEIIEHUATA 32 CbXPaHEHHUE Ha JIEKApCTBEHUTE NMPOYKTH;

4. TaHHUTE 32 OTTOBOPHUS MarucTep-apmanest no 4wi. 197, 1. 2;

5. CHUCBK Ha JleKapcTBaTa, ChIbpXAllM HApKOTHYHU  BELIECTBa,
panuodapmaneBTUIN, UMYHOJIOTHYHY JIEKAPCTBEHU MPOJIYKTH U JIEKAPCTBEHU MPOITYKTH,
MOJIy4YEHHU OT YOBEUIKa IIa3Ma U YOBEIIKa KPbB;

6. naTa Ha 3aJIMYaBaHE Ha Pa3pEIICHUETO OT PErMCThpa U OCHOBAHHUE 3a TOBA;

7. 3a0€eKKH 1O BIIMCAHUTE 0OCTOSITEICTBA.
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(2) M3nbyiHMTEIHATA areHLUs 10 JIeKapcTBaTa BOAM PETUCTHP Ha U3aICHUTE
ynoctoBepeHuss no wi. 203 3a THProBUsi Ha €IpO C JIEKAPCTBEHU NIPOAYKTH, KOHTO
ChIbpIKa:

1. HoMep U /1aTa Ha YAOCTOBEPEHUETO;

2. HOMEp Ha pa3pelIeHrueTo 3a THPrOBUSI Ha €IPO C JIEKApPCTBEHU MPOIYKTH U
opraHa, KOMTO Io € u3ai;

3. HaUMEHOBaHUe, CelaIMIle U aapec Ha YIpaBJIEHHWE Ha JUIETO, MOTYYHIIO
YZIOCTOBEPEHUETO;

4. manHM 3a aunero no wi. 199, an. 2, T. 2;

5. JaTa Ha 3aJM4YaBaHE Ha YJOCTOBEPEHUETO OT PETUCTbpPAa U OCHOBAHUE 3a
TOBA;

6. 3a0€JIeKKH IO BITUCAHUTE 0OCTOSITEIICTBA.

(3) lanHu oT peructpute ce myoaukyBat Ha cTpanuinara Ha MAJI B uHTEpHET.

(4) (Homa - /1B, 6p. 102 oT 2012 ., B cuna ot 02.01.2013 r.) U3nbanuTenHaTa
areHIus 10 JIeKapcTBaTa BbBexk/1a B 0a3ata qaHHu 1o wi. 147 undopMmarius 3a u3iaieHuTe
pa3pelieHus 3a ThpProBUs Ha €10 C JEKAPCTBEHU MPOIYKTH.

(5) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipu mouckBane
ot EBporieiickara KOMUCHS WIH OT JAbpkaBa wieHka MAJI mpemocrapst mHpopMmanus 3a
U3JIaZICHO pa3pelieHNe 3a ThProBuUs Ha €pO C JIEKAPCTBEHU MPOIYKTH.

Ui 206. (1) IIpu mpomsina Ha 0OCTOSATEICTBATA, CBBP3aHU C HM3AZACHOTO
paspelleHre 3a TbproBus Ha €Ipo, IpUTEeXATeIAT My nojana 3assienue 10 MAJI o pexa
Ha 4. 199, KbM KOETO mpuiiara CBbp3aHara ¢ MpoMsiHaTa JOKyMEHTaIlU.

(2) Pa3penienuneTo 3a mpoMsiHa CE€ U37aBa IPU YCIOBUSATA U 10 peaa Ha 1. 200
- 202. Ilpu npoMsiHa Ha MOMEILICHUSATA 3a ChXPaHEHUE e Mpuiiara CpokbT 1o wi. 202, a B
OCTaHAJINTE CIy4dau CPOKbT € 14 nHHU.

Un. 207. (1) TlpurexatensT Ha pa3pelieHHe 3a THPrOBHS Ha €Apo, KOWTO
W3BBPIIBA JIEHHOCTTA CH Ha TepuTopusaTa Ha PemyOnuka boarapus, e IrbkeH na:

1. ocurypsiBa JOCTBII TIO BCSKO BpeME€ Ha KOHTPOJIHHUTE OpraHu g0
MOMEIIEHUATA 32 ChXPaHEHUE Ha JIEKAPCTBEHUTE MPOIYKTH;

2. THPTyBa caMo € pa3pelieHu 1o pesia Ha TO3U 3aKOH JICKApCTBEHH POIYKTH;

3. ThpryBa ¢ JIEKapCTBEHU MNPOAYKTH, YHUTO OMAKOBKH M JIMCTOBKH ca B
CHOTBETCTBHUE C U3JaJICHOTO Pa3pelIeHue 3a yroTpeda, Ipy YCIOBUATA U 110 pea Ha TO3U
3aKOH M CPOKBT UM Ha FOJJHOCT HE € U3TEKb,

4. ce cHaO/IsABA C JIGKAPCTBEHHU MPOTYKTH CAMO OT TIPOU3BOIUTEIH, BHOCUTEIH
WIN THPTOBIH HA €/IpO C JISKApCTBEHH MPOIYKTH, MOJIYUMIN Pa3pelleHue 3a U3BbPIIBAHE
Ha Ta3W JACWHOCT 10 peia Ha TO3H 3aKOH;

4a. (HoBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., uzm. - JIB, 6p. 67
ot 2020 r.) mpoBepsiBa JaJIy MOJIyYEHUTE JIEKAPCTBEHU MPOAYKTH OT JIUIIATa 110 T. 4 He ca
dammupunupanu, Kato MPOBepsSBa ABTEHTUYHOCTTa Ha JIGKAPCTBEHUTE NPOAYKTH,
onpenenenu B [lenerupan perinament (EC) 2016/161, upe3 mokazarenure 3a 6€30MaCHOCT
no ui. 168, an. 8 B ciyuaute, onpenenenu B [lenerupan pernament (EC) 2016/161;

46. (voBa - JIB, Op. 67 ot 2020 T.) mpoBepsiBa MOKa3aTEIUTE 3a 0€30MACHOCT U
JIe3aKTUBUPA MHIUBUIYATHHS UACHTU(DUKAIIMOHEH Oeler Ha JIeKapCTBEeH MPOAYKT, IIpeIu
Jla IOCTaBH TO3M JICKAPCTBEH MPOAYKT B CIIy4auTe, ONPEACIICHH B HapeaoaTa mo wi. 198;
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5. cHaOpsBa € JIeKapCTBEHU MPOAYKTU APYTU MPUTEKATEIN HA pa3pelIeHe 3a
THPTOBUSI HA €JIPO, alITEKH U IPOTEPUH, OTKPUTH I10 PeJia Ha TO3U 3aKOH;

Sa. (moma - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - /IB, Op. 84
ot 2018 1., B cmma ot 12.10.2018 r.) cHabms1Ba ¢ IeKapCTBEHU MPOAYKTH 32 33]I0BOJISIBAHE
Ha COOCTBEHHUTE UM HYXIU:

a) JieueOHM 3aBeICHNUS,

0) BHUCIIM YYWININA, KOUTO OCBHIIECTBSBAT JiedeOHA IEHHOCT ChITIaCHO 4iI. 2a
oT 3aKoHa 3a JIeUCOHUTE 3aBCACHHUS;

B) MHCTUTYyHMHUTE Mo wi. 26, ain. 1, 7. 1 u 3 or 3akoHa 3a 3ApaBeTO 3a
Ch3/IaJICHUTE B TAX 3/[paBHU KaOWHETH;

I') KOpaOOMPUTEKATEIH 32 [IEJIUTE Ha OCUTYPSIBAHE HA JIEKAPCTBEHU MPOTYKTH
Ha Oopa Ha Kopabute chriaacHo Kojekca Ha ThproBCKOTO KOpadoIIaBaHe;

6. cHabngBa C JIEKapCTBEHHW MPOAYKTH JIeKapu W JIeKapu IO JCeHTalHa
MEIUIIMHA, KOTaTO B HACEJIEHOTO MSCTO HSIMa anTeKa, IPH YCIIOBUS U TI0 PEJl, OTPEICTICHI
B Hapea0a Ha MUHUCTBPA Ha 37paBeoNa3BaHETo;

6a. (HoBa - /1B, 6p. 102 ot 2012 1., B cruia ot 02.01.2013 r., mom. - /IB, Op. 84
ot 2018 1., B cuna ot 12.10.2018 r.) BIricBa B JOKyMEHTHUTE 3a IOCTaBKa MapTHIHUS HOMED
Ha JJOCTaBEHUTE JIEKAPCTBEHH MPOYKTH, KAKTO U aJjpeca Ha JI0CTaBKa Ha JICKAPCTBEHUTE
TIIPOIYKTH;

606. (aoBa - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) uma 1uran 3a
JEICTBUE B U3BBHPEIHHU CUTYallMU, KOUTO ChAbpkKa e(EeKTUBHU MEPKHU 3a M3TETISHE HA
JIEKapCTBEH MPOJYKT OT maszapa mo pasnopexnane Ha MAJl wnam mo wHUIIMATHBA Ha
MPOU3BOJUTEN WM TPHUTEXKATENS Ha pa3pelieHHeTo 3a ymnorpeda Ha CHhOTBETHUS
JIEKApCTBEH MPOAYKT;

6B. (HoBa - /B, Op. 18 ot 2014 r.) ocurypsiBa CHaOAsIBAHETO HA AOCTATbYHU
KOJIMYECTBA JICKAPCTBEHH MPOAYKTH 3a 3aJI0OBOJISIBAHE HA 3JpPaBHUTE MOTPEOHOCTH Ha
HaceneHueTo Ha PenyOnuka brirapus;

7. (m3m. - IB, Op. 102 ot 2012 r., B cuia ot 02.01.2013 r.) cbxpaHsBa 1aHHU
3a BCSIKA CJENKa C IOJYyYEHH, AOCTAaBEHU WM PEATM3UPAHH UYpPe3 IOCPEIHUYECTBO
JIEKapCTBEHW TMPOAYKTH TMoj QopMara Ha ¢GakTypu 3a TMOKYMKO-TIpojaxda WId B
€JIEKTPOHEH BHJI, WX MOJI HAKAaKBa JApyra ¢popma, KaKTo CIe/IBa:

a) JlaTa Ha ToJIy4aBaHe U MPEJI0CTaBsHE;

0) HauMEHOBaHUE Ha JIEKAPCTBEHUS MPOAYKT;

B) TIOJIY4€HO, JOCTaBEHO WM PEATU3UPAHO Ype3 IOCPEIHHUYECTBO
KOJIMYECTBO;

r) UME€ U aJIpeC Ha JIMIIETO, OT KOETO € MOJyYeH HJIM Ha KOETO € JIOCTaBeH
JIEKapCTBEHUST MPOIYKT;

1) TapTUJeH HOMEp U HOMEp Ha cepTudukKaTa 3a OCBOOOXKJaBaHE Ha
napTujaTa, W3NaneH OT KBaTU(UIUPAHOTO Juie mo ui. 148, T. 2, ChOTBETHO OT
KBaTHpUIIMpaHOTO Jmne mo wi. 161, am. 2, T. 1, u HOMep Ha cepTudukara 3a
ocBOOOKIaBaHe Ha mapTuaata, uaaneH ot MAJI - B cinydaute no wi. 69 u 70;

8. (mom. - IB, 6p. 67 ot 2020 r.) chXpaHsBa JOKYMEHTAlLMs 32 MOKYIKHUTE
W/WIA TIPOAaKOUTE HAa BCUYKHU JIEKAPCTBEHH MPOIYKTH, BKIIOUUTETHO U (haKTypute 3a
MOKYIKO-TIPO/Iaxk0a, B KOUTO CE MTOCOYBAT MEKIYHAPOIHOTO HEMATEHTHO HAMMEHOBAHUE,
THPrOBCKOTO HAaMMEHOBaHHWE Ha JIEKapCTBEHHUS TMPOAYKT, JeKapcTBeHaTa Qopma,
KOJTMYECTBO HA aKTUBHOTO BEIIIECTBO M OTIAKOBKA;
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9. cnas3Ba u3uckBanusiTa Ha JloOpara 1ucTpuOyTOpCKa MPaKTHKA, ONpEeAeTICHI
B HapenOata o wi. 198;

10. (moma - [IB, 6p. 102 ot 2012 r., B cmma ot 02.01.2013 r.) momabpka
CUCTEMA 3a KayecTBO, OINpEIesAllla OTIOBOPHOCTUTE, IHPOLECUTE U MEPKUTE 3a
yIpaBieHUE Ha PUCKA, CBbP3aHU C IEHHOCTTA MY;

11. (moBa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undopmmupa
He3zabaBHO MAJI 1 mpuTexaresns Ha pa3pelIeHHueTo 3a ynorpeda, Korato € yCTaHOBHJI HITH
UMa CbMHEHHE, Y€ JIEKAPCTBEHUAT NPOAYKT, KOWTO € MOIYYMJI WIM My Ce€ Ipejjiara, €
bammmduimpa;

12. (moBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa nanu
THProBelbT HA €/IpO, OT KOIOTO € MOJTYYHII JIEKAPCTBEHUS MPOIYKT, Cla3Ba MPUHIIUIINTE
U pbKoBoacTBara 3a JloOpu IUCTpUOYTOpCKM MpakTHKH 1Mo wi. 198, kakro u namm
MpPUTEXKaBa pa3pelieHne 3a ThProBus Ha epo;

13. (moBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa nanu
MPOU3BOJUTENAT WM BHOCUTENIST, OT KOTOTO € TONY4YWJ JIEKapCTBEHHS MPOIYKT,
NpUTEKaBa pa3perieHne 3a MPOU3BOICTBO/BHOC;

14. (voBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa naau
MOCPEAHUKDBT, Upe3 KOIOTO € MOTYUHJI IEKAPCTBEHUSI IPOAYKT, OTTOBaps HA U3UCKBAHUATA
Ha Ta3u IJ1aBa;

15. (noBa - IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) npenocrasst Ha
NAJI exxenHeBHO upe3 cucteMara 1o wi. 2176, an. 1 uadopmanus 3a:

a) JIOCTaBEHUTE Ha (PU3MUYECKUTE W FOPUIMYCCKHTE JIUIA 1Mo T. 5, 5a u 6
KOJIMYECTBA, [IOCOYEHH T10 JIEKAPCTBEHH MPOIYKTH, BKJIIOUeHHU B [103UTHBHHUSA JeKapCTBEH
CITUCHK;

0) pusnyeckuTe U IOPUAMYECKUTE JIUIA IO T. 5, 5a U 6, Ha KOUTO ca JOCTABEHH
KOJIMYECTBATA JIEKAPCTBEHH MPOTYKTH 10 OykBa "a";

B) HAIMYHUTE B CKJIAJIOBET€ UM KOJHYECTBA, MOCOYECHU IO JIEKAPCTBEHU
NIPOIYKTH, BKIIFOYCHU B [103UTHBHUS JIEKapCTBEH CIIUCHK;

I) KOJIMYecTBaTa, IMOCOYEHU IO JIeKAPCTBEHU TMPOAYKTH, BKIIOUEHU B
[To3uTHBHUS JIEKAPCTBEH CIHCHK, 32 KOUTO C€ IUIAHMpa W3BBPIIBAHE HAa HW3HOC, U
IbPXKABUTE, B KOUTO C€ TUIAHWPA U3BBHPILBAaHE HA U3HOCA;

1) KOJIMYecTBaTa, IOCOYEHH IO JIEKAPCTBEHU MPOIYKTH, BKJIIOYEHH B
[To3uTHBHUS NEKaPCTBEH CHUCHK, HA KOUTO € U3BBPIICH U3HOC, U IbpKaBaTa, B KOSTO €
U3BBPIICH U3HOCHT.

(2) HoxkymenranusTa no ain. 1, 7. 7 u 8 ce chbXpaHsiBa 3a CpOK Hai-Majiko 5
TOJIMHU U C€ MIPEIOCTaBsl IPU MOMCKBaHE Ha KOHTPOJIHUTE OPTaHU.

Uin. 208. (Hom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - /1B,
op. 102 ot 2012 r., B cuna ot 02.01.2013 r., u3m. - JIB, Op. 84 ot 2018 ., B cuna ot
12.10.2018 r.) Pasmopendure na un. 207, an. 1, 1. 2 - 15 u an. 2 u wi. 209a ce npuiiaraT u
3a THProBUUTE Ha eapo 1o wi. 203, KaKTO U 32 BHOCUTEIUTE U MPOU3BOIUTEINTE, KOUTO
TBPryBaT ¢ MPOU3BEICHUTE OT TAX JICKAPCTBEHH MTPOTYKTH.

Ui 209. 3a ThproBus Ha €ApO C JIEKAPCTBEHUW IPOAYKTH, ChIABPIKAIIN
HapKOTUYHHM BEUIECTBA WJIM IOJIYYEHH OT KPBB, C HMYHOJIOTMYHH MPOAYKTH U C
panrodapMalleBTUIIM Ce TpUjIarat v CrielualIHUuTe U3UCKBAHUS Ha IPYTH 3aKOHH.
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Un. 209a. (Hos - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1)
TbproBuute Ha €po C JIEKApPCTBEHU MPOAYKTH MoraT Ja CHaOAsBaT C JIEKapCTBEHU
MPOJIYKTHU:

1. Ipyru THProBIM HA €APO C JEKAPCTBEHU MPOTYKTH;

2. anTeKu U ApOrepuy;

3. MuHuctepcTBOTO Ha OTOpaHata M MMHHUCTEPCTBOTO HAa BBTPEIIHUTE
paboTu 3a cOOCTBEHH HYXK/U, C U3KIIOUEHUE HAa BEJOMCTBEHUTE UM JICUeOHU 3aBEICHHUS,
KakTo U [IbpkaBHaTa areHnus "Ibp:kaBeH pe3epB 1 BOCHHOBPEMEHHH 3aracu';

4. MUHUCTEPCTBOTO Ha 37paBE0Na3BaHETO ChC:

a) BAaKCHMHM, TOKCMHH U CEpyMH, HEOOXOJMMHU 3a HU3MBIHEHHETO Ha
HNmynuzanmonnus kaneHnap Ha PenmyOnmka bbiarapusi, KakTto W Ipu M3BBHPEIHU
eNUJAEMUYHU CUTYAIlHH;

0) JeKapCTBEHW NPOIYKTH, NpPEAHA3HAYCHU 3a JICYCHHWE Ha 3a00JIsIBaHUS,
KOMTO C€ 3aljilallaT Mo peda Ha 3akoHa 3a 3[ApaBeTO, KAKTO M 3a OCHUTypsiIBaHE
U3ITBJIHEHUETO HA HAIMOHAIHM IPOTPaMH B cepaTa Ha 3/paBeona3BaHETO.

5. (aoBa - JIB, 6p. 60 or 2012 1., B cuna ot 07.08.2012 r.) neueOHM 3aBeacHUS
3a U3BBbHOOJHUYHA MOMOIL, CKJIFOUMIN JoroBop ¢ HanmonannaTta 31paBHOOCUTYpUTEIHA
Kaca, C JICKapCTBEHU MPOIYKTH, HEOOXOIMMH 3a U3MbIIHEHUE Ha 3PABHUTE AEHHOCTH 1O
ui1. 82, ain. 2, T. 3 oT 3aKOHa 3a 37]paBETo.

(2) Jlekapute u nekapuTe MO JACHTATHA MEIUIMHA B HACEJICHHUTE MeECTa,
KBJIETO HSIMA alTeKa, MOrar Jia ce CHabIABar ¢ JIEKapCTBEHU IIPOJAYKTHU OT ThPrOBLUTE HA
eapo 1o pena Ha HapenOaTa mo wi. 207, an. 1, 1. 6.

Ui 2096. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) (1) ITpu
TBPTrOBUS Ha €IpO C JICKAPCTBEHU MPOJYKTH B TPETH IbpKAaBU HE CE MpHiarat
n3nuckBanuaTa Ha wi. 207, an. 1, 1. 2, 5 u 6, KakTO U U3UCKBaHMATA Ha TJIaBa JeBera "a".

(2) (U3m. - [IB, 6p. 67 ot 2020 r.) Koraro nexkapcTBeH MPOAYKT CE MOJIydaBa
JTUPEKTHO OT TpeTa AbpiKaBa, HO HE € BHECEH Ha TepuTopHsaTa Ha Pemybnuka brarapus,
HE ce mpuiaraT u3uckBanuaTa Ha wi. 207, an. 1, 1. 4, 4a u 40.

(3) (Hosa - 1B, 6p. 18 ot 2014 r.) B ciydaute o an. 1 TbproBuute Ha eApo
YIOCTOBEPSABAT ChC CHOTBETHHUTE JIOKYMEHTH, Y€ JICKAPCTBEHUTE MPOIYKTHU Ca IMOJTYICHU
OT JUIIa, KOUTO MMAaT pa3pelieHue WM MPaBoO Ja JOCTABST JIEKAPCTBEHU MPOAYKTH B
CHOTBETCTBHUE C MPUIIOKUMOTO HAIIMOHATHO 3aKOHOJIATEIICTBO HA TPETaTa JbpiKaBa.

(4) (Homa - IB, 6p. 18 ot 2014 r.) Korato ThproBeusT Ha €ApO TOCTaBS
JICKapCTBEHH MPOIYKTH Ha JIUIA B TPETU JbPKaBH, TOH YIOCTOBEPSBA ChC CHOTBETHHUTE
JIOKYMEHTH, Y€ JIOCTaBKUTE ca camo 3a JIMIa, KOUTO MMaT pa3pelieHue WIM MpaBo Ja
MOJTy4aBaT JICKAPCTBCHH POAYKTH, MPETHA3HAYCHH 32 THPTOBHS HA €JIPO FIJIH 32 JIOCTaBKa
HA HACENEHHUETO B CHOTBETCTBUE C MPUIOKUMOTO HAIIMOHATHO 3aKOHOJATEICTBO Ha
TpeTara JbpikaBa.

(5) (Ilpepumna an. 3 - /1B, 6p. 18 ot 2014 r.) TeproBen Ha eapo, KOUTO
JIOCTaBsl JICKAPCTBEHU MPOIYKTH JIO JHIA OT TPETH IbpP)KABU, KOUTO MMAT IMPABO IO
CHOTBETHOTO HAI[MOHATHO 3aKOHOJATEJICTBO Ja JOCTaBAT JIEKAPCTBEHU MPOAYKTH Ha
MOTPEOUTENTUTE, N3/1aBa JOKYMEHT, KOWTO YAOCTOBEPSIBA:

1. nata Ha penOCTaBsHE;

2. HauMeHOBaHue U (PopMa Ha JICKAPCTBEHUS IPOIAYKT;

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



3. 10CTaBEHO KOJIUYECTBO;
4. nMe ¥ azipec Ha JIMLIETO, Ha KOETO € JI0CTaBEH JIEKAPCTBEHUSAT MPOIYKT;
5. mapTuaeH HOMED.

i 210. (M3m. - [AB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1)
[TpuTexxaTenaT Ha pa3pelIeHUueTo 3a ynorpeda W/WiH JULETO Mo Wi. 26, al. 2 MOXe Ja
MPEIOCTaBsl MOCTPHU OT pa3pellieHu 3a yrnoTpeda JIeKapCTBEHU MPOAYKTH Ha:

1. nexapu u jeKkapy o JIeHTaJIHa MEAULINHA;

2. BUCIIY MEIULUHCKH YUUJIUINA U MEIULUHCKU KOJIEXKHU.

(2) B cayuure no an. 1 BbpXy OnakoBKaTa Ha JEKapCTBEHUTE MPOIYKTH CE
nmocras Haanuc "'Mocrtpa'.

(3) Ha nuuara no an. 1, T. 1 Moke 1a ce 1OCTaBAT HE MOBEYE OT ABa Opos
MOCTPH OT €Ha U Chllla JIeKapcTBeHa (opMa Ha JIEKapCTBEHMs MPOIYKT Ipe3 elIHa
KaJeHJapHa TroJMHa B Haii-MajKaTa ChIIECTBYBAIlla OMAKOBKAa Ha MPOW3BOJAUTEIN, a Ha
BUCIINTE MEIWLMHCKA YYHIWIIA U HA MEIUIIMHCKUTE KOJEKU - CaMO B KOJINYECTBA,
HEOOXOAMMHU 32 IEIUTE Ha 00yUEHHUETO.

(4) IlpuTexarensT Ha pa3pelIeHUEeTo 3a yInoTpeda W/WiIK JHUIETO 1Mo 4. 26,
aJI. 2 BOJAT OTYET 32 BCHUKH JIMIIA, HA KOUTO Ca IOCTaBSUI MOCTPH, 32 BU/IA, KOJIUIECTBOTO
U BPEMETO Ha JIOCTABKUTE M MPHU MOUCKBAHE MPEAOCTaBAT TE3U JAaHHH HAa KOHTPOIHHUTE
OpraHu.

Un. 211. (1) TwproBuure Ha expo TpsAOBa Aa IpUTEKaBaT CHCTEMa 3a
OJIOKMpaHe M U3TErJIsIHE Ha JIEKapCTBEHUTE IPOJYKTH, NMOKa3ajld HEChOTBETCTBUE C
M3UCKBAHUATA 32 KAUeCTBO, 0€30MMaCHOCT U €(hPUKACHOCT.

(2) IlpuTexxaTensaT Ha pa3pelieHue 3a ThProBUs Ha €ApO € ATbKEeH Aa OI0Kupa
N Oa HU3TCIJIM JICKAPCTBCHUTC MPOAYKTH, IMOKA3aJIM HECHOTBETCTBUC C M3HMCKBAHUATA 34
Ka4yecTBO, 0€30IacHOCT U e(hUKACHOCT 110 peia, onpesesieH B Hapenoara no wi. 274, an. 1.

Un. 212. (1) Usnenautennust aupextop Ha MAJI yBenomsa EBponeiickara
KOMUCHS, pEryJIaTOPHUTE OpraHM Ha JAPYTUTE IbpKaBU WieHKH U EBpornelickara areHuus
I10 JIEKapCTBaTa 3a U3aJCHUTE pa3peIIeHUs 3a ThPrOBUs Ha €p0, 38 BPEMEHHO CIIPEHUTE
WJIM OTHETUTE Pa3pelIeHts] U 3a IPUUYUHUTE 32 TOBA.

(2) (U3m. - OB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) Koraro
M3MBIHUTETHUAT qupektop Ha MAJI yctanoBu, ue nuueto no ui. 195, an. 1 He u3nbiaHsABa
3anpipkeHusaTa no wi. 207, an. 1, 1. 2 - 14, Tol yBenomsiBa peryjlaTOpHUs OpraH Ha
JbpKaBaTa WIEHKa, W3Jala pa3pelleHHeTo 3a ThProBus Ha e€apo, u EBpomneiickaTta
KOMUCHS.

(3) Korato perynaTopHusT OpraH mo aji. 2 BpEMEHHO CIpe WIH OTHEME
pa3peleHneTo 3a THPrOBUA Ha €Ipo Ha JuleTro mo 4i. 195, an. 1, Toil yBemomsBa
n3nbJIHATENHUA qupekTop Ha MAJT u EBpornelickaTta KOMUCHS.

Ui 212a. (Hos - [IB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 1) (1) (M3M™m. -
JIB, 6p. 18 ot 2014 r.) [TocpengnnuecTBO B 00JaCTTa HA JEKAPCTBEHUTE MPOAYKTH MOTatT
Ja U3BbpHIBAT (U3NYECKH U IOPUIAUYECKU JIMIA, PETUCTPUPAHM KaTO THPTrOBCKU
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MOCPEAHUIIM N0 CMUCHJIAa HAa TbproBckus 3akoH Ha PenmyOmuka bbirapus, xouto ca
pPErUCTpUPAHU 32 U3BBPILBAHETO HA Ta3zu AerHocT oT MAJL

(2) Jlunara no an. 1, KOMTO UCKAT Aa ce PErUCTpPUpAT KAaTO MOCPETHUIH,
nonasar B MIAJI yBenomienue mo obpasell, yTBbPACH OT U3IBIHUTEIHHS JUPEKTOpP Ha
HNAJIL, xoeTo chabpka:

1. uMme, ceganuiie v agpec Ha yIpaBJIeHUE;

2. TaHHU 32 KOHTAKT.

(3) KM yBEerOMIIEHHETO 110 aJl. 2 ce mpujiarar:

1. naHHM 32 €MUHHUS UICHTU(UKALMOHEH KOT;

2. IOKYMEHT 3a IIaTeHa Takca B pa3Mep, orpeiesieH B Tapudara mo wi. 21, am.
2.

(4) 3mpaHUTETHATA areHIUs 110 JICKapCTBaTa BIKCBA B ITYOJIWYCH PETUCTHP
JUIaTa, OCHUIECTBIBAIIN TOCPEIHUYECTBO B 00JIaCTTa HA JICKAPCTBEHU MTPOTYKTH.

(5) JIumara mo an. 1 Morar Ja OChIIECTBSBAT MOCPEIHUICCTBO B 00JIaCTTa HA
JIEKapCTBEHU MPOIYKTH CIIe/ [0IaBaHe Ha yBeIomiieHneTo 1o ai. 2 B MAJL.

(6) Jlunata mo an. 1 yBegomsiatr UAJI B 7-gHEBEH CPOK OT HACThIIBaHE Ha
MpPOMsIHA B HSIKOE OT OOCTOATENICTBATA IO ajl. 2.

Ui 2126. (Hos - /1B, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 1.) (1) JIumara
mo wi. 212a, an. 1 ca IIbKHU:

1. ma ockliecTBABaT AEWHOCTTA CH CaMO C pa3pelieHd 3a yrnoTpeda
JIEKapCTBEHH MTPOAYKTH;

2. fa UMaT IUIaH 3a JeWCTBUE B M3BBHPEAHU CUTYAIlMH, KOWTO ChIbpKA
e(eKTUBHI MEPKH 32 MU3TETJIIHE Ha JIEKapCTBEH MPOAYKT OT Ta3apa Mo pa3nopekaaHe Ha
NAJI unu no MHULIMATHBA HA MPOU3BOAUTEIIS WM MPUTEXKATeNlsl Ha Pa3pelieHueTo 3a
yrmoTpeda Ha ChOTBETHHS JICKAPCTBEH MPOYKT;

3. 1a cbXpaHsABaT JaHHHU, BKIIOYBAILY CII€JJHATA HH(pOpMAIM 32 BCAKA CIENIKA
C peasu3upaHu Ype3 TOCPEAHUYECTBO JIEKAPCTBEHH MPOYKTH:

a) Jara Ha C/eJKaTa;

0) HauMEHOBAHUE HAa JIEKAPCTBEHUS POAYKT;

B) peaJlu3UPaHOTO Ype3 MOCPEAHUYECTBO KOJIMUECTBO;

') UM€ U aJIpec Ha JINIATa, MOJYYWIN U IOCTAaBUIIN JIEKAPCTBEHUS TIPOIYKT;

1) TapTHIeH HOMED;

4. ma cria3Bat n3uckBaHusATa Ha JloOpara aucTpuOyTopCcKa MpakTUKa, IpUeTa
¢ Hapenbara o 4. 198;

5. Ja TMOmIBpXKAT CHUCTEMa 3a KAdecTBO, OINPEACIsIa OTTOBOPHOCTHUTE,
IPOIIECUTE U MEPKHTE 3a YIpaBJIeHHUE Ha PUCKaA, CBbP3aHU C JIEMHOCTTa MY;

6. HezabaBHO na mHpopmupar MAJl n mpurexatens Ha pa3pelIeHUETO 3a
ynoTpebda, Korato € ycTaHOBHJI WM MMa CbMHEHHUE, Y€ JIEKAaPCTBEHUAT MPOIYKT - IPEIMET
Ha MOCPETHUYECTBOTO, € hanuuduupan;

7. a mpoBepsiBaT Jalld ThPrOBEIbT MPUTEKaBa pa3pelieHue 3a ThproBUs Ha
€/IpO C JIEKApCTBEHH MPOIYKTH;

8. ma mpoBepsABaT AadM TNPOU3BOJAMTENSAT WIM BHOCHUTENAT MPUTEXKABA
paszpeleHue 3a NpoOru3BOACTBO/BHOC;

9. na cexpaHsBaT JaHHUTE MO T. 3 3a CPOK HAW-MaJKO 5 TOAMHU M Ja TH
NPEJOCTABST MPH MOUCKBAaHE HA KOHTPOJIHHUTE OPTaHHU.
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(2) UsuckBanusATa KbM JEHHOCTHTE I10 HOCPEIHUYECTBO B 00JIACTTa HA
JIEKapCTBEHUTE MPOAYKTH C€ OMpeAessaT ¢ Hapeabata mo wi. 198 u B pbKOBOJACTBA Ha
EBporneiickara komucusi.

I'naBa nesera "a".
IHAPAJIEJIEH BHOC HA JIEKAPCTBEHU ITPOAYKTHU (ITPE/IUIIIEH
PA3JIEJIII - /IB, BP. 71 OT 2008 I'., B CUJIA OT 12.08.2008 I".)

Un. 213. (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [Tapanenen
BHOC Ha JIEKapCTBEHH MNPOAYKTH Ha Tepuropusta Ha PenyOnuka bbiarapus moxe na
U3BBPIIBA (PU3NIECKO WM IOPUANYECKO JIMIIC, PETUCTPUPAHO MO THProBCKHs 3aKOH, TIO
3aKOHOJIaTEJICTBOTO HA IbpPrKaBa YWICHKA, CJIE/ OJy4YaBaHE HAa pa3pelieHUe 3a MapajeseH
BHOC, U3JaJICHO OT U3IIbJIHUTEIHUS JupekTop Ha MAJL.

Uin. 214. (1) JlekapcTBeH MpPOAYKT, pa3pellieH 3a yrnoTpeda B Apyra abpkaBa
YJIeHKa, MOXE Jla Ce BHACS MapajeliHo Ha TepuTopusTa Ha Pemybnuka bwirapus, koraro e
€HAKBB WM TOJ00CH Ha JIEKapCTBEH IMPOJYKT, pa3pelieH 3a ymorpeda B PemyOnmka
brearapus mo pena Ha TO31 3aKOH.

(2) (M3m. - [IB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r., u3m. - IIB, Op. 12
ot 2011 r., B cuna ot 08.02.2011 r.) Ilo cMuchiaa Ha an. 1 egHaKbBB WM TOJIOOCH
JICKapPCTBEH MPOJIYKT € TO3HM, KOWTO MMa EJHAKHB KAaYSCTBCH M KOJUYECTBEH CHCTAB IO
OTHOIIICHWE HAa aKTMBHOTO BEIIECCTBO/aKTHBHUTE BEIIECTBA, MpeJjiara ce B €JHa U ChIa
JekapcTBeHa (opma, mpemyara ce B €JHa W ChIa ITbPBUYHA OINAKOBKA, C MOJOOCH
rpadguyeH nu3aiH Ha OMMAKOBKATA.

Un. 215. (1) (U3m. u mom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a
M0JIy4yaBaHe Ha pa3pelieHre 3a MapajiejeH BHOC Ha JIEKapCTBEH MPOIYKT Ha TEPUTOPHSTA
Ha PenyOnuka bwarapus nunero mo wi. 213 mogaBa 3asBiI€HHME A0 M3ITBIHUTEIHUS
mupektop Ha MAJL, B kKoeTo mocouBa Jbp’kaBaTa WIEHKa, OT KOATO M€ HW3BBPILIBA
napaseseH BHOC Ha JIEKapCTBEH MPOIYKT.

(2) KM 3asBi€HHETO Cce MpuiaraT CiaeAHUTE JaHHU U TOKYMEHTH:

1. HaMeHOBaHuUe, JIeKapcTBeHa (popMa, KOJTMYECTBO HAa AKTUBHOTO BEIIECTBO
B J1030Ba €MHMIIA Ha pa3pelieHus 3a ynorpeda B PemyOnuka bbarapus nekapcTBeH
IPOJYKT;

2. HauMEeHOBaHMe, JIeKapcTBeHa (popMa, KOJIMUECTBO Ha AKTUBHOTO BEIIECTBO
B /1030Ba €JJMHMIIA HA JIEKApCTBEHUS IPOAYKT, IpeIHa3HAuEH 3a MapajiesieH BHOC;

3. (mom. - 1B, Op. 12 o1 2011 1., B cruta ot 08.02.2011 r.) uMe Ha npuTeRaTENA
Ha paspelieHHeTo 3a yrnoTpeda M Ha MPOU3BOAUTEINSA, aKO € JIMIE, Pa3IMYHO OT
MpUTEXKaTels Ha pa3pelIeHHeTo 3a yrnoTpeda, Ha JeKapCTBEHUs MPOIYKT, MpeJHa3HAYeH
3a rapaJiejieH BHOC;

4. HOMEp Ha pa3pelIeHHeTO 3a YMoTpeda Ha JEeKapCTBEHUS MPOIYKT B
Peny6iinka brirapust 1 Homep Ha pa3pelieHnueTo 3a ynorpeda Ha JIeKapCTBeHUs TPOAYKT
B JbprKaBaTa WICHKa, OT KOSITO Ce U3BBPIIBA MapajesieH BHOC;

5. meknaparys 3a yCTaHOBsIBaHE Ha obcrosTencTBara no wi. 217, 1. 1;
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6. KomKe OT JIMCTOBKA 3a MalleHTa U MOCTPa OT JIEKAPCTBEHUS MPOJIYKT BbB
BHJIa, B KOITO ce IpojaBa B AbprKaBaTa YiIEHKA, OT KOATO CE U3BBPILIBA [TapaJleieH BHOC,
MIPEBOJ] Ha ChABPKAHUETO HA JTUCTOBKATAa Ha OBJITAPCKU €3UK, MPUAPYKEH C JeKJIapalus,
Ye MPEeBOJBbT € B CbOTBETCTBUE C OPUTHHANIA HA JTUCTOBKATA;

7. mOpeioKeHHe 3a JIMCTOBKA 3a MAalMeHTa Ha MapajielHO BHACSHUS
JIEKapCTBEH NPOAYKT, NMPUAPYKEHO C JIEKJIapalus, Y€ ChIbpPKAHUETO HAa JIMCTOBKAaTa €
UJCHTUYHO ChC ChIBPKAHUETO HA JINCTOBKATA Ha MPOJAYKTA, pa3pellieH 3a ynorpeda B
Peny6nuka bearapus, ¢ u3KIt0UeHUE HA CIEIHUTE JaHHU:

a) HaMMEHOBAaHHWE U aJpec Ha YIpaBJICHHE Ha JHIETO, H3BBHPIIBAIIO
napa’jesieH BHOC;

0) HaMMEHOBAHHMETO Ha MPOU3BOIMTENS, KOraTo € pa3jiudeH 3a JBaTa
POAYKTA;

B) IIEpUO/1 Ha CTAOUITHOCT, KOTaTO € pa3JInyeH 3a JIBaTa MPOAYKTa;

I') IOMOLIHH BEILIECTBA, KOraTo Ca pa3JInYHU B JIBaTa IPOAYKTA;

8. B cilydaii Ha IpeornaKoBaHe:

a) (u3m. - IB, Op. 71 ot 2008 ., B cuna ot 12.08.2008 r., u3m. - [IB, 6p. 67 ot
2020 r.) MaKkeT Ha JEKapCTBEHUS MPOIYKT BbB BHJA, B KOMTO Il Ce€ IMyCKa Ha ma3apa B
bearapus;

0) Komue OT JIOrOBOpa MEXIy JHIIETO, M3BBPIIBAIIO MapaieieH BHOC, U
JMIaTa, U3BbPIIBALLY YaCTUYHA IPOU3BOJICTBEHA JIEHHOCT - OIIAKOBAHE, ETUKETUPAHE;

B) ceprudukat 3a [JoOpa mpon3BOACTBEHA MPAKTHUKA, KOTaTO MPOIECUTE Ha
MIPEONaKOBaHE CE M3BBPIIBAT U3BBH TepUTOpHUsITa Ha PenyOnuka brirapus;

') KOraTo ce U3BBPIIBA OT JIULETO Mo Wwi. 213 - Komue OT pa3peuieHueTo 3a
IIPOU3BOJICTBO, U3JaJICHO OT PEryjlaTOpHUs OpraH Ha Jbp)KaBaTa 4J€HKa, KBJAETO Ce
U3BBPIIIBA PEOMTAKOBAHETO;

9. IOKYMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpeiesicH B Tapudara mo wi. 21, am.
2.

(3) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro mexmy
JIeKapCTBEHUs MPOJYKT 3a MapajielieH BHOC W TPOAYKTa, pa3pelieH 3a ymorpeda Ha
TepuTopusTta Ha PenyOnuka bbarapusi, chliecTByBaT pa3iuku (B CbCTaBa Ha TOMOIIHUTE
BEILECTBA U JPYTH), TMLETO MO ajl. | mpeAcTaBs JOKA3aTelCTBa, Y€ T€ HE C€ OTpa3saBaT Ha
TEparneBTUYHUTE KaueCTBa Ha JIEKAPCTBEHUS MPOAYKT 3a MapajielieH BHOC.

(4) B cnydaute mo an. 3 nuiero mo an. 1 mocoyBa BHPXY OMAKOBKaTa U B
JMCTOBKATA 3a MallieHTa Ha MapaJjie]IHO BHACSHUS JIEKAPCTBEH MPOAYKT PA3JIUKHUTE.

(5) Koraro muneto no uin. 213 u3BbpIiBa NpeonakoBaHe W/UIN €eTUKETHPaHe
Ha JIEKApCTBEHUSI IPOJYKT Ha OBJITapCKu €3uK Ha Teputopusita Ha PemyOnuka boirapus,
TO TpsiOBa Ja MpuTekaBa pa3pelleHue 3a MPOU3BOJCTBO, M3AAJEHO OT M3IMBIHUTEITHUS
nupextop Ha MAJL.

(6) IlapamenHo BHECEHHST MPOAYKT CE€ W3MOJ3Ba TPU YCIOBHUATA Ha
U3JIaJICHOTO paspelleHre 3a ynorpeda Ha JIEKapCTBEHHsI MPOAYKT Ha TEPUTOPUSATA Ha
Peny6iinka bbirapus.

Un. 216. (1) Paspemenuero 3a H3BBpIIBaHE Ha MapajelieH BHOC Ha
teputopusTa Ha PenyOnuka bbirapus ce n3nasa B cpok 45 AHM OT JaTara Ha MOJIaBaHE Ha
nokymeHTanusita B MUAJL
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(2) Koraro MAJI u3ucka oT 3asBUTEIIS JOIMTBIHUTEIHA JOKYMEHTAIUS, CPOKBT
no an. 1 cnupa ;1a Tede 70 nojdydyaBaHe Ha MCKaHATa HHPOpMAaLIHUS.

(3) Korato MAJI u3ucka oT peryiaaTopHHs OpraH Ha Jbp)KaBaTa WieHKa, OT
KOSITO CE€ W3BBpUIBA MapajelieH BHOC, HWHQOpManus, CBbp3aHAa C H3JaBaHE Ha
pa3pelieHueTo 3a ynorpeda Ha BHACSHHS JIEKaPCTBEH MPOIYKT, CPOKBT MO ail. 1 ce
yabixkaBa ¢ 45 nHu.

(4) Axo B cpoka mo ain. 3 MAJI He monyuyun uCKaHaTa JOKYMEHTAITWS,
npoueaypara 10 HM3/1aBaHE Ha DPa3pelIeHHe 3a NapajelieH BHOC Ha TEpUTOpUATA Ha
Peny6iinka bwarapus ce npekparsisa.

(5) Uspanenute paspemieHus 3a HM3BBPIIBAHE HA MapajeieH BHOC Ha
tepuTopusta Ha PenyOnuka bwarapusi ce mybnukyBar Ha cTpanummara Ha MAJL B
WHTEpHET.

(6) Pa3zpeniennero 3a U3BbpIIBAHE Ha MapalieJieH BHOC € CbC CPOK 5 TOJUHHU.
Hogo pa3zpemienue ce uznasa o peaa Ha ui. 215.

(7) Paspemienuero 3a U3BBpIIBAHE Ha MapajelieH BHOC HE Ce MpeKpaTsBa
ABTOMATUYHO, KOTaTO MPUTEKATENSIT Ha pa3pelieHueTo 3a yrnoTpebda Ha JIeKapCTBEHUs
MPOIYKT, IyCHAT Ha Ma3apa Ha TepuTopusTa Ha PemyOnuka bwvarapus, ro orreriu mo
IIPUYMHU, KOUTO HE Ca CBBbP3aHM C OIACHOCT 3a 3/IpaBETO HA HACEJIEHUETO.

Yn. 216a. (Hos - JIB, 6p. 105 ot 2020 1., B cmia ot 11.12.2020 r.) (1) Ilpn
005IBEHO M3BBHPEHO IOJIOKEHUE MOPagu eNMUIEMUYHO Pa3NpOCTPAaHEHUE Ha 3apa3Hu
6onecty Mo wi. 61, an. 1 wim 3 or 3akoHa 3a 3IpaBETO WM MPHU OOSBEHA M3BBHpEIHA
enueMryHa 00CTaHOBKA MOpaau eNUIEMUYHO Pa3NpoCTpaHEeHHE Ha 3apa3Ha 0ojecT 1o
1. 61, an. 1 ot 3akoHa 3a 3paBeTO pa3pelIeHUETO 3a U3BBPIIBAHE HA MMapajesieH BHOC Ce
n3/1aBa B CpOK 14 1HM OT jarara Ha MoJaBaHe Ha JOKyMeHTauusTa no wi. 215 8 UAJL

(2) Korato MAJI u3ucka ot 3aBUTENS TOMBIHUTENHA TOKYMEHTALINS, CPOKBT
no an. 1 cnupa J1a Tede 70 NojdydaBaHe Ha HCKaHATa HHPOpMaLHUs.

(3) Korato MAJI usucka ot peryiaTopHus oprad Ha JAbpiKaBaTa WICHKa, OT
KOSTO C€ W3BBbpUIBA MapajelieH BHOC, HWHQOpMalus, CBbp3aHa C M3JaBaHE Ha
paspelieHrneTo 3a ynorpeba Ha BHACSHUS JIEKAPCTBEH IMPOAYKT, CPOKBT Mo ai. 1 ce
yabixkasa ¢ 14 qHu.

(4) Koraro B cpoka mo an. 3 MAJI He moiyun ucKaHaTa JOKYMEHTAIus,
npoueaypara 10 M3/1aBaHE Ha DPa3pelieHHe 3a NapajelieH BHOC Ha TEPUTOpHUATA Ha
Penybnuka bearapus ce npekparsisa.

(5) Uznanenure pasperieHus 3a U3BbpILIBaHE Ha MapajiesieH BHOC 1Mo all. 1 ce
nyOnukyBat Ha cTpaHunata Ha UAJI B uHTEpHET.

(6) Pa3zpemienunero 3a U3BbPILIBAaHE HA apasieeH BHOC O all. 1 € ¢hC CPOK 110
JaTata Ha OTMSHaTa Ha U3BBHPEJAHOTO IIOJIOKEHUE, CHOTBETHO Ha HW3BBbHpEIHATA
enuIeMryHa 00cTaHOBKa 1Mo aj. 1.

(7) Paspemienuero 3a W3BBpILIBAHE Ha MapajelieH BHOC C€ IpeKparsiBa
aBTOMATHYHO, CYUTAHO OT JlaTaTa Ha OTMSHATa Ha U3BBHPEAHOTO MOJI0KEHUE, CHOTBETHO
Ha U3BBHpPEIHATA eMUIeMIUYHa 00CTaHOBKA 1O ail. 1.

(8) IIpu mpekpatsiBaHe Ha pa3pelIeHUETO 3a U3BBPIIBAHE Ha Mapasie]ieH BHOC
1o ajl. 7 JEKapCTBEHMST MPOJIYKT MOXKe Aa ObJe Mpo/JaBaH 0 U3UepIBaHE HA HATMYHUTE
KOJIMYECTBAa B CTpaHaTra, HO HE IIoBeue OT 6 Mecela, CYMTAaHO OT JaraTa Ha
MPEKPATABAHETO.
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(9) B ciyvante no an. 1 HanpoHamHUAT CHBET 10 1IEHU U peuMOypcrpaHe Ha
JIEKAapCTBEHUTE  NPOJYKTH C€ TNpou3Hacs B Cpok a0 14 gam  3a
YTBbpXKIaBaHe/pPErUCTPUPAHE Ha IIeHAa Ha JIEKAPCTBEHH MPOIYKTH, 32 KOUTO € MOJIYyYeHO
paspelnieHue 3a napajieiieH BHOC, CUMTaHO OT JlaTaTa Ha M0JlaBaHe Ha 3asBJICHUE 10 peaa
Ha HapeaOara 1o 4. 261a, an. 5.

Ui 217. Ilputexarenst Ha pa3pelIeHUETO 3a MapajesieH BHOC € JUThKEH Ja:

1. yBenomu mpuTekaTess Ha pa3pelieHHeTo 3a yrnoTpeda Ha JeKapCTBEHMs
IPOJAYKT, IIyCHAT Ha Na3apa Ha Tepuropusita Ha PenyOinka bearapusi, 3a HaMepeHHeTo cu
Jla U3BBPIIBA Napajel]eH BHOC U MIPU MOUCKBAHE MY IPEJOCTaBs MOCTpa OT MapajesHo
BHACSIHUS JIEKApPCTBEH IPOAYKT;

2. cpxXpaHsBa 3a CPOK 5 TOAMHHU clegHaTa JOKYMEHTaLus: UMe U aJpec Ha
JMLETO, Ha KOETO € JOCTAaBEH IapajelIHO BHACSHUAT JIEKAapCTBEH IPOJYKT, JaTaTa Ha
IPEOCTaBsIHE, JOCTABEHO KOJIMUYECTBO U MAPTUJIEH HOMED;

3. mpexacrass B MAJL:

a) aKTyaJM3UpaHa JIMCTOBKA 3a MAIEeHTa Ha MapajeHO BHACSHUS IPOJYKT B
CbOTBETCTBUE C HACTBIIMIM IIPOMEHU B H3A3JCHOTO pa3pelleHHe 3a yrnorpebda Ha
paspernienus B PenyOinka bbiarapus nekapcTBeH NIPOAYKT;

0) (m3m. - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mexmaparus, ue
ChIBPKAHUETO Ha JMCTOBKaTa mo OykBa "a" € MISHTUYHO CBhC ChABPKAHHETO Ha
JMCTOBKATa Ha MPOJIYKTa, pa3peleH 3a ynorpeda B Pemmybnuka boarapusi, ¢ u3kioyeHne
Ha JaHHuTe mo wi. 215, an. 2, 1. 7, OykBu "a" - "r";

4. TOKyMeHTHpa U JI0KJIa/iBa Ha MPUTEXKATENS Ha pa3pelIeHUETo 3a yrnoTpeda
u Ha MAJI Bcuuku CchOOLICHUS 3a MOJO3MPAHM HEKEJIAaHU JICKApCTBEHM PEAaKLUU Ha
BHACSIHUS JIEKApPCTBEH IPOAYKT;

5. (noBa - JIB, 6p. 84 ot 2018 1., B cunma ot 12.10.2018 1.) mpenocrass Ha MAJI
€XKEeCeIMUYHO WJIM TpU NpoMsHAa Ha o0OCTosATeNCTBaTa Ype3 Crelualu3upaHaTa
€JIEKTpOHHA cucTeMa 1o ui. 2176, an. 1 undopmarus 3a:

a) mapajeJHO BHECEHWTEe Ha Teputopusta Ha PenyOnuka bbiarapus
KOJINYECTBA, IOCOUEHHU I10 JIEKApCTBEHU MPOAYKTH, BKIOUeHH B [103UTHBHUS IeKapcTBEH
CIUCHK, Ha KOUTO € IpUTEXKAaTell Ha pa3pelieHneTo 3a napajieaeH BHOC;

0) JocTaBeHUTE Ha PU3UUECKUTE U FOpuANUYecKuTe auna mno wi. 207, an. 1, 1.
5, 5a u 6 xKonMYecTBa, MOCOYEHHU I10 JIEKAPCTBEHU NPOAYKTH, BKIItoUueHU B Ilo3uTHBHUA
JIeKapCTBEH CIHUCHK;

B) pu3MUECKUTE U Popuandeckute uia mo wi. 207, an. 1, 1. 5, Sa u 6, Ha KOUTO
ca OCTaBEHH KOJIMYEeCTBaTa JIEKapCTBEHH MPOJYKTH 1o OykBa "a";

I) JaTara, Ha KOSITO € U3BbPILIEH BHOCHT/JOocTaBKara o Oyksu "a" u "0";

1) HaJUYHUTE B CKJIAQJ0BET€ KOJUYECTBA, IOCOYEHHM IO JIEKApCTBEHH
NPOAYKTH, BKIIOYeHU B [103UTHBHUS JIeKapCTBEH CIUCHK, HA KOUTO € MPHUTEkKATed Ha
pa3peleHUETO 3a apajiesieH BHOC;

6. (HoBa - /1B, 6p. 103 ot 2020 1., B cruta ot 01.01.2021 1., mom. - JIB, 6p. 16
or 2024 r., B cuna ot 23.02.2024 r.) mpenoctaBs Ha MAJI 3a BcUUKM JeKapCTBEHU
NPOAYKTH, MOJTYYWJIM pa3pelleHHe 3a MapajieieH BHOC Ha TEpUTOpUATAa Ha CTpaHara,
BKJIIOYMTEIHO TPU NPOMSIHA Ha OOCTOSTENCTBATa, Ype3 CHelHaIu3upaHaTa eleKTpOHHA
cucrema o wi. 2176, an. 1 nuapopmanms 3a Koja Ha IPOyKTa IO CMHCHIIa Ha WwiI. 4, OykBa
0), noarouka i) ot Henerupan pernament (EC) 2016/161 3a nekapcTBeHUTE NPOIYKTH,
OTpeZieNieHH B HEro B CPOK A0 14 mHU OT myOJIMKYyBaHETO Ha JIEKApPCTBEHHUS MPOJYKT B
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[To3uTHBHUS JIEKapCTBEH CHUCHK, CHOTBETHO OT HACThIIBaHE Ha MpOMsIHATa Ha
00CTOsITENICTBATA;

7. (HoBa - IB, 6p. 67 ot 2020 r., npeaumHa T. 6 - JIB, 6p. 103 oT 2020 T., B
cuna ot 01.01.2021 r.) ocurypsiBa 3amMsiHaTa Ha IMOKa3aTEIUTE 3a OE30MACHOCT BBPXY
BTOpUYHATA OINAKOBKa, a aKO HsAMa TakaBa - BBpPXY IbpPBUYHATA OMNAKOBKA, Ha
JIeKapCTBEHUTE TPOAYyKTH, ompeaeneHu B Jlenerupan permament (EC) 2016/161, ¢
PAaBHOCTOWHHU Ha TAX MO CMHUCHIA Ha wi. 1680, an. 3 u ocurypsiBa BbBEKIAHETO Ha
uacHTHU(GUKAITMOHHUS OeJIer Ha BCSAKA OMAKOBKA B CUCTEMAaTa OT PETHCTPH B ChOTBETCTBUE
¢ llenerupan pernmament (EC) 2016/161.

I'maBa neBera "o0".

N3HOC HA JTEKAPCTBEHHU IMTPOJAYKTHU. CHIELHUAJIU3UPAHA
EJEKTPOHHA CUCTEMA 3A ITPOCJIEJASIBAHE U AHAJIU3 HA
JJEKAPCTBEHUTE ITPOAYKTHU (HOBA - 1B, BP. 18 OT 2014 I'., 3ATI'JL.
H3M. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018T".)

Y. 217a. (Hos - /1B, 6p. 18 or 2014 r.) (1) M3HOC Ha JiekapCTBEHU NPOAYKTU
or Ttepuropusita Ha PenyOimka bbiarapus Mmoke 1a u3BBpIIBA (DU3HUYECKO WU
IOPUAMYECKO JIUIE, MPUTEKATEN HA pa3pelieHue 3a ThProBHUsI Ha €IpO C JIGKAPCTBEHU
NPOAYKTH WJIH MIPUTEXKATEN HA pa3peleHne 3a IPOU3BOJICTBO.

(2) Ilpurexaren Ha pa3penIeHHE 3a TPOU3BOJCTBO MOXKE J1a U3BBPIIBA U3HOC
caMo Ha MPOU3BEACHUTE OT HETO JIEKAPCTBEHU TPOTYKTH.

(3) Ilo cmuchna Ha Ta3W IJIaBa U3HOC € M BBTPEOOIIHOCTHA JOCTaBKa B
paMKuTe Ha EBPOINIEHCKUS ChIO3.

(4) (U3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) JlekapcTBeHU
NPOIYKTH, BKITFOUeHH B [103UTHBHMS JIEKapCTBEH CHUCHK, 32 KOUTO € YCTAHOBEH HEJJOCTHUT
no pena Ha wi. 2176, He Morar Jja ObJaT U3HACSHU 3a CPOKa, 3a KOWTO C€ ChABPXKAT B
crnuchbKa 1mo wi. 2178, ai. 1.

Uin. 2176. (Hos - /IB, 6p. 18 ot 2014 1., u3m. - JIB, 6p. 84 ot 2018 1., B cuina
ot 12.10.2018 1.) (1) Cw3naBa ce Crieruanu3upana eIeKTpOHHA CUCTEMA 3a TPOCIIe/IIBaHe
U aHaJM3 Ha JIEKapCTBEHWUTE MPOAYKTH, BKJIIOUEHU B I103UTHBHUS J€KapCTBEH CIHCBHK,
KOSITO C€ aJIMMHUCTPHUPA U MOJAbpKa OT V3MbIHUTENHATA areHIUs 110 JeKapCcTBaTa.

(2) Cu3pmaBaHeTo M NONIbPKAHETO HA CIEUUAIM3MpaHATa EJIEKTPOHHA
cucreMa 1o ai. | ce u3BbpIIBa Bb3 OCHOBA HA CJIECIHUTE MPUHIUIIN:

1. rapaHTupaHe Ha AakKTyaJJHOCT M TOYHOCT Ha [PEIOCTaBEHUTE W
ChXpaHSIBaHUTE JIAHHU;

2. ocurypsiBaHe Ha MOJXO/A1Ia cpesia 32 0OMEH Ha JIaHHU;

3. rapaHTHUpaHe Ha pErJIAMEHTHUPAH JOCTHI JO0 JAHHHUTE B EJIEKTPOHHATa
nH(pOpMallMOHHA CUCTEMA MPU Ca3BaHEe N3MCKBAHMSTA HA 3aKOHA;

4. ocurypsiBaHe Ha OTIepaTUBHA ChBMECTUMOCT U HH(POPMAIIOHHA CUTYPHOCT.

(3) Cienman3upanaTa eIeKTpOHHA CUCTEMa 110 all. | chabpika:

1. (u3m. - B, 6p. 103 o1 2020 ., B cuia ot 01.01.2021 r.) uHpopmanusTa mno
1. 54, 4i1. 54a, an. 68, an. 1, 7. 10 m 11, un. 207, an. 1, . 15, 9. 217, 1. 5 m 6 u 4i. 232a,
IIPEIOCTABEHA OT CHOTBETHUTE JIMIIA;
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2. (m3m. - JIB, Op. 67 ot 2020 r.) mHpoOpmaiusa, NpeaocTaBeHa OT
HanponannaTta 31paBHOOCHTYpUTENIHA Kaca, 32 KOJIMYECTBATa, KOUTO Ca MOCOYEHHU IO
OTUYETEHH U 3aIUIaTeHU JIEKAPCTBEHHU MPOJYKTH, BKiItoueHU B [l03UTHBHUA JeKapCTBEH
CHHCHK 32 IPEAXOTHUS €IHH MECEIL;

3. uadopmarius, nperocTaBeHa OT MUHUCTEPCTBOTO Ha 3/IpaBEoIa3BaHeTo, 3a
KOJINYECTBATa, KOUTO Ca IMOCOYECHHU MO 3aIIaTEHH JIEKAPCTBEHU MPOJIYKTH, BKIIOYCHU B
[To3uTHBHUS JIEKapCTBEH CHHUCHK 32 MPEIXOAHUS €I1MH MECeLl.

(4) Bp3 ocHoBa Ha uHpoOpMamMATa MO al. 3 uYpe3 CHEIHATU3UpaHATa
eJIEKTPOHHA cUCTeMa Mo ai. | ce W3BbpUIBA aHAJIM3 32 YCTAHOBABAHE HA HEJOCTUT Ha
JICKapCTBEHH MPOAYKTH, BKIIOYCHHU B [103UTHBHUS JEKaPCTBEH CIUCHK, HA TEPUTOPHAITA
Ha PenyOninka bbarapust mpu ycioBus U 10 pell, OIpeie]ieH B HapendaTa 1o ai. 8.

(5) (Hom. - JIB, 6p. 67 ot 2020 r.) HegocTursT mo an. 4 Ha JEKapCTBECHU
NPOAYKTH, BKItOUeHU B [103WTHMBHUSA JIEKapCTBEH CHHCHK, CE€ YCTAaHOBSIBA, KOraTo MpH
U3BBPIIBAHE HA aHAIM3a MO al. 4 Ce yCTAaHOBH, Y€ HAJMYHUTE HA TEPUTOPHUATA HA
Peny0Onuka bbarapust konmuuecTsa OT ChOTBETHHSI JIEKAPCTBEH MPOJIYKT €a MO-MAaJIKo OT 65
Ha CTO OT HEOOXOIMMHTE KOJIMYECTBA 33 3aJ0BOJISIBAHE HA 3/JpaBHUTE MOTPEOHOCTH Ha
HACEJIEHUETO 3a MEePUOJ OT €IWH Mecell, M3YHCIECHU Bb3 OCHOBAa Ha CPEIHOMECEUYHOTO
notpeliieHne Ha ChOTBETHHS JICKAPCTBEH MPOAYKT 32 MPEAXOIHUTE 6 Mecela, CINTaHO OT
JICHS Ha U3BBPIIBAHE HA aHAIH3A.

(6) Cnenumanu3upaHata e€JEKTpOHHa CHUCTeMa 1o ail. | moaabpika
aBTOMaTHU3MpaH uHTepdelc 3a mpegocTaBsHe Ha MHPOpMAIIHTA 0 ajl. 3 U 3a U3MNpallaHe
Ha CHOOIICHUS.

(7) IIpaBo Ha mOCTHII 10 CHENMATU3UpaHaTa eNeKTPOHHA cUcTeMa mo an. |
UMAaT MHCTUTYIIMHTE | JINIATa 110 ajl. 3 caMo 3a LEJIUTE Ha MPeI0CTaBsHe Ha HHPOpMAIIHS,
OTIpe/IeNIeHU C TO3U 3aKOH, M HOCAT OTTOBOPHOCT 3a TOCTOBEPHOCTTA HA MPEJ0CTaBeHATa
uH(popMaLys, KaKTO U 32 HABPEMEHHOTO M IIPEI0CTaBsHE.

(8) (Homa - IB, 6p. 67 ot 2020 r., non. - JIB, 6p. 16 ot 2024 r., B cuna ot
23.02.2024 r.) U3BbH ciywyauTe MO aj. 7, MpaBO Ha MBJICH JOCTBII JI0 JAHHUTE B
creluanv3upaHaTa eleKTpOHHa cucTemMa Mmo ain. | umar MMHHCTEPCTBOTO Ha
3/paBeona3BaHeTo, HamonamHara 3jpaBHOOCUTYpUTETHA Kaca M ChbBETHT MO Wi. 258, al.
1 mpu cria3BaHe Ha 3aIbDKEHUE 32 Olla3BaHe TallHATa HA JJaHHUTE.

(9) (Ilpenummua an. 8 - B, 6p. 67 ot 2020 r.) YcioBusta u peapT 3a
MpeIoCTaBsiHe, ChXpaHsIBaHE M U3BBPIIBAHE HA aHAIN3 Ha HH(OpMALIUATA O aj. 3, KaKTo
U 32 aJIMUHHCTPUPAHETO, TIOJIBPKAHETO U JAOCTHIIA JIO CIICIUATU3UpaHaTa eIeKTPOHHA
cucTema 1o an. 1 ce onpenensaT ¢ Hapenda Ha MUHUCThPA Ha 37paBeona3BaHETo.

(10) (ITpeaummna an. 9 - 1B, 6p. 67 ot 2020 r.) M3mbaHUTEIHATA areHIIUS 110
JIeKapcTBaTa € 3ab/HKeHA J1a OCUTYpsiBa MpeKoBaTa U MH()OPMAIIMOHHATA CUTYPHOCT Ha
crenaiu3upaHara eJeKTPOHHA cHcTeMa Mo aj. | mpu crha3BaHe Ha 3aIbJDKCHHE 3a
Ola3BaHe TaifHaTa Ha MoTy4YeHara nHpopMalus mo ai. 3.

Yn. 2178. (Hos - /1B, Op. 18 ot 2014 r., 00siBeH 32 NPOTUBOKOHCTUTYIIMOHEH
¢ PKC Ne 1 or 2015 1. - IB, 6p. 12 ot 2015 r., u3m. - JIB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) (1) Cw3nmaBa ce CHUCBK Ha JIGKAPCTBEHUTE MPOJIYKTH, BKIIOYEHH B
[To3uTHBHUS JIEKaPCTBEH CIMCHK, 32 KOUTO € YCTAaHOBEH HEJAOCTUI Ha TepUTOpHUATA Ha
Peny6iinka bbarapus, KOHTO ce U3roTBs, akTyallu3upa 1 Mo Ibpxa oT M3nbaHuTenHara
areHIus 1o JIeKapcTBaTa.
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(2) CnucbkbT Mo an. 1 ce U3roTBsl Bb3 OCHOBA Ha M3BBPIICHUS aHAIU3 TI0 pefia
Ha 4. 2170, an. 4 u ce myOIMKyBa Ha MHTEPHET CTpaHUIIaTa Ha M3MbIHUTETHATA areHIus
0 JIEeKapCcTBara.

(3) CiucHKBT Ha JIEKapCTBEHUTE MPOAYKTH, 32 KOUTO € YCTAHOBEH HEIOCTUT
no pena Ha wi. 2176, an. 5, ce U3roTBsi IO HAMMEHOBAaHUE HA JICKAPCTBEHHS MPOAYKT,
BKJItOueH B [lo3UTHBHMSA  JIEKapCTBEH CHMCBK, MEKIYHApOJHO  HEMATEHTHO
HAaUMEHOBAaHME, KOJIMYECTBO HAa aKTUBHOTO BEILIECTBO, JIeKapcTBeHa (opMa U KOJIUYECTBO
B OIIAKOBKa.

(4) CiucbkbT o an. 1 ce akryanusupa:

1. exxeceIMHYHO;

2. mpH MpOMsHAa Ha OOCTOSITENICTBATa, CBbP3aHW C BHOC W/WIJIM U3HOC Ha
JIEKapCTBEHU MTPOIYKTH, BKJIIOUEHU B [103UTHBHUS JIEKapCTBEH CIIUCHK.

(5) Ilpu akTyanu3upaHe Ha CIUCHKA 10 pena Ha aj. 4, T. 1, KaKTo U B ClIydanuTe
Ipu mnpomsiHa Ha oOcTosATelcTBara mo ai. 4, T. 2, Bb3 OCHOBa Ha IPEJOCTaBEHAaTa
uHpopmarus mo wi. 68, am. 1, 1. 10, wn. 207, an. 1, 1. 15 w un. 217, 1. 5, 4gpes
Crenuanu3upaHara eleKTpoHHa cucremMa mo wi. 2170, an. 1 ce musnpama cho0meHne 10
auuara no wi. 68, an. 1, wn. 207, an. 1, un. 217 u un. 232a 3a akTyalnu3upaHusi CUCHK.
CnucekbT He3a0aBHO ce MyOJMKyBa Ha HMHTEpHET cTpaHulara Ha M3mbpiaHurenHata
areHIus 1o JIeKapcTBaTa.

(6) B cmygaute no an. 4 cnuchkbT 10 al. 1 ce uznpama ot MAJI u na Arennus
"MuTHUI" TI0 CITyX)eOeH pel.

(7) Cnen BkIIOYBAaHE Ha JIEKAPCTBEHM MPOAYKTH B CIMCHKa MO al. 1 Te He
MOTraT J1a C€ U3HACHT 32 CPOKa, 32 KOMTO Ce ChbPXKAT B CIIUCHKA.

Ui 217r. (Hos - IB, 6p. 18 ot 2014 r., u3m. - JIB, 6p. 84 ot 2018 r., B cuna
or 12.10.2018 r.) M3nbaHuTenHaTa areHuus Mo JieKapcTBaTa M3BBPILUBA MPOBEPKU Ha
JMIaTa, KOUTO ca 3aIbJDKEHU J1a IPeAO0CTaBIT HHpOpMalKs IO peJa Ha Ta3H IJI1aBa.

Un. 217a. (Hos - IB, 6p. 105 ot 2020 r., B cuita ot 11.12.2020 r.) ITo Bpeme
Ha 00SIBEHO M3BBHPETHO IMOJIOKEHHE MOPAIH eNUIEMUYHO Pa3sIpOCTpaHEHUE Ha 3apa3Hu
6onectn mo wi. 61, an. 1 unm 3 or 3akoHa 3a 3/paBeTO WM Ha 00sBEHAa U3BbHPE/IHA
enueMrYHa 00CTaHOBKA MOpaan eNMUIEMUYHO Pa3NpoCTpaHEeHHe Ha 3apa3Ha 0oJecT 1o
1. 61, an. 1 ot 3akoHa 3a 3/paBeTo M JI0 TPU Mecela Clie]l OTMSIHATa UM ChC 3arlOBel Ha
MHUHHCTBpA Ha 37paBeola3BaHETO MOKE BPEMEHHO Jla ce 3a0paHu U3HOC Ha JIEKapCTBEHU
NPOAYKTH OT TepuTopusiTa Ha PermybOnmka brirapus, 3a KOUTO € yCTaHOBEH HEJOCTUT Ha
TEpUTOPHSATA HA CTPaHATA 3a 33JJ0OBOJIIBAHE HA 3J[PABHUTE MOTPEOHOCTH HAa HACEJICHHUETO.

I'1aBa necera.
TBPI'OBUS HA IPEGHO C JIEKAPCTBEHHA ITPOAYKTMN.
HAIIMOHAJIHA AIITEYHA KAPTA (BAI'JI. U3M. - /IB, BP. 67 OT 2020
I.)

Ui 218. TeproBusita Ha IpeOHO C JIGKAPCTBEHU MPOTYKTH CE U3BBPIIIBA CAMO

B allITCKU U ApOTCPpUHA 11O p€lia HA TO3U 3daKOH, C U3KIIFOYCHUC HA CIIYHYauTC 110 4JI. 232, all.
2.
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Ui 219. (1) (U3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., mom. - JIB,
op. 23 or 2009 r., B cuna ot 30.03.2009 r., mom. - JIB, Op. 41 ot 2009 r., B cuna or
02.06.2009 r., u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., u3m. - [IB, 6p. 67 ot
2020 r.) AnTekaTa € 3apaBHO 3aBEJCHUE, B KOETO CE€ U3BBPIIBAT CICIHUTE JACHHOCTH:
CbXpaHsBaHE, NPUTOTBSIHE, OINAKOBaHE, KOHTPOJHMpaHEe, JaBaHe Ha KOHCYJITAlHH,
OTITyCKaHE MO JIEKapCKO M 0€3 JIGKapCKO MpeaNrcaHue Ha pas3pelieHu 3a ynorpeda B
PenyOnuka bbarapus nekapcTBEHU MPOIYKTH, HA MEAUIIMHCKU WU3JETHS, HA TUETUYHU
XPaHU 3a CHEIHATHU MEIUIIMHCKY TIe]IA M XPaHU 332 KbpMadeTa U MPEXOHH XPaHH!, KAaKTO
U XpaHUTEIHU A00aBKHU, KO3ZMETUYHH TMPOIYKTH, CAHUTAPHO-XUTMEHHU MaTepuald U
Oouormau ot rnaBHa rpymna 1 "JlesuHdekTanTn", MPOayKTOBU TUMNOBE | U 2, U OT TIaBHA
rpyna 3 "Kontpon Ha BpeauTenu", npoayktoBu tTunose 18 u 19, ceriacuo Ilpunoxkenne
V ot Pernament (EC) Ne 528/2012 na EBpomeiickus napiameHT 1 Ha CbhBeTa OT 22 Mait
2012 r. OTHOCHO TIPEIOCTAaBIHETO Ha Ma3apa u ynorpedara Ha omouunu (OB, L 167/1 ot
27 rouu 2012 1.).

(2) (U3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) YcrpoiicTBoTO,
peabT U opraHu3alusaTa Ha paboTaTa Ha alTeKUTe, HOMEHKJIaTypaTa Ha JIEKApCTBEHUTE
MPOIYKTH, CE ONPENIEAT B Hapea0a Ha MUHUCThPA Ha 3[[paBeOa3BaHEeTo.

(3) (M3m. - 1B, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 r., ot™. - JIB, Op. 23
ot 2009 r., B cua ot 30.03.2009 r., HoBa - JIB, Op. 67 ot 2020 r., u3m. - JIB, 6p. 16 oT
2024 r., B cuna ot 23.02.2024 r.) [IpuTexarensT Ha pa3pelieHre 3a ThPTOBUs Ha JPeOHO
poBepsiBa ABTEHTHUYHOCTTa Ha JIEKAPCTBEHUTE NPOAYKTH dYpe3 IOKa3aTeluTe 3a
6e3omacHOCT 1o Wwi. 168, an. 8 1 1e3akTUBUpPA MHIUBUAYATHUS UICHTU(UKAIIMOHEH Oerer
B CHUCTE€MaTa OT PETUCTPH.

(4) (Hosa - IB, Op. 67 ot 2020 r.) JleiicTBusiTa 110 aji. 3 ce U3BBPIIBAT 110 pejia
Ha riaBa VI ot [enerupan pernament (EC) 2016/161.

Un. 220. (1) He#inocture mo uin. 219, an. 1 ce u3BbpuHIBaT OT MarucTbp-
(bapmarieBT.

(2) (Hom. - AB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) Maructsp-
(bapMaleBThT € JUIbKEH J1a U3II'BJIHU U3/Ja/IeHO JIEKApCKO MPENICaHue, BKIIOUUTEIHO U
3a JIeKapCTBeHH (POpMH, MPUTOTBEHM MO MarucTpaiHa u (apMakoIleiiHa perentypa, 1mo
pena, onpenaeneH B Hapeabata mo wi. 221, an. 1.

(3) U3m. - B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) ITomonrHUK-
(dapManeBThT MOKE Jla U3BBPIIBA BCUUKH JAeWHOCTH 1Mo wi. 219, an. 1 mox koHTpoia Ha
MarucTbp-(hapmManeBT ¢ H3KIIOUYEHUE Ha: OTITYCKaHE Ha JIEKAPCTBEH MPOIYKT 110 JIEKApPCKO
npenucaHue, KOHTPOJI U JaBaHe Ha KOHCYJITAI[H, CBbP3aHH C JIEKAPCTBEHUTE MPOTYKTH.

Un. 221. (1) (IlIpenummen Texct Ha ui. 221 - [IB, 6p. 71 ot 2008 r., B cuna ot
12.08.2008 r.) MUHHUCTBPBT Ha 37paBEONA3BAHETO OMpPEAETs B Hapea0da MEIUIIMHCKHUTE
CIEUAJINCTH, KOUTO MOTaT J1a U3aBaT PELENTH, pea 3a IPEAIUCBAHETO Ha JIEKapCTBEHU
MPOJYKTH, CPOKa 3a M3MBJIHEHUETO, KAKTO M CIlydauTe U pejaa, Mo KOHWTO MarucTbp-
(apManeBThT MOXKE Ja OTKaXKe J1a U3IIBIIHH JIEKapCKO MpeIHUCaHue.

(2) (Hosa - JIB, Op. 71 ot 2008 r., B cuia ot 12.08.2008 r., uzm. - /IB, 6p. 9
ot 2011 r.) bbparapcku rpaxaaHu M 4yXAEHIM, Ha KOUTO € pa3pelieHo npeduBaBaHe B
CTpaHaTa, IpU IBbTYBAaHETO MM H3BbH PemybOnuka bbiarapus moraT ga HOCAT WM Ja
W3HACAT JIEKAPCTBEHM MPOJYKTH, MPEJHA3HAYECHU 32 JICUEHUETO UM, IIPU YCJIOBUS U T10
pen, onpezeneHu B Hapeadara mo ai. 1.
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(3) (Homa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 9
ot 2011 r.) YyxaeHu, Ha KOUTO € M3/aJieHa BH3a 3a KPATKOCPOYHO NpeOuBaBaHe Ha
teputopusita Ha PenyOnuka bbirapus, morat ga mpuTekaBaT JIEKapCTBEHU MPOIYKTH,
IIpeIHa3HAYEHHU CaMo 3a JIEUEHUETO UM, B KOJIMUYECTBA, OIPECIICHN B Hapea0ara 1o ai. 1.

(4) (Hosa - IB, 6p. 1 oT 2014 1., B cuna ot 03.01.2014 r.) M3uckBanusta KbM
MEAWIIMHCKUTE TPEIANUCAHNUs, KOUTO Ca W3JaJCHU [0 HCKAaHE Ha MAaIlMeHT, KOWTO
Bb3HAMEpSBA Ja T'M M3I0JI3Ba B JIpyra AbpiKaBa 4WiIEHKa, KaKTO M MPU3HABAaHETO U
U3IBTHCHUETO HA TAKWBA, U3JIAJICHH B APYyTa JbpKaBa WICHKA, C€ U3BBPIIBAT IIPH YCIOBUS
U TI0 pell, ONpe/iesieHH ¢ HapeadaTa 1o ai. 1.

(5) (HoBa - 1B, 6p. 1 ot 2014 1., B cuna ot 03.01.2014 r.) Be3cTanoBsBaHeTo
Ha pa3XoJUTe 3a JIEKAPCTBEHU MPOAYKTHU MO MEAMIIMHCKH MPEINUCaHusi, U3MbJIHEHH B
Jpyra IbpiKaBa WiCHKa, Ce U3BBbPIIBA IPU YCIIOBUS U 110 e, OTPEICIICHHU ¢ Hapenoara 1mo
yi1. 80e, ai. 4 oT 3aKOHA 3a 3JpaBHOTO OCUT'YpsIBAHE.

Un. 222. (1) (O6sBena 3a npotuBokoHcTuTyninonHa ¢ PKC Ne 5 ot 2008 r. -
B, 6p. 65 ot 2008 r., u3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) [IpaBo na
U3BBPIIBA THProBUs Ha JAPEOHO C JEKapCTBEHH NPOAYKTH HMa (PU3UYECKO WIU
IOPUAMYECKO JIULIE, PETUCTPUPAHO KAaTO ThProBel 0 OBJIrapcKoTO 3aKOHOJATENICTBO WU
M0 3aKOHOJATENICTBOTO Ha JIbpKaBa WIEHKA, KOETO € CKIIIOUUIIO TPYAOB JOTOBOP HIIU
JIOTOBOP 32 YIIPABJICHUE HA alITeKaTa C MarucThp-(hapMareBT, a B IPEIBUICHUTE OT 3aKOHA
CIIy4ad - ¢ IOMOIIIHUK-(hapMaIeBT, KaTo Ha TepuTopusita Ha PermybOnuka bearapus moxe
Jla OTKpHE HE MOBeUe OT 4 anTeKH.

(2) (Hosa - JIB, 6p. 71 ot 2008 r., B cuiia ot 26.07.2008 r.) Koraro nuiero mo
an. 1 e maructep-gapManeBT W € PHKOBOAWTE] HAa amnTeKkata, HE € HEoO0XOIuMO
MPEJICTaBIHETO HA TPYAOB JOTOBOP WIIU JOTOBOP 3a yIpaBlIeHUE HA anTeKaTa.

(3) (Ilpeaumina ain. 2, uzm. - IIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 1.)
Maructbp-hapmaneBThT o al. 1 € ppKOBOIUTEN Ha anTeKaTa U 3aIbJKUTEIHO padoTH B
Hesl.

(4) (ITpenumrna an. 3 - /IB, 6p. 71 ot 2008 1., B cuna ot 26.07.2008 r.) [IpaBo
Jla OTKPHSAT anTeKa 3a 3aJ0BOJISIBAHE Ha COOCTBEHUTE CH HYXKU MIMAT:

1. neyeGHUTE 3aBeZeHHS 10 WI. 5 OT 3aKOHA 3a JICUCOHHUTE 3aBEICHUS, KOUTO
OCBIIECTBIBAT OOJIHHUYHA ITOMOIIL;

2. nedeOHUTE 3aBeICHUS 32 OOTHUYHA TOMOIII;

3. (m3m. - JIB, 6p. 59 ot 2010 r., B cmna ot 31.07.2010 r.) nenTpoBere 3a
MICUXUYHO 3/IpaBe, IIEHTPOBETE 3a KOXKHO-BEHEPUYECKH 3a00JSBAaHUS U KOMIUIEKCHHUTE
OHKOJIOTUYHH [IEHTPOBE;

4. xocnucure cbc ctauumoHap mo uia. 10, T. 5 or 3akoHa 3a jeyeOHUTE
3aBe/ICHUS.

(5) (Hosa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a 3ag0BosiBaHE
Ha COOCTBEHHUTE CH HYXK/U JICUCOHHUTE 3aBEJICHUS 110 ajl. 4, KOUTO HIMAT OTKPUTA arTeKa,
MoraT Ja ce CHaOIsBaT OT anTeKka Ha JedeOHO 3aBe/IeHHe, TONYUYMIIO pa3pelieHue 3a
TBPrOBHUS Ha JPEOHO C JIGKAPCTBEHU IMPOJYKTH MPH YCIOBHUS W 1O e, ONPEACIICHU C
HapenOara mo wi. 219, an. 2.

(6) (Ot™., mpegumina an. 4 - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 T.,
npenuinHa an. 5, usMm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Antekure Ha
JeYeOHUTE 3aBECHMS 32 M3BHHOOTHMYHA TTOMOI KbM MUHHCTEPCTBOTO Ha OTOpaHaTa u
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MUHHCTEPCTBOTO Ha BBTPEIIHUTE pabOTH Morar Ja ce€ PBKOBOAST OT IMOMOIIHUK-
(apMareBT Mo npenyokKeHne Ha ChOTBETHOTO BEJIOMCTBO U CJIell M3/1aZICHO pa3pelieHne
OT U3MBJIHUTENHUSA qupekTop Ha MAJL

Uin. 222a. (Hos - [IB, 6p. 67 ot 2020 r.) Jlume, moayuusao pa3pelieHue 3a
TBPrOBUS Ha JAPEOHO C JIEKAPCTBEHU MPOAYKTH B allTeKa, HE MOXKE J1a ObJe MPUTEKATE
Ha pa3pelieHue 3a ThProBUs Ha epo C JICKAPCTBEHU NMPOYKTH, U31aJICHU TI0 pe/ia Ha TO3U
3aKOH.

Ui 223. (1) Maructbp-hapMaiieBT WiH TOMOIIHUK-(hapMaIeBT MOXKe /1a ObJie
PBKOBOJIUTEII CAMO Ha €/IHa alTeKa U 33IbJDKUTEITHO pabOTH B Hesl.

(2) (U3m. - B, 6p. 12 ot 2011 1., B cuia ot 08.02.2011 r.) Maructsp-
(dapManeBThT WU MOMOITHUK-(apMaIeBThT, KOUTO € PHKOBOJUTEI HA alTeKa, HE MOXKe
na 0b/ie HaeMaH Ha paboTa Mo JOroBOP € €IHOINYECH ThPrOBEll WK ThPTOBCKO JIPYKECTBO
C IPEIMET Ha JICHHOCT MPOU3BOACTBO, BHOC, THPTOBHS HA €PO MU APEOHO C JIEKAPCTBEHU
MPOIYKTH.

(3) Jluuero mo ain. 1, moyydusio pa3zpelieHue 3a U3BbPIIBAaHE HAa ThPTOBHS Ha
IpeOHO C JeKapCTBEHHU MPOAYKTH, HE MOXke Ja Oble COOCTBEHHMK WM J1a y4acTBa B
TBPTOBCKH JIPYXKECTBA C IPEIMET HA JICWHOCT ITPOU3BOJICTBO, BHOC HMJIM ThPIOBHSI HA €IIPO
C JIEKapCTBEHU MPOYKTH, BKIIOYUTEIHO B APY>KECTBA HA CBHP3aHM JIMIIA [10 CMUCHIIA Ha
TBpProBckus 3aKoH.

Ui, 224. PKOBOUTEIST HA alTeKa TPsOBa J1a:

1. e ™aructep-papmaneBT, CHOTBETHO IOMOIIHUK-(papManeBT, B
HpE/IBUACHUTE OT 3aKOHA CITyYaH;

2. He € JIMIICH OT MPABOTO JIa YIpaXKHsBa MpodecusiTa;

3. He € OCHK/IaH 3a MPECTHILUICHHS, CBBP3aHU C YIpaXkHsIBaHEe Ha npodecusita
My, 3a TPECTBIUICHHS MPOTHB COOCTBEHOCTTAa M CTOMAHCTBOTO WM 33 YMHIIUICHU
NPECTHIICHUS CPEILY JTUIHOCTTA,;

4. uMa Hal-MaJIKO €JIHa TOJIMHA CTaX KaTo MarkucThp-(hapMaIieBT.

Un. 225. (M3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) B
HACEJICHO MSCTO, Ha YHATO TEPUTOPHUS HsIMa OTKPHTA anTeka, MpaBO Ja H3BBHPIIBA
THPTrOBHs Ha APeOHO C JIGKapCTBEHM NMPOIYKTH MMa Juie nmo wi. 222, am. 1, koero e
CKJIFOYHMJIO TPYIOB JIOTOBOP WJIM JOTOBOpP 3a YIpaBJICHHE HA anTeKara ¢ MOMOIIHUK-
(apMaleBT WM C MarucThp-PpapMaleBT ¢ MO-MAJIKO OT €HAa F'OJJMHA TPYAOB CTaX.

(2) TlomomHMK-papManeBThbT WJIM MarucTbp-¢papManeBThT Mo air 1 e
PBKOBOJMTEI HA anTeKaTa M 3aJbDKUTEITHO PaOOTH B HEsl.

(3) (HoBa - JIB, 6p. 60 ot 2011 r., B cruma ot 05.08.2011 r.) ITomomHMK-
(apManeBTHT - PHKOBOAMTEN Ha anTekara 1Mo aj. |, MOXe Ja W3BbpIIBAa CICIHUTE
JICWHOCTH: ChXpaHsBaHE W OTIyCKaHe Oe3 JIeKapCKO TpeNNucaHie Ha pa3pelieHH 3a
ynorpeba B Penyonuka brirapus jiekapcTBEHU MPOAYKTH, HA MEIUIIMHCKU W3JICTHS, Ha
JMETHYHHM XPaHM 32 CICIHATHA MEIUIMHCKH LEd W XPaH! 33 KbpMadyeTa M MPEeXOJIHU
XpaHH, KaKTO U Ha XPaHUTEIHH J00aBKU, KO3METUYHU M CAHUTAPHO-XUTUEHHU CPECTBA.
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Un. 226. (1) Ha teputopusita Ha JieueOHU 3aBEIEHHUs 33 M3BHHOOTHHUYHA
MOMOIIl MOTaT Ja C€ OTKPHBAT anTeKH 3a MpoAakOda Ha JIEKapCTBEHH IMPOJIYKTH Ha
TpaXkIaHH.

(2) Ha teputopusita Ha 31paBHM 3aBeleHHUs 1o wi. 21, an. 2 oT 3akoHa 3a
3[IpaBeTo, JIeYUeOHH 3aBeJIcHHs 3a OOJIHUYHA ITOMONI U JieueOHH 3aBefieHus 1o wi. 10 oT
3akoHa 3a JeueOHWTE 3aBEJCHUS HE MOraT Ja ce OTKpMBAT alTeKH 3a Ipojaaxda Ha
JICKapCTBEHH MIPOAYKTH Ha TPaKIaHH.

Ui 227. (1) (Ilpeaumien tekcet Ha wi. 227 - JIB, 6p. 102 ot 2009 r., B criia ot
22.12.2009 r.) U3uckBanusTa 32 MECTOHAXOXKJACHUETO U KbM MOMEILIEHUSTA Ha arTeKaTa
ce ompenensaT B HapenOara mo wi. 219, an. 2.

(2) (Homa - /1B, 6p. 102 ot 2009 1., B cuna ot 22.12.2009 1., u3m. - /IB, 6p. 60
ot 2011 r., B cuna ot 05.08.2011 r.) M3uckBaHusITa KbM YCTPOHCTBOTO U MTOMEIICHHUATA
Ha anTekuTe 1mo wi. 228, an. 5 ce onpenensaT B Hapeabdara o ai. 1.

Ui 227a. (Hos - [IB, 6p. 67 ot 2020 1.) (1) [TorpeOHOCTUTE HA HACETICHUETO
OT JIOCTBII JI0 JIGKAPCTBEHU IMPOAYKTH, OTHYCKaHH B AaNTeKH, C€ ONpPENeNsIT Ha
TEepPUTOPHAJICH MPUHIUT upe3 HarronanHa anteyna kapra.

(2) B HanmmonanHarta anteyHa KapTa HE ce BKJIIOYBAT alTeKH, OTKPUBAHH IO
pena Ha ui. 222, an. 4.

(3) C HanmonannaTta anTe4Ha KapTa ce€ ONpeaesarT o0JiacTuTe, OOIMHNATE U
HACEJICHUTE MECTa C HEJOCTUI Ha OTKPHUTH alTeKH 4Ype3 U3BBPIIBAHE HA aHAIM3 Ha
JOCThIIA HA HACEIICHUETO JI0 allTeKH, KOUTO OCHIIECTBIBAT IEHHOCTH 10:

1. oTnyckaHe Ha JEKapCTBEHU MPOIYKTH 3a JOMAIIHO JICUEHHUE, 3aIUlalaHu
HanbaHO win yactuyHo oT H30K mnpu ycnoBusTa u 1o pena Ha ui. 45, an. 17 or 3akona
3a 3/IpaBHOTO OCUTYPSIBAHE;

2. IPUTOTBSIHE HA JIEKAPCTBEHU MPOIYKTH;

3. OTIIyCKaHe Ha JICKAPCTBEHH MPOIYKTH, ChABPIKANIN HAPKOTUIHH BEIICCTBA
M0 CMHUCHJIAa HA 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE;

4. OTIyCKaHe Ha JIKApCTBEHU MPOAYKTH HA BETCPAaHU OT BOWHUTE,

5. oOTmyckaHe Ha JIEKApCTBEHU TMPOJYKTH Ha BOCHHOMHBAIHIUA H
BOCHHOIIOCTpaallu;

6. OTITyCKaHe Ha JIEKapCTBEHU MPOAYKTH IO JIEKApCKO MPEANHUCcaHne, KOUTO He
ce 3aruialar ¢ NyOJIu4HU CPEJICTBA;

7. OTIyCKaHe Ha JIEKapCTBEHH MPOAYKTH 0€3 IeKapcKO MpenuCcCaHue.

Uin. 2276. (Hos - IB, 6p. 67 ot 2020 1.) (1) Hanmonanuata anteyHa kapTa ce
n3paboTBa Bb3 OCHOBA Ha OOJIACTHU alTeYHU KapTH.

(2) 3a wum3paborBaHe Ha oOiacTHaTa anTeyHa KapTa MHUHHCTBPBHT Ha
3/IpaBEOINa3BaHETO Ha3HAYaBa KOMHUCHS 3a BCSAKAa OOJACT, KOSATO BKJIIOYBA OONACTHHS
YIpaBuTeCl, ABaMa IMNPCACTABUTCIIM Ha PpEruoHajiHaTa 3JApaBHAa MWHCICKIHWA, AIBaMa
MPEJICTAaBUTENIM Ha pailoHHATa 3/PaBHOOCUTYPUTEIHA Kaca, JABama IPeJCTaBUTENH Ha
peruoHaiHaTa KOJICTUS Ha BT)HFapCKI/ISI Q)apMaueBTquH CbIO3, €AWH NPCACTAaBUTECII Ha
peruoHaiHaTa Kojierust Ha bbarapckara acoruanys Ha TOMOIIHUK-(QapMaleBTUTe, eAuH
MIPEJICTAaBUTEIT Ha TTPEICTABUTEITHATE OPTaHNU3AIMHA 32 3aIIUTa Ha ITpaBaTa Ha MalueHTUTE,
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MPU3HATH 10 pesia Ha wi. 86B OT 3aKOHA 3a 3[IPaBETO, U MO €/IMH MPEICTAaBUTEI Ha BCSKA
oOmrHa B choTBEeTHATa 001acT. OOIACTHHUAT YIIPABHUTEIN € MPEACEaaTe]l HA KOMUCHUSTA.

(3) IlpencraButenure Ha OOIIMHKUTE IO aJl. 2 CE€ OTMPEIEIIAT IO pea Ha 3aKoHa
3a MECTHOTO CaMOYIIPABJIEHUE U MECTHATA aJMUHUCTPALU.

(4) IlpencraBuTenar Ha NPEICTAaBUTEIHUTE OpraHU3allUM 3a 3alluTa Ha
npaBaTa Ha MAIMEHTUTE MO ajl. 2 BbB BCAKA OT OOJACTHUTE KOMHCHHU ce M30upa U ce
0CcBOOOK/1aBa 0010 OT MPEICTABUTEIIHUTE OPraHU3aIHH.

(5) ObGmactnata anTedyHa kapta ce u3paboTBa mo oOpaseny U Mo pef,
OTpezieNieHU C METO/IMKA, YTBbPJEHa OT MUHUCTHPA Ha 3[[paBeOIa3BaHETO.

(6) Besika obstacTHa KOMHCHS IIPEJICTaBs HA MUHUCTBPA Ha 3]JpaBe0Na3BaHETO
M3roTBeHaTa o0JIacTHA alnTeyHa KapTa M Isiata MbpBUYHA WH(OpMAalKs, Bb3 OCHOBA Ha
KOSITO € U3TOTBEHA.

Un. 2278. (HoB - JIB, 6p. 67 ot 2020 r.) (1) OGnacTHaTa anTe4yHa KapTa
ChIbpXKA:

1. manHm 3a nemorpadckata CTPYKTypa U MOTPEOJCHHUETO Ha JICKapCTBEHU
MPOJIYKTH 3a JJOMAIITHO JICUCHHE OT HACEJICHUETO HA TEPUTOPHUATA HA 00JIACTTa;

2. Oposi, BUJIOBETE JCHHOCTU U pa3Mpee/ICHUETO Ha OTKPUTHUTE anTeKH Ha
TEPUTOPHSATA HA 00JIACTTA;

3. Opost Ha paboTenuTe MarucThbp-hapmMareBTH U MOMOIIHUK-()apMaleBTH B
OTKPUTH aNTeKH Ha TEPUTOPUATA HA 00IACTTA.

(2) Kpm oOnacTHaTa anTeyHa KapTa 1O ajl. | ce mpuiara CTaHOBHUIIE,
U3TOTBEHO MO PEJ U KPUTEPUH, OIIPENEICHH B METOAMKATa 1o 4. 2276, an. 5, OTHOCHO
HEOOXOIMMUSI MUHUMAJICH OpOH anTeky 1o BUAOBE ICHHOCTH 10 Wi. 227a, all. 3, KaKkTo U
3a HE0OXOAMMHUSI MHHUMAaJIeH Opoii Ha paboTeniy MarucTbp-hapMareBTH U TOMOITHHK-
(dbapMarieBTH B aliTEKH, KOUTO CE ONPEICIAT ChOOPa3HO MOTPEOHOCTUTE HA HACEIICHUETO B
ChOTBETHATa 00JI1acT.

Un. 227r. (Hos - JIB, 6p. 67 ot 2020 r.) (1) Hantnonanuara anteyHa kapra ce
n3paboTBa OT HAIMOHAJIHA KOMHCHS, Ha3HauyeHa CbhC 3alloBe]l Ha MUHUCTHpa Ha
3/IpaBeona3BaHeTo, KONTO € mpeacenaTes Ha KOMUCHATA.

(2) B cwpcraBa Ha koMmucusita ce BKIouyBaT ynpaButensit Ha H3OK,
npezcenarensaT Ha HaunuoHamHHMs ChBET MO LEHH M peMMOypcHpaHe Ha JIEKapCTBEHU
NPOIYKTH, IBaMa MPECTaBUTENN Ha VI3IbIHUTEIHATA areHIHs 110 JIEKapCcTBaTa, OT KOUTO
€IMHUAT € M3MBJIHUTEHUAT TUPEKTOp Ha M3mbiaHMUTENHATa areHuus MO JIeKapcTBara,
JTMPEKTOPHT Ha HarmoHamHus IEHTHp 10 OOIIECTBEHO 3/paBe M aHAIIM3H, TIPEICEIATEIsT
Ha HanumoHanHoto capyxeHue Ha oOummHMTe B PemyOnmuka bbiarapus, aBama
NpeJCTaBUTENIM Ha MUHHUCTEPCTBOTO Ha 3/paBEOIa3BaHETO, TPUMA IMPEICTABUTENH Ha
bwarapckus dapmaneBTHUeH CblO3, €IMH IpeAcTaBuTeN Ha bbarapckara aconuanus Ha
MOMOIITHUK-(apMaIeBTUTE U €IWH MPEJICTABUTEN HA MPEICTABUTEIHUTE OPraHN3alliH 32
3alUTa Ha [IpaBaTa Ha MallMeHTUTE, IPU3HATH 110 pe/ia Ha wi. 86B 0T 3aKOHa 3a 3]paBeTo.

Un. 227x. (Hos - JIB, 6p. 67 ot 2020 1.) (1) HanmonanuaTta ante4yna kapta
ChIbpXKa:

1. oObnacTHHUTE anTEYHU KapTH;

2. KOHKpPETHUTe MMHUMAJIHU MOTPEOHOCTH Ha HACEJIEHHMETO OT JIOCTBI 10
JIEKApCTBEHH NPOJAYKTH, OTIYCKAaHU B allTEKH, U O BUAOBETE JEHHOCTH IO WiI. 227a, ai.
3 mo o6nacTu, OOIIMHU U HACEIICHH MECTa;
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3. pa3npeneneHrue Ha OTKPUTHUTE allTEKH 110 OpOii Ha HACEJIGHUETO I10 00JIaCTH,
OOIIIMHM U HaceJIEHH MECTa;

4. rpadpuHO MOCOYBaHE HA OTKPUTUTE aNTEKW BBHPXY KapTaTa Ha CTpaHaTra
CIIOpe]l BUJIa Ha JCHHOCTUTE, KOUTO U3BBPIIBAT CHIIACHO Wi. 2274, ai. 3;

5. aHayM3 Ha JOCTHITA HA HACEIICHUETO JI0 JICKAPCTBEHU MPOAYKTH, OTITYCKaHU
B allTEKH 110 BUJOBE ACHHOCTH 110 4. 227a, an. 3 mo o0iacTH, OOIIMHU U HACEJIEHU MECTa;

6. ompenensiHe Ha 00JaCTUTE, OONIMHUTE M HACEIICHUTE MECTa, B KOUTO IMPHU
M3BBPILIBAHE HA aHAJIU3a MO T. 5 € YCTAaHOBEH HEJIOCTUT Ha OTKPUTHU alTeKH MO BUIOBE
JerHocTH 1o 4. 227a, ai. 3.

(2) Ananussbt o an. 1, T. 5 ce u3BbpUIBA 10 PEJ U KPUTEPHUH, OIIPEJIETICHU B
MeToAMKaTa 1mo 4wi. 2270, ai. 5, U 3aIBJDKATETHO BKIIFOYBA OIICHKA HAa KOHKPETHHTE
MUHUMAJIHA TOTPEOHOCTH HA HACENEHHUETO OT JOCTBII JI0 JIGKAPCTBEHU MPOIYKTH,
OTIYCKaHU B alTEeKU, U [0 BUJIOBETE ACHMHOCTHM 1o wWi. 227a, an. 3, KakTo M Ha
pasnpeieIeHUeTo Ha OTKPUTUTE allTeKH 110 OpOoi Ha HACEJIICHHUETO.

Ui 227e. (Hos - JIB, 6p. 67 ot 2020 r.) (1) HanmionanuaTta anteyHa Kapra ce
YTBBpXK/IaBa C penicHrne Ha MUHHCTEPCKHS CHBET IO TPEUIOKCHHE Ha MUHUCTHhpPA Ha
3/IpaBeOIa3BaHETO.

(2) Hammonannara anteyHa KapTa Ce€ akTyalu3upa MpU HEOOXOAUMOCT B
ClIly4auTe, ONpeeNIeH! ¢ MeToIMKarta mo wi. 2276, ai. 5.

Un. 228. (M3wm. - IB, 6p. 71 ot 2008 r., B cuina ot 26.07.2008 1.) (1) (HU3m. -
B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Pa3pemnienne 3a ThproBus Ha IpeOHO C
JICKapCTBEHH MPOJYKTH B anTeKa Ce M3JaBa OT M3MBIHUTEIHUS qupekrop Ha MAJI BB3
OCHOBA Ha 3asBJICHUE 10 00pa3ell, KbM KOETO Ce IpHIarar:

1. (u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) nanau 3a Enquaans
UIEeHTU(HUKAITMOHEH KO/ HAa ThProBella WM KoolepausaTa OT ThbproBCKUs PETHCTHP, a 3a
JIpyXecTBaTa, pETUCTPUPAHH B IbPKaBa - WiCHKa Ha EBpOMENCKus Chi03, K B TbpP)KaBa
- crpana mo CnopasymeHuero 3a EBpomeiickoTO WKOHOMHUYECKO MPOCTPAHCTBO -
JIOKYMEHT 3a aKTyallHa PErHCTpaIs M0 HAIlMOHAIHOTO 3aKOHOAATEJICTBO, M3AJICH OT
KOMIIETEHTEH OpPIraH Ha ChOTBETHATA JAbprKaBa Ha JuiaTa no wi. 222, ain. 1;

2. TPpyZIOB JIOTOBOP WJIM JIOTOBOP 3a YIPABJICHHE Ha amnTeKara, CKIIOYEH C
MarucThp-hapmarieBT UiK ¢ MOMOIIHUK-(apMaIieBT;

3. KoIlMe OT aKTa 3a Chb3[JaBaHe Ha JHIaTa 1o Wi. 222, ain. 4;

4. TOKyMEHTH, YIOCTOBEPSIBAILIY, Y€ Ca CIa3eHU U3UCKBAHUATA HA . 224;

5. (mom. - 1B, 6p. 103 ot 2017 r., B cuia ot 01.01.2018 1.) cBUAETENCTBO 32
CBHAUMOCT Ha MarucTbp-papmMaiieBra, CbOTBETHO Ha TOMOIIHHUK-(papMalleBTa, TOCOUEH 3a
PBHKOBOJIUTEN HA alTeKaTa, ako He ca OBJITapCKH TPAKIAHH,

6. METUIIMHCKO CBUJAETEICTBO Ha Maructbp-papmaiieBra, ChOTBETHO Ha
MTOMOIITHHK-(apMaIleBTa, ITOCOYEH 32 PHKOBOJIUTEN Ha alTeKaTa;

7. (mom. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™. - JIB, 6p. 48 oT
20151.)

7a. (HoBa - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., otm. - IB, 6p. 67
ot 2020 T.)

8. TOKYyMEHT 3a IJIaTeHa TaKca B pa3Mep, onpesesieH B Tapudara mo ui. 21, am.
2.

(2) (Homa - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) I[Ipu uznaBane Ha
pa3pelreHne 3a ThbProBUs Ha JPeOHO C JIGKAPCTBEHU MPOJYKTH CE M3BBHPINBA IMPOBEPKA
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Ay TpelcTaBeHaTa IUIUIOMAa HAa Marucrbp-hapmarieBTa/IOMOIIHUK-(papMaleBTa e
M3/1aJIeHa OT ChbOTBETHATA KOMIIETEHTHA MHCTUTYIIUA.

(3) (ITpeaumina ain. 2, u3m. - IIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)
Anrexkure 1o ui. 222, an. 4 u 6 ce OTKpUBAaT M 3aKpuBaT 10 MCKaHE Ha JIULETO,
[IPEJICTaBISIBAILO JIEYeOHOTO 3aBe/IeHUE.

(4) (ITpegumna an. 3 - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a
OTKpHUBAaHE Ha amnTeka, B KOATO €€ OTMYCKAaT JIEKAPCTBEHU MPOIYKTH, ChIbpPKAIIU
HApKOTUYHU BEIIECTBAa, CE€ MpUJararT U M3UCKBaHUATA Ha 3aKOHA 3a KOHTPOJ BBPXY
HAapKOTUYHHUTE BEILECTBA U MPEKYPCOPUTE.

(5) (Homa - IB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npenuinHa an. 4
- JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Pa3pemienue 3a ThproBusi Ha IPeOHO C
JIEKAPCTBEHU MPOJYKTH B anTeKa, KOSTO C€ OTKPUBA B HACEJIECHO MSICTO C HACEJEHUE MO/
10 000 >xurenu, ce U3aBa Bb3 OCHOBA Ha 3asBJICHUE TI0 00pasell, KbM KOETO CE MpuJjiarar:

1. (u3m. - JIB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /1B, 6p. 84 ot
2018 r., B cuia ot 12.10.2018 1., u3m. - IB, 6p. 67 ot 2020 r.) AOKYMEHTHTE 110 a. 1, T.
1-6;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) qOKyMeHT 3a
nJaTeHa Takca B pa3mep S0 Ha cTo OT TakcaTa, orpezesieHa B Tapudara mo wi. 21, an. 2 3a
U3/laBaHEe Ha pa3pelIeHUe 32 ThProBHs HA IPEOHO C JIGKAPCTBEHHU MPOJYKTH IO Wi. 222,
an. 1.

(6) (ITpenumna an. 4, gom. - /1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r.,
u3Mm. - /1B, 6p. 98 or 2010 r., B cuna ot 01.01.2011 r., npeaumna an. 5, uzm. - JIB, op. 60
ot 2011 r., B cuna ot 05.08.2011 r.) 3asgBrieHneTo u JOKyMeHTUTE 10 ain. 1 u 5 ce moxasar
B MAJL

(7) (ITpenumna an. 5, u3m. - /1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 1.,
u3Mm. - /1B, 6p. 98 or 2010 r., B cuna ot 01.01.2011 r., npeaumina an. 6, uzm. - JIB, op. 60
ot 2011 r., B cuna ot 05.08.2011 r., usm. - JIB, 6p. 67 ot 2020 r.) B neHs Ha mocThiBaHe
Ha 3asBieHueTo no ain. 1 mwiu 5 MAJI usnpaiia no ciyxe0eH pel UCKaHEe A0 ChOTBETHATA
P3U 3a n3naBane Ha XUTHEHHO 3aKiroueHue. PernonamHara 3/paBHa MHCIEKIINS U3aBa
XUTUEHHOTO 3aKJIFOYCHHE B CPOK A0 14 AHU OT MOCTHIIBaHE HA UCKAHETO U TO M3Mpalia 1mo
ciyxxebeH pen Ha MAJL. Jlo nonydyaBaHe Ha XMTHEHHOTO 3akitoueHue B MMAJI cpokbT mo
1. 229, an. 2 cnupa z1a Teve.

(8) (Homa - [IB, Op. 48 ot 2015 r., mom. - JIB, 6p. 91 ot 2018 r.) B nens na
MOCThIIBaHE Ha 3asBieHueTo mo ain. 1 u 5 MAJI uznpama mo ciayxedeH pea uCKaHe 10
VYmpaButennuss chBeT Ha bbiarapckust ¢apmaneBTHYeH ChIO3 3a H3/1aBaHE Ha
yIOCTOBEPEHUE 3a BIIMCBAaHE B HAIIMOHAIHUSA €JIEKTPOHEH PErHCThp Ha YJICHOBETE Ha
bearapckusi QapmareBTUYeH CBHIO3 - 3a Marucrbp-papmareBTa, PHKOBOIUTEN Ha
anTekata, M 10 YNPaBUTENHHS ChBeT Ha bbiarapckara acoruaius Ha TOMOIIHHK-
¢dapmarieBTUTE - 32 TOMOIIIHUK-(apMaleBTa, pbKOBOJUTEN HA aliTeKa B OMPEACIECHUTE OT
3aKOHa CITydad, KaKTo W 3a IPEIOCTaBsIHE Ha MH(OPMAITUS OTHOCHO HAJIO)KCHHN HaKa3aHUsI
0 pesia Ha 3aKoHa 3a ChCIIOBHATA OPTaHU3allHs HA MarUCThp-(hapMalleBTHTE U Ha 3aKOHA
3a 3/IpaBeTo.

(9) (HoBa - JIB, Op. 48 ot 2015 r.) YOpaBUTETHHUST CHBET MPEIOCTaBS
JIOKYMEHTHUTE TI0 aJl. 8§ B CPOK 5 paOOTHH JTHH OT TIOCTHIIBAaHE HA HCKAHETO.

(10) (HoBa - IB, 6p. 103 o1 2017 r., B cuma ot 01.01.2018 r.) M3nbpnHuTenHATA
areHITUs 10 JIEKapCTBaTa YCTAHOBSABA CIIYKEOHO OOCTOATENICTBaTa OTHOCHO ChIUMOCTTA
HAa JIMIaTa no ai. 1, T. 5, korato ca ObIATapcKu TpaxkIaHu.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



Ui 229. (1) (Hom. - IB, 6p. 71 ot 2008 ., B cruta ot 12.08.2008 r., oTM™. - JIB,
op. 60 ot 2011 r., B cuiia ot 05.08.2011 r.)

(2) (Hom. - 1B, 6p. 71 ot 2008 1., B cmna ot 12.08.2008 r., u3m. - JIB, 6p. 102
ot 2009 1., B cuina ot 22.12.2009 r., u3m. - IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 1.,
not. - /IB, 6p. 18 ot 2014 r.) B eqHomMecedyeH CpoK OT NMOCTHIIBaHE HA JOKYMEHTAIMATA
1o wi. 228, ajn. 6 u3nbaHUTENHUAT qupektop Ha MAJI, cien craHoBuile Ha ExciepTHus
ChBET IO THProBHs Ha JpeOHO C JIEKApCTBEHM IMPOJIYKTH, H3/aBa pa3pellieHue 3a
U3BBPIIBAHE HA THPTOBUS Ha JPEOHO C JIGKAPCTBEHU NMPOAYKTH B amlTeKa WM TPaBH
MOTHUBHpAH OTKa3 3a U3/1aBaHETO Ha paspelieHue. Pasperniennero win oTkazbT ce BpbUBa
Ha JINLETO, I0JIAJI0 3asBJICHUE.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cuyta ot 05.08.2011 1.) B 15-1HEBEH cpok
OT TOCTBhIIBaHE Ha JOKyMeHTanusta no wi. 228, an. 6 MAJI u3BbpiiBa npoBepka Ha
Mpe/ICTAaBEHUTE JOKYMEHTH U YBEIOMSABA IMCMEHO 3asBUTENsSl 3a YCTAaHOBEHHTE
HECHOTBETCTBUS WJIM HETBIHOTU. B Te3w cilydan CpOKBT IO al. 2 CIHpa Ja Teue OT JCHS
Ha YBEJIOMSIBAHETO JI0 OTCTPaHsIBaHE HA HEAOCTATHIIUTE.

(4) (Homa - IB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) B ciy4aii 4ye B
cpok n0o 60 mHUM OT Aarara Ha YBEAOMSBAHETO IO al. 3 3asBUTENAT HE OTCTPaHU
KOHCTAaTHPAaHUTE HECHOTBETCTBHSI WJIM HEIBJIHOTH, MPOU3BOJCTBOTO IO H3/IaBaHE Ha
pa3pelieHue 3a ThProBUs Ha JIpeOHO C JIEKapCTBEHU MPOJIYKTH WJIM 32 MPOMsHA B
U3J1aJICHO pa3pelIeHe ce IPEKPaTABa.

(5) (ITpenumna an. 4 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. -
B, 6p. 60 ot 2011 1., B cmuma ot 05.08.2011 r.) OTKa3bT HA UBIBITHATEITHUS TUPEKTOP HA
HUAJI 3a wu3maBaHe Ha paspelleHHe TMOAJNeKH Ha o0XalBaHe IO peda Ha
AIMUHUCTPATUBHOIIPOIIECYATHUS KOICKC.

Y. 229a. (Hos - [IB, 6p. 23 ot 2009 1., B cuna ot 30.03.2009 r.) (1) (U3m. n
not. - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., u3m. - JIB, 6p. 98 ot 2010 1., B cuna
ot 01.01.2011 r., u3m. - [IB, 6p. 60 ot 2011 r., B cmna ot 05.08.2011 r., u3m. - JIB, Op. 52
o1 2020 1., B cuna ot 09.06.2020 r.) M3nmbaHUTETHATA areHIIUs IO JIeKapCcTBaTa Cly>Ke0HO
u3npama B P3U nmo mecToHaxoXAeHHEe Ha ChOTBETHATA alTeKa C U3aJCHO Pa3pelIeHHe
no wi. 229, an. 2, BKJIIOYBAIIO M3BBHPIIBAHE HA THPrOBHs Ha JPeOHO C XPaHUTEIHU
N00aBKU, NMUETUYHU XPaHHW 32 CICIHAIHM MEAMIIMHCKU IIeJIM, XpaHU 3a KbpMadeTra u
MIPEXOJHU XPaHH, KOMKE OT pa3pellIeHUETO 3a BIIMCBAHE B PETUCTHpa Mo wi. 24, an. 1 ot
3aKoHa 3a XpaHUTeE.

(2) (U3m. u gom. - IB, 6p. 41 ot 2009 1., B cuna ot 02.06.2009 r.) Anrekure,
KOWUTO W3BBPIIBAT THPrOBUS HA JPEOHO C XPAHUTEIHU N00ABKH, JUETHYHU XPaHU 3a
CHEIMalHA METUIIMHCKHU 1eIH, XpaHHU 3a KbpMadeTa U MPEXOJHH XPaHH, MOJyIeKaT Ha
KOHTPOJI TIO pe/ia Ha 3aKoHa 3a XpaHUTE.

Un. 230. (1) (U3m. - OB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)
W3nbiHUTENHATA areHIKs 110 JIEKapcTBaTa BOU PErUCThp Ha U3AaJCHUTE pa3pelieHus 3a
THProBUs Ha ApeOHO € JeKapCTBEHU MPOAYKTH M0 wi. 229, ai. 2, KOWTO ChbpxKa:

1. HOMep U J1aTa Ha pa3peleHHeTo;

2. (mom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) HanmeHOBaHUE, BU]T
Ha ThProBela, CeAaIMILE U aJpec Ha YIPaBIeHHE Ha JIUIETO, TOTYYHIIO Pa3pelIeHuE;

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



3. (u3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) ume, eaquHeH
rpaXkJJaHCKH HOMEp Ha PhKOBOJUTENS HA alTeKaTa;

4. ajpec Ha arnTeKaTa;

5. IeifHOCTUTE, KOHTO 1€ CE U3BBPIIBAT B allTEKATa;

6. marara Ha IPEKPATSIBAHETO Ha Pa3PEIICHUETO U 3aJIMYaBAHETO OT PETUCTHPA
¥ OCHOBaHUE 3a TOBA;

7. 3a0€JeKKH TI0 BITUCAHU OOCTOSITEIICTBA.

(2) (U3m. - OB, 6p. 60 or 2011 r., B cuna ot 05.08.2011 r.) JanHu ot
perucTrpa ce myOoJIMKyBaT Ha CTpaHUIaTa Ha M3mbIIHUTEIHATA areHIIUS 110 JICKapCcTBaTa B
UHTEpHET.

Y. 231. (1) IIpu npomsiHa Ha BriucaHUTe B peructbpa no wi. 230, an. 1, 1. 2 -
5 oOcTosiTeNncTBa JIULETO, OTYYUIIO pa3pelieHHe 3a U3BbPIIBAHE HA THPrOBUA Ha IPEOHO
C JIEKapCTBEHU MPOIYKTH, 110/1aBa 3asBJICHHE 110 pe/ia Ha 1. 228, all. 1, KbM KOETO mpuiiara
U CBBP3aHUTE C MPOMSIHATA JTOKYMEHTH.

(2) (HoBa - JIB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) B ciy4aii Ha
MpPOMsIHA €THOBPEMEHHO Ha HAMMEHOBAaHWE U BHUJ HA THProBella, aJpec Ha anTekara u
PBHKOBOJIMTEN Ha anTeKaTa ce I10/1aBa HOBO 3asBJICHME MO peda Ha wi. 228, an. 1 u ce
3arjaila Takcara 3a M3/1aBaHe Ha pa3pelleHHe 3a ThProBUs Ha APeOHO C JIEKapCTBEHU
NPOJYKTH B anTeKa, onpeneneHa B Tapudara mo wi. 21, amn. 2.

(3) (Hosa - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) JIune, nomxy4uio
paspelieHue 3a ThproBusi Ha IPeOHO ¢ JIEKAPCTBEHU MPOAYKTH 1O pena Ha wi. 228, ai. 5,
MOX€E J1a U3BBPIIM NpoMsHa 1o wi. 230, an. 1, T. 4 caMo B HaceJIeHO MSICTO C HaceJIeHue
1o 10 000 xuremnmu.

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r.) Koraro numero mo
az. 3 kenae Jia u3BbpIIM npomsiHa o wi. 230, an. 1, T. 4 B HaCEJIEHO MSICTO C HACEJICHHE
Hag 10 000 xutenu, TO 3amjamnia Takcara 3a M3/JaBaHE Ha pa3pelIeHUE 3a ThProBUs Ha
JIpeOHO C JIEKapCTBEHU MPOJIYKTH B ariTeka, orpejesieHa B Tapudara mo wi. 21, an. 2.

(5) (ITpeaumina an. 2 - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) [Ipu
U3JlaBaHe Ha pa3pelIeHHueTo, ¢ KOETO ce JIOMyCKa MpoMsHata 1o ai. 1, ce mpuiarat
paznopenbdure Ha ui. 229.

Un. 232. (1) JlekapuTe W JiekapuTe IO JEHTaJHa MEAMLMHA MOraT Ja
CbXpaHsBaT JIEKAPCTBEHM NPOAYKTH IO CIHCBHK, OINpEAeIeH OT MHUHUCTbpa Ha
3/1paBEeOIa3BaHETO.

(2) KoraTo B HaceneHOTO MSCTO HAMa amTeKa, Jiuara mo ai. | morar aa
ChXpaHABaT U Ja NPOAABaT JEKapCTBEHU NPOAYKTH CaMO aKo ca MOJY4YHIIU pa3pellieHne
3a TOBa 110 pe]l, ONpeiesieH B Hapen0a Ha MUHUCThpa Ha 3JpaBeOIa3BaHETO.

Un. 232a. (Hoe - IB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.)
[TputexxaTenure Ha pa3pelieHHe 3a THProBHUS HAa OPEeOHO C JIEKAPCTBEHH MPOAYKTH U
munata mo wi. 207, an. 1, 1. 5a m 6 exemHeBHO mpenoctaBiT Ha MAJl upes
crierranM3upaHaTa eIeKTpoHHa cucteMa o wi. 2176, an. 1 undopmanus 3a:

1. JMocTaBeHHTE WM KOJWYECTBA, IMOCOYEHU IO JIEKAPCTBEHH MPOIYKTH,
BKJIIOYeHH B [103UTHBHMS JIEKApCTBEH CIUCHK;
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2. OTHYCHaTI/ITe/HpOI[aI[eHI/ITe KOJIM4YCCTBA, IIOCOYCHH II0 JICKAPCTBCHU
IMPOAYKTH, BKIIIOYCHU B Ilo3utuBHUS JICKApPCTBCH CITMCBK;

3. HaIMYHUTE WM KOJINYECTBA, IIOCOYUCHHU II0 JICKAPCTBCHHU IIPOAYKTH,
BKIIIOYCHH B 1lo3uTHBHUS JICKApCTBCH CITHMCHK.

Un. 233. PpKoBOAMTENAT HA anTeKaTa HOCU OTTOBOPHOCT 3a JEHHOCTHUTE,
rmocoyenu B wi. 219, axn. 1.

Un. 234. (1) 3abpansBa ce mpogakOaTa Ha JIGKAPCTBEHU MPOMYKTH Upe3
aBTOMATH, OCBEH Ha JIEKAPCTBEHUTE MPOAYKTH, MOCOUYEHU B CIHCHK, OMNpEICNICH B
HapexaOaTa o wi. 219, an. 2.

(2) ABromaTuTe mo an. 1 morat 1a 6b1aT COOCTBEHOCT CaMO Ha JIMIaTa 1O JI.
222 n . 238, an. 2.

(3) 3abpansiBa ce oka3noHHATA MPOJak0a Ha TIEKAPCTBEHU MIPOTYKTH.

(4) 3abpansiBa ce mpomaxkba MO HMHTEPHET HA JIEKAPCTBEHH MPOIYKTH,
OTITYCKaHU MO JIEKapCKO MpeIucaHue.

(5) (Homa - 1B, 6p. 67 ot 2020 r.) 3a0paHsiBa ce BPBIIAHETO HA 3aKyNEHU
JIEKapPCTBEHU MPOTYKTH.

(6) (Homa - JIB, 6p. 60 ot 2011 r., B criia ot 05.08.2011 r., mpenumiHa ai. 5 -
1B, 6p. 67 ot 2020 r.) JlekapcTBeHH MPOAYKTHU O€3 JEKAPCKO MPEANHCaHue MOraT J1a ce
IpO/aBaT MO0 HWHTEPHET CaMmoO OT anTeKa WM JAPOrepusi, MONYYHIIM pa3pelieHue Ipu
yCIIOBUSATA U TIO pe/ia Ha TO3U 3aKOH M Ha HapenOaTa mo wi. 219, an. 2, ChbOTBETHO 1O Y.
243.

(7) (Homa - /1B, 6p. 102 ot 2012 1., B crta ot 02.01.2013 r., mpeauniHa ai. 6,
u3M. - JIB, 6p. 67 ot 2020 r.) Antekurte u Aporepuute mo aj. 6 myOIMKyBaT Ha HHTEPHET
CTpaHHUILIaTa, Ype3 KOSITO U3BBHPILIBAT ThPrOBUs HA JIEKAPCTBEHH MPOJIYKTH 0€3 JeKapCKo
npenrcanue, oOIIo JIoro, pa3mo3HaBaeMo 3a meiusi EBponeiickust chio3.

(8) (Homa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., mpenumrHa an. 7,
u3M. - /1B, 6p. 67 ot 2020 r.) M3uckBaHusATa KbM OOIIOTO JIOTO MO aJl. 7 C€ ONMPEAEIIAT ¢
JieNlervpaH akT 1o 4i. 858, maparpad 3 ot Jdupextuna 2001/83/EO.

Un. 234a. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1)
W3mpiHUTETHATA areHIus 110 JIeKapcTBaTa MyOJIMKyBa U MOJTbPKa Ha CBOSITA HHTEPHET
CTpaHUIa:

1. wmHpOpMamMs 3a HAMOHATHOTO 3aKOHONATENICTBO, MPHJIOKUMO 3a
mpejlaraHeTo Ha JIEKapCTBEHUM MPOJYKTH 3a Mpojaxda MO0 HHTEPHET, BKIFOYUTETHO
uHpOpMaNKs OTHOCHO (pakTa, 4ye Morar Jia ChIIECTBYBAT PAa3IUYHs MEXIY IbpP)KaBUTE
YJIEHKH 110 OTHOIICHHE Ha KiIacu(UKaIATa Ha JIEKAPCTBEHUTE MPOAYKTH U HA YCIOBUATA
3a JIOCTaBSIHETO UM;

2. uHopMalus OTHOCHO IeJITa Ha 00IIOTO JIOTO;

3. CIIMCHK Ha JIMIATa, TMpeIyIaraiy JIEKapCcTBEHN MPOAYKTH 3a Mpoaaxoda 1o
WHTEPHET, KaKTO U aJJpecUTe Ha TEXHUTE WHTEPHET CTPAHUIIH;

4. (m3m. - JIB, 6p. 67 ot 2020 r.) obma uapOpMAIIHSI OTHOCHO PHUCKOBETE,
CBBpP3aHU C JIEKAPCTBEHHU MPOIYKTH, JOCTaBSHU Ha MOTpPeOUTENUTE Upe3 MHTEPHET B
HapylleHue Ha HapeabaTa no wi. 234, ain. 6.
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(2) Nurepuer crpanumnata Ha MAJI mo am. 1 e cBBp3aHa ¢ HHTEpPHET
cTpaHuuaTa Ha EBporielickaTta areHIus 1o JeKapcTBara.

Un. 2346. (Hoe - IB, 6p. 102 or 2012 r., B cuma ot 02.01.2013 r.)
V3meiaHWTEIHATa areHIWs IO JIeKapcTBaTa ydacTBa B NMPOBEXKIAHUW OT EBporerickara
komucus 1 EBporielickara areHius mo jJekapcrBara HGOPMaIMOHHA KaMITAHUHA OTHOCHO
OIMACHOCTTA OT (paIH(pHUIIUPAHH JICKAPCTBEHU POAYKTH.

Un. 235. (1) PaspemenueTo 3a W3BBpIIBAaHE HA THProBUS Ha JIPEOHO C
JIEKapCTBEHU IPOJYKTH IO wi. 229, an. 2 ce mpekpaTsiBa C IpeKparsBaHe JEeHHOCTTa Ha
JnaTa mo wi. 222 u 225.

(2) (U3m. - B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) U3nenauTenHusaT
mupektop Ha MAJI npekpaTsiBa pa3pelieHUEeTO 3a U3BBPILIBAHE HAa THProBUs Ha APEOHO ¢
JIEKapCTBEHU MTPOYKTH:

1. mo mMonba Ha TUIETO, MOIYYUJIO pa3pelleHre 3a U3BbPIIBAHE HA ThPrOBUS
Ha JpeOHO;

2. KOrato ce yCTaHOBH, Y€ PHKOBOJUTENAT Ha alTeKkaTra He OTroBaps Ha
M3UCKBAHMATA, [IOCOUYCHU B WiI. 224 u 225.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cuyia ot 05.08.2011 1.) B 14-1HEBeH cpok
OT MpeKpaTsBaHe Ha JeiHOoCTTa 10 al. 1 nunara no wi. 222 u 225 nucMeHo yBeoMsBaT
NAIJL

Ui 236. (1) AnTekara He MOXe aa ObJe 3aTBOpeHa 3a rnoseue ot 30 1HU B
paMKHUTE Ha €/IHa KaJICH1apHa TOJIMHA TTOPaId OTChCTBUE HA PHKOBOJIUTEIS H.

(2) (dom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - IB, Op. 12
ot 2011 r., B cuna ot 08.02.2011 r., u3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)
Koraro ppkoBOAMTENAT HA anTeKkaTa HE € B ChCTOSHUE J1a M3IBJIHABA 3aIbIDKEHUSATA CU
Mopajayd TOJ3BaHE Ha OTIMYCK MPH BPEMEHHA HETPYAOCHOCOOHOCT TMopaau OoJecT,
OpeMEeHHOCT U pakJlaHe WJIM OCHHOBSBAHE M OTITYCK 3a OTIJICKIAHE Ha MAlKO JETe IO
pena na Konekca Ha Tpy/a, anTekara MoXe Jia paboTu 3a CPOK HE TOBEYE OT JIBE TOAUHU
MOJ1 PHKOBOJICTBOTO HA JPYT MarucThp-papMaiieBT, CbOTBETHO MOMOIITHUK-(apMalleBT, B
clIydauTte mo wi. 225, KOMTO oTroBaps Ha U3MCKBaHMATA 1O 4. 224. B Te3u ciaydau ce
M3/1aBa pa3pelleHre OT U3MbIHUTENHUS nupekTop Ha MAJL.

(3) Pa3zpemenuero mo an. 2 ce uzznasa B cpok 710 30 aHH.

Un. 237. Ilpu npekpatsiBaHe AEWHOCTTA Ha JIMLETO, TOIYYHIIO pa3pelieHue 3a
OTKpUBaHE Ha anTeka, JEKAPCTBEHUTE MPOAYKTH MOrar Ja ObJaT MpoJajJeHu Ha JIMIA,
HOJYYMIIN pa3pelieHne 3a ThProBUsl Ha €IpO C JIEKapCTBEHH MPOAYKTH.

Un. 238. (1) (U3m. - OB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
JlekapcTBeHH MPOJYKTH, KOUTO C€ OTIYCKaT 0e3 JeKapcKo MpeArnucaHue, Morar aa ce
npojaBatT B Jporepus. B nporepusra MoraT ga ce mpojaBaT M MPOAYKTH U CTOKH ChC
3HaYeHHE 3a 3/IpaBeTO Ha YOBEKa, ONpE/AEiIeHN B Hapendara mo ui. 243, 1 MEAULIUHCKU
U3ICTHA.
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(2) (M3m. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) IIpaBo na
U3BBPIIBAT THPrOBUS HAa APEOHO C JIGKAPCTBEHU NMPOJYKTH, KATO OTKPHBAT APOTepus,
UMaT BCUYKH (PU3NYCCKH U FOPUAMYCCKH JIMIIA, PETUCTPUPAHU 110 ThProOBCKHUS 3aKOH, HITH
110 3aKOHOJIATEJICTBOTO Ha Jbp)KaBa YCHKA.

(3) (M3m. - IB, 6p. 71 oT 2008 1., B cmma ot 12.08.2008 1.) PKOBOIUTENAT HA
nporepus TpAOBa 1a € MEAULIMHCKHU CTICUAIIUCT, KOUTO:

1. He e JIMIIeH OT MPABOTO JIa YIPaXxKHsBa MPodecusiTa cu;

2. HEe € OCHXK/IaH 32 MPECTHIUICHUS, CBbP3aHU C YIPaXHsIBaHE Ha npodecusita
My, 3a TPECTBIUICHHS IPOTHB COOCTBEHOCTTAa M CTONAHCTBOTO WM 33 YMHIIUICHU
NPECTHIICHUS POTUB JIUYHOCTTA;

3. Ma Haif-MaJIKO €/IHa TOJIMHA CTaXK MO CHEIMATHOCTTA.

Ui 239. (1) (M3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) dporepun
ce OTKpHBAT CJlie]l peructpanus B cborBeTHata P3U.

(2) (M3m. - ]IB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 1.) JInmara mo wi. 238,
an. 2 momaBatr B choTBeTHaTa P3U 3asBiieHue 3a permcrparusi, KbM KOETO MpHIIarar
CIIETHUTE TIOKYMEHTHU:

1. (u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) nanau 3a Enquaans
uACHTU(UKAIIMOHEH KO/ Ha ThProBela Ui KOOoepalusaTa oT TbproBCKus perucTsp, a 3a
JIpy’KecTBaTa, pETUCTPUPAHH B IbPKaBa - WiCHKa Ha EBporeiickus Chi03, WK B AbpKaBa
- crpana no CnopasymeHueTro 3a EBpomeiickoTO MKOHOMHUYECKO MPOCTPAHCTBO -
JIOKYMEHT 3a aKTyajHa PEeTrUCTpaisi M0 HAIMOHAIHOTO 3aKOHOJATEJICTBO, U3AAJECH OT
KOMIIETEHTEH OpraH Ha ChbOTBETHATA JbpKaBa Ha Juiara mo ui. 238, an. 1;

2. (mom. - 1B, 6p. 103 ot 2017 r., B cuia ot 01.01.2018 r.) MOKyMeHT 3a
o0pa3oBaHHNe U CBUACTEICTBO 3a CHAMMOCT Ha JIMIIETO, ONPECICHO 3a PbKOBOAUTEN Ha
JpOTepusTa, aKo HE € OBJITapCKU TPAKIAHNH,

3. MEAMIIMHCKO CBUJETENICTBO HA JIMIIETO IO T. 2;

4. (ot™. - 1B, 6p. 60 ot 2011 r., B crita ot 05.08.2011 1.)

5. (m3m. - [IB, 6p. 98 o1 2010 1., B cuma ot 01.01.2011 r., ot™. - JIB, 6p. 60 oT
2011 r., B cuma ot 05.08.2011 r.)

6. IOKYMEHT 3a IJIaTeHa JbpKaBHa Takca B pa3Mep, onpeiesieH B Tapudara rno
1. 21, an. 2.

(3) (Homa - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-nHeBeH cpok
OT TIOCTBIIBaHE Ha 3asBicHHETO Mo an. 2 P3U m3BbpmBa mpoBepka OTHOCHO CIia3BaHE
M3HMCKBaHUATA Ha Hapendara mo wi. 243. B cmyuauTe, KOorato ce yCTaHOBH, Y€ HE ca
CIa3eHU M3MCKBaHUS Ha HapenbaTta mo wi. 243, B 7-IHEBEH CPOK OT W3BBPIIBAHE HA
npoBepkata P3U naBa nmpennucanus v Ompesens CPoK 3a OTCTPAHSIBAHETO UM.

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBenH cpok
OT MOCTHIIBAHE HA 3asIBJICHUETO W IOKYMEHTUTE MO0 aj. 2 qupekTopsT Ha P3U yBenomsiBa
MUCMEHO JIMIETO 3a KOHCTATHPAHWTE HEMBIHOTH B TAX W ONpeAels CpPOK 3a
OTCTPaHIBAHETO UM.

(5) (Hosa - IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) 3a moymaBane Ha
3asBJICHHUE 3a PErHCTpaIusl Ha APOTEpHs WM 3a W3BBPIIBAHE HA MPOMSIHA MO wWi. 242
crorBeTHaTa P3U crbupa Takcu B pa3mep, onpenesneH ¢ Tapudara mo wi. 21, an. 2.
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(6) (Hosa - JIB, 6p. 103 o1 2017 r., B cuima ot 01.01.2018 r., m3m. - 1B, 6p. 67
ot 2020 r.) Pernonannara 3paBHa WHCIEKIIMS YCTAHOBSIBA CIIY’)KEOHO 0OCTOSITEIICTBATA
OTHOCHO CHAMMOCTTA Ha JIMIIETO MO al. 2, T. 2, KOraTo € ObJIrapcKu Ipa)IaHuH.

Ui 240. (U3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) (1) B 14-
JTHEBEH CPOK OT M3BBPIIBAHE HA MpoBepKara mo wi. 239, an. 3 win OT OTCTpaHsIBaHE Ha
HembJIHOTUTE 10 wWi. 239, an. 4 nupektopbT Ha P3U um3gmaBa ymoctoBepeHue 3a
perucTpanus Ha APOTepHsl WK IPaBU MOTHBUPAH OTKA3 33 U3JJaBAHETO MY.

(2) (Homa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) JIupekTopbT Ha
P31 MoTHBUpaHO OTKa3Ba M3/aBAHETO HA yJOCTOBEPCHHE 32 PETUCTPALIHS HA JIULIETO TIO
1. 238, an. 2, xoraro:

1. He e pecTaBeH HAKOU OT JOKYMEHTHUTE 10 Wwi. 239, an. 2;

2. B cpoka no wi. 239, ai. 4 3agBUTEIAT HE € OTCTPAHWII KOHCTaTUPAHUTE
HEI'BJIHOTH.

(3) (Homa - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) Koraro B cpoka
no an. 1 qupextopsT HAa P3U He € u3an ynocToBepeHue 3a perucTpaIys Ha Iporepust Win
HE € HallpaBWJI MOTHUBUPAH OTKAa3, Ce MPUEMa, Ye € HAIHIIC MBIYaINBO ChIIacHe.

(4) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) B ciygauTe 1o
a. 3 3asBUTENSAT MOKE /1 3all0YHE U3BBPILIBAHE HA 3aBEHUTE IEHHOCTH IPU CIIa3BaHe Ha
wi. 29 or 3akoHa 3a OrpaHMYaBaHE aJMHHHMCTPATUBHOTO pEryjJupaHe U
aIMUHHUCTPATUBHUS KOHTPOJ BbPXY CTOMAHCKATa JCHHOCT.

(5) (Ilpemumua an. 2 - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.)
Otka3pT Ha aupekropa Ha P3UM mo an. 1 momnexkxu Ha oOkanBaHe MO peAa Ha
AIMUHUCTPATUBHOIIPOIIECYATHUS KOICKC.

Un. 240a. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
JupektopsT Ha choTBeTHaTa P3U mpekpaTsaBa cbe 3amoBe]] perucTpanusaTa Ha Jporepusi:

1. mo monba Ha NMIETO, MOJYYWJIO YAOCTOBEPEHUE 3a PETUCTpalus Ha
JIporepus;

2. ¢ mpekparsBaHe JAEWHOCTTAa Ha JHUIETO Mo uwi. 238, am. 2, 3a KOETO TO
yBeZomsiBa croTBeTHaTa P3M.

(2) B 14-gHeBeH cpok OT IpeKpaTsABaHe Ha AEHHOCTTa Mo ail. 1, T. 2 TuueTo
1o wi. 238, an. 2 nucMeHo yBeaoMsiBa cboTBeTHaTa P3U.

Un. 241. (1) (U3m. - B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B
croTBeTHaTa P3U ce Boam perucThp Ha M3aJICHUTE YIOCTOBEPEHUS 3a PETHCTpAIlvs Ha
Iporepusi, KOUTO ChIbpiKa:

1. HOMep W J1aTa Ha M3/1aJICHOTO YIAOCTOBEPEHNUE;

2. cemanuine M ajpec Ha JHIIETO, MOIYYUIIO YIOCTOBEPEHHUE 33 PEerHUCTpaIus
Ha JIPOTepHS;

3. uMe, TUYHH JAaHHU U aJpec Ha PHKOBOJIUTEINS Ha APOTEPUITA;

4. agpec Ha APOrepUsITa;

5. Jata Ha TpeKpaTsABaHe Ha PErHCTpaIysITa U OCHOBAaHUETO 3a TOBA;

6. 3a0€JIe)KKH 10 BIIUCAHUTE OOCTOSTEINICTBA.
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(2) (M3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) JlanHu ot
perucThpa ce myoJIMKyBaT Ha CTpaHUIaTa Ha choTBeTHATa P3U B mHTEpHET.

Un. 24la. (HoB - IB, O6p. 60 or 2011 r., B cmma or 05.08.2011 r.)
HannoHaaHUAT perucTbp Ha U3JaJICHUTE YIOCTOBEPEHUS 3a PETUCTPAIIHS Ha IPOTEPHs 10
1. 19a, an. 3 ceabpxka:

1. HammeHoBaHue Ha cwhoTBeTHaTta P3U, u3gama ynocToBepeHHETO 3a
perucTpanus;

2. HOMEp | JiaTa Ha U3/1aJICHOTO YAOCTOBEPEHUE;

3. cefalvIle U apec Ha JIMIETO, MOJYUYUIIO YAOCTOBEPEHHUE 3a PErUCTPALIUS
Ha JpOrepus;

4. iMe Ha PBKOBOJUTEIS Ha IPOTEPUSTA;

5. azpec Ha IporepusiTa;

6. 1aTa Ha pEeKpaTsIBaHe HA PETUCTPAIMATa U OCHOBAHUETO 3a TOBA.

Un. 242. Ilpu npomsiHa Ha ajapeca Ha Aporepusita WM Ha PbKOBOAMTENSA
JIMLIETO, MOJIYYWIIO YOCTOBEPEHHE 32 OTKPUBAHETO M, [10/1aBa 3asBJICHUE 10 Pea Ha Yll.
239, an. 2 v CBBP3aHUTE C IPOMSHATA JOKYMEHTH.

Uin. 243. YcnoBusita U peabT 3a OpraHu3alus Ha padoTa B Jporepusita ce
OIIpeNeNAT B Hapea0a Ha MUHHUCThPA HA 3]JpaBEOIa3BaHETO.

I'imaBa exunagecera.
PEKJIAMA HA JIEKAPCTBEHUTE IMPOAYKTHU

Un. 244. (1) Pexnmama Ha JeKapCTBEHM MPOAYKTH € Bcska Qopma Ha
uH(poOpMallvs, MPEACTaBIHE, MPOMOLMS WM TMPEATOKEHUs C e Ja Cce CTHUMYIHpa
MpeIMCBaHeTo, MpoakdaTa UM ynorpedara Ha JIEKapCTBEHUS IPOAYKT U BKIIIOYBA!

1. pexnaMa, mpeiHa3HAYEeHa 332 HACEICHUETO;

2. pekiiama, TIpeIHa3HaYeHa 32 METUIIMHCKUTE CIICITUANCTH;

3. TocelieHre Ha METUIIMHCKUA ThPTOBCKH MPEICTAaBUTENN TIPU MEAUIIMHCKH
CIIEIUATUCTH;

4. npenocTaBsiHe HA MOCTPH OT JIEKAPCTBEHU MTPOIYKTH;

5. CIIOHCOPCTBO Ha MPOMOLIMOHAJIHU CPEIIN U HayYHU KOHTPECH, TIOCEIaBaH!
OT MEIUUMHCKHU CIEUHUATMCTH, BKIIOUUTEIHO U MOEMAaHETO HAa TEXHUTE PA3HOCKHU IO
I'bTYBAHETO U MPECTOSI B CHOTBETHATA IBPHKaBa, B KOATO CE MPOBEKA MEPOIIPUATHETO.

(2) He mpencraBnsiBa pexkiiamMa Ha JIEKAPCTBEHU MPOAYKTH:

1. TeKCT BBPXY BTOpHYHATA OMAKOBKA M B JINCTOBKAaTa, KOWTO € 0J00pEH B
mpoleaypara mo paszpeliaBane 3a ynorpeoa;

2. KOPECHOHJEHIIMS IO TOBOJ CIENU(PUYCH BBIPOC WM MpoOiIeMaTHKa,
CBBP3aHHU C JJAJICH JIEKapCTBEH MPOIYKT;

3. ua(opMaIMOHHU CHOOIIIEHUS U YKa3aHUSI OTHOCHO TIPOMEHH B OTTaKOBKATa,
MpeIyNpexKICHUs 3a HEeXelaHU JIEKapCTBEHH PEaKIMHM KaTO YacT OT OOIIMTEe MEpPKH 3a
0e30MacHOCTTa Ha JIEKAPCTBEHUS MPOAYKT, THPTOBCKH KaTalO3W U LIEHOBU JHUCTH, MPU
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YCJIOBHE Y€ HE BKJIIOYBAT JIaHHM C PEKJIAMEH XapakTep MO OTHOIICHUE Ha JICKApPCTBEHUS
HPOJYKT;

4. U3sIBIICHHS, OTHACSIIM CE 0 3/[paBETO HAa YOBEKA WIIM 3a00JsIBAHUS, KOTATO
TC JUPEKTHO WIA HWHIUPEKTHO HE HAcOYBaT KbM JICYCHHUE, NPOPHIAKTHKA WM
JMarHOCTUKA C JIEKAPCTBEHU MPOIYKTH;

5. mpoBexIaHuTe OT MHUHUCTEPCTBOTO Ha 3/IPABEOINAa3BaHETO KaMIIAHHH IO
BaKCHHHUPaHE Ha HACEIICHUETO, KOTaTo CBbP3aHHUTE C TAX MAaTEpPUAIN HE ChIbPXKAT TaHHU
3a KOHKPETEH JIEKapCTBEH MPOJIYKT.

Un. 245. (1) IputexarensT Ha pa3pelIeHUETO 3a yrmoTpeda € JIBKEH Ja
Ch3/1aJIe HAy4HO 3BEHO 3a pa3lIpOCTPaHEHHE HAa MH(POPMALIUS 3a JIEKAPCTBEHUTE IPOJYKTH,
3a KOWUTO € MOJIy4nJ pa3pelieHne 3a ynorpeda 1o peja Ha TO3U 3aKOH.

(2) [Ipurexarenar Ha pa3peLIEHUETO 3a yoTpeda € JUIbXKEH Ja:

1. rapanTupa, Yye pekiaMaTa Ha JIEKAPCTBEHUS IMPOIYKT € IMPEICTaBeHa Ha
HACEJIeHUETO WM Ha MEAMLUHCKUTE CIENUATUCTH BBB BHJ, CBHOTBETCTBAI Ha
M3MCKBAaHUATA HA Ta3U I71aBa, U B ChOTBETCTBHUE C M3/1aJICHOTO pa3pelieHne 3a peKjiaMa OT
AT,

2. pasnojiara € AJaHHU KW MaT€puajind OT BCHYKH PCKIAMHHU KaMIIaHHHU,
OPEINPUETH B pAMKUTE Ha HEroBaTa JICHHOCT, BKJIIOUUTENIHO ¢ HH(pOpMalUs 3a TPYNHUTE,
3a KOWTO peKjlamara € IMpeaHa3HaueHa, 32 HauWHa Ha OCBIIECTBSIBAHETO M, KaKTO U 3a
JlaTata Ha CTapTHpaHe Ha peKjIaMHaTa KaMIIaHus;

3. rapanTHpa 00yYEHHUETO HA MEIUIIMHCKUTE ThPTOBCKH MPECTABUTEIIH;

4. U3NBJIHSBA TOYHO M B OINpPEJEJIEHUS] CPOK YKa3aHUATA HA JUIb)KHOCTHUTE
JIMIIa IO KOHTPOJIa HA peKIaMaTa.

(3) MemunuHCcKUTEe THPrOBCKU IpEICTaBUTENM TpsSOBa Ja JNOKJIAABAT Ha
Hay4yHUTE 3BeHa 1o aJ. | Bcsika nHpopMaius 3a ynorpedara Ha JIEKAapCTBEHUTE MPOIYKTH,
KOHMTO pPeKJIaMHpaT, 0COOEHO IO OTHOIIEHUE Ha MH(OpMAIHATA 32 HEXKeJlaHU JIEKAPCTBEHU
pcaKkuuu, CT)O6IIICHI/I UM OT MECAUIIMHCKHUTE CIICIUAJINCTH.

Uin. 245a. (Hos - JIB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) Homycka ce
peKJamMa caMo Ha JIEKapCTBEHU MPOAYKTH, 332 KOUTO € U3/IaJIeHO pa3pelieHue 3a ynorpeda
0 peia Ha TO3H 3aKOH.

Ui 246. (1) CeabppikaHreTo Ha pekiiamMaTa TpsioBa ja ChOTBETCTBA HA JAaHHUTE
OoT ojoOpeHaTa TpH pa3peliaBaHeTo 3a yhnoTpeda KpaTka XapaKTepUCTHKa Ha
JIEKapCTBEHUsI MPOAYKT MU Ja MpeAcTaBsd caMO IOCOYEHHMTE MNpPH pa3peliaBaHETO 3a
yrnotpeba moka3zaHusl.

(2) Pexnamara Ha JiekapcTBEHUS NPOAYKT TpsiOBa Ja HacouBa caMO KbM
MpaBUJIHATA MY YHoTpeba, KaTo MpencTaBs OOEKTHBHO TEPANeBTUYHUTE MOKA3aHHS Ha
JIEKapCTBEHMsI TMPOJYKT, Oe3 Ja TMpeyBenuyaBa Bb3MOXKHOCTUTE 3a JIEUEHHE,
npoUIaKTUKA WIH TUATHOCTHKA C JIEKAPCTBEHHUSI POJTYKT.

(3) Pexitamara He TpsiOBa Ja ChIbpIKa MOABEKAAITA HHPOPMAIIHS.

(4) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pexiamarta He
MOJKeE JIa ChIbPrKa IPETIOKECHHE U/ UK O0eIIaHue 3a MOJapbK W/HIIK APyra UMYIIeCTBeHa
WM HEeMMYIIIECTBEHA o0Jiara.
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(5) (Homa - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MenuuuHCKH
CHECLHMAINCT WIN JIMIE, MPEACTABAIMIO CE 3a METUIMHCKH CIEIHMATINCT, HE MOXe Ja
U3BBPINBA NPsKA WM KOCBEHA PeKJiaMa Ha JIKAPCTBEHU MPOAYKTH B NIEYATHUTE H/UIIH B
EIIEKTPOHHUTE MEJINH, KAKTO U B UHTEPHET.

Un. 247. Tlpen HaceneHHETO ce AOMYCKa pekiiaMa caMO Ha JIEKapCTBEHHU
MPOJYKTU, KOUTO C€ OTITycKaT 0e3 JeKapcKo MpearnrucaHue.

Uin. 248. (dom. - JAB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) 13BBH
cilydauTe 1o wi. 247 ce JomycKaT peKJiaMHA KaMIIaHUH 110 BAKCUHUPaHE, IIPOBEXKAaHU OT
NPUTEKATEIIUTE Ha pa3pellieHe 3a yroTpeda, Mpy Cla3BaHe M3UCKBaHMTA HA WI. 251 u
IIpY YCIIOBUS | 10 peJl, ONpeesieHn B HapeaoaTa mo wi. 249.

Y. 248a. (Hos - IB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.) 3abpansiBa
Ce pekJiaMaTa B MHTEPHET Ha JIEKapCTBEHU MPOIYKTH, KOUTO CE€ OTIYCKAT MO JEKapCKO
IpeIIMCcaHue, C U3KJIIOUEHNE Ha PEKJIIAMHU KaMIIaHUM 10 BAKCUHUPAHE, U3BbPIIBAHU 110
pena Ha wi. 248 1 0100pEHU OT KOMIICTCHTHUTE OPTaHH.

Un. 249. M3uckBaHusTa KbM pEKJIaMaTa Ha JIEKaPCTBEHHUTE MPOAYKTU CE
OIpeEeIIAT ¢ Hapea0a Ha MUHUCTBPa Ha 3/IpaBeoIa3BaHeTo.

Un. 250. 3asBieHue 3a pa3peliaBaHe Ha peKkjiamMa Ha JIEKApCTBEH MPOJYKT ce
10JIaBa OT MPUTEKATEN Ha Pa3pelIeHUeTo 3a ynoTpeda Ha JIEKapCTBEHUS MPOAYKT WU
YI'BIIHOMOIIIEHO OT HETO JIUIIE.

Ui 251. (1) 3a pa3pemaBane Ha pekyiaMara JuieTo 1o wi. 250 mogasa B UAJI
3agBlieHHEe 1O oOpasen, OA0OpeH OT M3MBJIHUTENHUS JUPEKTOp Ha areHuusTa,
IPUIIPYKEHO OT:

1. npoekT Ha peknamara;

2. HOTapuaJIHO 3aBEPEHO ITBIHOMOIIHO OT MPUTEXATeNs Ha pa3pelIeHUeTo 3a
ynoTpebda, KoraTo 3asBJICHUETO Ce 110/1aBa OT JAPYTo JIULIE;

3. IUTepaTypHUTE U3TOUHUIM HA U3IOJI3BAHUTE LIUTATH, TAOJUIM WIN IPYTH
MaTepuaiy, Korato uMa TaK1Ba;

4. TOKyMEHT 3a TJIaTeHa Takca B pa3Mep, onpenesneH B Tapudara mo wi. 21, ai.
2.

(2) Ipoektute 3a pexsama mo ai. 1, T. 1 TpsOBa ga ca sicHu, ¢ pa3Oupaem
TEKCT, B CIIy4auTe, KOraTo UMa TaKbB, U J1a 1aBaT Bb3MOKHOCT 32 OIICHSIBAHE Ha BCUUKHUTE
¥ €JIEMEHTH - TEKCT U WIIFOCTPAIIHH.

(3) Kpm MAJT ce ch3naBa Exkcriepren chBeT 1O pekiaMaTa. B chcraBa My ce
BKJIIOYBAT JIEKapH M CHELMAIUCTH C MPAKTUYECKH OMHUT B oO0JacTTa Ha pekjamara.
WM3nbnaurennuar pupexkrop Ha MAJL ompenens cbe 3amoBes CbCTaBa Ha ChBETA, KbM
KOMTO ce BKJIIOYBAT MO e1uH npezctaButen Ha Komucusara no npodecrnonanHa eTuka Ha
bovarapckus nekapcku cbro3, Ha bbiarapckusi 3p00ekapcku Chi03 M Ha bearapckus
(dapmalieBTUUYEH ChIO3, pa3Mepa Ha Bb3HArPaXX/IEHUETO Ha YJICHOBETE MYy U YTBBpXKIaBa
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IPaBUIHMK 32 YCIOBHUATA U pela 3a paborata My. B chcTaBa Ha cbBera Morar aa Obaar
BKJIFOUEHU U NPEACTABUTENN HA NALIUEHTCKUTE OpraHU3aluy.

(4) CeBerbT mO an. 3 M3roTBs EKCHEpTH3a 10 MPOEKTa Ha peKiaMara U
MOJrOTBSI CTAHOBUILE J0 U3IIBIHUTENHUS nupekTop Ha MAJL

(5) Ilpu ycraHOBsiBaHE Ha HECHOTBETCTBUS Ha peKilamaTa ¢ U3UCKBAHUATA HA
TO3U 3aKOH B 7-IHEBEH CPOK OT JaTara Ha IoJaBaHe Ha 3asBieHuero no ai. 1 MAJI nasa
NUCMEHU YKa3aHHUA 3a OTCTPaHsIBAHETO MM B €JHOMECEYeH CpOK OT Jarara Ha
yBenomiueHrero. CpokbT 3a IpOM3HACAHE CIUpa Ja Tede 3a Iepuoja OT JAEHSA Ha
YBEJIOMSIBAHETO JI0 OTCTPaHsIBaHE HAa HEChOTBETCTBUATA.

(6) B ciyuqaii ye 3aBUTENAT HE U3MBJIHU YKa3aHUATA B €IHOMECEUEH CPOK OT
JlaTata Ha yBeJJOMSBAaHETO 10 aJl. 5, Mpoleaypara 110 pa3pelaBaHeTo ce NpeKpaTsBa.

Ui 252. (1) B eqHOMEcedeH CpOK OT MpeCTaBsIHE HA JOKYMEHTAIHATA I10 YJI.
251, an. 1 B3 OCHOBA Ha CTAHOBUIIETO 10 Wi. 251, an. 4 U3NBJIHUTEIHUAT IUPEKTOP HA
HAJl pa3pemiaBa cbCc 3amoBe]] pekjiamMaTa WM MPaBU MOTHUBHpAH OTKa3, 3a KOETO
yBEIIOMsIBa IIPUTEKATENS HA PAa3pPEIICHUETO 3a YIoTpeoa.

(2) (HoBa - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) Koraro B cpoka
o ait. 1 m3mbaHuTEeNHUAT AupekTop Ha MAJI He pa3pernn cbe 3amoBe pexjiaMara Uil He
HAIPaBH MOTHUBHPAH OTKA3, c€ MpUEMa, Ye € HaIHIe MBJIYAIMBO ChITIACHE C MPOEKTa Ha
peknama o ui. 251, an. 1, T. 1 u T4 Moke fa Ob/ie pa3snpoCTpaHsBaHa.

(3) (ITpeaumrna ain. 2 - JIB, 6p. 60 ot 2011 1., B cmma ot 05.08.2011 1.) OTKa3BT
Ha  UBIBJIHUTEIHUS  JUPEKTOp TMOMISKM Ha  o0XKajiBaHe IO peaa  Ha
AMUHUCTPATUBHONPOIIECYATHUS KOICKC.

Uin. 253. (1) U3mameHoTo paspelieHUe Ha pekiamara mo wi. 252, an. 1 ce
OTHacd 3a KOHKPETEH JIEKAPCTBEH NPOJAYKT B PaMKUTE Ha CpPOKa Ha BAJIWJHOCT Ha
paspelIeHneTo My 3a ynorpeoa.

(2) Koraro ca wu3BBpIIEHHM NPOMEHHM B pa3pelIeHUETO 3a yrnoTpeda Ha
JIEKapPCTBEH MPOAYKT, KOUTO BOJAT A0 IPOMEHU B pa3pellieHa PeKiiaMa Ha TO3U MPOIYKT,
MPUTEXKATENAT Ha pa3pelieHueTo 3a ynorpeda noaasa B MAJI 3asBnenue 3a npomsiHa.

Uin. 254. Tlpu npoMsiHa Ha pa3pelnieHara pekiama auiero mo wi. 250 moxasa
3asiBJICHHE 110 pena Ha 1. 251.

Un. 254a. (Hos - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) (1)
Pexnamara, npegHazHaueHa 3a MEAUIIMHCKHUTE CIICIIUATIMCTH, HE CE pa3peliana 1o pejaa Ha
g1, 250 - 252.

(2) Pexnamara mo an. 1 ce pasmpocTpaHsiBa clie]l TI0/laBaHe Ha YBEJIOMJICHUE
1o MAJI, kbM KOETO ce mpujara npoeKkT Ha peKjamaTa, ¥ Ipy Clia3BaHe U3UCKBAHUATA Ha
Ta3| TJaBa U Ha HapeaOara mo 4. 249.

Ui 255. (1) 3abpansiBa ce pa3mpoCTpaHEHUETO HAa MOCTPU HA JIEKAPCTBEHHU
MPOIYKTH, ChABPIKAIIN HAPKOTUYHH BEIIECTBA 0 CMUCHIIA Ha 3aKOHA 32 KOHTPOJ BEPXY
HApKOTUYHUTE BELIECTBA U IPEKYPCOPHUTE.
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(2) 3abpansBa ce QUPEKTHOTO NPEIOCTABSIHE HA MOCTPU Ha JIEKapCTBEHU
OPOAYKTH OT MEIULMHCKUTE THPrOBCKM IpeacTaBuTenu no ui. 244, an. 1, 1. 3 Ha
HaCEJICHUETO.

Un. 256. MocTpu OT 1€KapCTBEHU MPOJIYKTU CE€ MPEAOCTABAT HA MEAUIIMHCKHU
CIEIMAIIMCTH TMPHU YCIOBHSI U TIO PeJl, OmpeiesieH B Hapeadara mo wi. 249.

Ui 257. (1) MeauuuHCKUTE THPTOBCKH MpecTaBUTEN 1o wi. 244, an. 1, 1. 3
TpsiOBa @ ca MpeMUHAIN 00yUYeHHsI, OpraHU3UPAHU OT MIPUTEKATEIIS Ha Pa3pEIICHUETO 3a
yrnoTpeba, KOWTO TM € Ha3Ha4MJj, Ja NpPUTEKaBaT HAyYHW MO3HAHUSA M Ja Morar ja
MPEIOCTaBIAT TOYHA U BB3MOXKHO Hal-IIbJIHA MH(OpMALMS 3a JIEKAPCTBEHUS MPOIYKT,
KOWTO IIPEICTABAT.

(2) 1o Bpeme Ha BCAKO MOCEHICHHE MEIUIIMHCKUTE ThPTOBCKHU MPEACTABUTEIH
TpsiOBa /1a pasmnosiaraT ¢ KparkaTa XapakTepUCTUKa Ha MPOJIyKTa U C JAHHHU 3a LIEHUTE HA
JIEKAPCTBEHMS MPOAYKT M 32 YCJIOBHSATA 3a 3aIVIalIaHETO MYy U J1a TW MPEAOCTaBIT MPHU
MIOMCKBaHE.

(3) Ilpu mpencraBsHe Ha JIEKAPCTBEHU NPOAYKTH TIpel MEAMIIMHCKH
CHEIUAJIUCTH MEIUIUHCKUTE TBHPrOBCKM MPEACTaBUTEIM HE MoraTr Ja Ipexajarar
MOJIapbliM U Apyra UMYIIECTBEHA U HEMMYIIECTBeHa obiara.

I'maBa nBananecera.
PET'YJIMPAHE HA IEHUTE HA JIEKAPCTBEHUTE ITPOAYKTH
BAIJL. U3M. - IB, BP. 102 OT 2012 T".)

Pa3nen 1.
HaumonajieH ¢bBeT 10 IleHU U penMOypcUpaHe HA JIEKAPCTBEHUTE MPOAYKTH
(Hos - /IB, 6p. 102 o1 2012 r., B cua1a ot 21.12.2012 1.)

Un. 258. (U3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /1B,
op. 102 ot 2012 r., B cuna or 21.12.2012 r.) (1) (M3m. - IB, Op. 43 ot 2016 r.) KpM
MHUHHCTBPa Ha 3JIpaBeola3BaHETO ce Cb3/laBa HaruoHaleH CBhBET 1O LIEHU U
peuMOypcupaHe Ha JIEKapCTBEHUTE MPOYKTH, HApHUYaH Mo-HaTaThK "chBeTa". ChBETHT €
IOPUJINYECKO JIMIIE Ha OOKETHA M3/PHKKA - BTOPOCTEIIEHEH Pa3MopeauTes ¢ Or0/IKeT.
Toli e cbe cTaTyT Ha Ibp’kaBHAa KOMUCHS cbe cepanuuie rp. Codus.

(2) HeiiHocTTa Ha cbBeTa ce (PMHAHCUpPA OT JIbPXKaBHHUS OIOKET upe3
OropkeTa Ha MUHHCTEPCTBOTO HA 3/IPaBEOIIa3BAHETO.

(3) CbBerhT € KONernajeH OpraH U ce ChbCTOM OT IpeiceaTeN U MIeCTUMA
YJIEHOBE, OT KOUTO TpUMa ca JIEKapH MIIM MarucThp-(hapMareBTH, ABaMa IOPUCTH U JBaMa
UKOHOMHCTH, BCHUKH CBC CTaX IO CIEIHUATHOCTTa HE IO-MAJIKO OT 5 TOJUHH.
[IpencenarensaT W YJIeHOBETE HAa ChBETa Ce M30HMpaAT M OCBOOOKIABAT C pEIICHUE Ha
MuHHCTEpCKHS CBBET IO NPEJIOKEHHE Ha MHHHCTBPAa Ha 3/paBeoIa3BaHETO.
[IpencenarensT ppKOBOAN AEWHOCTTA HA CHBETA H TO TIPE/ICTABIISBA.

(4) UnenoBere Ha chBeTa HE MOTaT Jia 3aeMaT JIBKHOCT MM Ja U3BBbPIIBAT
nerHocT mo wi. 19, an. 6 ot 3akoHa 3a aIMUHHUCTPAIIUSTA.
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(5) HdeitnocTTa Ha ChBETA CE MOJANIOMAara OT aAMUHUCTPAIHs, YUATO CTPYKTYpa
¥ OpraHm3anus Ha pabdoTa ce ONpeAeNsT C YCTPOWCTBEH MPABHIIHUK, IMPHET OT
Munucrepckus chBeT.

Ui 259. (U3wm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB,
op. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) CbBeThT:

1. yTBBpKIaBa, OTKa3Ba Ja YTBbPAM, MU3MEHSA WJIM 3ajlMyaBa IIeHa Ha
JIEKapCTBEHU MIPOJIYKTH 110 4. 261a, an. 1;

2. yTBBPKJaBa, 0TKa3Ba Jla yITBbPAU, U3MEHS WU 3ajndyaBa Ipe/ieiHa [IeHa Ha
JIEKapCTBEHU IIPOIYKTH 110 4. 261a, am. 2;

3. peructpupa, OTKa3zBa Ja pPETUCTpUpa, MU3MEHS WIM 3ajidyaBa IEHU Ha
JIEKapCTBEHUTE MPOYKTH, OTIYCKaHU 0e3 JIeKapCcKo Mpeanrcanue mno wi. 261a, an. 3;

4. (m3m. - [IB, 6p. 48 ot 2015 r., u3m. - JIB, O6p. 102 ot 2018 1., B cuna ot
01.01.2019 r., u3m. u gom. - IB, 6p. 64 ot 2019 r., u3m. u gom. - /1B, 6p. 67 ot 2020 r.)
npueMa, OTMEHsSI WM U3MEHs (papMako-TepaneBTUYHH PBHKOBOJICTBA, KOUTO BKIIIOUBAT
KPUTEPHH 32 OIIEHKa Ha pe3yiTara OT IMpujaraHara Tepamnus ¥ alrOPUTMH 32 JICUCHHE C
JIEKapCTBEHU TMPOJAYKTH, CIJI€J] CTAaHOBWILE HA CBHOTBETHUSA EKCIEPTEH CBHBET IO
MEIUIMHCKA CIIENHATHOCT WM MEIUIIMHCKA JEHHOCT 1Mo wi. 6a, ain. 1, T. 1 oT 3akona 3a
3[IpaBeTo, KaTo B ciiydail ue B 30-IHEBEH CPOK OT MOJy4aBaHETO HA MCKAHETO HE MOCTHIIN
CTaHOBHIIE OT ChOTBETHUS €KCIICPTEH ChBET, ChBETHT YTBHPKIaBa, OTMCHS WJIH U3MEHS
dapmako-TepaneBTUYHUTE PBKOBOACTBA. DapMako-TEparneBTUYHUTE PHKOBOJCTBA C€
npuemMar ¢ Hapeaou u ce ooHapoaBar B "/bpikaBeH BECTHUK';

5. BKIIIOYBA, IPOMEHS WJIM U3KIII0YBA JIEKAPCTBEHH MPOAYKTH OT [lo3uTHBHUS
JIEKapCTBEH CIHUCEHK;

6. (moBa - /IB, 6p. 102 oT 2018 ., B cunma ot 01.01.2019 1.) u3BBpIIBA OIIEHKA
Ha 3/IpaBHUTE TEXHOJIOTHU Ha JICKAPCTBEHH MPOAYKTH;

7. (mpenumHa 1. 6 - IB, 6p. 102 07 2018 1., Bcrma o1 01.01.2019 r.) moaabpxa
1 akTyanusupa [[03uTHBHHS IEKaPCTBEH CITUCHK;

8. (woBa - /IB, 6p. 48 ot 2015 r., npenumna 1. 7 - /IB, 6p. 102 ot 2018 1., B
cuna ot 01.01.2019 r.) moaabpxka peMMOYpPCHUS CTaTyC Ha JEKAPCTBEHHUTE MPOIYKTH HA
BCEKH TPH TOJIMHU OT BKIIFOUBAHETO UM B [103UTHBHUS JIEeKapCTBEH CIHUCHK;

9. (noBa - [IB, 06p. 48 ot 2015 r., mpeaumna T1. 8, usm. - JIB, 6p. 102 ot 2018
r., B cuia ot 01.01.2019 r.) oka3Ba chbjaeicTBUE NpH AOrOBapsHETO HAa OTCTHIIKM B
ciydaute 1o ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 3paBHOTO OCUTYpsIBaHE 3a JIEKApCTBEHU
MPOJYKTH, 32 KOUTO ca MOJAJCHU 3asBIICHUS 3a BKItOuBaHE B [103UTHUBHUS JeKapCTBEH
CITUCHK;

10. (moBa - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) ompenens
JIEKapCTBEHUTE MPOJIYKTH, 32 KOUTO CE MPOCIIEAsiBa €PEKTHT OT TEPAIUATA, CPOKBT, KAKTO
U JIe4eOHUTE 3aBelICHUs, B KOUTO CE€ W3BBPIINBA, MPH YCIOBUS, MO PEel U KPUTEPHH,
ompeneneHu B HapeaOara mo wi. 261a, an. 5;

11. (uoBa - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) uzBbpIiBa
WHPOPMAIIMOHHA, W3/aTeliCka W H3CIIeA0BATEeIICKO-HaydyHa JIEHHOCT, CBBp3aHa C
[IEHO0Opa3yBaHETO, PEUMOYPCUPAHETO U JIEKAPCTBEHATA TTOJUTHKA;

12. (moBa - [IB, Op. 103 ot 2020 r., B cuma ot 01.01.2021 r.) renepupa
VHHUKAQJICH HAIIMOHAJIEH HOMEp 3a MICHTU(UKAILMS Ha BCEKU JIEKAPCTBEH MPOIYKT U TO
BIMCBA B PETUCTHPA MO all. 2, T. 4;
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13. (noBa - JIB, Op. 16 ot 2024 r., B cuia ot 23.02.2024 r.) ocurypsisa
CBBP3aHOCT HA HAIlMOHAIHMS HOMeEp 1o T. 12 ¢ kojga Ha mpoaykra mo ui. 19, an. 4 B
[To3uTHBHUSA JIEKapCTBEH CIUCHK.

(2) CpBeThT BOAM MYOJIMYHU PETHCTPH HA!

1. yIBbpJICHUTE LIEHU HA JICKAPCTBEHUTE MPOAYKTH 110 Wi. 261a, ai. 1;

2. yTBBP/CHUTE NIPEACIIHY LIEHU Ha JIEKapCTBEHUTE MPOIYKTH 110 Wwi. 261a, ai.

3. perucTpupaHuUTE LIEHU Ha JIEKAPCTBEHUTE MPOIYKTH 110 4. 261a, an. 3;

4. (moBa - /IB, 6p. 103 ot 2020 1., B cuna ot 01.01.2021 r., u3m. - IB, 6p. 16
or 2024 r., B cuna ot 23.02.2024 r.) HalMOHAJIHUTE HOMeEpa 3a HICHTU(DUKALUSA Ha
JIEKapCTBEHUTE MPOTYKTH.

(3) CeBernpT OCBLIECTBSIBA KOHTPOJ BBPXY MpoAak0aTa Ha JIEKApCTBEHU
IPOIYKTU C YTBBP/CHA lIeHa, IIPEe/IeTHA 1IeHa U PerUCTpUpaHa LeHa.

(4) (M3m. - IB, 6p. 67 ot 2020 r.) CBbBETHT IpHEMa MUCMEHUTE 3aSIBICHUS 32
VTBBPXK/IaBaHE WU PETUCTPUPAHE HA LI€HA WJIM 32 BKIIOYBAHE, U3KIIOYBAHE, IPOMEHH,
NoJIbpKaHe Ha pEeHMMOYpPCeH CTaTyC H OIEHKa Ha 3/paBHUTE TEXHOJOTMHM Ha
JIEKapCTBEHUTE MPOIYKTH OT [103UTHBHMS JIeKapCTBEH CIUCHK MO Ta3M riaBa, U3BHPILIBA
NPOBEPKH U MPOYYBAHUS 110 TSIX M C€ IIPOU3HACS C MOTHBUPAHH PELICHHUS.

(5) CpBeThT cHOMpa TaKCH B pa3MepH, onpeeneHy B Tapudara mo wi. 21, an.
2, 3a IoZlaBaHe Ha 3asBIICHUS 3a:

1. yTBBpKIaBaHe, pPETUCTPUpPAHE WM TMPOMSHA B YTBbpJAEHATa WIH
perucTpupaHaTa 1eHa Ha JIGKapCTBEH MPOJIYKT;

2. (m3m. - IB, Op. 48 ot 2015 r.) BKIItOUBaHE, IPOMSIHA WUJIU MOJAbpPYKAHE HA
peruMOypCHHS CTaTyC Ha BKIIFOYEH B CIIMCHKA 1O Wi. 262, ail. 1 IekapcTBEeH NPOIYKT;

3. (noBa - JIB, Op. 102 ot 2018 r., B cria ot 01.01.2019 r.) onenka Ha
3/IpaBHUTE TEXHOJIOTHH.

Yn. 2591 (Hos - JIB, 6p. 103 or 2020 r., B cuna ot 01.01.2021 r.) (1)
HaunonanHusT HoMep 3a uaAeHTH(PUKALKS Ha JIEeKapCTBEHUS MPOAYKT 1Mo wi. 259, an. 1, T.
12:

1. ocurypsiBa eIHO3HAUYHO UACHTU(HUIMPAHE HA BCEKU JIEKAPCTBEH MPOAYKT U
orepaTUBHA CbBMECTUMOCT Ha MH(OPMALIMOHHUTE CUCTEMH B 3/IpaBEOIa3BaHETO;

2. ce U3MoI3Ba OT BCUYKH JIMIIA, BbB BCUUKU PETUCTPH U APYrH O6a3u JaHHHU,
KaKTO U B MEIMLIMHCKATa JOKYMEHTAIMsl, CBbp3aHa C JIEKAPCTBEHUTE MPOTYKTH.

(2) T'enepupaHeTo M BNMCBAHETO B perucTbpa mo wi. 259, an. 2, 1. 4 Ha
HAI[MOHAJIEH HOMEpP 3a UACHTU(UKAIMS Ha BCEKU JIEKAPCTBEH MPOAYKT C€ M3BBPILIBA IO
pen, onpezeneH B Hapeabara mo wi. 261a, an. 5.

(3) UzmbpnauTenHaTa areHIs MO JiekapcTBara npeaoctaBs Ha CbBera B
eJIeKTpoHEeH ¢opmar 1o oOpasell, YIBbp/EH OT Hero, nHpopMalus 3a pa3pelieHuTe 3a
ynotpeba M PEerucTpUpaHHUTE JIEKApCTBEHU MPOIYKTH Ha TepuTopusTa Ha PemyOnuka
Bearapus m pasperieHute 3a ynoTrpeda Mo HEHTpalu3upaHa Mpolenypa JEeKapCTBEHU
nponyktu mo peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickusi mapiaMeHT U Ha
CeBeta ot 31 mapt 2004 r. 3a ycraHoBsiBaHe Ha mpouenypu Ha OOIIHOCTTa 3a
paszpeliaBaHe U KOHTPOJI Ha JIeKapCTBEHU MPOAYKTH 332 XyMaHHA U BETEpUHApHa yroTpeda
¥ 3a ch3AaBaHe Ha EBporelicka areHuus 1o JiekapcTBaTa, o pejl, onpeiesieH B Hapeaoara
mo ui. 261a, amn. 5.
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Ui 259a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /1B,
op. 102 or 2012 ., B cuma ot 21.12.2012 1.) (1) 3acenanusara Ha chBETa ca PEAOBHH, aKO
Ha TSIX MPHUCHCTBAT MIOBEYE OT MOJOBHHATA OT OO OPOif HA YJICHOBETE MY.

(2) CpBeThT B3eMa pelICHHS C MHO3WHCTBO TIOBEYE OT MIOJIOBUHATA OT OOIIHSI
Opoii Ha YIEHOBETE CH.

(3) (Homa - JIB, 6p. 102 ot 2018 1., B cuita ot 01.01.2019 r.) Ha 3acenanusra
HAa CBBETa 3aJBDKUTEIHO MPHUCHCTBAT TmpenctaButen/mpeacraBurenn Ha H3O0K,
MuHKcTepCcTBOTO Ha 31paBeomna3Banero u WMAJI, kKoraro ce W3BBpIIBA OIEHKA Ha
3/IpaBHUTE TEXHOJOTHH.

(4) (ITpequmna an. 3 - JIB, 6p. 102 ot 2018 ., B cuia ot 01.01.2019 r.) Ha
3aceaHusATa Ha ChBETa MOXKE J1a ObJaT KaHEHH JIa TPUCHCTBAT 3aMHTEPECOBAHUTE CTPaHH,
KOMTO CE€ YBEJIOMSBAT 3a Jarara W Yaca Ha 3aceJaHueTO, B KOETO IIe Ce pas3riexia
HAIpPaBEHOTO UCKaHE.

Y. 2596. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., usm. - /IB,
Op. 102 o1 2012 1., B cuna ot 21.12.2012 r.) (1) CpBeTHT ce Mpou3Hacs B CPOK JI0:

1. mecTaecer HU, KOTaTo € MOJAJICHO 3asBJICHUE 32 YTBBP)K/IaBaHE HA IICHA
no wi. 26la, an. 1 u BKIIIOYBaHE Ha JIeKapCTBEHUS NPOAYKT B [103UTHUBHUS JeKapCcTBEH
CITUCHK;

2. TpUeCeT AHM, KOTaTo € MOJaICHO 3asBlICHUE 3a MPOMSIHA WM 3JIMYaBaHE
Ha BKJITIOYCH B [[03UTHBHUS JICKAPCTBEH CIIUCHK MPOIYKT;

3. TpujeceT JIHU, KOraTo € MOJa/JeHO 3asBIICEHUE 32 YTBbPK/IaBaHe, IPOMSHA
WJIM 3aJIMYaBaHe Ha IieHa o 4. 261a, ain. 2;

4. TpuzeceT IHU, KOTaTo € MOAA/ICHO 3asBJICHHUE 32 PETUCTPUpaHEe, IPOMSIHA
WK 3a7M4YaBaHe Ha 1eHa mo 4. 261a, ain. 3;

5. TpujeceT JHU 3a yTBbp)K/aBaHE/PETUCTPUpPAHE HA IIEHA Ha JIEKAPCTBEHU
MPOJIYKTH, 32 KOUTO € TIOJYYE€HO pa3pelleHHe 3a apajiejieH BHOC;

6. (HoBa - J/IB, Op. 48 ot 2015 r., m3m. - JIB, 6p. 102 ot 2018 r., B cuna ot
01.01.2019 1.) cTO M ocemjeceT THU, KOraTo € MOJaJeHO 3asBJICHUE 3a BKJIIOUBAHE B
[To3uTHBHUSL JIEKAPCTBEH CHHCHK Ha JIEKApPCTBEH MPOAYKT C HOBO MEXKIYHApOIHO
HENIATCHTHO HAMMEHOBAHUE, ITOJICKAIIO HA OIICHKA HA 3/IPaBHUTE TEXHOJIOTHUH;

7. (woBa - JIB, Op. 48 ot 2015 r.) miectaeceT AHMU, KOTaToO € TMOJAJACHO
3asIBJICHHE 32 MOJIbPKaHe Ha peMMOYPCHHS CTaTyC Ha BKIIFOUEH JICKAPCTBEH MPOIYKT B
[To3uTHBHUS JTEKApCTBEH CHHCHK;

8. (moma - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r., usm. - JIB, 6p. 67
o1 2020 r.) IeBeTAECET AHH, KOTATO € MOIaJICHO 3asBJICHHE 32 pa3lINpsSIBaHe Ha TOKa3aHUs
Ha BKJIIOYCH B [IO3UTHBHUS JIEKAPCTBEH CIUCHK MPOJIYKT, 32 KOUTO JO MOMEHTa HE €
3aramnia’o;

9. (aoBa - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r.) neBernecer nuw,
KOTaTo € MOAaJICHO 3asBJICHHE 32 OIICHKA Ha 3IPaBHUTE TEXHOJIOTHUH.

(2) 3a nmekapcTBEHUTE MPOIYKTH 1O Wi. 262, all. 5 CHBETHT C€ MPOU3HACS B
CPOK J0 TPUAECET JIHU, KOTaTo € MOJaJCHO 3asBICHHE 32 YTBbPKIaBaHE Ha I[eHA IO YII.
261a, ann. | u BkrouBaHe Ha MpoaykTa B [[03UTUBHNUS JIEKapCTBEH CIUCHK.

(3) Cpoxosere mo an. 1 u 2 3amoyBaTr Ja TEKaT OT Jarara Ha IOJaBaHE Ha
3asiBJICHUE TI0 pejia Ha HapeaoaTa mo wi. 261a, ai. 5.
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(4) (Hosa - JIB, 6p. 67 ot 2020 r.) KoraTo 3a JiekapcTBeH IMPOAYKT B OOJIHMYHA
OTIaKOBKa, CHIVIACHO Pa3pelIeHUEeTo 3a YyHoTpeda, € MoAaJeHO 3asBICHHUE 3 U3BbPIIBAHE
Ha Tporierypa 1o wi. 259, ai. 4, CbBETHT CE IPOU3HACS B CPOKOBE C €/IHA BTOPA IM0-KPATKU
OT orpezesieHuTe B al. 1 u 2.

Ui 259s8. (Hos - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r., ot™m. - JIB,
6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.)

Ui 259r. (Hos - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 1., ot™. - /IB,
op. 102 o 2012 r., B cuna ot 21.12.2012 1.)

Ui 260. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - /1B,
op. 102 ot 2012 1., B cuma ot 21.12.2012 r.) JIppskaBHUTE OpraHy, JIBKHOCTHUTE JIUIA U
3asBUTENUTE MO Ta3W IJIaBa ca JJIBXHU Ja OKa3BaT ChJCWUCTBHE Ha CbBETa M Ha
CILY’)KHTEJIUTE B HETO MPH U3MbIIHEHUE HA BB3JI0KEHUTE UM 3aIbKEHUS.

Ui 261. (M3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB,
op. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) YUneHoBere Ha cbBETa U HETOBUTE
CIIY’)KHTEJIH ca JJIBKHH J]a HEe pa3riiacsiBaT 00CTosATeNCTBa U (aKTH, CTAHAJIM UM U3BECTHU
IIPU WM T10 TIOBOJI U3ITBIHEHNUE Ha CITY>KEOHUTE UM 3abJKEHUS 110 TO3U 3aKOH, OCBEH I10
MUCMEHO MCKaHEe Ha IbP’KaBEeH OpraH, KOrato TOBa € MPEIBUICHO ChC 3aKOH.

(2) BbB Bpb3Ka ChC 3aIBIHKEHUATA CH 10 aJl. | JIMIaTa MOAMKMCBAT JeKIapaius
o oOpasell, yTBBPJICH OT Mpeceaarens Ha ChBeTa.

Paznea II.

Peryiupane n perucTpupaHe Ha IeHUTE HA JIEKAPCTBEHUTE MPOAYKTH.
AJITOPUTMH 32 JIeUeHHUeE C JIEKAPCTBEeHU NMPOAYKTH. OlleHKa HA 3[]paBHUTeE
TexHoJsorun. (Hos - /IB, 0p. 102 ot 2012 r., B cuaia ot 21.12.2012 r., 3arJ. gom.
- B, op. 102 ot 2018 r., B cua1a ot 01.01.2019 r.)

Un. 261a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - /1B,
op. 102 or 2012 r., B cuna or 21.12.2012 r.) (1) CeBersT perynupa LIEHHUTE Ha
JIEKapCTBEHUTE NIPOAYKTH, BKIIOUBAaHU B [[03UTHBHNSA J1€KapCTBEH CIUCHK 110 Wi. 262, a.
1 1 3amaniany ¢ nyOJIMYHU CPEAICTBA, B ChOTBETCTBUE C HAall-HUCKUTE PePEPEHTHH LIEHU
OT IbPKaBU YICHKH.

(2) CbBeThT perynupa npeieTHUTe HEeH! Ha JIeKapCTBEHUTE MPOIYKTH, KOUTO
CE€ OTIYCKAT IO JIEKapCKO IPEINMCaHUE, U3BBH TE€3U 1O al. 1 B ChOTBETCTBHUE C Hali-
HUCKUTE peepeHTHH LIEHU OT AbPrKaBH YICHKH.

(3) CobBerpT perucTpupa MakCHUMAaJHHM TNPOJAKHU ILIEHH Ha JApeOHO Ha
JIEKapCTBEHUTE MPOAYKTH, KOUTO C€ OTITyCcKaT 0e3 JIEKapCKO MpeAnrucaHue.

(4) Llenara, ompeneneHa mo pena Ha ail. 1, € W IpeaenHa IL€HA Ha
JIEKapCTBEHUTE MPOJYKTH MPH MpoaxodaTa uM Ha IpeOHO.
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(5) MHUHHUCTEPCKUAT CBBET TIO0 TMPEIUIOKCHWE Ha MHHUCTBpPa Ha
3/IpaBeoNa3BaHETO ONpPeIelis C Hapenda yCIOBUATa M IPAaBUIIaTa 3a PeryJupaHe Ha EHUTE
Ha JIGKAPCTBCHUTE NPOAYKTH TO aj. 1, 3a peryaupaHe Ha NpEJCTHUTE IICHH Ha
OTITYCKaHUTE M0 JICKapCKO TPEINUCAHHME JICKAPCTBEHW TMPOAYKTH IO al. 2 Tpu
npogaxoaTa UM Ha JpeOHO, KAKTO M YCIIOBHSTA U pe/ia 3a PErHCTPUpAHE Ha IIEHUTE Ha
JIEKapCTBEHUTE TPOIYKTH, KOMTO C€ OTIYCKAaT 0e3 JeKapCKO MpeIucanue.

(6) (Hosa - IB, 6p. 67 ot 2020 r.) Harmonayinata 31paBHOOCUTYpUTETHA Kaca
1 MHHHCTEPCTBOTO Ha 3/PaBEONA3BAHETO MPEAOCTABAT HA ChBETa HMHMOpPMALUS 32
3aITaTEHUTE JIEKAPCTBEHU MPOAYKTH 110 WiI. 262, aj. 6 0 pej1, onpeelicH B Hapenoara 1mo
an. 5.

Uin. 2616. (Hos - [IB, 6p. 67 ot 2020 r.) JlekapcTBEH MPOAYKT MOXKE Ja CE€
MpoJiaBa Ha TEPUTOPHUATA HA CTpaHATA caMO CJIeJ BIM3aHETO B CHJIa HAa PEIICHHETO Ha
ChBETa 3a YTBBPXKJABaHEC HA IICHA/TIpECTHA IICHA WJIM PETUCTPHpaHE Ha IeHa, C
M3KJIIOYEHUE Ha JIEKaPCTBEHUTE MPOAYKTH 110 ui. 9 u 266a.

Un. 2618. (Hos - /IB, 6p. 67 ot 2020 r.) (1) JIekapcTBeH MpOAYKT MOXKE Aa ce
IpoJiaBa Ha IICHA, HE MM0-BHCOKA OT YTBBpJICHATA IIeHa 110 wi. 261a, ai. 1, ot npenenHara
1eHa o 4i. 261a, an. 2 uiam ot perucTpupaHara eHa no wi. 261a, an. 3.

(2) TeproBeusT Ha APEOHO € JUTHKEH Jla TIOCOYM MPOAAKHATA IIEHA BHPXY
OITAKOBKATa HA JICKAPCTBEHUS MPOYKT HA 0003HAYCHO OT MIPOU3BOTUTEIIS MSCTO.

(3) llenuTe Ha JEKapCTBCHHTE NPOAYKTH, BKJIIOYCHH B CTOMHOCTTA Ha
OKa3aHaTa OT JICUCOHHUTE 3aBEJCHUS MEAUIIMHCKA MTOMOII, HE MOXKE J1a ObJaT 10-BUCOKH
OT IIeHAaTa, Ha KOATO JICYeOHOTO 3aBEICHHE € 3aKYIHJIO JICKAPCTBEHHS MPOIYKT OT
THProBera Ha e/Ipo.

(4) JIekapcTBEH MPOIYKT HE MOJXKE JIa C€ MPOJIaBa Ha JICYCOHUTE 3aBEICHUS 10
1. 5 oT 3aKoHa 3a JieueOHUTE 3aBEJICHUS U Ha JIeYeOHUTE 3aBEICHUSI C TBPKAaBHO W/WITH
oOumHCKo ydactue mo 4. 9 u 10 ot 3akoHa 3a teyeOHUTE 3aBeICHUS Ha IeHa, T0-BUCOKA
OT CTOMHOCTTA, OTpeIesieHa 0 peaa Ha HapenOaTa mo ui. 261a, an. 5.

(5) 3a nexapcTBeHHWTE MPOJYKTH, BKIOYEHH B [IO3UTHUBHHS JIeKapCTBEH
CITMCHK 1O uwiI. 262, ain. 6, T. 1 ¢ HuBo Ha 3amnamiane 100 Ha cTo, HE ce HAUUCIIBa HaJ0aBKa
3a THProBell Ha JPpeOHO MPH OTIYCKAHETO MM B anTeKa.

Un. 262. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - /IB,
op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - B, Op. 15 ot 2013 r., B cuna ot
01.01.2014 r.) TIo3UTUBHHUAT JIEKAPCTBEH CHUCHK C€ M3TOTBS U MOJIIbpXKa OT ChbBETA U
BKIIIOUBA JIEKAPCTBEHH MPOAYKTH, OTIIYCKAHU MO JIEKAPCKO MpEINucaHue U 3arlialiaHu
cbe cpenctBa ot Owmomkera Ha H3OK, ot mppxkaBHus OrokeT U3BBH oOXBaTa Ha
3aIBJKATETHOTO 37JPaBHO OCUTYpsIBaHe, OT OIO/KeTa Ha JIeUeOHUTE 3aBe/IeHUs 1O Wi. 5
OT 3aKoHa 3a Je4eOHNUTE 3aBE/ICHUS U OT OIOJDKETA Ha JICYEOHUTE 3aBEJICHUS C IHPKABHO
u/vim o0muHCKO yyactue 1o wi. 9 u 10 ot 3akoHa 3a ne4eOHUTE 3aBEACHHUS.

(2) (U3m. - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) [lo3uTuBHUSAT
JIEKapCTBEH CIUCHK  BKIIOYBA JIGKAPCTBEHUW TNPOAYKTH, KIACHPUIIUPAHU  TIO
(dbapMakoJIOTUYHU TPYMHU CHIIACHO KOJA II0 aHATOMO-TEPANEBTUYHO-XUMHUYHATA
KnacupuKanus, CbC CHOTBETHUTE MEXKIYHAPOJHU HEMATEHTHU HAMMEHOBAHUS,
MPUHAUICKANINTe KbM TSX HAWMMEHOBAHHS, ChC CHhOTBETHATa JcPUHUpPAHA JHEBHA
J03a/TepaneBTUYeH Kype, IeHa mo wi. 261a, an. 1, mpenenHa 1ieHa Ha JEKApPCTBEHUTE
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MPOAYKTH IpU MpoJaxkdaTa UM Ha JpeOHO, peepeHTHa CTOMHOCT 3a JeduHIpaHa THEBHA
J103a/TeparneBTUYEH KypcC, CTOHMHOCT Ha ONaKOBKaTa, M34YHCIIeHa Ha Oa3aTa Ha pedepeHTHa
CTOMHOCT/TepaneBTUYEeH Kypc 3a JeduHUpaHa JHEBHA J03a, HUBO Ha 3alliallaHe,
TEpaleBTUYHU IIOKa3aHUs M MEXIyHapoJeH Koa Ha 3abosaBanusta (MKDB). 3a
JIEKapCTBEHUTE MPOAYKTHU pedepeHTHaTa CTOMHOCT ce onpeiens Ha 6a3aTta Ha olpeieieHa
neguHUpaHa JHEBHA /1032 WM TEPANEBTHYEH KYPC, WM KOHIIEHTPAIUS UK 00eM.

(3) (U3wm. - JIB, 6p. 102 o1 2018 1., B cmta ot 01.01.2019 r., u3m. - 1B, 6p. 67
ot 2020 r.) B Ilo3uTHBHMS JIEKApCTBEH CIUCHK C€ BKIJIIOUBAT JIEKAPCTBEHU IPOAYKTH, Ha
KOUTO MEXAYHapOJAHOTO HEMAaTeHTHO HaWMEHOBAaHHME, KbM KOETO MPHHAJJICKU
JICKapCTBEHUAT NMPOAYKT/KOMOMHANMATA - TPU KOMOMHUPAHH JICKAPCTBEHH MPOAYKTH, C
M3KJIIOUYEHUE Ha TeHEPUYHUTE JICKAPCTBEHU MPOAYKTHU U JIEKAPCTBEHUTE MPOAYKTU, KOUTO
ChIbpPXKAT aKTUBHO BEIIECTBO WJIM aKTUBHU BEILECTBA C A0Ope yCTaHOBEHa ynorpeba B
MeAMIIMHCKATa MPaKTHKa, Ce 3ariamia OT OOLIECTBEH 3ApaBHOOCUTYPUTENIEH (POHT 1/Win
C MyOJWYHM CpEJCTBA IMPHU CHUIUTE TEPANEBTUYHM IIOKA3aHUA IIOHE B 5 JbpiKaBH,
MOCOYEHHU B HapenOaTa o wi. 261a, an. 5. MexayHapoqHOTO HENAaTeHTHO HAUMEHOBAaHHUE,
KbM KOETO IMPHUHAIJIEKU JIEKAPCTBEH IMPOJYKT, NpEAHA3HAUYEH 3a JICYEHHWE Ha PEIKU
3a00JIsBaHuUs, CE 3aIUIalia OT O0IIEeCTBEH 3PaBHOOCUTYPUTENIEH (HOH U/WIH C yOTHYHN
CPEJCTBA MPHU CHILIUTE TEPAIEBTUYHU [TOKA3AHUS [TOHE B 5 OT BCUUKU JIbP’KAaBU WICHKHU.

(4) (Hom. - JIB, 6p. 48 ot 2015 1., u3m. - /IB, 6p. 102 ot 2018 r., B cuna ot
01.01.2019 r.) JlexkapctBenure npoaykTu B [103UTUBHUS JIEKAPCTBEH CIIUCHK CE MOAOUPAT
ChOOpPA3HO MOKA3aTeNICTBA 32 €(PUKACHOCT, TeparneBTHYHa €(EeKTUBHOCT, 0€30MacHOCT U
aHayu3 Ha papMaKo-WKOHOMHYECKH ITOKA3aTeNN KaTo 3a JIEKAPCTBEHUTE MPOTYKTH C HOBO
MEXIYHApOJAHO HENMaTeHTHO HAaMMEHOBAaHWE C€ U3BBPIIBA M OIEHKAa Ha 3paBHUTE
TexHoJoruu. OneHKaTa Ha 3/[paBHUTE TEXHOJIOIMH CE€ M3BbBpIIBA IIPU YCIOBUS U MO pef,
ompeeseHu ¢ HapeaoaTa mo wi. 261a, ai. 5.

(5) (M3m. - 1B, 6p. 102 o1 2018 ., B cruta ot 01.01.2019 1.) Koraro eaun unu
IIOBEYE JIEKAPCTBEHU MPOAYKTH ChC CHUIOTO MEKYHAPOIHO HENNATEHTHO HAUMEHOBAHHUE,
JeKapcTBeHa (opma M KOHIIEHTpalusi Ha aKTHBHOTO BEILIECTBO, BEU€ Ca BKIIIOYEHU B
ChOTBETHaTa yacT Ha [103uTHBHMS JeKapCTBEH CIUCHK, HE C€ U3BBPILIBA OLIEHKA MO all. 4.

(6) (U3m. - IB, 6p. 67 ot 2020 r.) [103UTUBHUSAT TIEKAPCTBEH CIUCHK CE€ ChbCTOU
OT YETUPU NPUIIOKEHUS U BKIIIOYBA!

1. nexapcTBeHM MNpPOAYKTH, NpEeIHA3HAYeHH 3a JIeYeHHEe Ha 3a0osiBaHuS,
KOMTO C€ 3aIulalaT 1o peja Ha 3aKoHa 3a 34paBHOTO OCUTYPSIBAHE;

2. IeKapCTBEHH MPOIYKTH, 3aIlJIalllaHy OT OI0/KEeTa Ha JIe4UeOHUTE 3aBECHUS
1o 4. 5 oT 3aKkoHa 3a Je4eOHUTE 3aBEJCHUs U OT Oro/KeTa Ha JeuyeOHUTE 3aBEACHUS C
JIBP’KaBHO W/WIJIM OOIMHCKO ydacTre mo wi. 9 u 10 ot 3akoHa 3a 1e4eOHUTE 3aBECHUS;

3. (mom. - /1B, 6p. 67 ot 2020 r.) 1eKapCTBEHU MPOAYKTH, NPEIHAZHAUYECHH 32
neuyenne Ha CIINH, na undexnmosnn 3adonsBanus, Ha 3a00JsIBaHUS U3BBH 00XBaTa Ha
3akoHa 3a 3/[paBHOTO OCUTYpsiBaHe, 3aIljIalllaHy 1Mo peaa Ha wi. 82, an. 1, T. 8 ot 3akoHa
3a 3/IpaBeTo, KAKTO U BAKCUHHU 32 33 IbJDKUTEIIHA UMYHU3ALUN U PEUMYHU3AIUH, BAKCUHU
[0 CHEUMaTHU TOKa3aHUs M NPHU U3BBHPEAHM OOCTOSTENCTBA, CHEUU(UUHU CepyMH,
MMYHOTJIOOYJIMHH, OTIpeIeTIeHH ¢ HapeaoaTa mo uwi. 58, an. 2 oT 3akoHa 3a 37]paBeTo;

4. mpenenHa ILieHAa Ha JIEKAPCTBEHUTE MNPOAYKTH Mo wi. 26la, am. 4 1o
€JIEMEHTH.

(7) MunucrepctBoro Ha 3xapaBeonasBaHero u H3OK wmorar ma mpassr
MPEJI0KEHUS IO ChBeTa Mo 4wi. 258, an. 1 3a npepasriiek1aHe Ha BKIIOUYECHH JIEKaPCTBEHU
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npoAykTu B [l03UTHBHUS JIeKapCTBEH CHUCHK IPHU YCJIOBUA U IO eI, ONpEAeNeHU B
HapeznOaTa mo wi. 261a, an. 5.

(8) HamumonanmnaTta 31paBHOOCHTYpUTENIHA Kaca 3allialla JIEKapCTBEHUTE
IPOAYKTH 1O ail. 6, T. 1 mpu ycinoBusiTa U 1o peaa Ha HapeabaTa no wi. 45, ain. 9 ot 3akona
3a 3/IpaBHOTO OCUTYpsIBaHE.

(9) (Hosa - /1B, 6p. 18 ot 2014 r., mom. - JIB, 6p. 48 ot 2015 r.) YcnoBusira,
IpaBUJiaTa ¥ KPUTEPUUTE 3a BKIIOYBAHE, IPOMEHH H/WIM M3KIIIOUYBAHE HA JIEKApPCTBEHU
npoayKTH OT [T03UTHBHUS IEKapCTBEH CIUCHK U 32 MOAbPKAHE HA PEUMOYPCHUS CTaTyC
Ha JICKapCTBEHHUTE MPOIYKTH C€ ONpEeNesaT B Hapeabara mo wi. 261a, ai. 5.

(10) (Homa - /IB, 6p. 48 ot 2015 ., u3m. - IB, 6p. 102 ot 2018 r., B cmiia ot
01.01.2019 r.) JlekapctBenute mpoayktu mo 4wi. 45, an. 10, 13 u 21 or 3akonHa 3a
3IpaBHOTO OCHTypsiIBaHE, 32 KOUTO HE ca JOTOBOPEHH OTCTBIIKH, HE CE€ BKJIIOYBAT B
[To3uTuBHUS JeKapCcTBEH CIUCHK. JloroBopute 3a MpeaocTaBsHE HAa OTCTHIKU MOCTHIIBAT
B ChBETA I10 peJl, OIPEeesIeH B HapeaOara o wi. 261a, an. 5.

(11) (Homa - B, 6p. 48 ot 2015 r., u3m. - JIB, 6p. 102 ot 2018 r., B cuia ot
01.01.2019 r.) JlekapcTBeHUTE NPOAYKTH, 32 KOUTO B IIpoLeaypara o ui. 259, ain. 1, 1. 8
HE CE JIOKaXe TMOJOXKUTEIHATA OIEHKAa MpPU TAXHOTO BKIIOYBAHE, CE€ M3KIIOYBAT OT
[To3uTHBHUS JIEKAPCTBEH CIUCHK.

(12) (Homa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., u3m. - JIB, Op.
102 o1 2018 ., B cuna ot 01.01.2019 r.) MuHHCTEpCTBOTO HA 37paBEONAa3BAHETO 3arljalla
JICKapCTBEHUTE MPOAYKTH MO ail. 6, T. 3 ¢ HOBO MEXIyHApOJHO HEMaTEeHTHO
HaNMEHOBAHME, aKO MpPEIH BKIOYBaHETO MM B [lO3WTHBHHSA JIEKapCTBEH CIUCHK €
CKIIIOYEHO TMPEABApPUTETHO PaMKOBO CIIOpa3yMeHHUE MeXAy MMHHCTEPCTBOTO Ha
3/IpaBEONa3BaHETO W MPHUTEKATENS HA Pa3pELICHUETO 3a YIIOTpeOa/HEeroB YIIbIHOMOIIEH
MPEJICTAaBUTEl OTHOCHO MaKCHMallHaTa CTOMHOCT, O KOSITO ChOTBETHHST JIEKapCTBEH
IOPOAYKT MOKE J1a ce JOCTaBsi Ha MUHHCTEPCTBOTO Ha 37paBEOINa3BaHETO MO peaa Ha
3akoHa 3a o0IecTBeHUTe NMOphUKU. CIIOpasyMEHHUETO € 3abJDKUTENIHO 3a CTPAHUTE I10
Hero. CrniopazyMeHusTa MOCTHIIBAT B ChBETA 10 PEJl, ONpeIeieH ¢ HapeadaTa mo wi. 261a,
ai. 5.

(13) (Hosa - JIB, 6p. 102 ot 2018 1., B cmita ot 01.01.2019 1.) JIekapcTBeHute
HOPOAYKTH 1O all. 6, T. 3 ¢ HOBO MEXIYHApOIHO HEMATEHTHO HAMMEHOBAaHUE, 32 KOUTO HE
€ CKIIIOYCHO IPENBAapHUTEIIHO PAaMKOBO CIIOpa3yMEHHE 1Mo aj. 12, He ce BKIYBAT B
[To3uTHBHUS JIEKAPCTBEH CIHCHK.

(14) (Hosa - B, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) 3a
JIEKapCTBEHUTE MPOAYKTH 10 all. 6, T. 3, 32 KOUTO CTOWHOCTTA, 3aIUIalliaHa OT 0o KeTa Ha
MWUHHCTEPCTBOTO Ha 37paBEOINa3BaHETO, CE€ HM3YMCISIBA Ype3 TpyNHpaHe, B KOETO He
y4acTBaT JICKAPCTBEHU MPOAYKTU Ha APYTU MpHUTEkKATEeNN Ha pa3pelieHue 3a ynorpeoda,
MWUHHCTEPCTBOTO HA 3[[PAaBEOIIa3BAHETO W MPUTEKATEIUTE HA pa3pelieHne 3a yrnorpeda
WM TEXHU YITBIHOMOIIIEHHU MPEJICTABUTENHN €KErOHO CKII0YBAT PAMKOBH CIIOPa3yMEHUs
OTHOCHO MaKCHMaJTHaTa CTOMHOCT, JI0 KOSITO ChOTBETHHUST JIEKAPCTBEH MPOIYKT MOXKE 12
ce JocTaBd Ha MMHHUCTEPCTBOTO Ha 3ApaBEONa3BaHETO IO pela Ha 3akoHa 3a
OOIIECTBEHHUTE MOPBHYKH. Y CIIOBUATA U PEIIBT 32 CKIFOYBAHE HA PAMKOBHTE CIIOPa3yMEHHS
ce ompenessT ¢ HapenOara mo wi. 82, an. 1, T. 8 ot 3akoHa 3a 3/1paBeTo.

(15) (Homa - IB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) Pasnopendara
Ha an. 14 He ce mpwiara 3a TEHEPUYHU JIEKAPCTBEHM NPOAYKTH M 3a BAKCHHH 32
3aIbJDKUTEITHA UMYHH3AIMHA U PEUMYHHU3AIUH, BAKCUHU TI0 CTICIMAIHN TIOKAa3aHUs U TIPH
U3BBHPEIHU OOCTOSITENICTBA, CHEHMU(PUYHA CEPYMH, HUMYHOTTIOOYIMHU W JPYrd
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OMOIPOIYKTH, CBBP3aHU C NpodUIaKTUKAaTa Ha 3apa3HUTE OOJEeCTH, OINpEeNeTeHH C
HapezabaTa mo wi. 58, ann. 2 ot 3aKoHa 3a 3/IpaBeTo.

(16) (HoBa - JIB, 6p. 103 ot 2020 r., B cuima ot 01.01.2021 r.) 3a
JIEKapCTBEHUTE MPOIYKTH 10 aj. 12 MakcMMaiaHaTa CTOMHOCT 1o ai. 14 He Moxe aa 0b1e
M0-BHCOKAa OT CTOMHOCTTA, OMpe/iesieHa B paMKOBOTO CIIOpa3yMeHue 1o ai. 12.

(17) (Hosa - 1B, 6p. 103 ot 2020 r., B cuma or 01.01.2021 r.)
MUHHCTEPCTBOTO HA 3/IpaBeOIa3BaHETO HE MOXKE Jla 3aIulalia JIEKapCTBEHUTE MPOIYKTU
no aia. 14 Ha CTOMHOCTH, TMO-BUCOKM OT MAaKCHMMajHaTa CTOMHOCT Ha CBHOTBETHUS
JIEKapCTBEH MPOYKT, OMpPE/IesIeHa B PAMKOBOTO CIIOpa3yMeHue 1o ai. 14.

(18) (Hosa - JIB, 6p. 103 ot 2020 1., B cuita ot 01.01.2021 r.) JIekapcTBeHuTE
MPOAYKTH 1O al. 14, 3a KOUTO HE € CKIYEHO PaMKOBO CllOpa3yMeHue 1o ai. 14, He ce
3amiamar oT MUHUCTEPCTBOTO HA 3JpaBEOIIA3BAHETO.

(19) (Hosa - JIB, 6p. 16 ot 2024 r., B cuia ot 23.02.2024 r.) JIekapcTBEeHUTE
MIPOJIYKTH, 32 KOUTO B OIPE/IeNICHUs CPOK He € npegocrtaBeHa Ha MAJI undopmanusita mo
. 68, an. 1, 1. 11 m un. 217, 1. 6, He ce 3aruamar ¢ MyOJIMYHU CPEJCTBA 32 CPOKa Ha
HEM3ITBIHEHNE Ha 3aab/DKeHusITa mo wi. 68, an. 1, 1. 11 u un. 217, 1. 6. 3a uenure Ha
3amjallaHe Ha JICKapCTBEHHM MPOAYKTH ¢ myOnmunu cpeactBa MAJl execenMUyHO
npernocraBs Ha H3OK um MuHUCTEpCTBOTO Ha 3apaBeorna3BaHeTo WHMoOpmamms 3a
JIEKapCTBEHUTE MPOAYKTH 10 U3PEUEHUE TBPBO.

(20) (Homa - IB, 6p. 16 ot 2024 r., B cuna ot 25.08.2024 r.) JIekapcTBeHUTE
MPOJYKTH, HA KOUTO HE € MPOBEpEeHa aBTEHTUYHOCTTA Ype3 MoKa3aTesuTe 3a 0€30MacHOCT
o wi. 168, an. 8 u He ¢ Je3aKTUBUPAH WHIWBUIYATHUAT UACHTU(DUKAIIMOHEH Oeler B
cucTeMara OoT peructpu B cboTBercTBHE ¢ Jlenerupan permament (EC) 2016/161, He ce
3amiamar ¢ nyOJaMYHU CpeCTBa. 3a LEJITE Ha 3aIljalllaHe Ha JIEKAPCTBEHU MPOIYKTH C
myOIMYHU cpeicTBa OOMEHBT Ha JJaHHU 32 JIEKAPCTBEHUTE MPOIYKTH 10 H3PEUEHUE IBPBO
ce OChILECTBsABA 10 pejia Ha wi. 272B.

Y. 262L. (Hos - JIB, 6p. 67 ot 2020 1.) (1) (M3m. - IB, 6p. 103 ot 2020 T., B
cuna ot 01.01.2021 r.) B npunoxenusta Ha [103UTHBHUS JIeKapCTBEH CIUCHK 1O Wi. 262,
ain. 6 ce mocoyBaT: KOJ IO aHAaTOMO-TEPAaNeBTUYHO-XMMHUYHA Kiacudukarus,
MEXYyHApOJAHO HernaTeHTHO HauMeHoBaHue (INN), HauMMeHOBaHHME Ha JIEKapCTBEHUS
IPOAYKT, JIEKapCTBEHaTa ()opMa M KOJIMYECTBOTO HA aKTUBHOTO JIEKAPCTBEHO BEILECTBO,
OMAaKOBKa, TMpUTEXaTel Ha pa3pelleHueTo 3a ynorpeba, AepuHUpaHa JHEBHA
J103a/TepaneBTUYeH Kypc/KOHLEHTpauus/o0em, 1ieHara no wi. 26la, an. 1, pedepenrtna
CTOMHOCT, CTOMHOCT 3a OIIaKOBKa, M34MCIIeHa Ha 0a3aTa Ha pedepeHTHa CTOIHHOCT, HUBO
Ha 3aIUlalllaHe Ha JIEKapCTBEHMsI MPOJYKT, TEPareBTUUHU MOKa3aHUs U 3a00JsIBaHUS 110
MKB, npou3BoauTen/nmpou3BOIUTENN, UH(GOpMAIM 3a OrpaHUMYEHUSATAa B HayMHAa Ha
NpeIIUCBaHEe MPU Pa3IMYHU WMHAMKAIMHM, HAIlMOHAJEH HOMEp 3a HAECHTU(UKalMs Ha
JeKapCTBEHUS MPOAYKT 1Mo wi. 2591, an. 1 u nombiaHUTENHA HHPOPMALUS.

(2) Tlo3UTUBHMSAT JEKAPCTBEH CIUCHK ChABPKAa HHGOpMaIUs OTHOCHO BUA
Ha JIEKapCTBEHMs NPOAYKT, ONpPEIEIEH B IpolielypaTa IO pa3pellaBaHETO My 3a
ynotpeba. upopmarusiTa 3a Buaa Ha JIeKapCTBEHUs TPOAYKT ce npezctass or MAJI B 7-
JTHEBEH CPOK OT ITOCTBHIIBAHE HA 3alIUTBAHE OT CTpaHa HAa HanumoHamHus CHBET MO LIEHU U
peruMOypcrpaHe Ha JIeKapCTBEHUTE MPOAYKTH 32 BCEKH KOHKPETEH JIEKapCTBEH MPOAYKT.
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Yn. 2622 (Hos - JIB, 6p. 67 or 2020 r.) MHHHCTEPCTBOTO Ha
3/paBeona3BaHeTo, HarponannaTta 3paBHOOCUTYpUTENHA Kaca U JICYeOHUTE 3aBEACHUS
NPEJOCTABAT Ha ChBETA IIbJIHA MHPOPMALIUS 32 3aIIATEHUTE JICKAPCTBEHU MPOIYKTH T10
yi1. 262, an. 6, T. 1 - 3 mo pen, onpenencH B HapenOaTa mo wi. 261a, an. 5.

Yn. 2623, (Hos - JIB, 6p. 67 ot 2020 1.) (1) IIpuTekaTenst Ha pa3pelnieHueTo
3a ynotpeba WiIM HETOB YITBITHOMOIIIEH IPECTABUTEN € JIIBKEH B CPOK JIBa pabOTHU JTHU
OT IOJIy4yaBaHE Ha PEIICHUETO Ha ChBETA 3a MPOMsSIHA Ha lieHaTa 1o wi. 261a, an. 1 - 3 Ha
JICKapPCTBEH MPOAYKT JIa YBEAOMHU I10 MTOJXO IS HauuH bbiarapckust apManeBTU4YeH ChIO3
Y THPTOBIIMTE HA €O, @ T€ ChOTBETHO J1a YBEJIOMSAT ThPrOBITUTE HA IPEOHO C JIEKAPCTBEHH
MPOJIYKTH.

(2) CeBerpT mno caykeOeH pea  yBenoMsBa MUHHUCTEPCTBOTO Ha
3apaBeona3BaHeTo 1 Hamronanuara 3[paBHOOCUTYpUTEITHA Kaca 3a PEIICHUsATa, 32 KOUTO
€ JIOIYCHATO MPEeIBAPUTEITHO H3IIbIHCHHE.

Uin. 262a. (Hos - IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r., ot™m. - JIB,
op. 102 ot 2012 r., B cruta ot 21.12.2012 1., HOB - JIB, Op. 102 oT 2018 1., B criia ot
01.01.2019 r.) (1) Ouenka Ha 34paBHUTE TEXHOJIOTUH MO 4Jj. 262, ai. 4 He ce U3BBPILBA 32
TFEeHEPUYHHU JICKApCTBEHW MPOAYKTH M 3a JIEKapCTBEHH IPOAYKTH, KOUTO ChIbpiKaT
AKTUBHO/aKTHBHU BEIIECTBO/BEUIECTBA C JJOOpE yCTaHOBEHA ymoTpeda B MEIUIIMHCKATa
IPaKTHKA.

(2) 3a nexapcTBeHMTE NPOAYKTH, BKIOYEHH B llo3UTHBHHS JexkapcTBEH
CIMCBK, CE U3BBPIIBA OIIEHKA Ha 3/IpaBHUTE TEXHOJIOIUHU, KOTaTo € 3asBEHO Pa3LIUpsBaHe
Ha TEpaNeBTUYHHUTE TMOKA3aHMA, 33 KOUTO JO MOMEHTA HE € 3aIUIalllaHO C ITyOJHMYHU
CpeZCTBa, P YCIOBUS U IO pell, ONpeeseHH ¢ Hapendarta o ui. 261a, ai. 5.

(3) MunucrepctBoto Ha 3apaseonaszpanero 1 H30K moxxe MoTuBHpaHo aa
IIOMCKAT U3BBPIIBAHE HA OLEHKA Ha 3]paBHUTE TEXHOJIOIUU HA JIEKAPCTBEHU NMPOJYKTH,
BKITIOYeHU B [103WTHBHUS JIEKapCTBEH CIUCHK, MPU YCIOBHUS W 1O pEJ, OMpEIesieHH C
HapenOara mo wi. 261a, an. 5.

Un. 2626. (Hos - [IB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 1.) (1) (M3Mm. -
B, 6p. 67 ot 2020 r.) B [lo3uTuBHUS JIEKapCTBEH CHHUCHK CE€ BKIIOYBAT JIEKAPCTBEHU
HOPOAYKTH, NMPHUHAUIEKAIM KbM HOBO MEXKIYHApOJHO HEMAaTeHTHO HaHMMEHOBaHHUE, 3a
KOUTO € M3BBbpIIEHA OIlIEHKa Ha 3ApaBHUTE TexHojoruu. OIleHkaTa Ha 3JpaBHUTE
TEXHOJIOTUM € 4YacT OT Mpoleaypara IO BKIIOYBAHE Ha JIEKApCTBEHHs MPOJYKT B
[To3uTHBHUS JIEKApCTBEH CIHCHK, KaTO CHIbpKA KIMHUYHA U (PapMaKo-HKOHOMHUYECKa
OLIEHKa U BKJIIOYBA!

1. aHanu3 Ha 37paBHUS TPOOIIEM;

2. CpaBHUTEJIEH aHAJIU3 Ha TeparneBTUYHATa e(UKacHOCT, e(hEeKTUBHOCT U
0€30MacHOCT Ha JIEKapCTBEHUS MTPOIYKT;

3. a"Hanu3 Ha (hapMaKO-MKOHOMUYECKHUTE TIOKa3aTelu;

4. agann3 Ha OFOHDKETHOTO BH3IEHCTBHUE.

(2) Ouenkara Ha 3ApaBHUTE TEXHOJIOTUM C€ M3BBPIIBA 110 CIEIAHUTE

KPUTECPHUU:

1. HanMYWe WK JIWICa Ha aJITEPHATUBHO JIEYeHHE Ha 3a00JIsBaHETO;

2. HajgW4YMe WIH JIMIICA Ha JIEKApCTBEHA alTEpPHATHBA 3a JICUCHUE Ha
3a00JI9BaHETO;
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3. euxacHOCT U TepamneBTHYHA €(PEKTHUBHOCT Ha JICYEHHUETO - OLIEHKAa Ha
TepaneBTHYHATA I0J13a, YABJDKaBaHE MPOJBIDKUTEIHOCTTa HAa JKMBOTA U MOJ0OpsSBaHE
KayeCTBOTO Ha KUBOT, HAMaJISIBAaHE HA YCIOKHEHUATA OT OCHOBHOTO 3a00JIsiBaHE;

4. Opoii Ha MOTEHIIMATHUTE MMALUCHTH;

5. 0Oe3omacHOCT Ha JIEKApPCTBEHHUS MPOAYKT - YECTOTa W CEpUO3HOCT Ha
HEKEIIAaHUTE PEaKIUH, HYXKJa OT IpHIaraHe Ha JOMBIHUTEIHH MPO(QUIAKTUYHH WU
TEparneBTUYHU MEPKH 3a MPEAOTBpaTsIBaHEe HAa HEXKEJIaHU PEeaKIHH;

6. (apmMako-MKOHOMHYECKH TIOKa3aTeldd - pa3xoAd 3a Tepamus C
JIEKapCTBEHUSI IPOAYKT U CPAaBHEHHUE HA Pa3X0IUTE 3a Teparus ¢ HATMYHUTE aITePHATHBH,
CBHOTHOIIEHHUE Pa3XOoJ - pe3yJTaT, HKOHOMHUYECKA OI[CHKA Ha JOMbIHUTEIHUTE MOJI3H;

7. mON3U OT 3/IpaBHATa TEXHOJOTHs, MPEICTaBEHU 4Ype3 CIeueieHa rojuHa
*uBoT (LYG), roguna xuBoT, cboOpazeHa ¢ kauectBoto (QALY), wiu npu nurca Ha
JAHHU 32 KpaiiHU pe3yaTaTH - Ype3 MPeIoCTaBsIHE Ha MEeXKANHHH TaKUBa;

8. aHanu3 Ha OOJKETHOTO BB3JEHCTBUE Ha 0Oa3ara Ha oOd4akBaH Opoi
MAIUEeHTH;

9. olLleHKa HA Pa3XOIUTE Ha ITYOJMYHU CPEJICTBA 32 5S-TOIUIICH TIEPUO/T;

10. ananu3 Ha 3apaBHATA MEPCHEKTHUBA 32 MHCTUTYIUATA, KOSTO 3aruiaria
CBHOTBETHOTO JICYCHHUE C MyOJIMYHN CPECTBA, I OOIECTBEHATA MTEPCIIEKTUBA;

11. MopanHu ¥ eTHYHU ChOOpakeHUs (Mpu crienuGUIHH TPYH 3a00IIBAHU).

(3) (HoBa - B, O6p. 67 or 2020 r.) B CchOTBETHOTO MpPHUIOKEHHE HA
[To3uTHBHUS JIEKAPCTBEH CIUCHK CE BKIIIOYBAT JIEKAPCTBEHU MPOAYKTHU, MPUHAIJICKAIIN
KBM HOBO MEXIYHApOIAHO HETIATEHTHO HANMEHOBAaHHE, 32 KOMTO € N3BBPILIEHA OIICHKA Ha
3/paBHUTE TEXHOJIOTHH O pelia Ha all. 1 ¥ 32 KOUTO MMa MOHE €/IHA MOJIOXKHUTENTHA OI[EHKa
Ha 3][paBHATAa TEXHOJOTHUS OT JIbp)KaBHA WHCTUTYIUS Ha BemwkoOputanus, Dpanmms,
I'epmanus u [Isenus.

Un. 262B. (Hos - IB, Op. 102 ot 2018 1., B cuma ot 01.01.2019 1.) (1) (Hom. -
B, 6p. 67 ot 2020 r.) IlpocneasBaneto Ha edekra OT TepanusaTa no wi. 259, an. 1, 1. 10
Ce M3BBPIIBA OT JIeYeOHHU 3aBelleHHs, omnpeesneHd oT HanuoHamHus ChBET MO LIEHU U
peumMOypcupaHe Ha JIEKapCTBEHUTE MPOAYKTH, IO pell, ONpelesieH B HapendaTa Mo 4i.
261a, an. 5.

(2) (U3m. - 1IB, Op. 67 ot 2020 r.) HamuoHanHUAT CHBET NO IIEHU U
peuMOypcupaHe Ha JIEKapCTBEHHWTE MPOAYKTH M3BBpIIBA aHalIM3 Ha chOpaHara oOT
nedyeOHUTE 3aBefeHUs MHpopMalus Mo an. 1 mpu yciaoBHs UM MO pel, ONpeAesieHH B
HapenOara mo wi. 261a, an. 5.

(3) (HoBa - /IB, 6p. 67 ot 2020 1.) JIeueOHuUTE 3aBeACHUS 110 aj. | mpemocTaBsT
Ha CbBETa JOCTBI JIO MEIUIMHCKAaTa JOKyMEHTalMs, BOJeHa OT TIX, OTHOCHO
IPUJIaraHeTO Ha KOHKPETEH JIEKapCTBEH MPOAYKT, 3a KOWTO ce mpocieasBa epeKTbT OT
TepanusTa.

Ui 263. (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB,
6p. 15 or 2013 ., B cuna ot 01.01.2014 r.) Cbe cpeacTBa OT AbpKaBHUS OIOJKET U3BBH
o0xBaTa Ha 33JBJDKUTEITHOTO 3[[PaBHO OCUTYpsIBaHE MOTAT Jia Ce 3aIllalaT JIEKapCTBEHU
HPOAYKTH, OTIYCKaHH MO JIEKapCKO MPEeANICaHne, KOUTO HE Ca BKIIOUEHH B CIUCHKA 110
wi. 262, an. 1, HeoOXxoauMHu 3a MpodUIaKTUKA WU JIEYEHUE TIPU eMUIEMUYHH B3PUBOBE,
eMHUIeMHUH, MaHAEMUHU, KaKTO M MPU HAIMYMETO HA IMPEAIojaraéMo MM MOTBBPICHO
pa3npocTpaHeHNe Ha XUMUYECKH MIIM OMOJIOTHYHHU areHTH WU SIIPEHA PaTralivs.
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Uin. 264. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - /1B,
op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) (Hom. - JIB, 6p. 18 ot 2014 r.) [Ipn
IpeyCcTaHOBSBAaHE Ha MpoAaxoOuTe mo wi. 54, an. 3 Ha JEKapCTBEH MPOAYKT, KOHUTO €
BKJItOUeH B [l03UTHBHUS JIeKapCTBEH CHHCHK, U KOraTO B PaMKUTE Ha CHOTBETHOTO
MEXyHApOJIHO HEMaTeHTHO HAaMMEHOBAHUE HsAMA pa3pelleH 3a ynorpeda Mo To3u 3aKOH
JIpyT JIEKapCTBEH MPOIYKT, MPUTEXKATEIAT HA Pa3pelIeHUETO 3a YrnoTpeda MUCMEHO
yBenoMsiBa MHUHHUCTEPCTBOTO Ha 3JpaBeona3BaHeTo W HalmoHanHMS CHBET MO LEHH U
peuMOypcrpaHe Ha JIeKapCTBEHUTE MIPOAYKTH.

(2) (Hom. - B, Op. 18 or 2014 r.) IlpuTexarensT Ha pa3pelicHUETO 3a
yrnorpeba MMCMEHO yBeAoMsaBa MUHUCTEPCTBOTO Ha 37paBeona3Banero u Haunonannus
CBbBET MO I[IEHW U pPeuMOypcUpaHe Ha JIEKapCTBEHUTE NPOAYKTH U B CIlydyauTe Ha
NPEYCTAaHOBSBaHE MPOJAXOUTE Ha JIEKAPCTBEH NPOAYKT, YMITO Il€Ha CIyXKU 3a
onpenensHe Ha pedepeHTHa CTOMHOCT B PaMKHUTE Ha CHOTBETHOTO MEXKIYHApPOIHO
HENMaTeHTHO HAaMMEHOBaHUE U JIeKapcTBeHa (popma.

(3) Korato mpoaykrbT mo ain. 1 m 2 € mpegHa3HAaueH 3a JIeYCHUE Ha
3a00JIsBaHUsA, KOWTO CE€ 3alljlaliaT Mo peAa Ha 3aKoHa 3a 3/PaBHOTO OCHUTYpsBaHE,
IIPUTEKATEINIAT HA pa3pelIeHUeTo 3a yrnorpeda nucMmeno ysenomsisa 1 H30K B cpokosere
1o ai. 4.

(4) IlpurexarensT Ha pa3pelIeHUETO 3a ynoTrpeda € JUIbKEH /1a U3BbPLIU
YBEJIOMJICHHETO 10 aj. | He mo KbcHO OT 18 Mecela npeau Aarata Ha MPEyCTaHOBSBAaHE
Ha MPOJAXOWTE, a B CIIy4auTe MO al. 2 - HE MO-KbCHO OT TPH MEcela Npeau Jarara Ha
MPEYCTaHOBSIBaHE Ha MPOJaKOUTE.

(5) (Hom. - JIB, 6p. 18 ot 2014 r.) /lo nmpeycraHOBsIBaHE HA TPOAAKOUTE T10
an. 1 u 2 mpuTek)aTeNaT Ha pa3pelIeHHeTo 3a yoTpeda € AMBKEH 1a OCUTYPH JOCTaTh4HU
KOJIMYECTBA OT CHOTBETHHS JIEKAPCTBEH NPOMYKT 3a 3a/J0BOJISIBAHE HA 3JIPaBHHUTE
NOTPeOHOCTH, OCBEH B CIy4aWTe, KOraTo MPEyCTAaHOBABAHETO CE€ JIBJDKM Ha HSIKOE OT
OCHOBaHUsTA 110 WiI. 276 nmu no wi. 277.

(6) Cnen u3THyaHe Ha CPOKOBETE IO AJl. 4 MPUTEKATEIAT HA pa3pelICHUETO 3a
yroTpeba 1ojiaBa 3asBJICHHE M ChOTBETHUTE JOKYMEHTH 3 U3KIIFOYBAHE HA JICKAPCTBEHUS
npoaykT oT [103uTHBHUS IE€KAPCTBEH CIHCHK.

(7) Koraro cnen mpeycTaHOBsIBaHE MPOAAKOUTE HA JEKAPCTBEHUS MPOIYKT
INPUTEXATENIAT Ha Pa3pelIeHneTo 3a ynorpeda He € U3IBbJIHII 331bDKEHHETO CHU 10 all. 6,
CHBETHT O wi. 258, an. 1 ciyke6Ho ro u3kimouBa oT [103UTHBHUS JTE€KaPCTBEH CIIUCHK.

Ui 265. (1) MuHUCTEPCKHUAT CHBET Ch31aBa Komucus mo mpo3payHocT.

(2) (Hom. - AB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) CbcTaBbT Ha
KomMucusita mo nmpo3paqHocT ce omnpesess oT MUHUCTEPCKUS CHBET MO MPE/JI0KEHNE Ha
MUHHCTBpA Ha 3/IpaBeona3BaHeTo. B Hes 3aAbIKUTENHO ce BKIIOYBAT MPEACTABUTENH Ha
MuHHCTEPCTBOTO Ha 3/paBeomna3BaHeTo, HA MUHUCTEPCTBOTO HA TpyAa W COIlMaIHATa
nonmutuka, Ha MAJI, na H30K, na bbarapckus nekapcku cbio3, Ha bbirapckus
3b00JICKapCKU ChI03, Ha bbiarapckus QapmamneBTHYEH CHbIO3 W Ha OpraHU3aIMU Ha
NarueHTuTe U hapMaleBTUYHATA UHyCTPHSL.

(3) (U3wm. - [IB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 102
ot 2012 ., B cuna ot 21.12.2012 r.) JIuue, koeto e uineH Ha KomucusaTa no npo3padHocT,
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HE MOXKe Ja Objae M wieH Ha HaruonanHus chbBeT MO IEHHM M peuMOypcHpaHe Ha
JIEKapCTBEHUTE MPOTYKTH.

(4) MuHHCTEpCKHUAT ChBET OIpeneis ¢ MPaBWJIHUK YCIOBHATA U pela 3a
pabota Ha KoMucusita no npo3padHocT.

Un. 266. (U3m. - 1B, 6p. 67 ot 2020 r.) (1) Komucusra no nmpo3padyHocT €
opras, pej KOMTo Moske J1a ce 00XkaJiBat 1o aAMUHUCTPATUBEH PEJl peIlICHUsITa Ha ChBETA.

(2) Pemienusra Ha Komucusra 1o npo3payHocT ce B3€MaT ¢ MHO3UHCTBO JIBE
TPETH OT ChCTaBa M.

(3) Pemenusita Ha chBeTa MOXKE Ja ce 0OKanBaT Mo CchaeOeH pea u 6e3 aa e
n3uepriaHa Bb3MOKHOCTTA 32 OCIIOPBAHETO UM IO aIMUHUCTPATUBEH PE/I.

Un. 266a. (Hos - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.) (1) Koraro
JICYEHUETO Ha CHOTBETHO 3a0oisBaHe € Oe3 anTepHaTHBAa B CTpaHaTa, 3a KOHKPETEH
NAaIMEeHT MOXE J1a ce Mpuara JIEKapcTBEH MPOAYKT, KOWTO € pa3pelieH 3a ynorpeda B
CTpaHa - uwieHka Ha EBporielickust cbi03, pa3peliieH e 3a ynorpebda mo peia Ha TO3H 3aKOH,
HO HE C€ PasNpoCTpaHsiBa Ha OBITAPCKHUsI Mazap.

(2) (U3m. - IB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) Exerogno mo
NpeUIo’KeHNE Ha JIeYeOHUTE 3aBeICHUS 3a OOJHMYHA MMOMOII M CIIeJ CTaHOBHILIE Ha
CbOTBETHHUSI EKCIEPTEH CHBET IO CHOTBETHATa MEIUIIMHCKA CIEMUAIHOCT WU
MeAMIMHCKA JEeWHOCT mo wi. 6a, an. 1, T. 1 oT 3akoHa 3a 3ApaBeTO MUHHCTHPHT Ha
3/IpaBEeOIa3BaHETO yTBBPK/IaBa CIUCHK Ha JIEKAPCTBEHUTE MPOAYKTH MO ai. 1, KOHTO
ChIBpPIKA ciieqHaTa HHpOpMAaIIHS:

1. Ko/ 10 aHATOMO-TEPANEeBTUYHO-XMMHUYHATA KIacu(pUKaIHs;

2. MEXIYHapOJHO HENMAaTCHTHO HAMMCHOBAaHUE, KbM KOETO MPUHAIICKH
MPOJYKTHT;

3. 3a00751BaHe 10 MEXIYHAPOJICH KO Ha 3a00/I5IBAaHUATA;

4. nexapcTBeHa (hopMa U KOJIMUYECTBO aKTHUBHO BEIIECTBO;

5. JOBIHUTENHA UHDOpMALIHSL.

(3) CriuchkwT MO an. 2 ce mMyOJIMKYyBa Ha CTpaHUIIaTa HA MUHHCTEPCTBOTO Ha
3/IpaBEONa3BaHETO B HHTEPHET.

(4) VYcnoBusita M peAbT 3a BKIIOUBAHE, NMPOMEHH WM H3KIIOYBaHE Ha
JIEKapCTBEHU MPOIYKTH B CIIUCHKA IO aJl. 2 ce ONpeaesT ¢ Hapeaodara mo wi. 9, an. 1.

(5) (Hom. - B, 6p. 88 ot 2023 1., B cuia ot 20.10.2023 r., gom. - IB, 6p. 16
ot 2024 1., B cuna ot 23.02.2024 r.) JlekapcTBEHUAT MPOIYKT MO aji. 1 ce JoctaBs MO
CrielyaliHa mophyka Ha JiedeOHO 3aBe/ieHre 3a OOJIHUYHA TIOMOIII IPH YCIOBHS U TIO pef,
ompeJieNIeHu ¢ HapeadaTa 1o wi. 9, ain. 1, KOUTO BKJIFOYBAT Hal-MaJIKO €/IHA OT CIEIHUTE
BB3MOKHOCTH:

1. upe3 mporeaypa 1o MpsiKo JoroBapsiHe 0e3 MpeBapuTeTHO 00sIBICHUE TIPH
npuiarane Ha 4i. 79, an. 1, T. 4 ot 3akoHa 3a OOIIECTBEHUTE MOPHUKY;

2. 9pe3 CKII0YBaHE Ha PAMKOBH CITOPA3yMEHUS 32 JIEKAPCTBEHUTE MPOIYKTH B
CIUCHKA MO al. 2 OT MUHUCTHPA Ha 37paBeONa3BaHETo;

3. 0e3 mpuiarane Ha 3akoHa 3a OOLIECTBEHUTE MOPBUKH, B CIydail Ha Jurca
Ha PAaMKOBO CIIOpa3yMEHHeE 10 T. 2, KaTo 00SBIEHUETO 3a CKIIIOUEH JIOTOBOP ce MyOINKYBa
o pena Ha wi. 26, an. 1, 1. 3 ot 3akoHa 3a 00IIECTBEHUTE TTOPBHYKH.

(6) PproBoauTENAT Ha J1€4eOHOTO 3aBEJCHUE MO ajl. 5 HOCH OTTOBOPHOCT 32
MIPUJIAraHETO Ha JICYEHUETO 10 ai. 1.
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Un. 2666. (Hos - JIB, 6p. 67 ot 2020 1.) (1) Ilo u3kimtoueHue, npu JIUIca Ha
aJITEepHATHBA 3a JICUCHWE Ha KOHKPETEH MAaIlMEeHT U CaMO B MHTEPEC Ha HErOBOTO 3/paBe,
pa3perieH 3a ynorpeba B cTpaHara JEKapCTBEH MPOAYKT MOXE Ja Ce Mpuiara U3BbH
YCJIOBHSATA Ha Pa3pelICHUETO 3a yrnmoTpeda Ha JICKapCTBEHUS MPOAYKT, IMPU HAJTU4YWE Ha
HAy4YHU JIOKa3aTeJICTBa 3a 0€30MacHOCTTa U €PUKACHOCTTA HA TO3U MPOIYKT.

(2) JlekapcTBEHHAT MPOIYKT MO ajl. | ce MpeanmucBa OT KOMHUCHS OT TpUMa
JIeKapH OT JiedeOHO 3aBe/IeHre 3a OOJTHIYHA ITOMOII] C PU3HATA CIICUATHOCT 10 Ipoduia
Ha 3a00JsIBAHETO, KOUTO MOTHBUPAT MIPEANMMCAHUETO 32 BCCKW KOHKPETEH IMallUeHT.

(3) Jlewennero mo an. 1 ce mpoBexaa B JiedeOHO 3aBe/cHHE 3a OOJHUYHA
MTOMOIII CJIeJI IMOJyYaBaHe Ha MUCMEHO HH(POPMHUPAHO ChIIacKe OT MallMeHTA.

(4) Bceku erart OT JIe4eHHUETO Ha TAIMEHTA CE MPOCIEAsBA U JOKYMEHTUPA OT
JIEKapUTEe OT KOMHUCHSTA I10 aJl. 2, KOUTO HOCSAT OTTOBOPHOCT 32 ITPOBEXKIaHE HA JICYCHUETO
mo ain. 1.

(5) Komucusra o an. 2 yBegoMsaBa M3nbiaHuTenHa areHnus "MeaulnHCKH
Haazop" u MAJI 3a nmpoBex1aHOTO JIeYeHHeE 110 ail. 1.

(6) YcrnoBusita M peabT 3a MONTy4aBaHe Ha HMH(YOPMHUPAHO ChIIacue OT
MaIUeHTa 1Mo aji. 3, IPOCIIeAIBaHETO W JIOKYMCHTHPAHETO HA JICYCHHUETO 1O ajl. 4 U Ha
0e30MmacHOCTTa U e(pUKACHOCTTA Ha JIEKAPCTBEHHSI MMPOJIYKT CE OMPEAEIAT B Hapeadara mo
1. 9, an. 1.

(7) (Jom. - B, Op. 62 ot 2022 1., B cuna ot 05.08.2022 r.) B cayyaure no an.
1 JnekapCTBEHUAT MPOAYKT HE CE 3aljama ¢ MyOJIMYHU CPEJICTBA, ¢ M3KIIOUCHUE Ha
ciydaute 1o wi. 82, an. 3 oT 3akoHa 3a 37paBeTo, onpeesieHu B HapeadaTa 1o 4. 82, a.
6 oT 3aKoHa 3a 3/IpaBeTo.

I'maBa TpuHagecera.
ABPKABEH KOHTPOJI BbPXY JJEKAPCTBEHUTE INTPOAYKTHU

Uin. 267. (1) (U3m. - B, 6p. 98 o1 2010 1., B cuma ot 01.01.2011 1., mom. - /IB,
6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) MuHHCTEPCTBOTO Ha 3/paBeONa3BaHETO
PBKOBOJIM ABP)KABHHSI KOHTPOJ BBPXY JIEKapCTBEHUTE MpOoAyKTH. HemocpencTBeHOTO
PBKOBOJICTBO CE€ OCBUIECTBSIBA OT TJIABHUS JBP)KABEH 3/paBE€H MHCIEKTOP, OT
npejceaarens Ha chbBeTa 1o 4i. 258, an. 1, oT usnbianuTennus aupekrop Ha MAJL u ot
mupexkropute Ha P3M, kouTo ca Jbp)KaBHM HWHCHEKTOPU 10 KOHTpOJa BBPXY
JIEKapCTBEHUTE MPOIYKTH.

(2) (U3m. - [IB, 6p. 98 o1 2010 ., B cuma ot 01.01.2011 r., mom. - IB, 6p. 102
oT 2012 1., B cmma ot 21.12.2012 1.) Opranu 3a 1bpkaBeH KOHTPOJ BHPXY JIEKAPCTBEHUTE
IPOAYKTH ca CbBETHT N0 wi. 258, an. 1, UAJI u P3N.

(3) (Hosa - 1B, 6p. 67 ot 2020 r.) Pernonasnure 31paBHA WHCIICKIIUU B
paMKHTE Ha CBOSITAa KOMIETEHTHOCT chieiictBaT Ha MAJl mpu ochluecTBsiBaHEe Ha
NEMHOCTUTE MO KOHTPOJIAa BBPXY JEKaPCTBEHUTE MIPOAYKTH.

(4) (Uzm. - [IB, 6p. 98 o1 2010 ., B cuma ot 01.01.2011 r., mom. - IB, 6p. 102
or 2012 ., B cwma or 21.12.2012 r., npenumua an. 3 - JIB, 6p. 67 ot 2020 1.)
HenocpencTBeHUAT KOHTpOJI CE€ yNpaXkHsABa OT JUIBXHOCTHU JIMIAa - HMHCIEKTOPH M
€KCIIEPTH, ONPEACIIEHU ChC 3all0OBEIN Ha MpejcenaTeNs Ha cbBeTa no wi. 258, an. 1, Ha
nupektopa Ha MAJI unu Ha nupekTopa Ha choTBeTHaTa P31.
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(5) (Ilpegumna an. 4 - JIB, 6p. 67 ot 2020 r.) IIpu ocwIinecTBsiBaHe Ha
KOHTPOJIHUTE CU (YHKIIMM OpPraHuTe MO aj. | Morar Ja MOouCKarT ChACHCTBUETO Ha
opranuTe Ha MUHUCTEPCTBOTO Ha BHTPEUIHUTE PAOOTH.

Ui 267a. (1) (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., uzm. -
B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., u3m. - IB, 6p. 102 ot 2018 1., B cua ot
01.01.2019 r., npeaumied TekcT Ha wi. 267a - JIB, 6p. 67 ot 2020 r.) U3mbaauTenHa
areHuys "MenuUUMHCKHA Haa30p" OCBILECTBABA KOHTPOJ 3@ CIAa3BaHETO HA YTBBPACHUTE
dapmako-TepaneBTUYHN PHKOBOJICTBA U U3BBPILIBAHETO HA OIICHKA Ha €()EKTUBHOCTTA Ha
TEpanusTa B CbOTBETCTBUE C KpUTEpUUTE 110 ui. 259, an. 1, 1. 4.

(2) (Homa - [IB, 6p. 67 ot 2020 r.) U3nbeaauTenHa areHnus "MeIumuHCKA
HaJ30p" MOXeE Ja U3BbPIIBA NMPOBEPKU B alTeKUTE MO Wi. 222, an. 4, KOUTO BKIIIOUBAT
MIPOBEPKA 3a CbOTBETCTBUETO HA BUAOBETE U KOJMUECTBATA JIEKAPCTBEHU MPOAYKTH, KOUTO
ca MpeanuCaHd W/WIM TPUIOKEHH Ha TMAIMEeHTUTE, C BHJOBETE M KOJIWYECTBaTa
JICKapCTBEHU MPOJYKTH, KOMTO Ca OTIYCHATH OT anTeKara, Koraro Te3u JIeKapCTBEHU
IPOAYKTHU C€ 3aIuialaT ¢ MyOJIu4YHU CPeCTBA.

Ui 268. (1) U3nbanuTenHara areHuys 1o JIeKapcTBaTa yIpakHsIBa KOHTPOIT
BBPXY:

1. (mom. - 1B, 6p. 102 o1 2012 1., B cuna ot 02.01.2013 r.) chOTBETCTBUETO HA
MOMEIIEHUATA, CbOPBKEHUATA U YCIOBUATA 332 MPOU3BOACTBO, KOHTPOJ, ChbXpPaHEHUE U
THPrOBUS C JICKAPCTBEHH MPOAYKTH M aKTUBHH BEUIECTBA U 3a CIIa3BaHE HA M3UCKBAHUITA
Ha JloOparta mNpOM3BOJCTBEHA NIPAaKTHKAa Ha JEKapCcTBEHUW MpoaykTu u JloOpara
TUCTPUOYTOPCKA PAKTUKA;

2. (m3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) meiiHocTTa Ha
NPUTEKATEIINTE HAa paspelieHne 3a ynorpeda, Ha TMPOU3BOAMTEINTE, BHOCHUTEIHUTE,
THPTOBIIUTE HA €PO C JICKAPCTBEHU MPOIYKTH M aKTUBHU BEIIECTBA, HA TOCPEAHUIINTE B
o0acTTa Ha JIEKapCTBEHUTE MIPOAYKTH, HA alITEKUTE U IPOTCPUHTE;

3. KayecTBOTO, O€30MaCHOCTTA U €(PUKACHOCTTA Ha JIEKAPCTBEHUTE MPOTYKTH;

4. KIMHUYHUTE W3MHUTBAHUS Ha JIEKAPCTBEHUTE IMPOJIYKTH W KOHTPON 3a
cra3BaHe Ha M3UCKBaHMATA Ha JJoOpaTa KIMHUYHA MPAKTHKA,

5. nexapcTBeHaTa WH(GOpPMAIHA, CBbP3aHa C pa3penIaBaHeTo UM 3a yroTpeda
U peKJiaMaTa;

6. (u3m. - JIB, Op. 102 ot 2012 r., B cuya ot 21.12.2012 r.) cucremara 3a
mpocie/siBaHe Ha JieKapcTBeHa Oe30MacHOCT Ha MpPUTEXATeNUTe Ha paspelieHue 3a
yrmoTpeba W 3a cra3BaHe M3WCKBaHUATa Ha JloOpara mpakTHKa 3a MpOCiesBaHe Ha
JeKapcTBeHa 6e30M1acHOCT;

7. (moBa - JIB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) U3NBJIIHEHUETO HA
3aabIDKeHUATa Mo wi. 68, am. 1, T. 11 mwun. 217, 1. 6;

8. (HoBa - JIB, Op. 16 ot 2024 1., B cuna ot 23.02.2024 r.) U3MIBIHEHUETO HA
3aIb/DKEHUITA 110 4. 2720, ain. 3 u 4.

(2) U3m. - 1B, 6p. 98 o1 2010 1., B cuma ot 01.01.2011 r., u3m. - 1B, Op. 102
or 2018 r., B cuna ot 01.01.2019 r.) Pernonannute 31paBHU MHCHEKLMHU YIPaXKHSABAT
KOHTPOJ:

1. BbpXy NOMEIIEHUATa, CHOPBHKCHHSITA, YCIOBUSATA 3a CBhXpAaHEHUE H
THPTOBUS C JIEKAPCTBEHH MTPOIAYKTH;
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2. BBpXYy JEMHOCTTa Ha THPrOBLUTE Ha €IpO, aNTEKUTe U JIPOTEPUUTE,
Pa3MoI0KEeHN Ha TEPUTOPHSITA HA CHOTBETHATA 00JIACT;

3. 3a CIa3BaHETO Ha YTBBPIACHUTE LIEHH, IPEJCIHUTE LIEHU, PETUCTPUPAHUTE
[EHH Ha JIEKapCTBEHUTE MPOAYKTH IMpPH Mpojakdara MM Ha JApeOHO OT anTeKUTe U
JIPOrepUUTE, Pa3oJIOKEHN HAa TEPUTOPHUSATA Ha CHOTBETHATA 00JIACT;

4. (noBa - JIB, Op. 67 ot 2020 r.) BbpXYy JEHHOCTUTE 10 YHUIIOXKABaHE Ha
JIEKapPCTBEHU MTPOIYKTH.

(3) (Homa - IB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.) ChBeTHT 10 UJI.
258, an. 1 ynpaxHsBa KOHTPOJI:

1. 3a cia3BaHeToO Ha YTBBPICHUTE IICHHU, NIPEJICITHUTE LIEHU U PETUCTPUPAHUTE
[IEHU Ha JIEKAPCTBEHUTE MPOAYKTH MHpHU Mpojaaxbdara UM OT THPrOBLUUTE Ha €lIpo C
JIeKapCTBEHH MPOAYKTH;

2. (mom. - JIB, 6p. 67 ot 2020 r.) BbpXYy NEWHOCTTA HA MPHUTEKATEIUTE HA
paspemieHuss 3a ymoTpebda Ha JIEKApCTBEHW NPOAYKTH M THPrOBHUTE Ha €ApO C
JICKapCTBEHU MPOIYKTH OTHOCHO CIa3BAHETO Ha 3aIbJDKCHHSITA UM, OIpPEAEICHH C
HapexnOaTa mo wi. 261a, an. 5.

(4) (IIpeaumna an. 3 - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) C
HAJl ce copriacyBar WHBECTHLMOHHUTE MPOEKTH 3a CTPOHMTEICTBO Ha HOBU H/WIIU
MPEYCTPOICTBO Ha CHILECTBYBAIIN 0OEKTH, CBbP3aHU C MPOU3BOACTBOTO HA JIEKAPCTBEHU
IPOAYKTH chOOpa3HO MpaBmiiaTa 3a JJoOpara mpon3BOJICTBEHA TPAKTHUKA HA JIEKAPCTBEHU

IMMPOAYKTH.

Ui 268a. (Hos - /IB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r.) (1) (U3m. -
/1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [lapeHus Ha JIeKapCTBEHU MPOTYKTH OT
MIPUTEKATENIN Ha pa3pelieHue 3a ynorpeda, Mpou3BOAUTENH, THPTOBIH HA €1PO U APeOHO
u oT bbiarapckus YepBeH KpbCT MOraT Ja Ce HM3BBPILIBAT caMO Cliel] I0JlaBaHE Ha
yBenomiieHne ot agaputens ao HMAJI mo obpaser, yTBbplieH OT MUHHUCTBpa Ha
3/1paBeoIa3BaHETO MO MPEAIOKEHNE Ha U3MbIHUTENHUS AupekTop Ha MAJL

(2) Hapenusita ce H3BBPIIBAT TMpU Ccla3BaHe Ha mpaBuiara 3a J{oOpa
JapuTesicka npakTuka Ha CBeTOBHATa 3paBHA OpraHu3alusl.

(3) (Orm. - 1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.)

(4) JleueOnuTe 3aBenenus u boarapckust YepseH kpbeT yBenomssatr MAJI 3a
HOJYYEHUTE JTAPEHUS Ha JIEKAPCTBEHU MPOIYKTH B 7-THEBEH CPOK OT MOJTY4YaBaHETO HM.

(5) B xkpas nHa Bcsako tpumeceune WMAJI wmsmpama wundopmarus B
MuUHHCTEPCTBOTO Ha 3APAaBEONA3BAHETO 33 U3BBPLICHUTE JAPEHNUs 110 all. 4.

(6) 3a U3BBPIIBAHETO HA JApEHHE Ha JICKAPCTBEH MPOAYKT IO MOJjba Ha
JeyeOHO 3aBelleHMe, NpeJHa3HauyeH 3a JieueHHWe Ha KOHKPETeH MaIMeHT B
’)KMBOTO3aCTpalllaBallo ChCTOSIHUE, naputenar yBeaomsiBa MAJI B 7-mHEBEH CpOK OT
U3BBPIIBAHETO MY.

(7) Hapenusra no an. 6 He MoraT Jia Ha/IBUIIaBaT KOJIMYECTBOTO, HEOOXOMMO
3a €JHOKpATEH KypcC Ha JICYEHHUE.

Yn. 269. (1) KoutpomsT mo ui. 267 ce U3BBpLIBA Ype3 HMHCHEKIUH M
1a00paTOPHHA U3MTUTBAHMUS.
(2) Uncnexnuure u 1a00paTOpHUTE U3MUTBAHUS 110 ajl. | ce U3BbPIIBAT:
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1. BBbB Bpb3Ka C U3JaBaHe Ha pa3peuieHus 3a ynorpeda, mpou3BOACTBO, BHOC
U cepTU(UKATH IO peia Ha TO3H 3aKOH;

2. BbB Bpb3Ka C OCHIIECTBABAHE HA/I30p Ha MMa3apa Ha JIEKapCTBEHU MPOIYKTH;

3. npu 3asBsiBaHE OT cTpaHa Ha EBpomelickara komucus, Ha EBpomneiickara
areHlus IO JIeKapCcTBaTa WIM OT CTpaHa Ha KOMIIETEHTHHUS OpraH Ha Jpyra IbpxaBa
YJICHKA,;

4. ipu 3asBsBaHE OT CTPaHA HA MPOU3BOAUTEN, BHOCUTEI WM MIPUTEKATEN HA
paspelieHue 3a ynorpeda u3BbH CllydyauTe 1o T. 1.

(3) (U3m. - 1B, 6p. 102 o1 2012 1., B cua ot 21.12.2012 r.) M3nbaHUTEIHATA
areHIys 110 JISKapCTBaTa 3BbPILBA MHCIICKLIUH:

1. Ha MOpPOW3BOAMTENM HA JIEKAPCTBEHU TMPOAYKTH, pAa3MOJIOKEHU Ha
TeputopusTa Ha PeryOnuka bearapus, Ha AbpikaBa WiCHKA WIK B TPETH JbP)KaBHU;

2. Ha BHOCHUTEJH U THPrOBIHM HA €APO C JIEKAPCTBEHU MPOIYKTH;

3. Ha TMOMEIIEHHsTAa Ha MPOU3BOAMUTEINTE, BHOCHUTEINTE M THPrOBLIUTE HA
€po Ha aKTUBHHU BEIECTBA, Pa3I0JIOKEHH Ha TepuTopusTa Ha Penmybnuka bearapus;

4. Ha TIOMEIIEHMTA Ha MMPOM3BOANUTENN WM THPTrOBIM HAa €IpO HA aKTUBHH
BEIIECTBA, PA3MOJI0KEHU B TPETU AbPIKABH, KAKTO M HA MPOU3BOAUTENN WU BHOCUTEIN
Ha IMOMOIIIHU BEIIECTBA;

5. Ha TIOMEIEHUsATAa Ha MPHUTEKATEIUTE Ha pa3pelleHus 3a ymnorpeda Ha
JICKapCTBEHHW MPOIYKTH M Ha MOCPEAHUIUTE B 00JacTTa Ha JICKAPCTBEHHUTE MPOIYKTH,
perucTpupaHu 1o peaa Ha wi. 212a;

6. Karo YacT OT cepTU(UKAMOHHA MPOLEAYypa, KOSTO € BBB BpPH3Ka C
MoHorpaduu Ha EBponeiickaTta papmakones;

7. Ha TPOM3BOAMTENM HAa HM3XOAHM MaTepHald IO IMUCMEHO HCKaHE Ha
MIPOU3BOTUTEIIS.

(4) WznpnanurenHaTa areHUus IO JIEKapCTBaTa MW3BbBpIIBAa MHCIEKIUH Ha
MIPOU3BOUTENN HA JIEKAPCTBEHHU MPOAYKTH, YCTAHOBEHH B TpPeTa Ibp>KaBa, BbB BPb3Ka C
M0J1aJICHO 3asBJICHUE 3a MOJyyaBaHe Ha pa3pellieHue 3a yrnoTpeda Uim BHOC.

(5) (U3m. - [IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) MHCHekuuTe 1o
al. 3 u 4 ce W3BBPIIBAT B CHOTBETCTBHE C PHKOBOJICTBA, NMpHETH OT EBpormelickarta
KOMHCHSL.

(6) (U3m. - 1B, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) U3nbiHUTENIHATA
areHIus 1o JieKapcTBaTa y4acTBa mo uckane ot EBpomeiickara komucus, EBponeiickara
areHIMs 110 JIEKapCTBaTa WK Jbp)KaBa WICHKA IPU W3BHPIIBAHETO HA MHCIEKIUH T10 aJl.
3 B EBporneiickust cb103 UM B TPETH IHPKABU.

(7) (U3m. - 1B, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) U3nbiHUTENIHATA
areHIIus 1o JIeKapcTBaTa Cu ChTPpyAHUYHU U 00MeHs nHdopmanus ¢ EBponeiickaTa areHius
10 JIEKapCcTBaTa Mpy TUIAHUPAHE U U3BBPIIBAHE HA WHCTIICKIMHTE 110 al. 3.

(8) (Homa - 1B, 6p. 102 oT 2012 1., B cuua ot 21.12.2012 r.) U3nbinHuTEIHATA
areHIMs To JIEKapCTBaTa CH ChTPYIHUYH ¢ EBpormeiickara areHIus 1o JeKapcTBaTa mpu
KOOPJMHHUPAHETO HA MHCIICKIINH B TPETH IbPIKABH.

Un. 269a. (Hos - JIB, 6p. 102 ot 2012 ., B cma ot 21.12.2012 1.) (1) (M3Mm. -
1B, 6p. 67 ot 2020 r.) [reKHOCTHUTE JIMLIA 110 Wi. 267, aji. 4 U3rOTBSAT JAOKJIA] 3a BCAKA
M3BBPILICHA HHCIEKIUs 1o 4. 269, an. 3 u 4 3a cmna3BaHeTO Ha MNPUHLMINTE U
pBKOBOZICTBaTa 3a J[0Opa mpon3BOCTBEHA MpakTHKa Wiau 3a [[obpure qucTpuOyTOpCKu
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MPAKTUKH, UJIK 32 Cl1a3BaHE U3UCKBAHUATA HA IJ1aBa OCMa, KAKTO U M3UCKBAHUATA HA TO3U
3aKOH.

(2) Hoknanst o an. 1 ce mpeaocTaBsi Ha MPOBEPSIBAHOTO JIMIIE, KOETO MOXKeE
Jla TIPEICTaBH OCJICKKH IO HETO.

(3) Ilpu monyuaBane Ha ob6ocHOBaHO MckaHe MAJI u3mpaiia 1o enekTpoHeH
BT JAOKJIAJIUTE MO . | Ha KOMIETEHTHUS OpraH Ha Jpyra Jbp)KaBa WICHKa WIM Ha
EBporneiickara areHius 1o jJexapcTpara.

Ui 2696. (Hos - JIB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 1.) (1) Koraro
B pE3yJiTaT Ha U3BbBpIICHA MHCIEKIMS 10 Wi. 269, an. 3 ce yCTaHOBU ChOTBETCTBUE C
JoOpara mpou3BOJICTBEHA MPaKTHKa, ChOTBETHO J[0OpuTe AUCTPUOYTOPCKU MPaKTHUKH,
Koraro € npunoxumo, MAJI nznasa Ha NpOU3BOAUTENS, BHOCUTENS WJIM HA ThProBeLa Ha
eapo ceprudukat 3a JloOpa mpon3BoICTBEHA MPAKTUKA, CbOTBETHO cepTudukar 3a Jlobpa
TUCcTprOyTOpCKa MpakTUKa B CPoK 110 90 THU OT U3BBPIIBAHE HA WHCTICKIIHATA.

(2) Korato B pe3yaTar Ha HM3BBpIIEHA HHCIEKIHUS 1Mo 4i. 269, an. 3 ce
YCTaHOBH, Y€ MPOU3BOJAUTEINST, BHOCUTEISAT WIM ThPrOBELbT HA €IpO HA JIEKApCTBEHU
OPOAYKTH WM Ha AKTUBHM BEIlECTBA HE CHa3Ba M3UCKBAHMATA HAa 3aKOHA W/WIU
NPUHIUIATE ¥ PBKOBOJCTBaTa 3a JloOpa mpom3BOACTBEHA MpakTHKa W/nian Ha JoOpure
mucTpubyropcku npaktuku, MAJI n3naBa ctaHoBHIIE 32 HECHOTBETCTBHE.

(3) U3npaHuTenHaTa areHuus 110 JeKapcTBaTa BbBeK/1a B 0a3ara JaHHU 110 4Jl.
147 n3nanenute ceptudukaru 1o an. | u uHGopManms mo aji. 2.

Ui 2698. (Hos - /IB, 6p. 102 oT 2012 1., B crta ot 21.12.2012 1.) (1) Koraro
B pe3yiTarT Ha u3BbplIeHa HHCnekuus no wi. 270, an. 1, T. 5 ce ycraHoBu, ue
MPUTEKATENAT HA Pa3pelICHUETO 3a yrnoTpeda He cra3Ba M3MCKBAHMSITA HA IJIaBa OCMa,
NAJI naBa npeanucanus 3a OTCTpPaHsSBaHE HA HEChOTBETCTBUSATA.

(2) B cayqaute no an. 1 UAJI yBenomsiBa abpkaBuTe WwieHKU, EBporelickara
areHuus 1o Jiekapcreara U EBponelickata KOMUCHS.

Un. 270. (1) (U3m. - JIB, Op. 67 ot 2020 r.) B pamkutre Ha cBosTa
KOMIIETEHTHOCT JUTbKHOCTHUTE JIMLIA 10 Wi. 267, an. 4 uMar npaso:

1. (m3m. - 1B, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) Ha mocThm A0
BCUYKHM JOKYMEHTH, CBBbP3aHU C MpeIMeTa Ha MHCIEKLHUATA, KaKTO U 10 JOKYMEHTH,
CBBP3aHHU MPSKO WM KOCBEHO C HApYIIIEHHE Ha TO3H 3aKOH WJIM Ha 3aKOHOJIATEJICTBOTO Ha
IbpXKaBUTE WICHKU, BbBEXKAAIM n3nckBaHusaTa Ha Jupextusa 2001/83/EO, He3aBUCHUMO
oT popMara Ha JOKYMEHTAa;

2. Aa pa3nopenar Ha BCAKO JIMIIE Ja MPeIOCTaBU CBEICHMS 3a HapYyUIEHUs 10
T. |, KOUTO ca My U3BECTHU;

2a. (woBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) 12 HHCTIEKTHPAT
MPOU3BOJICTBEHUTE M THPTrOBCKUTE OOEKTH HA MPOU3BOJIUTEIUTE HA JIEKAPCTBEHHU
MPOJYKTH, aKTUBHH WM MTOMOIIHH BEIIECTBA, KAKTO U J1a0OpaTopuuTe, U3IMOI3BAHU OT
MPUTEKATEIIUTE HA pa3pelIeHue 3a TPOU3BOACTBO WM BHOC;

3. 1a MHCIIEKTUPAT IO BCAKO BpeMe 00eKTUTe, MOJIJISKAIN Ha KOHTPOIL, U Ja
W3HUCKBAT, MPOBEPSABAT U MPABAT KOMHS OT BCUYKH JOKYMEHTH, CBBP3aHU C ISJIOCTHATA
JNEHHOCT HAa KOHTPOJIUPAHUS 00EKT;
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4. nma B3eMar MpoOM OT JIEKapCTBEHU MPOIYKTH, aKTHUBHH M IOMOIIHU
BELIECTBA 3a JJAOOPaTOPHU U3NUTBAHMUS;

5. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 1a mHCHIEKTHpAT
NOMEIICHUATA, apXUBHUTE, TOKYMEHTUTE M OCHOBHATA JOKYMEHTAIlMs Ha CHCTeMara 3a
Ipocie/iBaHe Ha JIeKapcTBeHaTa O€30MacHOCT Ha MpUTEeXaTelss Ha pa3pelieHueTo 3a
yrnoTpeda WM JIMIA, Ha KOUTO € BB3JI0KHUI U3BbPILBAHE HA JICHHOCTUTE IO TJIaBa OCMa;

6. (noBa - JIB, Op. 102 ot 2012 r., B cmima ot 21.12.2012 r.) na u3BbpIBaT
NPOBEpKAa OTHOCHO CIIa3BaHETO HA YTBBPACHUTE IEHH, TMPENCTHUTE IEHH WU
pEerucTpUpaHUTE LIEHU NPU Mpoax0arTa Ha IEKapCTBEHH MPOIYKTH;

7. (mpemumHa T. 6 - IIB, 0p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) na
CHCTaBST aKTOBE 332 YCTAHOBABAHE HA aJIMUHUCTPATUBHU HAPYIICHHUS.

(2) (Orm. - IIB, 6p. 102 o1 2012 1., B cmma ot 21.12.2012 1.)

(3) (U3m. - B, 6p. 98 ot 2010 1., B cruta ot 01.01.2011 r.) U3nbiHuTETHUAAT
mupextop Ha MAJI wnu crotBeTHUAT nupekTop Ha P3U B 3aBUCHMOCT OT MOAYMHEHUETO
Ha JITBHKHOCTHOTO JIUIIE, YCTAHOBUIJIO HAPYIICHUETO, MMa IIPaBo Ja:

1. pasmopean NMCMEHO Ha HAPYIIUTES 1a PEYCTAHOBU HAPYIICHUETO T10 aJl.
1,T.1;

2. I3UCKBA OT HAPYIIMTENS Ja IEKIapupa, Ye Ie MPEyCTaHOBU HAPYIICHUETO
no an. 1, T. | u npu HeoOXOIUMOCT J1a IO 33aIBJIKU JIa HAIIPaBH JeKIapanusaTa 001IEeCTBEHO
JOCTOSTHUE;

3. pa3nopeau mpekpaTsBaHe WK 3abpaHa Ha BCSIKO HapylieHue mo ai. 1, T. 1
U MIPH HEOOXOIMMOCT Jla HalpaBU pa3MOpEeKIAHETO 3a MpEeKpaTsBaHe WM 3a0paHa Ha
HApPYIICHUETO OOIIECTBEHO JOCTOSHUE.

(4) (Homa - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) IIpencenarenst
Ha chbBeTa mo wi. 258, an. 1 mma mpaBo Ja pas3mopenyd MUCMEHO Ha HapyHIUTeNs Ja
NpeyCTaHOBU HapyIICHUETO, yCTAHOBEHO MPH MpoBepKara 1o ai. 1, T. 6.

Un. 270a. (Hos - JIB, Op. 67 ot 2020 r.) (1) Ilpu ocbuiecTBsiBaHE Ha
KOHTPOJHHUTE CU (DYHKIIMU CHBETHT 0 wiI. 258, ain. 1 uma npaso aa:

1. n3uckBa nHGoOpMaIus 3a:

a) JOCTaBEHUTE Ha TepuTopusara Ha PemyOnuka bbiarapus komudectBa Io
JIEKapCTBEHU MPOIYKTH, KAKTO U IIEHUTE Ha TSIXHOTO PUI00MBaHE;

0) ThProBUUTE Ha €1pO, Ha KOUTO Ca JIOCTaBEHU KOJIMYEeCTBATa JEKapCTBEHU
NpoAyKTH 1o OykBa "a";

B) JlaTaTa, Ha KOSITO Ca M3BBPILEHH JOCTaBKUTE 1Mo OykBH "a" u "0";

I) HaJIUYHUTE B CKJIAJOBETE€ KOJIMYECTBA, IIOCOYEHH 110 JIEKAPCTBEHU
TPOJIYKTH;

2. mpoBepsiBa THPTrOBCKM WM JPYTU KHMKA, JOKYMEHTH M HOCHUTENIU Ha
uH(OpMaIKs C OTJIe]] yCTAaHOBSBAaHE Ha CI1a3BaHE HA YTBBP/ICHUTE LICHU, TPEJCTHUTE LIEHU
WM PETUCTPUPAHUTE 1IEHU Ha JIEKAPCTBEHUTE MPOIYKTH;

3. U3MCKBa M CHOMpA OPUTHHAIHU JTOKYMEHTH, JaHHU, CBEICHUS, KHUXKA,
CIpaBKM M JPYrd HOCUTENM Ha WHOpMalus 3a YCTaHOBSBAHETO Ha CIa3BaHE Ha
YTBBPACHUTE LEHHU, NPEICIHUTE LIEHW WIA PETUCTPUPAHUTE IIEHM Ha JIEKAPCTBEHUTE
MPOJYKTH; N3UCKBA 3aBEPEHM KOMUS HA MUCMEHUTE JOKYMEHTHU U 3aBEPEHU pa3ledyaTKu
Ha JIaHHU OT TEXHUYECKU HOCUTEIH;
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4. MOJTy4M AOCTBII OT TPOBEPSABAHHUTE JIMIA O ABTOMATU3UPAHUTE UM
UH(POPMALIMOHHU CUCTEMH, IPOIYKTH UM APXHUBH, KOTAaTO ChOUPAHETO, ChXPAHIBAHETO U
oOpaboTkara Ha HH(OPMALUATA CEe U3BBPILIBA 110 TO3H HAYHH.

(2) Ilpu ochiecTBsIBaHE HA KOHTPOJIHUTE CH (DYHKIMH CHBETHT UMa MPABO Ja
M3UCKBA OT IPOBEPSIBAHUTE JINIIA [TPEOCTaBIHE HA MH(POPMALS U JTOKYMEHTH 110 al. | B
OIIPEJIEICH OT HETO CPOK.

(3) CpBeThT MOXE J1a CKIIIOYBA CIIOPa3yMEHHS 3a B3aUMOJEHCTBUE C APYTH
KOHTPOJIHH OpPT'aHH, PH U3IIbJIHEHUE HA PYHKIIUUTE CH 110 aj. .

. 271. (1) (U3m. - 1B, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 r.)
PernonamuuTe 3paBHU MHCTICKIIUN UMAT MIPABO Ja:

1. cnupar CTPOUTENICTBOTO W Ja W3/aBaT MpPEINUCaHHs, KOraTO yCTaHOBSIT
HApYIICHUS HA XWUTHCHHUTE HOPMH M WM3WUCKBAaHHMS B Tpolleca Ha M3IBIHCHHE Ha
CTPOUTENICTBOTO; IMpPH HE3aKOHHO CTPOMUTEICTBO Ha OOEKTH U CHOPBKEHUs 3a
MPOU3BOJICTBO, CHXPAaHEHHWE W MPOaaX0a Ha JIGKAPCTBEHU MPOIYKTH YBEIOMSBAT
Jupeknusara 3a HAIMOHAJEH CTPOUTENIEH KOHTPOJ WM TEXHHMYecKaTa ciyxkba Ha
oOmuHara;

2. 3a0paHsBaT MyCKAHETO B €KCIUIOATAIlMS U Jla COUpPAT eKCIIoaTalusaTa Ha
00CKTH M ChOPHKEHUS MPU HAPYIIABaHE HAa W3MCKBAHUATA U HA XUTHCHHUTE HOPMH TIPU
MIPOU3BOJICTBOTO, CHXPAHEHMETO W IMpojax0baTra Ha JEKapCTBEHH MPOAYKTH - O
OTCTpaHsIBaHE HA HAPYIICHUSITA,

3. (u3m. - /IB, 6p. 71 ot 2008 ., B cua ot 12.08.2008 r., u3Mm. - /IB, 6p. 67 ot
2020 r.) GioKHMpaT JEKapCTBEHH MPOIYKTH CJIE] TIOJy4yaBaHEe HAa MUCMEHO YBEIOMIICHUE
ot MAJI 3a Hanmnyue Ha TOKyMEeHTHpaHa HHPOpMaIus 3a: HEChOTBETCTBHE C H3MCKBAHUATA
3a KaueCTBO; JICKAPCTBCHH MPOIYKTH, BHECCHH WJIM MPOU3BEICHU B HAPYIICHUE HA TO3H
3aKOH; JIEKaPCTBEHU MPOJYKTH, KOUTO C€ MpeJyiaraT B ONMAKOBKH C JHCTOBKH, KOUTO HE
OTTOBAPAT HA M3UCKBAHUATA HA TO3H 3aKOH; U U3IpaIaT MoCcTpH oT Tsax B MAJI,

4. nmaBaT 3aKJIOYEHHUS 3a CHOTBETCTBHUETO Ha OOEKTUTE Ha KOHTpOJa C
HOPMATUBHO OTPEJICIICHUTE N3NCKBAHHSI,

5. U3aaBaT pasnopexAaHUs, IPEINUCAHNs U YKa3aHUS B PAaMKUTE HA CBOSITA
KOMIIETCHTHOCT, KOUTO Ca 3aIbJDKUTEIIHM 332 BCHUYKH JIUI[Aa HA TEPUTOpHUATA Ha
ChOTBETHATA 00JIACT;

6. (HoBa - JIB, 6p. 67 ot 2020 T.) OCBIIECTBABAT KOHTPOJ MO U3IIBIHECHUETO
Ha pa3NopekIaHuATa 32 U3TETIIIHE Ha IEKAPCTBEHH MPOAYKTH OT 00EKTHUTE, Pa3MOI0KEeH!
Ha TEPUTOPUSATA HA CHOTBETHATA O0JIACT.

(2) (M3m. - [IB, 6p. 98 o1 2010 1., B cuna ot 01.01.2011 r., mom. - IB, 6p. 67
ot 2020 r.) [IpuHyauTenHUTE aIMUHUCTPATUBHU MEpKU 110 ai. 1 unum no wi. 270, an. 3 ce
HaiaraT chC 3amoBej Ha aupektopa Ha P3U. Konue ot u3maneHaTa 3amoBes ce u3Mpaiia
Ha MAJL

(3) 3BamoBeautre ™o an. 2 moaNexar Ha oOXalBaHe MO peda Ha
AMUHUCTPATUBHOTIPOIIECYATHUS KOJEKC, KaTo O0KAIBAaHETO HE CIHMPa M3IIBIHCHUETO
uM.

(4) (HoBa - JIB, 6p. 67 or 2020 r.) PernoHamnute 3ApaBHH WHCIEKIIUU
yBenomsiBat MAJI, korato ycTaHOBST, 4e:

1. anTeka Ha TEPUTOPHSATA HAa CbOTBETHATa 06yacT He paboTu moseye oT 30
JTHU B paMKHTE Ha €/IHa KaJieH1apHa rOJINHa;
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2. HAMa anTeKa Ha ajpeca, 3a KOWTO € M3/IaJICHO pa3pelleHne 3a ThProBUsl Ha
IpeOHO C JEKapCTBEHU MPOIYKTH.

Ui 272. (1) U3mbaHuTeIHATA areHys 1Mo JeKapcTBaTa:

1. (mom. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) 3abpansBa
IYCKaHETO B €KCIUIOATallMs W CHMpa EeKCIUIOATAlMsATa Ha OOEKTH U ChOPBHKEHUS IpU
HapyllaBaHe Inpasuiata Ha JloOpara npou3BOACTBEHAa MpaKTUKa Ha JEKapCTBEHU
IPOAYKTH U Ha aKTMBHHU BELIECTBA, KakTo U Ha JloOpuTe AUCTpUOYTOPCKH MPAKTUKH 10
OTCTpaHsBaHE HA HAPYLICHUSTA;

2. 3a0paHsiBa MPOU3BOACTBOTO, BHOCA, U3HOCA U ThPrOBUATA HA JIEKAPCTBEHU
IPOAYKTH, KOUTO MPSKO UM KOCBEHO 3acTpalllaBat 3paBeTo Ha XOpaTa, U pa3nopexia Te
Ja ObJIaT YHUIOKEHH, IPEepadOTEeHH WM U3I0J3BaHU 32 JIPYTHU 1IeNy;

2a. (noBa - JIB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) 3anuuaBa oT
pEerucThpa IMLaTa, M3BbPIIBAILMU JASHHOCT 110 OCPEAHUYECTBO C JIEKAPCTBEHU IPOILYKTH,
IIPYU HECIIa3BaHE Ha 3abJDKEHMITA 110 ui. 2126.

3. BPEMEHHO clHpa eKCIUIoaTalusITa Ha 00EKTH 3a ThPrOBUS Ha €ApO U Ha
JIpeOHO ¢ JIEKapCTBEHU MPOAYKTH, KOTaTO HE CE M3IIBJIHABAT YCIOBHATA, MIPU KOUTO €
U3/J1aJIEHO CbOTBETHOTO Pa3pellCHHE;

4. OyoKupa JEKapCTBEHH MPOAYKTH NpU HAIMYME Ha JIOKyMEHTHpaHa
uHpopMalKs 3a: HEChOTBETCTBME C M3HCKBaHMATA 3a KauecTBO, €(EKTUBHOCT U
0€30MacHOCT; JIEKapCTBEHU MPOYKTH, BHECEHU WJIM NPOU3BEACHU B HapyIICHUE HA TO3U
3aKOH, KaKTO M JIEKAPCTBEHU NPOJIYKTU, KOUTO C€ Ipe/ularaT B ONAKOBKU C JIMCTOBKH,
KOUTO HE OTrOBapsT Ha M3MCKBAaHUATA HAa TO3M 3aKOH; IPU HEOOXOAMMOCT HapexJa
U3TETISTHETO UM OT alTEeKUTE M JAPOrepuuTe, OT CKJIAJ0BETE 3a ThPIOBUS HA €pO, OT
IIPOU3BOJIUTENINTE U JEUEOHUTE 3aBE/ICHUS U YBEJIOMsiBa 3a TOBa MMHMCTEPCTBOTO Ha
3JIpaBEOIa3BaHETO;

5. (m3m. - JIB, 6p. 84 ot 2018 r. (*)) oTHEMa M3AaICHOTO pa3pelieHne 3a
KJIMHUYHO M3MUTBaHE, CIIUPa MPOBEXKAAHETO Ha KIMHUYHOTO U3MUTBAHE WJIM 331bJKaBa
BB3JIOKUTENS J1a TI0Ja/I€ 3asiBJIIEHNE 3a CHIECTBEHA MPOMSHA B KIMHUYHOTO M3MUTBAHE
npu ycraHoBeHU HapyuieHus Ha Pernmament (EC) Ne 536/2014 npu ycioBusita u 1o peja,
MIPEJIBUJICHU B HETO;

5a. (noBa - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - IB, 6p. 102
ot 2012 r., B cuna ot 02.01.2013 r., nom. - JIB, 6p. 67 ot 2020 r.) pa3nopexa 61oKupane,
U3TETJIsiHE W YHUINO)KaBaHE Ha (anuupUIMpaHd JEKapCTBEHM MPOAYKTH M Ha
JIEKapCTBEHU MPOJYKTHU C HEYCTAaHOBEH MPOU3XOJ, KAKTO M Ha JIEKAPCTBEHH MPOIYKTH B
ciaydaute 1o wi. 24 u 30 ot lenerupan pernament (EC) 2016/161;

50. (nosa - JIB, Op. 60 ot 2011 r., B cuna or 05.08.2011 r.) u3BbpuiBa
IIPOBEPKHU Ha HAIPABEHUTE NapeHMsI 1o 4. 268a, ai. 1;

6. U3/1aBa pasnopekaaHusl, NPEANUCaHNs U YKa3aHHUs B PaMKUTE Ha CBOSITA
KOMIIETEHTHOCT, KOUTO €a 3aJbJDKUTEIIHU 32 BCUUKH JINLA;

7. (moBa - JIB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) mocraBst mox
Bb30paHa JIEKapCTBEHU MPOAYKTH U aKTUBHH BEILECTBA MPU ChbMHEHHUE B OTKIIOHEHUE HA
KayeCTBOTO UM UYpe3 ITOCTAaBsIHE HAa YAOCTOBEPUTEIHU 3HAIM B OOEKTHUTE 3a IPOU3BOJICTBO.

(2) IlpunyauTenHUTE AAMUHUCTPATUBHU MEPKH 1O an. 1 wmum no ui. 270, an.
3 ce Hanarar cbc 3anoBej Ha qupekropa Ha MAJL
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(3) 3amoBeguTe mWO ay. 2 ToOmNekKAT Ha OOXKalBaHE IO pelaa Ha
AMUHUCTPATUBHOMPOIIECYATHUS KOJEKC, KaTO 00YKAIBAHETO HE CIHpPa H3MBIHEHUETO
HM.

Uin. 272a. (Hoe - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.) (1) C
JeJIeTUpaHy aKkToBe 1o wi. 526, maparpad 2 ot Jupekrusa 2001/83/EO ce ycraHoBsBat
HEOOXOJMMUTE MEPKH 3a IMpelOoTBpaTsIBaHE MyCKaHETO B OOpallleHHe Ha JIEKapCTBEHU
NPOAYKTH, BbBeJeHH B EBpomneiickust cbi03, HO HENpeJHa3HAuUCHH 32 ITyCKaHe Ha ra3apa
Ha EBporeiickusi cpi03, 332 KOUTO MMa JOCTaThYHO OCHOBaHUS 3a ChbMHECHHE, Y€ ca
dammmduuupanu.

(2) M3nbyiHUTETHATA areHIUs IO JIGKapCcTBaTa MpeanprueMa HeoOXOIUMHTE
MEpPKH B ChOTBETCTBHE C JICJIETHPAHUTE aKTOBE 110 ajl. | 3a mpeaoTBpaTsBaHe MyCKaHETO B
oOpamieHHe Ha JICKApPCTBEHM TMPOJYKTH, BBBEACHU B EBpomeickus Cbl3, HO
HETpe/JHa3HaYeHn 3a ITyCKaHe Ha Mma3apa Ha EBpomeiickus cbio3, 3a KOUTO HMa
JOCTAaThYHO OCHOBAHUS 32 ChMHEHHUE, Ue ca hammupUIIIpaHH.

(3) MurHuueckure opranu yBemomsiBar HMAJI 3a BBBexgaHeTo Ha
TeputopusaTa Ha PenyOnuka Bbiarapus Ha JekapcTBeHHM MPOIYKTH MO ai. 1 ¢ orien
IPEIIPUEMAHETO Ha MEPKH 110 all. 2.

Yn. 2726. (Hos - IB, 6p. 67 ot 2020 r.) (1) IlpuTexxaTenure Ha pa3penieHne
3a IPOU3BOJICTBO/BHOC, IPUTEXKATEINUTE Ha pa3pelleHne 3a ynorpe0a, NpuTeKaTeanuTe Ha
paspelleHre 3a napaieieH BHOC, IPUTEXATEIUTE Ha Pa3pelIeHHE 3a ThPrOBHs Ha €1pO C
JIEKapCTBEHU MPOAYKTH, NPUTEKATEIUTE HA pPa3pelieHue 3a ThProBUs Ha IpeOHO C
JICKapCTBEHH NPOAYKTH B anTeka M Jie4yeOHUTE 3aBEJCHUS HM3BBPUIBAT JCUCTBUSATA,
onpeznenenu B Jlenerupan pernament (EC) 2016/161.

(2) Bbearapckara opraHu3zalys 3a BepuUpHKalUs Ha JIEKapCcTBaTa Ch3laBa U
ynpasnaBa Haunonanen peructsp no wi. 32, 1. 1, 6yksa "0)" ot Jlenerupan periamMeHT
(EC) 2016/161, kotito o0cnyxkBa Teputopusita Ha Penmy6nuka beiarapus.

(3) (Hom. - B, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) [IpaBo Ha
0€3BBb3ME3/IEH U NPSAK JIOCTHII A0 PETUCThpa MO al. 2 U A0 MHPOopMalusaTa, KOATO ce
ChIIbpa B HETO MMAT CJIEHUTE HAIlMOHAJIHU KOMIIETEHTHH OpPTaHu ChIJIacHO 4i. 39 oT
Henerupan pernament (EC) 2016/161:

1. I3nbaHUTENHATA areHIKs 110 JIEKapcTBaTa - 3a LIeJIUTE Ha YIPaKHIBaHE Ha
HAA30p BbpPXY (PYHKIIMOHUPAHETO HA PETUCTPUTE U Pa3Ciie/IBaHE IIPH CbMHEHHE 32 Cllydyan
Ha (QammupuuupaHe, KakTo M 3a LeIUTe Ha (papMakojoruyHata OJUTENHOCT WU
(bapMaKkoenueMHOIOTUsATA;

2. MuHHCTEpPCTBOTO Ha 3JIpaBeOIa3BaHEToO, Hanuonannata
3paBHOOCUTYPHUTEIIHA Kaca U ChbBETHT MO 4il. 258, an. | - 3a menuTe Ha 3arJiallaHe Ha
JIeKapCTBEHU MPOAYKTH C MyOJIMYHU CPEJICTBA.

(4) (Hosa - 1B, 6p. 16 ot 2024 r., B cuia ot 23.02.2024 r.) Undopmanus ot
perucThpa mo aj. 2 ce MpeaocTaBs M NpU MOMCKBAaHE OT HAI[MOHAIHUTE KOMIETEHTHH
opranu 1o ai. 3 B cbotBeTcTBUE ¢ [lenerupan pernament (EC) 2016/161, BxinrountenHo
3a IEeNUTe Ha 3aljlalllaHe Ha JIEKapCTBEHU TMPOAYKTH C MyOJMYHM CpEACTBA, KaTo
ChAbpKaHHeTO U (opmara Ha MHPOpMaALUATA M CPOKBT 3a MPEIOCTAaBIHETO M ce
OTpeNieNIAT B CbOTBETHOTO HCKAHE.
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Ui 2728. (Hos - JIB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 3a nenure
Ha 3aIUTalaHe Ha JICKAPCTBEHHU MPOIAYKTH C MyOIHYHU CpeacTBa MHHHCTEPCTBOTO Ha
3/IpaBeolia3BaHeTo, M3mbIHUTeTHATa areHus 1o JekapcrBara, HalmoHaTHUAT ChBET MO
eHH W  peuMOypcupaHe Ha  JIGKApCTBEHHTE  MNpoaykTH, Hammonamnara
3/[paBHOOCUTYpUTEIIHA Kaca, bparapckara opranu3sanus 3a Bepudukanys Ha JeKapcTBara,
MPUTEKATEIIUTE HA pa3pellieHue 3a THhProBUsS Ha €IpO C JIEKAPCTBEHU MPOIYKTH,
MPUTEKATEIIUTE Ha pa3pellieHUue 3a ThProBUs Ha JpeOHO C JIEKAPCTBEHU MPOIYKTH,
neyeOHUTE 3aBefeHus 1o wi. 222, an. 4, T. 1 1 2, IeHTpOBETE U XOCMUCUTE 0 wi. 222, all.
4, 1. 3 m 4 u nedyeOHWTE 3aBeleHUA MO Wi 222, aj. 6 OcHrypsBaT ONepaTUBHA
CHBMECTHMOCT U CBBP3aHOCT 332 aBTOMATH3WPaH OOMEH HA JaHHU B MAIlIMHHO YETUM
dbopmar B peanno Bpeme Ha Harmonannara 3apaBHOMH(GOpMallMOHHA CUCTEMA IO WiI. 28T,
an. 1 ot 3akoHa 3a 37paBeTo, CrielMaTn3upanara eIeKTpOHHA cucTema o 4wi. 2176, an. 1,
peructbpa o wi. 259, an. 2, T. 4, undopmanmonHaTa cucrema 1o wi. 63, ain. 1 ot 3akoHa
3a 3J[paBHOTO OCUTYpsSIBaHE, CHCTEMaTa OT PErUCTPU M0 CMUCHJIA Ha Jlenerupan perjaaMeHT
(EC) 2016/161 u uHpOpMAIIMOHHUTE CHUCTEMH Ha MpPUTEKATEIUTE Ha pa3pelicHHe 3a
THPTOBUSI HA €/IPO C JICKAPCTBEHU MPOIYKTH, IPUTEKATESIIUTE HA pa3pelICHUE 32 ThPTrOBUs
Ha ApeOHO ¢ NIeKapCTBEHH MPOAYKTU U HA IeUeOHUTE 3aBefeHus 1o wi. 222, an. 4, 1. 1 u
2, HIEHTPOBETE M XOCHHUCHUTE 110 uil. 222, an. 4, T. 3 u 4 1 1Ie4eOHUTE 3aBECHUS 110 Wi. 222,
an. 6.

Un. 273. (1) YcinoBusita U pensbT 3a B3eMaHe Ha NMPOOUTE, U3BBHPIIBAHE HA
U3IUTBAHMUATA W 3aIUIAIIAHETO WM CE€ OINpeleNsaT B Hapenda Ha MHUHHCThpAa Ha
3/IpaBEOMa3BaHETO.

(2) [Tpu ocriopBaHe Ha Pe3yJITATUTE OT U3BBPIICHU JIAOOPATOPHH U3ITUTBAHHMSI
CC IMpaBAT IMOBTOPHU H3IHNTBAHUA. Te ce HN3BLPUIIBAT IIPpH IMHUCMEHO HCKAHC OT
3aWHTEepECOBaHaTa CTpaHa, HANPAaBEHO B 7-THEBEH CPOK OT JaTaTa Ha IOJIydyaBaHE Ha
pe3yaTara OT ITbPBOHAYATIHOTO U3MTUTBAHE.

(3) [NoBTOpHUTE U3MUTBAHUS 110 aJl. 2 € U3BBPIIBAT OT €KCIEPTH, OTIPEACTICHU
OT M3IbJIHUTENHUs aupekrop Ha MAJI, KouTo He ca y4yacTBaJM B II'bPBOHAYAIHOTO
U3MHUTBAaHE, B TMPUCHCTBUETO HA YIIBIHOMOIIEH MpEACTaBUTE] Ha 3aMHTEepecoBaHaTa
CTpaHa.

Uin. 274. (1) YcnoBusita 1 peabT 3a OJIOKUpaHe W U3TETIISTHE HA JIEKAPCTBEHU
MPOJYKTH, TMOKa3ald HECHhOTBETCTBHE C HW3MCKBAHUATA 3a KadyecTBO, OE30MacHOCT U
e(pUKaCHOCT, Ce OIPEAETAT B Hapea0a Ha MUHUCTHPA Ha 3/IpaBeoOIa3BaHETO.

(2) (U3m. - 1B, 6p. 67 ot 2020 1.) YcnoBusTa U peIbT 3a YHUIIIOKABAHETO HA
JIEKapCTBEHUTE TPOTYKTH CE€ ONPEACTAT B Hapea0a Ha MUHICTHPA Ha 3/IpaBeOIa3BaHEToO.

Un. 275. (1) Ilpu ocwiiectBaBane Ha koHTpoia MAJI mpenmpuema BCUUKH
HEOOXO/JMMH MEpKH, 3a Jia OCHUIYpH IMPaBHJIHO BaJHIMpaHE Ha TPOLECUTE Ha
MIPOM3BOJICTBO W MPEYHCTBAHE HA JIEKAPCTBEHH MPOAYKTH, IMOJyYEHH OT YOBEIIKa KPHB
WIA YOBEIIKa IJI1a3Ma, IMOCTOSHCTBO B KauyeCTBOTO Ha MapTUIUTE U TapaHTUPAHE,
JOKOJIKOTO ~ TEXHOJIOTHSITA TO3BOJISIBA, OTCHCTBHETO Ha CHENU(UYHAa BHpPYCHA
KOHTaMUHAIIUS.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



(2) IIpowmsomurenute yBeaomsiBar HMAJl 3a Meroma, wH3MON3BaH 3a
HaMaJIIBaHE UM OTCTPAHsABAHE Ha IaTOT€HHU BUPYCH, KOUTO MOraT Ja ObAaT MPEeHECEHU
ype3 JIEKapCTBEHH MPOIYKTH, MOJTYYSHH OT YOBEIIKa KPbB WM YOBEIIKA IJ1a3Ma.

(3) MsnbiHuTenHata areHuus O Ji€KapcTBaTa M3MWTBA WM M3Ipalia 3a
U3MUTBAaHE B Jpyra opuiuaniHa Jadopatopus 3a KOHTPOJ Ha JEKapCTBEHU MPOIYKTH B
Peny6nnka Bbarapust wim B Jpyra IbpXKaBa 4YiICHKa MOCTPH OT HACUIICH/HEPA3JIAT
MPOIYKT U/WJIH JI€KapCTBEH MPOAYKT 3a M3MUTBAHE WJIHM B XOJ[a 32 OLICHKA Ha 3asBJICHHE 32
pa3pemiaBane 3a ynotpeba mo wi. 46, an. 1, T. 2 WM ciex u3/aBaHe Ha pa3pelieHue 3a
ynotpeoa.

Un. 276. M3nbaautenuuar aupektop Ha MAJI cbe 3anmoBesr BpeMEHHO CIHpa,
OTHEMa, TMpEKpaTsBa WM TPOMEHS pa3pelieHHeTo 3a yrnoTpeda Ha JIeKapCTBEHUS
POIYKT/pEerucTpanusTa, Koraro ce yCTaHOBH, Ye:

1. mma HemomycTMMa HEXKellaHa JICKApCTBEHA pPEakIus IpH TPaBHIIHA
yrnotpeba, i

2. TUICBA TEepaneBTUYHA €(PUKACHOCT (TeparneBTHYHA e(UKACHOCT JIUIICBA,
KOraTo ce YCTaHOBHM, Y€ HEe Morar Jga ObJaT MOJy4eHH OOSBEHUTE TepareBTHYHU
pe3yaTaTH IpH pa3pelaBaHeTo My 3a yrnoTpeda), uiu

3. CbOTHOIIEHUETO MOJ3a/PUCK € HEOIAronpusITHO MPU MpaBUIIHA yIIOTpeoa,
WA

4. KOMMYECTBEHUAT U KAYECTBEHUST ChCTAB Ha JICKAPCTBEHMS MPOAYKT HE
OTTOBAPAT Ha JCKJIAPUPAHUS IIPH pa3pemiaBaHeTo 3a yrmoTpeda, win

5. JaHHUTE OT JAOCUETO 10 4. 27 - 32 ca HEeBEPHHU, WU

6. (m3m. - /1B, 6p. 71 ot 2008 ., B cmuta ot 12.08.2008 1.) 1aHHUTE OT TOCUETO
o wi. 27 - 32 He ca IONbJIHEHU WK HE ca MPOMEHEHH ChIIACHO U3UCKBAHUATA HA TIaBa
Tpera, pazaen VI, uinu

6a. (HoBa - JIB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.) He ce U3MbIHSABAT
yCJIOBHSTA IO Wi. S5a, 56 unu 56a, unm

60. (HoBa - /1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) mpou3BOACTBOTO
Ha JIGKAPCTBEHUS TPOAYKT HE € W3BBPIICHO B CHOTBETCTBUE C ONHMCAHHWS HAYWH Ha
MPOU3BOJCTBO MO Wi. 27, an. 1, T. 7, unu

7. (m3m. - IB, Op. 102 ot 2012 ., B cuna ot 21.12.2012 1.) He ca u3BbpILIEHU
KOHTPOJIHHM U3MHUTBAHMSI WM T€ HE CE U3BBHPILIBAT B ChOTBETCTBHUE C METOJIUTE, TOCOUCHU
Bwi. 27, an. 1, T. 8, win

8. TaHHWUTE BBPXY OMAKOBKATa W/WIM B JUCTOBKATAa HE Ca B CHOTBETCTBUE C
0/I00pEHHUTE MPHU U3aBAHETO HA pa3pelIeHUETO 3a yrnoTpeoa;

9. (noBa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mpuTekaTensT Ha
paspenieHre 3a yrnotpeba HE € M3IMBIHWI 3aIbJDKEHUsATa 1Mo wieH 45, maparpad 1 ot
Permament (EO) Ne 1901/2006.

UYn. 277. (1) UsnenauTtenuust aupektop Ha MAJL, HE3aBHCHMO OT MEPKUTE 110
1. 276, 3a0paHsiBa ChC 3al0OBe]] CHAOASIBAHETO C JIEKApPCTBEHUS MPOAYKT U pasnopexaa
OJIOKMPAHETO U U3TETIISTHETO My OT Ta3apa, KoraTo:

1. (m3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) uma Henonyctuma
HE)KeJlaHa JIEKAPCTBEHA PEaKLns, WIH

2. nUICcBa TepaneBTHYHA €(UKACHOCT, WIH
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3. (u3m. - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) CHOTHOIICHUETO
M0J13a/PUCK € HEOIAaronpusTHO, TN

4. KOJMYECTBEHUST M KAYECTBEHUST CHCTAB HA JICKAPCTBCHUS MPOAYKT HE
OTrOBapsIT Ha JICKIapUpPaHUs MIPH pa3pelIaBaHeTo 3a ynorpeda, uin

5. KOHTpOJIBT Ha JICKApPCTBEHHsI MPOAYKT W/MJIM Ha CBHCTaBKUTE W Ha
MEXIMHHUTE €Tali OT IPOU3BOJICTBEHUS MIPOIIEC HE € U3BBPIICH, WK HE C€ U3IBJIHABAT
W3WCKBaHUATA, TIPU KOUTO € M3/IaJICHO Pa3pPEIICHHETO 3a MTPOU3BOJICTBO.

(2) UsnpnauTenuust aupextop Ha MAJI Mmoxke 1a Hanmosxu 3a0pana o ain. 1 u
CaMmo 10 OTHOIICHWE Ha KOHKPETHU MAPTHIU OT JICKAPCTBEHHSI TPOIAYKT.

Un. 278. (1) U3nenautennuar nupexktop Ha MAJL cbe 3amoBen BpeMEHHO
CIUpa WM OTHEMa pa3pelIeHueTo 3a ynorpeda Ha rpyna Wik Ha BCUYKH JICKApCTBEHU
MPOAYKTH, 32 KOUTO MO OTHOIIEHHWE MSICTOTO MM Ha MPOU3BOJICTBO HE CE€ HU3MBIHSABAT
M3HUCKBAHUATA, IPU KOUTO € U3JIaJICHO Pa3pEeLICHUETO 3a IIPOU3BOICTBO.

(2) Usmpaautennusat nupektop Ha MAJI ocBeH MepkuTe 1o wi. 276 MOXe Cbe
3amoBe/l BPEMEHHO J1a CIpe BHOCA HA TpyIa WM HA BCUYKH JICKAPCTBEHU MPOIYKTU OT
TPEeTH AbPIKaBH WIH Jja OTHEME M3/aICHOTO pa3pelieHne 3a BHOC Ha TPyIa WK HAa BCHUKH
JIEKapCTBEHU MPOAYKTH, KOTATO HE Ca B ChOTBETCTBHE C M3UCKBAHUTA HA TJIaBa IeTa.

(3) Usnpaautennusat nupektop Ha MAJI ocBeH MepkuTe 1o wi. 276 MOXe CbC
3aroBe]] BPEMEHHO J1a CIIPE WJIK J1a OTHEME Pa3peIeHNEeTo 3a IPOU3BOACTBO Ha IpyIia WK
Ha BCHYKH JICKAPCTBEHU MPOAYKTH, KOUTO HE Ca B CbOTBETCTBUE C M3MCKBAHMTA HA IJ1aBa
nera.

Y. 279. (1) 3anoBenute mo wi. 276, 277 nnu 278 ce BpbUBAT HA IpUTEXKATENSA
Ha pa3peleHneTo 3a ynorpeda, CbOTBETHO Ha IIPOU3BOIUTENSI MIIM BHOCHTEIIS.

(2) 3BamoBeautre mo an. 1 moanmexxar Ha oOXalBaHe IO pela Ha
AJMUHHCTPAaTUBHOIPOLIECYATHHUS KOJEKC, KaTo 00XaJBaHETO HE CHHUpa M3IbIHEHUETO
UM.

Y. 280. (1) Ilpu ycraHoBsBaHE Ha HapylIEeHHUS Ha pa3nopealduTe Ha IiaBa
eMHAaJIeceTa, CbOTBETHO Ha Hapendara mo wi. 249, U3NbIHUTENHUIT aupekTop Ha MAJI
pasmnopexaa cbC 3aroBe/1 CIUPaHe PA3POCTPAHCHUETO HA PeKIamaTa.

(2) Conc 3amoBenra mo an. 1 mupektopsT Ha HMAJl Moxke na 3aabiku
pexiiaMonaTens 1a myOIuKyBa WM Jla pa3npocTpaHu cbriacyBado ¢ MAJI onpoBepxenue
Ha TBBPJCHUATA B peKJIaMara 4pe3 ChIIUTE CPECTBA U B CHIIUSA popMaT U 00eM.

(3) 3amoBeara mo an. 2 TOMNEXHM Ha OOXKalBaHE MO pega Ha
AMUHUCTPATUBHOMPOIIECYATHUS KOJCKC.

I'naBa yerupunaaecera.
AJIMUHHUCTPATUBHOHAKA3ATEJIHU PASIIOPEIBU
Ui 281. (1) (Hom. - IB, 6p. 71 ot 2008 ., B cruta ot 12.08.2008 r., u3m. - /1B,

op. 102 or 2012 r., B cuma ot 02.01.2013 r.) Koiito mpousBexna, BHAcs, MpPOJaBa,
ChXpaHsIBa WM IpeocTaBs 3a ynorpeda B PenyOnuka bbirapus nexkapcTBeHU MPOIYKTH,
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KOMTO HE ca pa3pelleHHt 3a yrnoTpeda, U3BbH ciaydaute 1o 4i. 8, 9 u 10, KakTo ¥ TakuBa ¢
HEYCTaHOBEH MPOU3XO0/I, aKO HE TIOJUIEkKH Ha MO-TEKKO HaKa3aHue, ce HaKa3Ba C riio0a oT
25000 go 50 000 nB.

(2) CobiioTo HaKa3aHUE Ce Hajlara ¥ Ha JIMIATa, KOUTO MPOU3BEKIAT, BHACAT,
IpojaBaT MM JONycKaT jaa ce ynoTrpedssar B PenyOnuka bearapus nexkapctBeHu
NPOAYKTH, KOUTO HE OTTOBApAT HAa M3UCKBAHUATA Ha JeicTBamara (apmakomes W Ha
YCIIOBHATA MPU pa3peliaBaHeTo UM 3a yrnorpeoa.

(3) Korato HapymeHusara nmo an. | m 2 ca cBbp3aHU C HEpa3pelICHU 3a
ynoTpeda JIeKapCTBEHU MPOAYKTH, ChIbpXKAllM HAPKOTUYHM BEIECTBA, WM IIpU
NOBTOPHOTO MM HM3BBPIIBAHE, AaKO JESHUATA HE CbhCTaBISIBAT IPECTBIUICHHUE,
pas3pelIeHneTo, U3/1aIeHO 110 pesia Ha TO3H 3aKOH, Ce€ OTHEMA.

(4) MeauuuHCKM CHEIUATUCTH, KOUTO MPOU3BEXKJAT, NPOJABAT WU
IPEOCTABAT Hepa3pelleH! 3a yoTpeda JIeKapCcTBEHU NPOJYKTH, C€ JIMIIAaBaT OT IPaBo J1a
yIpakHsBaT npodecusita cu 3a Cpok oT 6 Mecena J10 BE TOTUHH.

(5) Hakazanumero mo an. 4 ce Hajmara cbC 3aloBeJl HAa MMHUCTbpa Ha
3/1paBeoIa3BaHETO O MPEITIOKEHUE Ha U3MBbIHUTENHUS AupekTop Ha MAJL

Un. 282. (1) Koiito mponaBa jiekapCcTBEHU MPOAYKTH B ONAKOBKU WM C
JMCTOBKH 3a MAIlMeHTa, KOUTO HE OTTOBApAT HA M3MCKBAHMATA HAa TO3U 3aKOH, CE HaKa3Ba
c iio6a ot 750 no 1500 51B., a mpu MOBTOPHO M3BBPIIBAHE HA CHIIIOTO HAPYIIECHUE - C TII00a
ot 1500 mo 3000 aB.

(2) Koiito mpojaBa jJekapcTBEHH MPOJIYKTH O€3 JMCTOBKH 3a MAlMCHTA, Ce
Haka3Ba ¢ ri106a ot 750 no 1500 nB., a mpy MOBTOPHO U3BBPIIBAHE HA CHIIIOTO HAPYIICHHE
- ¢ rmo6a ot 1500 no 3000 8.

Ui 283. (1) Koiito BHacs, ThpryBa WK MPeOCTaBs 3a ynorpeda JeKapCTBEHU
MPOIYKTH C U3TEKBJ CPOK Ha TOJIHOCT, ce Haka3Ba ¢ riobda ot 10 000 mo 20 000 nB.

(2) Koiito HapyIaBa I'bPBUYHA/BTOPUYHA ONaKOBKa WU
IPO/1aBa/Pe0CTaBs JEKapCTBEHU MPOYKTH C HapyllleHa TbpBHUYHA/BTOPUYHA ONTAKOBKa,
ce Haka3Ba ¢ rioba ot 750 1o 1500 n1B., a mpyu MOBTOPHO HapylieHue - ¢ ri1oda ot 1500 o
3000 nB.

Y. 284. (1) KoiiTo npousBexna, BHacs UM ThPryBa Ha €Apo C JEKapCTBEHH
NPOAYKTU WJIM TPOJiaBa JIEKApCTBEHU NPOAYKTH, O€3 Jla MMa paspelleHue 3a ToBa, Ce
Haka3Ba ¢ riob6a 50 000 nB.

(2) (Hom. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 102
ot 2012 r., B cuna ot 02.01.2013 r.) KoiiTo mpousBexaa, BHACS WM ThPryBa Ha eApo C
JIEKapCTBEHU MPOAYKTH WM TMpojaBa JIEKapCTBEHW IMPOAYKTH B HapylleHHE Ha
U3JIaJICHOTO pa3pelleHne WIM [pOoJaBa, CbXpaHsIBa WIM IPENOCTaBs JIEKapCTBEHU
MPOJYKTH, KOUTO Ca C HEYCTAaHOBEH MPOM3XO0/I, c€ Haka3Ba ¢ riobda ot 25 000 mo 50 000
JB.

(3) (Hom. - 1B, 6p. 71 ot 2008 1., B cruma ot 12.08.2008 r.) B cimywante 1o ai.
1 u 2 opranuTe Ha IbpXKaBHUS KOHTPOJI CIIUPAT ChC 3aMI0BE]] KCIJI0ATAIMATa Ha 00eKTa.

(4) 3BamoBenra mo an. 3 TWOmNSKHM Ha oOOXKaiBaHe MO pela  Ha
AJIMUHHCTPAaTUBHOIPOLIECYATHHSI KOJEKC, KaTO 00KaIBaHETO HE CIIMPA U3ITBIHEHUETO M.
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UYn. 284a. (1) (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.,
MpEeAMIIeH TeKCT Ha wi. 284a - JIB, 6p. 67 ot 2020 r.) KoiiTo mpousBexaa, BHACs, U3HACH,
ChXpaHsIBa, MPO/IaBa WU MPeocTaBs (pammupuIpany JeKapCTBEHU MPOAYKTH, KAKTO U
MOCPEAHUYH MPHU MOKYIKO-TpoaaxkOara Ha (panmuuirpanu JeKapcTBEHUTE MPOIYKTH,
ce HakasBa ¢ r;106a ot 25 000 zo 50 000 nB.

(2) (HoBa - JIB, 6p. 67 ot 2020 r.) Ha mputexaren Ha paspelnieHue 3a
IPOM3BOJICTBO HJIH 332 BHOC, TIPUTEKATEN HA pa3pelIeHre 3a ynorpeda Win mpuTekaTesn Ha
paspellieHue 3a MapajielieH BHOC, KOWTO HE HU3MBIHH CBOE 3aJb/DKEHHE OTHOCHO
NoKa3aTejanTe 3a 0€30MacHOCT Ha JIEKAPCTBEHUTE MPOJYKTH, OMPEICIICHO B TO3H 3aKOH
nmu B [lenerupan pernmament (EC) 2016/161, ce nanara umymecrBeHa cankuus ot 5000
10 10 000 nB., a Ipy¥ NOBTOPHO M3BBPILBAHE HAa CHIIOTO HAPYUIEHHE - UMYLIECTBEHA
cagkuus ot 25 000 no 50 000 nB.

Ui 2846. (Hos - /IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) [Tputexaren
Ha pa3pelleHue 3a MPOU3BOJICTBO, KOMTO HE M3MBIHABA 3aIbJKEHUATA cu 1o 4. 160, ce
Haka3Ba ¢ umyuiectseHa cankuus ot 5000 go 10 000 sB., a mpu MOBTOPHO U3BBPILIBAHE HA
CBILIOTO HapyllIeHue - ¢ uMmyiecTBeHa cankius ot 10 000 xo 20 000 sB.

Yn. 2848. (1) (Ho - B, 6p. 102 or 2012 r., B cuma ot 02.01.2013 r.,
npeauineH Tekct wi. 284, mom. - B, Op. 84 or 2018 r., B cuma ot 12.10.2018 r.)
[TputexkaTen Ha pa3pelIeHHE 3a ThPrOBUS Ha €IpPO C JIEKApCTBEHU MPOIYKTHU, KOWTO HE
M3OBJIHABA 3a0bKeHUAITa ¢ o wi. 207, aim. 1, 1. 1 - 3, 1. 4a - 14 u an. 2, ce HaKa3Ba c
umytiectBeHa caukius ot 2000 o 5000 nB., a mpu MOBTOPHO M3BBHPIIBAHE HA CHIIOTO
HapylleHue - ¢ umyiuectseHa caukuus ot 5000 no 10 000 us.

(2) (Hosa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [Iputexaren Ha
paspelieHue 3a ThProBUs Ha €IpO C JIEKAapCTBEHHM HPOAYKTH, KOMTO ce cHabjasBa ¢
JIEKapCTBEHU MPOIYKTH OT JIMIA, pa3Iu4HU OT mocodyeHure B wi. 207, an. 1, T. 4, ce
Haka3Ba ¢ uMymiecTseHa caHkuus ot 25 000 xo 50 000 nB., a mpy MOBTOPHO U3BBHPILIBAHE
Ha CBIIOTO HapyIIeHHUE - ¢ uMmyniecTBeHa cankius ot 50 000 1o 100 000 nB.

(3) (HoBa - 1B, 6p. 67 ot 2020 r.) Ha mpurexaren Ha pa3pelieHHe 3a
THProBUSl Ha €IpO C JIEKAPCTBEHU MPOJIYKTH, KOWTO HE H3IBJIHU CBOE 3aJbJDKCHUE
OTHOCHO ITOKa3aTeIuTe 32 6€30MaCHOCT Ha JIEKAPCTBEHUTE MPOAYKTH, ONPEIETICHO B TO3U
3aKOH, B II0JI3aKOHOB HOPMATUBEH aKT IO MpUJIaraHeTo Ha TO3M 3aKOH WUiM B [lenerupan
pernament (EC) 2016/161, ce nanara umymiectseHa catkius ot 5000 o 10 000 nB., a npu
MOBTOPHO M3BBPIIBAHE HA CHIIOTO HApYLIEHHE - nMyIecTBeHa cankius ot 10 000 go 20
000 5.

Un. 284r. (1) (Hos - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 1., u3m. -
B, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r., npeaumen Tekct Ha wi. 284r - JIB, Op.
16 ot 2024 r., B cuna ot 23.02.2024 r.) KoiiTo HE U3IIbIHABA 3aIBHKEHUATA CH 110 WI. 68,
an. 1, 1. 9, ce Haka3Ba ¢ rio6a B pazmep ot 50 000 no 100 000 nB., a MpU MOBTOPHO
U3BBPIIBAHE HA CBHIIOTO HapylIeHue - ¢ ria06a B pazmep ot 100 000 1o 150 000 nB.

(2) (Hosa - JIB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) Koiito He
M3IBJIHSABA 3aAbJDKEHHATA cH o wi. 68, aim. 1, 1. 11 mwun. 217, T. 6, ce Haka3Ba ¢ riobda B
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pazmep ot 15 000 go 25 000 51B., a Mpu MOBTOPHO U3BBPIIBAHE HA CHIIIOTO HAPYIICHUE - C
rioba B pazmep ot 25 000 mo 55 000 nB.

Uin. 284n. (Hos - JIB, 6p. 84 ot 2018 1., B cuia ot 12.10.2018 r.) Koiito
M3BBPIIN U3HOC HA JIEKApCTBEHU MPOAYKTH, BKIIIOUEHU B CIMCHKA 10 wi. 2178, an. 1, ce
Haka3Ba ¢ rioba B pasmep ot 50 000 go 100 000 nB., a mpu MOBTOPHO M3BBLPIIBAHE Ha
CBILOTO HapylIeHue - ¢ r1106a B pazmep ot 100 000 1o 150 000 8.

Ui 284e. (Hos - IB, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 1., ot™. - /IB,
op. 67 012020 ., HOB - [IB, 6p. 103 012020 T., B custa ot 01.01.2021 r.) KoitTo HE n3mbianu
WIN HE M3ITBJIHH B ONPE/ICIICHUTE B 3aKOHA CPOKOBE 3aIbJDKCHHETO CH 32 MPEIOCTABSIHE
Ha nHpopmanms no wi. 2176, an. 3, T. 1, ce HakasBa ¢ ri06a B pazmep ot 5000 xo 10 000

JIB., a TP MMOBTOPHO U3BBPIIBAHE HA CHITOTO HapyIIeHUe - ¢ ri06a B pazmep ot 10 000 1o
15 000 nB.

Ui 284x. (Hos - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r., otm. - /IB,
op. 67 ot 2020 r., HoB - JIB, 6p. 103 or 2020 r., B cunma ot 01.01.2021 r.) Koiito
npenoctaBu uHpopmarus mo ui. 2176, an. 3, T. | ¢ HEMBIHO W/WIIK HETOYHO ChABPIKAHUE,
ce Haka3Ba ¢ rio6a B pasmep ot 3000 mo 5000 nB., a Mpu MOBTOPHO W3BBPLIBAHE HA
CBILIOTO HapyIlIeHue - ¢ r11o6a B pazmep ot 5000 no 10 000 niB.

Ui. 2843. (Hos - /IB, 6p. 84 ot 2018 r., B cmiia ot 12.10.2018 1., u3m. - /1B,
Op. 67 ot 2020 r.) 3a Heu3mblIHEHHE Ha 3aAb/DKeHHUATa 1o wi. 2176, an. 10 Ha
M3NIBIHUTENHUS nupekTop Ha MAJL, cboTBeTHO Ha AnbxHOCTHO aule oT MAJL, ce Hanara
roba B pasmep ot 50 000 mo 100 000 nB., a mMpyU MOBTOPHO HM3BBHPIIBAHE HA CHIIOTO
Hapy1ieHue - riobda B pazmep ot 100 000 no 150 000 .

Uin. 284u. (Hos - IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) KoiiTo
U3BBPIIM M3HOC Ha JIEKAPCTBEHM IMPOJYKTH, BKIIOUEHH B 3amoBeATa mo wi. 217x, ce
Haka3Ba ¢ rio6a B pazmep ot 50 000 1o 100 000 nB., a Ipu MOBTOPHO U3BBHPIIBAHE HA
CBIIOTO HapyIiieHue - ¢ roda B pazmep ot 100 000 7o 150 000 nB.

UYn. 285. (1) Koiito ThpryBa ¢ jJekapcTBEHH MPOAYKTH Oe3 cepTudukar 3a
0CBOOOXJaBaHe Ha MapTUIa, ce Haka3Ba ¢ rioba ot 5000 mo 10 000 nB., a Mpu TOBTOPHO
U3BBPIIBAHE Ha CHIIOTO HapyuieHue - ¢ raoba ot 10 000 1o 20 000 nB.

(2) (U3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Tsproseu Ha enpo,
KOMTO J0CTaBsi Ha JIpOrepHH JIEKAPCTBEHU MPOAYKTH, KOUTO C€ OTIIYCKAT MO JEKapcKo
MpeAnucaHue, ce Haka3Ba ¢ uMmytiecTBeHa cankims ot 2500 mo 5000 siB., a Ipu MOBTOPHO
HapyueHue - ¢ riao6a ot 5000 xo 10 000 nB.

(3) Kpanuduuupano nuue, 10mycHaIO U3BbpIIBaHE Ha MPoJax0a Ha MapTUAU
JIeKapCTBEHU MPOJYKTH 0e3 cepTH(UKAT 32 0OCBOOOXkIaBaHE HA BCAKA OTAENIHA MAapTUAA,
ce Haka3Ba ¢ r106a ot 2500 no 5000 nB.

Ui. 285a. (Hos - IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r., m3m. - /1B,
6p. 102 nHa ot 2012 r., B cuna ot 21.12.2012 r.) IIpurexaren Ha pa3pelIeHHETO 3a
yrnoTpeda, KOWTO HEe YBEJOMH MUHHICTBHpPA Ha 3/paBeoNa3BaHETO 3a MPEyCTaHOBSIBaHE Ha
npoaaxouTe mo wi. 264, ce Haka3Ba ¢ uMyIecTBeHa cankus ot 25 000 1o 50 000 xB.
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Ui 2856. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) KoiiTo
MIPOU3BEXK/A, BHACS, U3HACH, [TPO/IaBa UM ChbXpaHsiBa aKTHBHU BEILIECTBA B HAPYILIEHUE HA
M3HUCKBAHMATA Ha TO3M 3aKOH, ce Haka3Ba ¢ ri1oo6a ot 10 000 mo 20 000 ns.

Ui 2858. (Hos - /IB, 6p. 18 oT 2014 1., u3m. - JIB, Op. 84 ot 2018 1., B cuna
ot 12.10.2018 r.) KoiiTo u3Hece jaeKapCTBEHU MPOJIYKTH B KOJIMYECTBA, MO-TOJIEMH OT
konudecTtBaTa 1o wi. 207, an. 1, 1. 15, 6ykBa """, ce Haka3Ba ¢ riao6a B pazmep ot 50 000
10 100 000 5B., a pu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYILICHHE - C TII00a B pa3mep
ot 100 000 mo 150 000 ms.

Ui 286. (1) (dom. - [AB, 6p. 84 ot 2018 r. (*)) 3a KIMHUYHK U3MUTBAHUS,
U3BBPIICHH B HapylleHHWe Ha To3u 3akoH wiu Ha Permament (EC) Ne 536/2014, ako
U3BBPIICHOTO HE CHCTaBJSABA MPECTHIUICHHWE, Ha BUHOBHUTE JIHIIA, IOMYCHAIU HIIH
U3BBPIIMIM TOBA HapylleHue, ce Hajara riaoba ot 5000 go 10 000 niB., a mpu MOBTOPHO
JOTyCKaHe WM U3BBPIIBAHE Ha CHIIOTO HapyiieHue - riaoda ot 10 000 go 20 000 nB.

(2) Ha MeauuuHCKU ceUaluCcTH, JTOIMYCHAIN WIM U3BBPILIWIA HapYLICHUS
no an. 1, MoXe Ja ce HajoXU M HakazaHue "NMUIIaBaHe OT MPaBO Ja YHPaKHSIBAT
npodecusita cu" oT 6 Mecena 0 JIBe TOJANHH.

(3) Msapkara no an. 2 ce Hajgara OT MHHHUCTBPA Ha 3/pPaBEONAa3BAHETO IO
MPEJI0KEHUE HA U3IIbIHUTEIHUS 1upekTop Ha AJL

Ui 287. (1) (Jom. - IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 ., u3m. - /1B,
op. 60 or 2011 r., B cruta ot 05.08.2011 r.) Koiito m3BbpIBa THProBusi Ha ApeOHO C
JIEKapCTBEHH TPOJYKTH, 0€3 Jla MMa pa3pelieHue/yI0CTOBEPEHUE 3a TOBA, WA paboTH B
HapylIeHHe Ha U3aIeHOTO My pa3pelleHne/yJ0cToBepeHne, ce Hakaspa ¢ riobda ot 5000
10 10 000 nB.

(2) (Homa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Tnprosen Ha
JIpeOHO, KOWTO JIOCTaBU JICKAPCTBEHU MPOAYKTH OT cHHChKa mo 4wi. 2178, an. 1 Ha
THPrOBEI] Ha €1p0 WX Ha JPYTH JIMIa B HapyIlIeHUe Ha U3UCKBAHUATA Ha TO3H 3aKOH WU
Ha M0/J[3aKOHOBUTE aKTOBE [0 HETOBOTO MpUJIaraHe, ce Haka3Ba ¢ 17100a, CbOTBETHO My ce
Hayara umymiectseHa cankuus ot 10 000 xo 20 000 51B., a mpu MOBTOPHO HAPYLIEHUE - OT
25000 1o 35 000 .

(3) (Ilpeaumna an. 2 - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.)
Hakazanuero no an. 1 ce Hayara u Ha nuIaTa, KOUTO U3BBPIIBAT ThProBUs HA IpeOHO B
anTeka WIH Jporepus cren npeKpaTsBaHe NefcTBUETO Ha
pa3pelieHneTo/ya0CTOBEPEHUETO.

(4) (M3m. - [IB, 6p. 71 ot 2008 T., B cuna ot 12.08.2008 r., mom. - JIB, 6p. 60
ot 2011 ., B cuia ot 05.08.2011 r., nmpenumua an. 3 - JIB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) KoiiTo nponasa mim cbxpassiBa B ApOrepHs JEKAPCTBEHU NIPOAYKTH, KOUTO
Ce OTITYCKAT 10 JIEKApCKO MPEANHCAHNE WIIN MPOAYKTH U CTOKH ChC 3HAUYEHUE 3a 3/IPABETO
Ha YOBEKa U3BBH ONpeeTIeHUTEe B Hapeaoara 1o wi. 243, ce Haka3Ba ¢ riaobara no an. 1, a
Ipy TOBTOPHO W3BBPIIBAHE Ha CBHIIOTO HApYIIEHHE C€ OTHEMa H3/JaJeHOTO
YIOCTOBEPEHUE 3a PErHCTpalys Ha IpOrepusl.
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(5) (Ilpegumrna ain. 4, u3m. - IIB, 6p. 84 ot 2018 ., B cua ot 12.10.2018 1.)
B cayuaute nmo an. 1, 2 u 3 opraHute Ha ABP)KAaBHUSA KOHTPOJI BBPXY JIEKAPCTBEHUTE
MPOJYKTH CIIUPAT ChC 3aII0BE]l EKCIIIoaTalusATa Ha 00eKTa.

(6) (OtMm. - [IB, 6p. 71 ot 2008 t., B cruta ot 12.08.2008 r., mpeaumHa ai. 5,
u3Mm. - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3amoBeara mo aji. 5 MojIexu Ha
o0xayiBaHe 1Mo peia Ha AJIMHHHCTPATHBHOIIPOLIECYATTHUSI KOJIEKC, KaTO 00KaIBaHETO HE
CIUpPA UMBIHEHUETO M.

Un. 287a. (Hos - JIB, 6p. 71 ot 2008 r., B cmima ot 12.08.2008 1.) (1)
MeauIHCKY CIIeUaIiCT, KOUTO paboTH MPH JIKIa, U3BBPIIBAIIN THPrOBUsS HAa IPEOHO C
JIEKapCTBEHU MPOAYKTH, 0€3 1a UMaT pa3peluieHre/ya0CTOBEpEeHne 3a TOBa, Ce HaKa3Ba ¢
rioba ot 2500 1o 5000 nB.

(2) HakazanwmeTto o aj. 1 ce Hajara u Ha JidIie 1o aj. 1, koeto paboTu B anTeka
WIH JIPOTePHs CIIE]] TIPEeKpaTsIBaHe JICHCTBUETO HA Pa3peIICHUETO/yIOCTOBEPEHUETO .

(3) Ilpu ycTaHoBeHHU MOBEYE OT JABE HAPYIICHUS IO all. | 1 2 MUHUCTBPHT Ha
3/IpaBeOIla3BaHETO MOKE Ja JIMIIM ChOTBETHHSI MEIUIIMHCKU CHEIHUATUCT OT MPaBoO Ja
yrpaxHsBa npodecusita CH 3a CPOK JI0 JIB€ TOUHHU.

Ui 2876. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., u3m. - JIB,
Op. 67 ot 2020 r.) Koiito n3BbpuIBa THProBusl C JIEKApCTBEHU MPOAYKTH 110 UHTEPHET B

HapyIICHHE Ha U3MCKBaHUATA HA TO3H 3aKOH U Ha HapenOara 1o wi. 234, a. 6, ce Haka3Ba
¢ m1o6a ot 5000 go 10 000 miB.

Un. 288. (1) TwproBen Ha aApeOHO C JIEKAPCTBEHH IPOJIYKTH, KOWTO €
JIOITyCHAJI IEHHOCTHUTE, TOCOYEHH B Wi. 219, 1a ce U3BBbpLIBAT OT HEMPABOCIIOCOOHO JIUIIE,
ce Haka3Ba ¢ uMytectBeHa cankuusg ot 5000 o 10 000 nB., a mpu NOBTOPHO HapyllIEHUE
ce OTHEMa M3/13aJJeHOTO pa3pelleHue 3a ThProBUs Ha JpeOHO.

(2) B cnyyauTte no ain. 1 opranuTe Ha Abp>KaBHUSI KOHTPOJI CIIUPAT ChC 3al0BE]]
eKCIuIoaTalusaTa Ha 00eKTa.

Un. 288a. (Hos - JIB, 6p. 67 ot 2020 r.) Ha nmpuTexaren Ha pa3pelieHue 3a
THProBUsi Ha JApeOHO C JICKAPCTBEHHM MPOAYKTH B aNTeKa, KOHTO HE H3IMBIHH CBOE
3abJDKEHHE OTHOCHO IIOKa3aTesJuTe 3a O€30IacHOCT Ha JIEKAPCTBEHUTE NPOJYKTH,
omnpeneneHo B To3u 3akoH win B Jlemerupan permament (EC) 2016/161, ce namara
umymectseHa cankuusa ot 1000 o 3000 nB., a Mpu MOBTOPHO U3BBPILBAHE HA CHIIOTO
HapylieHue - umymiectsena cankuus ot 5000 go 10 000 nB.

Un. 2886. (Ho - JIB, 6p. 16 or 2024 r., B cuna ot 23.02.2024 r.) 3a
HEW3IBJIHEHNUE Ha 33TbJDKCHUSITA 110 Wi. 27206, an. 3 u 4 ce Hajara UMyIIeCTBEHA CAaHKIIHS
B pazmep ot 5000 go 10 000 nB., a mpu MOBTOPHO U3BBHPILBAHE HA CHUIOTO HapyIIECHUE -
uMmyniecTBeHa cankuus B pazmep ot 10 000 go 15 000 nB.

Un. 289. (1) (Ilpenummen TekcT Ha ui. 289 - 1B, 6p. 60 ot 2012 1., B cuna ot
07.08.2012 r., u3m. - JIB, Op. 102 ot 2018 1., B cuna ot 01.01.2019 r.) KoiiTo nmpomara
JIEKapCTBEHH MPOIYKTH 0e3 00pazyBaHa WM PETUCTpUpaHA [IEHA WM 110 [IeHH, Pa3InyHI
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0T oOpa3yBaHHUTE I10 Pea Ha TO3M 3aKOH, ce€ Haka3Ba ¢ 17106a ot 1500 go 3000 niB., a pu
IIOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylleHue - ¢ ri1o6a ot 2500 no 4000 nB.

(2) (Hosa - JIB, 6p. 60 ot 2012 1., B cmma ot 07.08.2012 1., u3m. - JIB, 6p. 102
ot 2012 r., B cuna ot 21.12.2012 r., non. - [AB, 6p. 67 ot 2020 r.) Ilpurexxaren Ha
pazpelieHue 3a ynorpeda Wid ThProBell Ha €po C JICKAPCTBEHU MPOAYKTH, KOWTO He
U3MBJIHA 33bJDKCHHE, ONpeAeNieHo ¢ Hapeabata mo wi. 26la, am. 5, ce Haka3Ba C
umyuiectBena cankius ot 5000 qo 10 000 nB., a pyu NOBTOPHO MU3BBPIIBAHE HA CHUIOTO
HapylIleHue - ¢ umyiectseHa caukuus ot 10 000 o 20 000 sB.

(3) (Hosa - 1B, 6p. 102 ot 2012 r., B cmina ot 21.12.2012 r., ot™. - JIB, 06p.
102 ot 2018 r., B cuna ot 01.01.2019 r., HoBa - [IB, 6p. 67 ot 2020 r.) Ha Thproseu Ha
elpo C JIeKapCTBEHH NPOAYKTH, KOWTO MpojaBa Ha JeueOHO 3aBeJeHHE JIEKapCTBEHU
MPOJIYKTH, BKIIOYEHU B [lO3UTHBHUSA JE€KApCTBEH CIHCHK, HA II€HA, MO-BUCOKa OT
CTOWHOCTTA, oOpa3yBaHa MO peaa Ha Hapembara mo uwi. 26la, am. 5, ce Hajara
umytiectBeHa caukius ot 3000 mo 5000 7nB., a mpu MOBTOPHO M3BBHPIIBAHE HA CHIIOTO
HapyleHue - umyuiectseHa cankuus ot 6000 no 10 000 nB.

(4) (Hosa - JIB, 0Op. 67 ot 2020 r.) Ha neue6Ho 3aBenenue no wi. 262, ai. 6,
T. 2, KOETO 3aKyIH JIEKAPCTBEHHU MPOAYKTH, BKIIOUeHHU B [I03UTHBHUS IEKapCTBEH CIHCHK,
Ha IICHA, I0-BUCOKA OT CTOMHOCTTA, 0Opa3yBaHa 1o peaa Ha Hapeabara mo 4wi. 261a, an. 5,
ce Hanara umyuectseHa cankius ot 3000 o 5000 5iB., a Tpy HOBTOPHO M3BBPILIBAHE HA
CBILOTO HapylleHue - uMmyiecTsena cankuus ot 6000 xo 10 000 nB.

(5) (Homa - 1B, 6p. 67 ot 2020 r.) Hapymenusta o ain. 1 - 3 ce yctaHOBsSIBaT
C aKTOBE, CbCTABEHH OT IJIBXHOCTHHU JIMIIA, ONIPEIEIICHN OT Mpe/ceaTeNsl Ha ChBETa 1o
yi1. 258, an. 1, a HaKa3aTeTHUTE TTOCTAaHOBIICHUS CE€ M3JaBaT OT MpeceaaTess Ha ChBeTa
mo wi. 258, ain. 1.

(6) (Homa - /1B, 6p. 67 ot 2020 r.) Hapyiienusra 1o ai. 4 ce yCTaHOBSIBAT C
aKTOBE, ChCTABEHU OT JJIBKHOCTHU JIUIIA, ONPEICIICHH OT U3ITBIHUTEIHUS TUPEKTOP HA
W3nbaautenHa areHnus "MeAWIIMHCKU HaA30p", a HaKa3aTeTHUTE TMOCTAHOBIEHHUS cCe
W3/1aBaT OT U3ITBIHUTEIHUS JUPEKTOp Ha M3mbiHuTeTHA areHIus "MeauiuHcK Haa3op'.

Un. 289a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (U3m. -
B, 6p. 102 ot 2012 1., B cua ot 21.12.2012 1., u3m. - JIB, Op. 102 ot 2018 r., B cuiia ot
01.01.2019 r.) Koiito paGoTu B HapylieHHe Ha yTBBPJEHHUTE (hapMaKo-TeparneBTUYHU
PBHKOBOJICTBA WJIM M3BBPILIBA OIEHKAa Ha pe3yiTaTa OT TEpamnusTa B OTKIOHEHHE OT
Kputepuute mo wi. 259, an. 1, 1. 4, ce Haka3Ba ¢ rioba ot 1000 go 2000 nB., a mpu
MOBTOPHO M3BBpPIIBaHE Ha CHIIOTO HapylleHue - ¢ rinoda ot 2000 1o 3000 nB.

(2) (U3m. - 1B, 6p. 102 o1 2018 1., B cuna ot 01.01.2019 r.) Hapymienusita no
an. 1 ce ycraHoBSBaT C akTOBE, ChCTAaBEHU OT JUIBKHOCTHHU JIMIA, ONpPENIEICHHU OT
W3NBJIHUTENTHUS AUpekTop Ha W3nbaHutenHa areHuus "MeaunuHcku Haazop', a
HaKa3aTeJTHUTE IIOCTAHOBJIEHHS C€ M3JaBaT OT M3I'BJIHUTEIHMUS JAUPEKTOp Ha
W3nbiaurtenna arednus "MeauuuHCcKy Haa3op'.

(3) (Hosa - IB, 6p. 67 ot 2020 r.) Koraro npu npoBepkute mo wi. 267a, ai. 2
CE YCTaHOBU HECHOTBETCTBUE HA BUJIOBETE U KOJIMYECTBATA JIEKAPCTBEHH IPOLYKTH, KOUTO
ca MpeANHCaHd W/WiIM TPWIOKEHH Ha MalUeHTUTe, C BHJIOBETE M KOJUYeCTBaTa
JIEKapCTBEHU MPOAYKTH, KOMTO ca OTIIyCHaTH OT amnTekara, M3mbeiaHuTenHa areHuus
"MemuuuHCKM Han3op" yBeOOMsBAa OpPraHa, KOMTO 3aIljalla ChbOTBETHMS JIEKAPCTBEH
OPOAYKT ¢ NMyOJIMYHU CpPEACTBA, a MPU JAHHU 32 W3BBPIIEHO MNPECTBIUICHHE Ce3upa
KOMIIETEHTHUTE OPTaHU 3a MpeArprueMaHe Ha AeMCTBUSI 10 HAKa3aTEIHO MpecieIBaHe.
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Un. 2896. (Hos - IB, 6p. 67 ot 2020 r.) (1) KoiiTo nmpoBexna redcHne B
HapylIeHne Ha M3MCKBaHUATA 110 Wwi. 2660, ce Haka3Ba ¢ ioba ot 1000 go 3000 nB., a ipu
IOBTOPHO M3BBPIIBAHE HA CHLIOTO HapylieHue - ¢ ri1oda ot 2000 xo 4000 nB.

(2) Hapymenusita mo an. 1 ce ycTaHOBSBAaT C aKTOBE, CBhCTaBEHU OT
JUTHKHOCTHHU JIMIIA, OTIPEJICTICHU OT U3II'BJIHUTEIIHUS TUPEKTOp HA M3IbIHUTEIHA areHIus
"MenuuuHCKY Haa30p', a Haka3aTeTHUTE IOCTAHOBIICHHUSI C€ U3/1aBaT OT U3I'bJIHUTEIIHUSA
qupekTop Ha M3nbaHuTenHa areHius "MeauuuHCcKu Ha3op'.

Ui 290. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Kotito
peKIaMupa JISKapCTBEHH MPOYKTH, KOUTO HE Ca Pa3pelieHH 3a yroTpeda Mo pena Ha TO3H
3aKo0H, ce Haka3Ba ¢ rioda ot 10 000 zo 20 000 .

(2) (Hosa - IB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) KoiiTo pekiamupa
MPOIYKT, KaTO My NMPUIUCBA W/UIIM HACOYBA KbM CBOMCTBA, CBHP3aHU C MpO(UIaKTHKA,
JTMAarHOCTHKA WUJTK JIeYeHHE Ha 00JIECTH MPH YOBEKa, ce Haka3Ba ¢ rioba ot 10 000 mo 20
000 nB.

(3) (IIpenumna an. 2 - /1B, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r.) Koiito
peKaMupa JIeKapCcTBEHH MPOIYKTH B HApYILIEHUE Ha TO3M 3aKOH, C€ Haka3Ba ¢ rinoba oT
10 000 no 20 000 nB.

(4) (ITpegumrna ain. 3, u3m. - JIB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 T.)
Hakazanusita mo an. 1 - 3 ce HajaraT ¥ Ha JMIara, AOMYCHAIM H3JIbUYBAHETO,
nyOIMKYBaHETO M Pa3IPOCTPAHEHUETO Ha peKjIamara.

Ui 290a. (Hos - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MeauimHcku
CICIUAIIMCT WIH JIUIE, MPEACTABSINO CEe 32 MEAUIIMHCKU CIEIHAIUCT, KOSTO U3BBPIIBA
npsika WM KOCBEHa peKiiaMa Ha JIEKQpCTBEHHW MPOAYKTH B TMEYATHUTE W/HUIU B
€JICKTPOHHUTE MEJIUH, KAKTO U B HHTEPHET, ce Haka3Ba ¢ rioba ot 1000 xo 5000 nB., a mpu
noBTOpHO HapyuieHue - ot 3000 xo 10 000 nB.

Un. 2906. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Koiito
M3BBPIIN JapEeHUE Ha JIEKAPCTBEHH MPOJIYKTH B HapyllIeHue Ha wi. 268a, an. 1, ce Haka3Ba
¢ ro6a ot 1000 go 3000 1B., a MpU NOBTOPHO M3BBPIIBAHE HAa CHILOTO HAPYIIEHHUE - C
rio6a ot 3000 go 5000 nB.

Y. 2908. (Hos - /IB, Op. 102 012012 1., B cuna ot 21.12.2012 r.) [Ipurexaten
Ha paspelieHue 3a ynorpe0a, KONTO MpoBexkJa HEMHTEPBEHLMOHAIHU MpPOYYBAHUS B
HapyIIeHUEe Ha TO3M 3aKOH, C€ Haka3Ba ¢ umyuiectBeHa caukius ot 5000 xo 10 000 x1B., a

IIPYU MIOBTOPHO M3BBPIIBAHE HAa CHUIOTO HAPYILIEHUE - C UMYIecTBeHa caHkuus oT 10 000
10 20 000 1.

Y. 290r. (Hos - IB, 6p. 102 01 2012 1., Bcuna ot 21.12.2012 r.) [lpurexaren
Ha paspeleHue 3a ynorpeda, KOWTO He U3MBIHABA yCIOBUATA IO Wwi. 55a, 56a u 560, ce
Haka3Ba ¢ umymectseHa cankuus ot 5000 no 10 000 nB., a mpyu MOBTOPHO U3BBPIIBAHE HA
CBIIOTO HapylieHue - ¢ umyniectBeHa caukius ot 10 000 go 20 000 nB.
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Ui 290x. (Hos - /IB, 6p. 102 o1 2012 1., B cunma ot 21.12.2012 r.) [Iputexaren
Ha pa3pelIeHue 3a ynoTpeda, KOMTo He H3MbIHsBA 3aJb/DKeHusATa 1Mo Wwi. 190 - 192, 1946,
1948, 1943 u 194u, ce Haka3Ba ¢ umyniectseHa cankiua ot 5000 o 10 000 nB., a ipu
IOBTOPHO M3BBPILIBAHE HA CHIIOTO HApYLIEHHUE - ¢ uMyniecTBeHa cankuus ot 10 000 oo
20 000 ns.

Ui 290e. (Hos - /IB, 6p. 102 o1 2012 1., Bcuna ot 21.12.2012 r.) [Ipurexaren
Ha paspelleHue 3a yrnorpeda, KOUTO HE M3I'BJIHABA 3abJKEHUATa 110 wi. 193 u 194, ce
Haka3Ba ¢ umyniectseHa cankuus ot 2000 go 5000 1B., a mpy MOBTOPHO U3BBPIIBAHE HA
CBILOTO HapylIeHue - ¢ uMmyiectseHa cankuus ot 5000 no 10 000 nB.

Un. 291. (1) (Jom. - AB, 6p. 60 ot 2011 r., B cma ot 05.08.2011 r., mom. - /1B,
op. 60 ot 2012 r., B cruta ot 07.08.2012 r., usm. - JIB, 6p. 102 ot 2012 r., B cuia ot
21.12.2012 r., nom. - IB, 6p. 84 ot 2018 r., B cua ot 12.10.2018 r., mom. - JIB, 6p. 67 ot
2020 r., u3m. - [IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) Koraro HapymuieHusita no
1. 281 - 284a, ain. 1, uir. 284r - 284u, 285, 2856, wi. 286, ain. 1, ain. 287 u 2876, wr. 289,
an. 1, . 289a, un. 290, . 29006, un. 292 u wi. 294 ca U3BBPIICHU OT IOPUIUICCKH JIHIIA
WJIU €IHOJIMYHH THhPIOBIH, CE HAaJlaraT UMYIIECTBEHH CAHKIIMU B pa3Mep, HE MO-MaJIbK OT
TPOWHMS pa3Mep Ha MPEIBUICHUTE MUHIMAIHH pa3MepH Ha ChOTBETHUTE TJIOOM M HE I10-
rojisM OT TPOWHHS pa3Mep Ha MPEIBUJICHUTE MAKCUMAJHU pa3Mepu Ha ChOTBETHUTE
r00u.

(2) (Jom. - IB, 6p. 60 ot 2012 r., B crta ot 07.08.2012 1.) 3a HapyIeHHS 110
yi1. 289, an. 1 uMyniecTBeHaTa CaHKIIMs € B ICBETOPEH pa3Mep Ha HaJIB3eTara cyMa, ako
TS HaJIBUIlIaBa MAKCUMAJIHUS pa3Mep Ha CaHKIMTA 110 ail. 1.

(3) HanaraneTo Ha umMyIiecTBEHa CAaHKIIMS HE U3KIII0OUBA HAaJlaraHETOo Ha rl1o6a
Ha BUHOBHHTE JIHKHOCTHU JINIIA.

(4) Hanaranero Ha UMYIIECTBEHU CaHKIIMM HE W3KIIOYBAa HAJlaTaHETO Ha
MEPKUTE, MPEIBUIEHH OTHOCHO MPABOCIIOCOOHOCTTA Ha MEAUIIMHCKUTE CICIHAIUCTU U
KBaTM(DULIPAHUTE JIHIIA.

Y. 292. (1) Koiito He U3IBIHM pa3nopexaHe, MpeInICcaHne Wi yKa3aHue
Ha OpraHuTe Ha JbpKaBHUS KOHTPOJI 10 TO3H 3aKOH, U3BBH cilydauTe 1o 4i. 270, an. 1, T.
2 u ai. 3, ce Haka3Ba ¢ ri1o6a ot 1500 mo 3000 ns.

(2) 3a HemsmbiIHEHHE Ha pasnopexaaHe mo uin. 270, am. 1, T. 2 m an. 3
BHHOBHUTE JIMIIA c€ Haka3Bar ¢ 1iio6a ot 500 mo 1000 .

Un. 293. (1) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., usm. -
B, 6p. 84 o1 2018 1., B cmima ot 12.10.2018 r.) [Ipu HecriazBaHe Ha yCIOBHSATA, TPU KOUTO
ca U3JaJIeHN pa3pelIeHusITa/y1I0CTOBEpEHUATA 3a IPOU3BOACTBO, BHOC, MapajeeH BHOC,
THPTOBHS Ha €JIpO U ThProBUs Ha JpeOHO C JEKApCTBEHU MPOAYKTH B anTeKa, KaKTo U B
cayyaute mo wi. 281, am. 1 - 3, un. 283, an. 1, wn 2848, an. 2 u un. 287, an. 2
M3IBJIHATENHUAT qupekTop Ha MAJI nznasa 3anoBes 3a TAXHOTO OTHEMAHE.

(2) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3m. - /IB, Op. 84
ot 2018 ., B crina ot 12.10.2018 r.) [Ipn HecniazBaHe Ha yCJIOBUSATA, IPU KOUTO € U3/1aJICHO
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YIOCTOBEPEHHUE 3a pErucTpanusi Ha Jporepus, KakTo ¥ B cioydauTe mo ui. 287, an. 4
TUPEKTOPHT Ha choTBeTHaTa P3U n3nasa 3amoBen 3a OTHEMaHe HAa YAOCTOBEPEHHUETO.

(3) Ilpu HemsmbIHEHHE HA 3aBJDKEHUETO 3a yBeAoMsIBaHe 1mo 4wi. 204, ai. 3
3a [peKpaTsBaHe Ha JIGMHOCTTA OT CTpaHa Ha ThProBela Ha eApo C JICKAPCTBEHU MPOIYKTH
M3MBIHUTETHUAT nupektop Ha MAJl u3naBa 3amoBen 3a OTHEMaHe Ha HM3JaJICHOTO
pa3peleHue.

(4) (HoBa - /IB, 6p. 84 o1 2018 r., B cumma ot 12.10.2018 r.) [Ipu HEM3IIBIHEHNE
Ha M3WCKBaHUSTA 32 U3HOC HA JICKAPCTBEHH MPOAYKTH I10 IIaBa aeBera "0" OT Thprosell
HAa €J[PO C JIeKapCTBEHU MPOAYKTH U3MBJIHUTENHUAT AupekTop Ha MAJI n3nasa 3anosen 3a
OTHEMaHEe Ha Pa3pelleHUEeTo, KOraTo ThProBEeUbT HAa €APO U3BBPIIH TOBTOPHO HAPYIICHHE
o 4i1. 2841 1 2858 MM KOrato CHCTEMHO HE M3IBJIHIBA 3a0bJKeHUITA cH 1o wi. 207, ai.
I, T 15.

(5) (U3wm. - [IB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 1., mpeaumiHa an. 4 -
1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 1.) [Ipu HeU3IbIHCHUE HA 33IBIDKCHUETO 32
yBeJOMsIBaHe 1o wi. 235, an. 3 3a mpekparsBaHe Ha JIEWHOCTTA OT CTPaHa Ha MpUTEkKaTel
Ha pa3pelieHue 3a HM3BBPIIBAHE HA THProBHsI Ha JPEOHO C JICKAPCTBCHH MPOIYKTH
U3MBIHUTETHUAT aupektop Ha MAJl u3ngaBa 3amoBen 3a OTHEMaHe Ha H3aIeHOTO
paspelieHue.

(6) (ITpegumina ain. 5, u3m. - JIB, 6p. 84 ot 2018 ., B cua ot 12.10.2018 1.)
3anoBeaute 1o anm. 1 - 5 mommexar Ha oOXajgBaHe 1O pena  Ha
AJMUHUCTPATUBHOMPOIIECYATHUS KOAEKC, KaTo 00KalBaHETO HE CHHUpa M3MBIHCHHETO
uM.

Uin. 294. Koiito Hapymu pa3nopeadUTe Ha TO3U 3aKOH WM HapenouTe 1o
MpUJIaraHeTo My, U3BbH ciaydaute o wi. 281 - 293, ce nHakaszga ¢ rinobda ot 1000 go 3000
JIB., a TP MOBTOPHO U3BBPIIBAHE HA CHIIOTO HapylieHue - ¢ riaoda ot 3000 go 5000 ns.

Ui 295. (1) (U3m. - IB, 6p. 98 o1 2010 ., B cuma ot 01.01.2011 r., u3m. - /1B,
6p. 102 ot 2018 r., B cuna ot 01.01.2019 1., u3m. - /1B, Op. 67 ot 2020 r.) Hapymenusra
10 TO3U 3aKOH CE€ YCTaHOBSIBAT C aKTOBE, CbCTAaBEHHU OT JUTbKHOCTHHU JIMLA 1O WI. 267, ai.
4.

(2) (Hom. - B, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 r., ot™. - [IB, 6p. 102
ot 2018 1., B cunma ot 01.01.2019 1.)

(3) (U3wm. - [IB, 6p. 98 o1 2010 1., B cuma ot 01.01.2011 r., u3m. - JIB, 6p. 102
ot 2018 r., B cuna ot 01.01.2019 r.) HakazaTenHuTe MOCTaHOBJICHHS CE€ H3JaBaT OT
MUHUCTBbpa Ha 3paBEONa3BaHETO, OT TIJaBHUS IbpPXKABEH 3/paBEH HHCIEKTOpP, OT
npejacenarens Ha cbBeTa no wi. 258, an. 1, oT uznbiaHuTenHus nupexkrop Ha MAJI u ot
qupexkropure Ha P3M B 3aBHCHMOCT OT MOJYMHEHUETO HA JUITBKHOCTHOTO JIUIIE,
YCTaHOBHJIO HAPYILIEHUETO.

(4) (Homa - 1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Hakazarenuure
MOCTAaHOBJICHHS] MOKE /1a C€ U3/1aBaT U OT APYTH IIBXHOCTHU JIHUIA, OMPABOMOILEHU OT
JvIara mo aji. 3, KaTo MpeaceaaTeNsaT Ha ChBeTa Mo Wi. 258, ain. 1 Moxe 1a onmpaBoOMOIIHN
JpYT 4JIEH Ha KOMUCHSITA.

(5) (Homa - /IB, 6p. 67 ot 2020 r.) PernoHamHuTe 37paBHU WHCIEKIIUN
yBenomsiBar MAJl 3a cbCcTaBeHUTE aKTOBE 3a YCTAHOBSIBAHE Ha aJMHHUCTPATUBHU
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HapyIICHUs 1 3a BJIC3JIMTC B CUJIa HAKA3aTCIIHU IIOCTAHOBJICHUS, U3AaACHU 10 p€1a Ha TO3HU
3aKOH.

Un. 296. CbCTaBIHETO HA aKTOBETE, H3JaBaHETO, OO0XAJIBAHETO M
U3IIBIHCHUETO Ha HaKa3aTEeJIHUTE MOCTAHOBJICHUS CE M3BBPINBAT IO peja Ha 3aKkoHa 3a
aI[MI/IHI/ICTpaTI/IBHI/ITe HapymeHI/m 1 HAKa3aHUs.

Un. 297. (U3m. - 1B, Op. 84 ot 2018 r., B cma ot 12.10.2018 r.) (1) B
ciaydyaute Ha ui. 281, 282, 283, 284, 285 u 287 Haka3BalMAT OpraH MOCTAHOBSBA U
OTHEMaHe B 110J13a Ha JIbP>KaBaTa Ha JIEKaPCTBEHUTE NPOAYKTH - MPEAMET Ha U3BBPIICHOTO
HapylIeHWe, MpU YCIOBHUS WM IO peid, OMNpelesieHn B 3aKoHa 3a aJMHUHUCTPATUBHUTE
HapylmeHus W HakazaHus ¥ B cboTBeTcTBHE ¢ Permament (EC) Ne 952/2013 na
EBpomneiickust mapiameHT u Ha CbBeta oT 9 oxktomBpu 2013 r. 3a ch3naBaHe Ha
Mutauueckn koaekc Ha Cpro3za (OB, L 269/1 ot 10 okromBpu 2013 1.) n Pernamenr 3a
msnbiaHenue (EC) 2015/2447 na Komucusta ot 24 noemBpu 2015 r. 3a onpezensHe Ha
noapoOHM TIpaBHJa 3a NpUIAraHeTo Ha HAKoW pasmopenadu Ha Permament (EC) Ne
952/2013 na EBporieiickus napiaMeHT U Ha CbBeTa 3a Cbh3/1aBaHe HAa MUTHUYECKH KOJIEKC
Ha Cwro3a (OB, L 343/558 ot 29 nekemBpu 2015 1.).

(2) JlexkapcTBeHHUTE MPOIYKTH MO al. 1 ce YHUIIOkKaBaT MPH yCIOBUITA U IO
pena Ha HapenOaTa mo wi. 274, an. 2.

JlonbJIHUTEIHN pa3nopendu

§ 1. Ilo cmuchlIa Ha TO3H 3aKOH:

1. (m3m. - 1B, Op. 102 ot 2012 r., B cuia ot 02.01.2013 r.) "AxTuBHO
BELIECTBO" € BCSIKO BELIECTBO MIIM CMEC OT BEILIECTBA, IPEIHA3HAYECHH 3a U3I0JI3BaHE 3a
IIPOU3BOJICTBOTO HA JIEKAPCTBEH MNPOAYKT, KOUTO IMPHU HU3IMOJI3BAHETO CH B HETOBOTO
IIPOU3BOJICTBO C€ IMPEBPBINAT B aKTUBHA ChCTaBKa HA TO3M NPOJYKT, NPEAHA3HAUEHA 32
ylnpaxHsiBaHe Ha (apMaKoOJIOrMUHO, UMYHOJOTUYHO MJIM METaOOJIMTHO JEMCTBHE C IIel
Bb3CTAHOBSIBAHE, KOPUTMpaHEe WM MpoMsiHAa Ha (U3MONOTMYHM (YHKIMHM WIH 32
MOCTaBsSIHE HAa MEIMIIMHCKA TUArHO3a.

2. "bHOEKBHBAIEHTHOCT" € HAJMIE, KOraTo JIEKAPCTBEHWUTE IMPOLYKTH ca
(dapMalleBTUYHO EKBUBAJICHTHU WM (apMalleBTUYHU aJITEPHATUBHU, U AKO TEXHUTE
OMOHAJIMYHOCTU CJe/l MPUIOKEHHE B ChIaTa MoJjapHa J03a ca MOAOOHM /10 TakaBa
CTeNeH, 4e e(eKTUTE UM I10 OTHOILIEHUE Ha e(UKACHOCT U OE30MaCHOCT Ca ChIIECTBEHO
OJ00HH.

3. "buoHanu4HOCT" € CKOpPOCTTa U CTENEHTa, C KOUTO aKTMBHOTO BEIIECTBO
WIM TEpareBTUYHO aKTHBHATa My 4acT ce abcopOupar oT JeKkapcTBeHara opMa u craBa
HAJIMYHO B MSCTOTO Ha JieiicTBue. KoraTo 1ekapcTBEHOTO BEIIECTBO € MpeAHA3HAUYEHO /1a
yIpaXKHU CUCTEMEH TepaneBTHYeH e(eKT, OMOHAIMYHOCT O3HayaBa CKOpPOCTTa U
CTENEHTa, C KOMTO JIEKapCTBEHOTO BELIECTBO MJIM TEPANEBTUYHO aKTMBHATa MY 4acT ce
0CcBOOOK1aBa OT JieKapcTBeHaTa (hopMa U IpeMUHaBa B 00111aTa IUPKYIAIHSL.

4. (m3m. - [IB, 6p. 84 ot 2018 1. (*)) "bpomrypa Ha uzcnenoBatens" e Opourypa
Ha M3ClIeIoBaTeNs MO CMHUChIa Ha 4i. 2, maparpad 2, touka 23 ot Permament (EC) Ne
536/2014.
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5. "BanmaHa nokymeHTanus" € JOKYMEHTAIus, KOSTO MO ChAbp)KaHHE M
O'BJTHOTA OTroBaps Ha M3MCKBAHUATA, NMPEIABUACHU B OIpenesieHa MPOLEAypa MO TO3U
3aKOH.

6. "BemectBo ¢ mobpe ycraHOoBeHa ymoTpeda B MEIUITMHCKATa MPAKTUKA" €
BEIIECTBO, 32 KOETO MOTaT /1a C€ MPUJIOKAT CICAHUTE KPUTEPUU:

a) MepHOIBT 3a I0Ka3BaHe Ha JJOOpe yCTaHOBEHATa yIoTpeda B MEAULIMHCKATA
MpakTHUKa € He Mo-KpaTbk OT 10 roguHu OT jAaraTa Ha MbpBaTa CHUCTEMAaTH3HpaHa U
JOKYMEHTHpaHa yrnoTpeda Ha BEIIECTBOTO KaTo JIEKapCTBEH NPOAYKT B EBpomeiickus
ChbI03 WK B EBpomneiickoTo NKOHOMUYECKO TPOCTPAHCTBO;

0) KOJIMYEeCTBEHH acleKTH Ha ymnorpebara Ha BEIIECTBOTO, KaTO CE B3eMe
IpelBUJ CTENEHTa Ha yrnoTpeba B MEAUIIMHCKAaTa MpPaKTHKa, CTEIEHTa Ha yrnoTpeba Ha
reorpa)CKy MPUHIMIT U CTENEHTa Ha MpOCJesBaHEe upe3 cucTemara 3a 0Oe30MacHOCT,
BKJIIOUUTEJIHO MPOYYBAHUS, MPOBEICHU Npeau MyCKaHEeTO Ha Maszapa U ciell ToBa U
nyOJIMKyBaHa HaydHa JHTEpaTypa 3a EMUAEMUOJOTHYHU MPOYYBAHHSA M B YaCTHOCT
CPaBHHUTEIHU €MHIEMUOIOTUYHH POYYBAHHUS;

B) BUCOKA CTETICH Ha Hay4eH WHTEPEC KbM yroTpedara Ha BemecTBoTo (Opoit
HAyYHU MYyOJIMKAIMK) U €IMHCTBO B HAYYHUTE CPEIU B HAYYHUTE OLEHKU.

7. "BropuuHa onakoBka" € OIakoBKaTa, KOATO HE BJIM3a B HENOCPEACTBEH
KOHTAKT C JIEKAPCTBEHHUS MPOIYKT.

8. (m3m. - [IB, 6p. 84 ot 2018 . (*)) "BB310kKHUTEN" € CIOHCOP TIO CMUCHIIA HA
ui1. 2, maparpad 2, touka 14 ot Pernament (EC) Ne 536/2014.

9. "I'eHepuy€H JIEKapCTBEH MPOIYKT" € JIEKapCTBEH MPOAYKT, KOUTO UMa €A1H
U ChIIl KAYE€CTBEH U KOJMYECTBEH ChCTaB MO OTHOIIIEHUE HA aKTUBHUTE BEIIIECTBA U ChIllaTa
JexapcTBeHa (popma kato pedepeHTHHS JIEKaPCTBEH IPOAYKT, 1 OMOCKBHBAJICHTHOCTTA MY
C pedepeHTHUs JEKapCTBEH MPOAYKT € JI0OKa3aHa C TMOAXOASIIM W3MUTBaHUS 3a
OMOHaNMYHOCT. Pa3nuyHuTe mMepopanHM  JIeKapcTBeHHM (QopMU C  He3abaBHO
0CBOOO’KJ]aBaHEe ce CMsTAaT 3a €lHa W ChIla JekapcTBeHa dopma. Paznmuunute counu,
€CTepH, €TepH, M30MEpPH, CMECH OT WM30MEpH, KOMIUICKCH WM JEPUBATH Ha aKTHBHO
BEIIECTBO C€ CMSTAT 3a CHIIOTO AKTUBHO BEIIECTBO, OCBEH aKO T€ C€ pa3inyaBaT
3HAYMTEIIHO 110 CBOATA 0€301aCHOCT M/UJIN €(UKACHOCT.

10. (m3m. - JIB, 6p. 84 ot 2018 r. (*)) "I'maBeH u3ciemoBaTen" € riaBeH
u3cie0BaTeNl MO0 CMUCHJIAa Ha wi. 2, maparpad 2, touka 16 ot Permament (EC) Ne
536/2014.

11. "ledbuHupana nHeBHa 032" € cpeHa JHEBHA MO IbPrKallla 1032 OT AaJIeH
JIEKapCTBEH MPOJYKT, KOATO C€ MpHara Mmpu BH3PACTHU MO OCHOBHOTO TNOKa3aHUE HA
JIEKapCTBEHHS MTPOTYKT.

12. (u3m. - [IB, Op. 84 ot 2018 r. (*)) "/{oOpa kIMHUYHA MpaKkTUKA" € 100pa
KJIMHUYHA TMPAaKTUKa M0 CMUCHJIA Ha wi. 2, maparpad 2, Touka 30 ot Pernmament (EC) Ne
536/2014.

13. "Jlo6pa mabopaTopHa nmpakTuka" € CHCTeMa OT MEKIYHApOIHO TPU3HATH
MpaBUJia MO0 OTHOIICHHWE Ha YCIOBUATA 3a IUJIaHUpaHE, MPOIECUTE Ha OpraHU3UpaHe,
U3BBPIIBaHE, IPOCIIEIIBaHE M JOKYMEHTHPaHEe Ha Ja00paTOPHUTE M3MUTBAHUSI.

14. "JIoOpa mpou3BOJICTBEHA IPAKTUKA" € CUCTEMa OT MEKIYHApOIHO OM3HEC
NPU3HATH TIPaBWIIa, KOSTO OOXBalla BCHYKH CTPAaHH Ha MPOW3BOJCTBOTO - TIEPCOHA,
MOMEIIEHUS, ChOPBHKEHUS, MATePUAIH, TOKYMEHTAIIHsI, KAUeCTBEH KOHTPOJ, U IMa 3a TeJ
Jla OCUTYpH 0€30I1acHOCT, €PUKACHOCT U ChOTBETCTBUE ChC CHEIU(DUKAIUATA.
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15. (mom. - IB, 6p. 71 oT 2008 1., B crita ot 12.08.2008 r.) "JIbpkaBa uieHka"
€ IbprKaBa - WieHKa Ha EBponeiickus cpo3 Win Abpkasa - crpaHa o CriopasyMeHUeTo
3a EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

16. "Etuker" e undopmMamus BbpXy IbpBUYHATA UM BTOPUYHATA OIMAKOBKA
HA JIEKAPCTBEHUS MPOAYKT.

17. "MIMyHOJIOTHYEH JIEKapCTBEH IMPOIAYKT" € JIEKapCTBEH MPOAYKT, KOHTO
ChbpKa BAKCUHU, TOKCHHU, CEPYMHU WK ajiepreHu. B o0xBaTa Ha BAKCUHUTE, TOKCUHUTE
U CEpYMUTE BIU3aT areHTH, KOUTO CE€ U3IOJI3BAT Aa Ch3/1aJaT aKTUBEH UMYHUTET WIN J1a
YCTaHOBAT CBHCTOSHME HAa HMYHHUTET, WM Ja TMpeAU3BUKAT I1aCUBEH HMYHHTET.
AnepreHuTe ca JeKapCTBEHH MPOIYKTH, KOUTO ca MPeHAa3HAYCHH J]a HISHTU(DUIIUPAT UITH
CTUMYJHMpaT cnenuduyHa [eJIeHacoYeHa MPOMSHA B HMYHOJOTHMYHUS OTTOBOP KbM
aJIepruyeH areHT.

18. "Uscneasane 3a OMOEKBUBAIIEHTHOCT" € KJIMHUYHO M3IIUTBAHE, C KOETO CE
Heny Ja ce JOKaxe, 4e JIBa JICKapCTBEHM IMPOJyKTa ca OMOCKBHBAJICHTHH, aKO TE ca
dbapMalleBTUYHO EKBUBAJICHTHU WM (PapMaleBTUYHO aITEPHATHBHH, U KOrato
OMOHAJIMYHOCTUTE UM CJIeJ] IIpUJIaraHe B ChlaTa MOJIapHA J103a Ca CXOJHHU JI0 CTEIEH,
KOSITO € YCIIOBHE 32 €KBUBAJICHTHH €()UKACHOCT M 0€30IacCHOCT.

19. "Uscneasane 3a OMOHAIMYHOCT" € KIIMHUYHO U3IUTBAHE, C KOETO CE IEIN
Jla ce MOKake KaKBU Ca CKOPOCTTa M CTEMEHTa, IPU KOUTO aKTUBHOTO BEIIECTBO HIIU
TEpaneBTUYHO 3HayMMaTa 4YacT OT HW3MNMTBAHMA JIEKAPCTBEH IPOAYKT JOCTUraT OT
JekapcTBeHara ¢opMa B CUCTEMHOTO KpbBOOOpaIlleHHE.

20. (m3m. - 1B, 6p. 84 ot 2018 r. (*)) "M3nuTBaH JIeKapCTBEH MPOAYKT" €
U3MUTBAH JIEKAPCTBEH MPOIYKT MO CMUCHIIA Ha Wi 2, maparpad 2, Touka 5 ot Pernmament
(EC) Ne 536/2014.

21. (u3m. - JIB, Op. 84 ot 2018 r. (*)) "U3cnenoBaren" ¢ m3cieaoBaTeN 1Mo
CMHCHIIa Ha wI. 2, maparpad 2, touka 15 ot Pernmament (EC) Ne 536/2014.

22. (m3m. - JIB, 6p. 84 ot 2018 r. (*)) "HudopmupaHo ceriacue" e
nH(pOpMUpaHO ChIIacHe MO0 CMHUCHIIA HA uil. 2, maparpad 2, touka 21 ot Permament (EC)
Ne 536/2014.

23. "Kut" e BCSKO BENIeCTBO, KOETO OOWMKHOBEHO Mpeaud ymorpeba ce
pas3TBaps, CycleHaupa, pa3pexia Hid KOMOMHHUpPA ¢ PAJMOHYKIUAN, B pe3yaTaT Ha KOETO
ce Mojy4yaBa FOTOBUST PaJiMOAaKTUBEH JIEKapCTBEH MPOAYKT.

24. (u3m. - 1B, 6p. 84 ot 2018 r. (*)) "KnuHUYHO M3NUTBaHE HA JIEKAPCTBEH
IpOAYKT" € KIIMHUYHO U3MHUTBAaHEe M0 CMUCHIIA Ha Wi. 2, maparpad 2, Touka 2 ot Pernament
(EC) Ne 536/2014.

25. "Knmuam4yHO mnpeauMcTBO" € 3HAYUTEIHO TEPANEeBTUYHO  WIIH
JMarHOCTUYHO MPEIUMCTBO Ha €JIMH JIEKapCTBEH NMPOJAYKT B CPAaBHEHME C JICKApCTBEH
IPOAYKT, KOUTO BEYE € MOIY4UJI pa3pelieHne 3a ynorpeoa.

25a. (noBa - IB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r., u3m. - /1B, Op. 84
ot 2023 1., B cuna ot 06.10.2023 r.) "KondaukT Ha nHTEpecH" € KOH(IUKT Ha HHTEpeCH
10 CMHCBJIA Ha IJ1aBa 0cMa, pas3zen | o 3akoHa 3a MPOTHBOICHCTBUE HAa KOPYIILIUATA.

26. (ot™m. - JIB, Op. 84 oT 2018 1. (*))

27. "JlucToBKka 3a manueHTa" € JUCTOBKA, ChAbpKalla HHQOpMaLus 3a
NOTPEOUTENS, KOSITO CHIIPOBOXK/IA JIEKAPCTBEHUS TPOTYKT.

27a. (noBa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, Op.
102 ot 2012 r., B cria ot 21.12.2012 r.) "JlekapcTBeH MPOAYKT 3a MOJEpHA Tepanus’ €
JeKapCTBeH MpPOAYKT, ompeneneH B wieH 2 oT Permament (EO) Ne 1394/2007 na
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EBponeiickust napiameHT u Ha CbBera oT 13 HoemBpu 2007 r. OTHOCHO JIEKAPCTBEHUTE
OPOAYKTH 3a MojepHa Tepanus u 3a u3MeHeHue Ha JlupextuBa 2001/83/EO um Ha
PernamenTt (EO) Ne 726/2004.

276. (uoBa - /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "JlekapcTBeH
MPOIYKT 3a ChCTpajaTesiHa yrnorpeda" e JekapcTBEH MPOAYKT 3a NalMaTUBHA yrnoTpeba
no cmuchia Ha wi. 83, maparpad 2 or Permament (EO) Ne 726/2004 na EBpomneiickus
napiameHT u Ha CbBera.

28. "JlekapcTBeH MPOAYKT, MOJTYYEH OT YOBEIIKA IJia3Ma WA OT YOBEIIKa
KpBB'" € JIEKapCTBEH MPOIYKT, MPOU3BECH OT YOBEIIKU KPbBHU CHCTABKU U UPe3 METO/,
BKJIIOYBAL MPOMHUILIEH mpouec. KbM TAX ce OoTHacAT ajnOyMHH, WMYHOTJIOOYJIHMHH,
Koarynupaimu (akTopu W aHTUIIPOTEa3H, Pa3TBOPH Ha IUIA3MEHHM IPOTEUHH, IPYTH
TUTa3MEHH (PPaKIUK W KOMOWMHAIMH OT TSX.

29. "JlekapcTBeH NTPOIYKT, MpEIHA3HAYCH 3a JIedeHUe, NMpoduIaKTUKa U
JMAarHOCTHKA Ha PEJIKH 3a00JsBaHus" € MIPOIYKT, KOUTO:

a) € IMpelHa3HaueH 3a JIMArHOCTHKA, MNPO(PWIAKTUKA WM JIeYeHUE Ha
YKUBOTO3acTpallaBaiiy 00JIeCTH WK IPOrPECUBHO MPOTUYAILM XPOHUYHU 3a00JIsIBaHMs,
KOMTO 3acsarat He nopede ot 5 Ha 10 000 yoBeka Ha TEPUTOPUATA HA CTpAHATA, WU

0) e mpenHa3HaueH 3a IUArHOCTHKA, MPO(WIAKTHKA WIM JIEYeHUE Ha
JKUBOTO3acTpallaBaiy OOJNECTH W Ha CEPUO3HO YBPEXKIAIIM 3]IPaBETO XPOHUYHU
ChCTOSIHUS (3a00MsIBaHUS C BUCOK /s HA OOJECTHOCBbp3aHaTa HEPabOTOCTIOCOOHOCT U
WHBAJIMIHOCT) M Ca NPUIOKEHU JI0Ka3aTelcTBa, ue Mpojaxbara Ha MpPOAYKTa He
OCUT'YpsIBa 3a/I0BOJIUTENIHA BB3BPBILIAEMOCT, KOSTO Ja OIlpaBgac HEOOXOAUMUTE
WHBECTHUIIMH 32 Hay4YHOM3CJIEIOBATEJICKa U pa3BoOiHA JIeHHOCT, Oe3 Ja uMa CTUMYJIH 3a
Ch3JaTels Ha POAYKTa, U

B) KOTaTO HSIMa 3a/I0BOJIUTEJICH METOJI 332 JUArHOCTHKA, MPO(IIAKTUKA WU
JIEYEHUE Ha CBOTBETHOTO CBCTOSHUE, WIM aKO0 HMa TaKbB METOM, MPEIOKECHUST
JIEKapCTBEH MPOAYKT HMa 3HAYUTEIHO IIOBEYE IPEIMMCTBA OT HEr0 M IoJi3a 3a
3acerHaTUTE OT TOBA ChbCTOSTHUE.

30. "JIekapcTBeHa (popma" e MOAXOAIIA 32 IPUEMaHe CTPYKTYpa, ChAbpIKallla
AKTHBHOTO BEIIECTBO (BELIECTBA), KOSITO MOXKeE Jia BKJIFOUBA WJIX J1a HE BKJIFOUBA IIOMOILHU
BEUIECTBA, IIOJyd€HAa Ype3 IPWIAraHe Ha OIPEIEICHM TEXHOJOTUYHH OIlepalui,
ocuUrypsiBallla >keJaHus jiedyeOeH e(eKT M CTaOMIHOCT NpU ChbXpaHEHHE B CpOKa Ha
TOJTHOCT.

31. (u3m. - [IB, 6p. 71 o1 2008 1., B cruta ot 12.08.2008 r.) "JIuiie, ycraHOBEHO
Ha TEPUTOPHATA HA JAbpKaBa WieHKa" € MpaBeH CyOeKT, perucTpupaH Mo rpaxaHCKOTO
WIM THPrOBCKOTO 3aKOHOAATEJCTBO Ha IbprKaBa WIEHKAa WM Ch3/aJeH IO cujara Ha
HOpPMAaTHBEH aKT, KOMTO MMa CeJaIMIle U aJIpeC Ha YIpaBlIeHUE B Abp)KaBa YICHKA WU B
IbpraBa - cTpaHa no CriopazymeHuero 3a EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO.

32. "MaructpanHa peuentypa' € MpeaNUCaHUE 3a JIEKApCTBEH IPOIYKT,
M3TOTBEH B anTeKka M0 NpeanucaHhe Ha METUIMHCKU CHEeIHaTUCT WIM MO YTBBbpIeHa
penenTtypa, NpeJHa3Ha4deH 3a ONPEIEIICH MallUEeHT.

33. "MexayHapoaHO HEMATEeHTHO HAaWMEHOBaHHWE' € MpenopbyaHOTO
HAaUMEHOBAaHHE HA aKTUBHOTO BEIIECTBO, 0JJ0OOpeHO U myonukyBaHo ot C30.

34. (w3m. - [IB, Op. 39 ot 2024 r., B cuna ot 01.05.2024 r.) "MenuuuHCKH
crenuanvucTu" ca JieKapu, JIeKapu MO JeHTalHA MEIWIIMHA, MarucTbp-(apmarieBTH,
MEAMIMHCKH CECTPH, AaKyIIEPKH, MEIUIUHCKU JIaDOpaHTH, JEKAapCKH AaCUCTEHTH H
MOMOIIIHUK-(apMalieBTH.
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35. "MenuIMHCKN ThPTOBCKU MPEACTaBUTEN" € JIUIEe, TPEMUHANIO CIIEIUaTHO
o0ydeHHEe U MPUTEKABAIIO HAYYHU IIO3HAHUS 3a MPEAOCTaBsHE HAa TOYHA M ITBJIHA
uH(pOpMalKs OTHOCHO JIEKapCTBEHHUS MPOJIYKT, KOUTO peKIaMHpa.

35a. (noBa - JIB, 6p. 1 or 2014 r., B cuna ot 03.01.2014 r.) "MeaunuHCcKo
npennucanue” e MmpeanucaHue Ha JIGKApCTBEH MPOAYKT WM Ha MEAMIIMHCKO U3JIENHe,
U3JIaJICHO OT JIMIIE, KOETO YIPAKHSABA PETyIUpaHa MEAUIIMHCKA MPOQecHst 0 CMUCHIIA Ha
§ 1, 1. 1 oT nombaHUTENHUTE pa3nopeadn Ha 3aKoHA 3a MPU3HABaHE Ha MPOdecHOoHATHU
KBUTM(UKAIMA ¥ KOETO MMa 3aKOHHOTO IMPABO Jia MPaBU TOBA B Jbp)KaBaTa 4YICHKA, B
KOSITO C€ U3/1aBa MEIULIMHCKOTO MPEANNUCaHuUE.

36. (ot™. - JIB, 6p. 84 ot 2018 1. (*))

36a. (moBa - JIB, O6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "MpexoBa u
uH(pOpMAlMOHHA CHUTYpPHOCT" € 3ammrara Ha WHQPOpMAIUsATa OT HEMPaBOMEPEH WU
CIIy4aeH JIOCTbII, H3MOJ3BaHEe, IpaBeHE JJOCTOSIHHME Ha TPETH JIHIA, MPOMSIHA WIU
YHUIIIO)KaBaHE.

37. "HaumeHoBaHUE Ha JIEKAPCTBEH MPOAYKT" € UMETO, 1aJIEHO Ha IPOJYKTa,
KOETO MOXKe Ja ObJIe:

a) cB00OHO M30paHO UME (THPIOBCKO UME);

0) (m3m. - IB, 6p. 12 ot 2011 r., B cumma ot 08.02.2011 r.) obmonpuero 3aeaHO
C ThProBCKaTa Mapka WM UMETO Ha MPUTEXKATENs Ha pa3pelieHueTo 3a ynorpeoa;

B) (m3Mm. - /IB, O6p. 12 ot 2011 r., B cuma ot 08.02.2011 1.) HAy9HO UME 3a€THO
C ThProBCKaTa MapKa WM UMETO Ha MPUTEXATeNs Ha pa3pelieHueTo 3a ynorpeoa.

37a. (noBa - IIB, 6p. 67 ot 2020 r.) "Hayunu moka3aresicTBa’ ca KOHKPETHU
MEAWIMHCKN /WM HAayYHHW JaHHU, MOJYYeHH OT M3BBPIICHU KIMHUYHU W3MUTBAHUSA,
W/WIM JTaHHY, JOKa3Bamly 0e30macHOCTTa M e(PUKAacCHOCTTa HA JICKAPCTBEHUS MPOIYKT,
KOUTO ca MyOJIMKyBaHU B HAYYHH M3JaHUS, HAMOHATHH WM MEXIYHAPOIHU MIPOTOKOJIN
3a JICUeHUE WIH JIOKJIAU 32 OIICHKA Ha 3/IPAaBHUTE TEXHOJIOTHH.

38. "Hayuna nurteparypa" e mnyOnaukanus/myOauKalMM Ha pe3yinTaTH oOT
Hay4HU U3CJICIBAaHUS B CIICIUATU3UPAHN MEXKIYHAPOIHN HAYYHU U3JIaHUS.

38a. (noBa - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "Henoctur Ha
JIEKapCTBEH MPOIYKT'" € HEIOCTUT'BT Ha JIEKaPCTBEHU MPOYKTH, BKItoueH! B [lo3utuBHUS
JIEKapCTBEH CIUCHK, YCTAHOBEH Upe3 CrelHalu3upaHara elIeKTpOHHA CUCTeMa TT0 pejia Ha
1. 2176.

39. "HoBo akTHBHO BemiecTBo" €:

a) XMMUYHO, OMOJIOTUYHO WM paguo(apManeBTUYHO BEIIECTBO, KOETO HE €
OmII0 pa3pelieHo 3a ynorpeda KaTo JekapcTBeH MpoAyKT B EBpornelickust chio3;

0) u3omMep, cMec OT U30MEPH, KOMIUIEKC WJIM JEPUBAT, UM COJ Ha XUMHYHO
BEIIECTBO, KOETO € OWII0 paspemeHo 3a ymnorpeda KaTo JeKapcTBEH NPOAYKT B
EBpomneiickust cbi03, HO c€ pa3inyaBa 1o OTHOIICHHE Ha O€30MacHOCTTa U e(hUKACHOCTTA
CH OT MPEIUIITHO Pa3pEUIEHO BEIIECTBO;

B) OMOJOTMYHO BEIIECTBO, KOETO € OWJIO pa3pelnieHo 3a ymoTpeda Kato
JIEKapCTBEH NPOAYKT B EBpomeiickus cbio3, HO € C pa3jauyHa MOJIEKYJIHA CTPYKTYpa, C
pazMyeH MPOM3XO0J MO OTHOIICHHWE Ha HM3XOJHUS MaTepHasl WIH € TMOJIy4eHO dYpe3
pa3IuyeH NPOU3BOICTBEH MPOLIEC;

r) paagnodapMaIeBTUYHO BEIIECTBO, YUUTO PATUOHYKIUAN WM MOJICKYJTHU
BPB3KH (CHOTBETHO JIUTAH/IN ), KOUTO HE ca OWIIM pa3pelIeH! KaTo JEKaPCTBEH MPOIYKT B
EBpornieiickusi Cbr03, WM MEXaHU3MBT 3a CBBP3BAaHE B JIBOMKA HA MOJIEKYJIHTE H
paIMOHYKIMIUTE HE € O paspenieH B EBpomneiickus chro3.
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40. (m3m. - JIB, Op. 84 or 2018 r. (*)) "Hexemano cpOutHe" € BCsKa
HeONaronpusITHA MPOMSHA B 3/IpaBHOTO CBhCTOSHUE, HAOIIOJlaBaHA TPH TpUJaraHe Ha
JICKapCTBEH MPOJYKT Ha MAIMEeHT, KOATO HE € HEMPEMEHHO MPUYMHHO CBHp3aHa C TOBA
JIeUCHHE.

41. (m3m. - JIB, 6p. 102 o 2012 r., B cruma ot 21.12.2012 r., u3m. - JIB, 6p. 84
or 2018 r. (*)) "Hexxenana nekapcTBeHa peakius' € BCEKU HEXENaH M HEMpPEABUICH
OTTOBOP KbM JIEKapCTBEH MPOAYKT. BuaoBere HexxelaHu JIEKApCTBEHU PEaKIUU ca:

a) (m3m. - JIB, 6p. 84 ot 2018 r. (*)) "HeouakBaHa" - HE)KEIAHA JIEKAPCTBEHA
peakiusi, KOSITO HE € IMOCOoYeHa B KpaTKaTa XapaKTepUCTUKa Ha MPOAYKTa WIM YUHTO
XapakTep, TeKECT WM U3XOJ HE OTrOBapsT Ha MOCOYCHUTE B KpaTKaTa XapaKTEPUCTHUKA
Ha MPOAYKTA;

0) "momo3upaHa" - HeXeJNaHa JICKAPCTBEHA PEaKIHs, 32 KOSATO ChOOIIUTEISAT
WIM TIPUTEXKATENSAT Ha pa3pelieHUeTo 3a ymnoTpebda mpemnoliara, yeé MMa Bb3MOXKHA
MPUYUHHO-CJICICTBEHA BPB3Ka C MPUEMaHUs JICKAPCTBEH MPOIYKT;

B) "cepro3Ha" - Bceku HeOIaronpusTeH eekT BbPXY 3paBHOTO ChCTOSHUE,
KOHTO € CTaHaJ MPUYMHA 32 CMBPTEH H3XOJ, HEIMOCPEICTBEHA OMACHOCT 3a KUBOTA,
XOCTIUTATM3AIMS UK YABJKaBaHEe CPOKa HA XOCIHUTAIM3AIMs, 3HAYUTEIHNA WIH TPaHU
YBPEKIAHWS, HHBATUAW3AIMS ¥ BPOJICHN aHOMAJIHH;

') KOMOMHAIINK MeX Ay peakiuu o Oyksu "a", "6" u "B".

42. "O6momnpuero ume" e MeKIYHApOJHOTO HEMATEHTHO HAaUMEHOBAHHE Ha
nekapcTBeHoTo Wi nomomiHoTo BemiectBo (INN), mpenoppuano or C30; ako HAMa
TaKoBa, ce M3Moi3Ba mMeTo B EBpomeiickara (apmakomes, ako U TaM JIMIICBA - APYTrO
dapmakorneiHo uMe; KoraTo HiMa (hapMaKomneHo UMe, ce U3MO0I3Ba O0NYAHOTO MPUETO
umMme.

42a. (noBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OcHoBHa
JOKYMEHTAIlMs Ha CcHCTeMaTa 3a MpOocielsBaHe Ha JIeKapCTBeHAaTa Oe30MmacHOCT" e
noJpoOHO OMHUCAHHE HAa CHUCTEMaTa 3a MpOoCiesBaHe Ha JieKapcTBeHaTa 0e30MacHOCT,
U3IOJI3BaHa OT MIPHUTEXKATEIs Ha pa3pelicHre 3a yrnorpeda 1Mo OTHOIICHUE Ha €UH HIIN
MOBEUe pa3pelieHu 3a ynorpeda JeKapcTBEHU MPOYKTH.

420. (voBa - 1B, 6p. 48 ot 2015 r.) "Onenka Ha 3ApaBHUTE TEXHOIOTUHU" €:

a) hopMa Ha IOTMTUKA B 00JIaCTTa HA HAYYHUTE U3CIIEIBAHUS, KOATO MIPOYYBa
KPaTKOCPOYHHUTE W JIBITOCPOYHUTE PE3yJTaTH, CBBP3aHH C MPUJIAraHeTO Ha 3][PABHHUTE
TEXHOJIOTMM, M UMa 3a IIeNl Jla MpelocTaBu WHGOpMAIs OTHOCHO AalTePHATHBHHUTE
3JIpaBHU CTPATETHUU;

0) MyNTUANCUMIUIMHAPHA JEWHOCT, KOATO CHCTEMaTH4YHO OIICHSBA
TEXHHYECKUTE  XapaKTCPUCTHUKH, O€30MacHOCTTa, KIWHUYHATA C(PUKACHOCT W
e(eKTUBHOCT, Pa3X0JIUTE, CTOMHOCTHATa €(PEKTUBHOCT, OPTraHU3AIIMOHHUTE, COLIMATTHUTE,
MPAaBHUTE W CTHYHUTE IMOCICAUIM OT MPWIATAaHETO HA JICKAPCTBEHH NPOIAYKTH B
3/IpaBeoIa3BaHETO U ce (OKycHpa BbPXY CTOHHOCTTA - KIMHUYHA U UKOHOMHUYECKA, KaTo
AHAIM3BT € CPABHHTENCH CIPSMO CHINSCTBYBAIlaTa MJIM Hal-g00para KbM MOMEHTA
anTepHaTHBA.

428B. (HoBa - /IB, Op. 67 ot 2020 r.) "Odurnmanna nadoparopus 3a KOHTPOI'" €
naboparopus, KOSITO U3BBPIIBA TaOOPATOPHU M3MUTBAHUS HA JIEKAPCTBEHHU MPOIYKTH OT
UMETO Ha KOMIIETCHTHHUTE PETYJIATOPHHU OPTaHU B M3ITBJIHEHNE HA ChOTBETHN HAIIMOHATHU
M3HUCKBAHUS U € HE3aBUCHMA OT MPOU3BOAUTEINTE U MPUTESIKATEIUTE HA pa3pelleHus 3a
yrnotpe0a Ha JIEKapCTBEHHU MPOTYKTH.
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43. "[laptuga" € onpeneseHoTO KOJIMYECTBO OT JIEKAPCTBOTO, MPOU3BEICHO
CBhIJJACHO YCTAaHOBEHAa BB3IPOM3BOAMMA TEXHOJIOTMYHA CXEMa, OCHUIypsBalla
HEOOXOIUMUSI TApTUJEH XOMOTEHUTET MO OTHOUICHHE Ha M3UCKBAHUTE KOHTPOJIHU
[IOKAa3aTeNH.

43a. (moma - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "[lnan 3a
yIpaBiieHUE Ha pucka' € IoApoOHO ONMMCaHUE Ha CHCTEMAaTa 3a YIPaBJICHUE Ha PUCKA.

44. "TlognbpprkaHe Ha pa3pelIeHUETO 3a yrnoTpeda Ha JEKapCTBEH MPOAYKT"
BKJIIOYBA BCHYKM HEOOXOAMMH J€HHOCTH C OIJie[] NOJAbp)KaHe Ha aKTyalleH
PErUCTpaLMOHEH CTaTyC Ha JIEKAPCTBEHUS MPOAYKT, BKIIFOUUTEIHO U IPOCIIEIBaHETO Ha
JeKapcTBeHara 0e30macHOCT.

44a. (noBa - /IB, Op. 48 ot 2015 r.) "[lonabpkane Ha peuMOypceH cTatyc” e
OLICHKAa Ha JIGKAPCTBEH MPOAYKT BBH3 OCHOBAa Ha JI0KAa3aTeJCTBa 3a e(UKacHOCT,
TepaneBTUYHa e(QEeKTUBHOCT, Oe30MacHOCT U aHaiu3 Ha (apMaKO-MKOHOMUYECKH
MOKa3aTeH.

45. "Tlomza" e mMONOXHUTENeH pe3yaTaT/TepaneBTUYHa e(pUKacHOCT Ha
JICKapCTBEHHS MPOAYKT 3a OTICIHUS MAlUEeHT, TPyla OT HAllMeHTH WM 33 OOIIECTBOTO.
KonnuecTBeHara olieHka Ha O4akBaHaTa MOJ3a BKIIOYBA MPUOIU3UTEIIHO U3YUCICHUE HA
BEPOSATHOCTTA 32 TO3U MOJIOXKHUTEJIEH PE3YTar.

46. (m3m. - [IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) "[lomomiHO
BEIIECTBO" € BCSIKA ChbCTAaBKa Ha JIEKAPCTBEH MPOAYKT, pa3jinyHa OT aKTUBHOTO BEIIECTBO
Y OMaKOBBYHHS MaTepHall.

47. "IlocTMapKEeTUHIOBO MPOYYBaHE" € BCSIKO MPOYYBaHE, MPOBEXKIAHO NPU
yrnoTtpe0a Ha JIEKapCTBEHUS MPOAYKT B PAMKUTE Ha 0100peHaTa KpaTKa XapaKkTepUCTHUKA
Ha MMPOJYKTa B MIEPHOAA CIIE]] pa3peliaBane 3a ynorpeoa.

47a. (moBa - JIB, Op. 102 or 2012 r., B cuma or 02.01.2013 r.)
"ITocpeqHuuecTBO B 001acTTa Ha JIEKAPCTBEHUTE MPOAYKTH" ca BCUUKHU JEHHOCTH, KOUTO
uMaT 3a LeJ CKJIIOYBAaHE Ha JIOTOBOP 3a MOKYIKAa MM MpoAakda Ha JIEKapCTBEHH
NPOAYKTH, C HM3KIIOYEHHE Ha THProBHATAa Ha €ApO, KOMTO HE BKIIOYBAT (PU3UIECKO
Ibp)KaHe M KOMTO C€ M3pa3siBaT B JIOTOBapsHE HE3aBHUCHUMO M OT HMMETO Ha JpYyro
IOPUAMYECKO WM (PU3UYECKO JIUIIE.

48. (mwm. - JIB, 6p. 102 ot 2012 r, B cumma ot 21.12.2012 r1.)
"ITocTMapKeTUHIOBO MpOy4YBaHE 3a OE30MacCHOCT" € BCSKO MPOYYBAHE, CBBP3AHO C
paspelieH 3a ynorpe0a JIeKapcTBEH MPOJYKT, IPOBEXKIAHO C LENI Ja ¢e MASHTHPHULIUPA,
XapaKTepu3upa Wik ONpeesn CTENEeHTa Ha PUCKa N0 OTHOLIEHHE Ha 0€30IacHOCTTa, Aa
ce MOTBBPAU NMPO(PUIBT Ha O€30MaCHOCT Ha JIEKApCTBEHMs MPOAYKT MJIM Ja Ce MpeLeHU
e(eKTUBHOCTTa Ha MEPKUTE 3a YIpaBJIE€HUE HA PUCKA.

49. "lIToreHLMaNeH CEpUO3EH PUCK 3a 3/IpaBETO HA HACEJIEHUETO" ChILECTBYBA,
KOraTo € HaJIMIe BUCOKA CTENEH Ha BEPOSITHOCT ynoTpedara Ha JIEKapCTBEH MPOAYKT Jia
Npeu3BUKa HEOTCTPAaHWMH, HEMONpPaBUMHU M HEOOpPaTUMHU HETaTUBHU IIOCIEICTBHUS.
[IpouechT Ha oueHSBaHE WACHTHU(UIIMpPA OMACHOCTTa OT NMPUYHMHSIBAHE Ha BpPEIU 3a
3/IpaBETO Ha HACEJICHUETO U JICHCTBUTEIIHOTO M €KCIIOHUPAaHE NPH IUpOKaTa yrnorpeda Ha
npoaykra. Cepuo3HUST PUCK 3a 3ApaBETO B KOHTEKCTa Ha yHoTpeba Ha ompefesieH
JIeKapCTBEeH MPOAYKT MOXKe Jia ObJie MPEICHEH MPH CIeIHUTE YCIOBUSA:

a) eUKacHOCT - JaHHUTE, IPEJCTABEHU 3a TepaneBTUYHATA €(PUKACHOCT IO
OTHOILIEHHE Ha NPEAJIOKEHOTO TIOKAa3aHME/TIOKAa3aHus, Ha IMpeJUloKeHaTa IelieBa
rpyna/rpynd MalMeHTH M Ha NpeiokKeHaTa J103WpPOBKAa, MOCOYEHH B MPOEKTa Ha
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JMCTOBKaTa 3a IAIMEHTa, HE 3allMTaBaT HAy4HO B IIbJHA CTENEH IPETEHLUUTE 3a
e(pUKaCcHOCT;

06) Oe3omacHOoCT - OLEHKaTa Ha JaHHUTE OT IPeAKIMHUYHATA
TOKCHYHOCT/(hapMaKoJIOTUYHATa O€30MacCHOCT M KIMHHYHA O€30MacHOCT HE MOXKe Ja
3alIUTH YOeTUTETHO 3aKIF0YEHNEeTO, Y€ BCUUKU IOTEHIIMAIHU CTPaHH 3a 0€3011acHOCT 110
OTHOILICHHE Ha IIeJieBaTa IPyna/Tpynu MalueHTH ca TOYHO U U3YEepHaTeIHO OTPa3eHU B
Ipe/JI0KeHaTa JIMCTOBKA 32 MMAallMeHTa WK a0COIIOTHATA CTEIEH Ha PUCK € HEIPUEMIINBA;

B) KaQU€CTBO - IPEI0KEHUAT HAUUH Ha IPOU3BOACTBO U KOHTPOJIHUTE METOIU
HE MOrar Jia rapaHTHparT JIMIICA Ha ChUIECTBEH Ae(EeKT B KaueCTBOTO Ha MPOJYKTa, KOMTO
MOJKE JIa c€ 0Tpa3u Ha 6e30MmacHOCTTa U/Win e(hUKACHOCTTA Ha TIPOAYKTA;

I') CbOTHOILIEHHE IOJ3a/pPUCK - OLIEHKAaTa Ha ChOTHOLICHHETO IOJ3a/pUCK €
HeOJaronpusITHa, MPEIBUA XapakTepa Ha HWASHTH(QULIUPAHUS PHCK/PUCKOBE U Ha
NOTEHIMATIHATA [10J13a 32 IIPEUI0KEHOTO MOKa3aHNe/II0Ka3aHus U LiesieBaTa rpyna/rpynu
HaIMEHTH.

50. "IlpeacraButen Ha JULETO MO 4Wi. 26, an. 1 win Ha mpuTekKaTea Ha
paspelenue 3a ynorpeda'" e imile, ycTaHOBEHO Ha TepuTopusta Ha PemmyOiuka brarapus,
OIpeNIeNIeH0 OT JMLETO Mo wi. 26, an. | Wiu oT mpuTexareis Ha pa3pelieHHeTo 3a
yrmoTpeda Ja TO TMpPenCTaBlisiBa TpEA PEryJIaTOpPHUTE OpPraHW Ha TEPUTOpHUATA Ha
PenyOnuka bbarapus.

51. "IlpuemManBo HUBO Ha 0€30MacHOCT" € HaJWIE, KOraTo MpPEJCTaBEHUTE
JAHHU ce IMpHeMaT INpH CTAaTUCTUYECKU JOCTOBEpHA O€30MacCHOCT CHOpEe] KIMHUYHU
U3IUTBAHUSA, TIPOBEJICHH B ChOTBETCTBUE ¢ JloOpaTa KIMHIYHA MTPAKTHKA.

52. "IIpon3BOACTBO Ha JIEKAPCTBEH MPOAYKT" ca BCUUKH OIlE€paluu, CBbp3aHU
¢ Ha0aBsIHETO Ha MAaTEpUAINTE, TAXHOTO O00pabOTBaHE MpPU MPOHM3BOJCTBEHHUS MPOIIEC,
BKJIIOYMTEIIHO ONAaKOBAaHE M €THUKETHpaHEe, KaueCTBEHUSAT KOHTPOJ, OCBOO0KIaBaHETO Ha
napTujaTa, CbXpaHeHHe, eKCIIEUPAHE U CBbP3AHUAT C TE3U ONEepaliii KOHTPOI.

53. (u3m. - IB, Op. 84 ot 2018 1. (*)) "IIpoTOKON HA KIMHUYHO U3MHUTBaHE" €
IIPOTOKOJI IO CMUCHJIA Ha 4il. 2, naparpad 2, Touka 22 ot Pernament (EC) Ne 536/2014.

54. "Ilyckane Ha nazapa" € pa3pOCTPAaHEHUETO Ha JIEKapCTBEHMS IPOAYKT B
THpProBCKaTa Mpeka Ha TepuTopusara Ha Pemyonuka bbiarapust u3BbH TUPEKTHUS KOHTPOIT
Ha MpUTEXaTessl Ha pa3peleHHeTo 3a ynorpeoa.

55. "IlbpBuyHa OmakoBKa" € OMakOBKaTa, KOSTO BJIM3a B HEMOCPEACTBEH
KOHTAKT C JIEKAPCTBEHUS MPOIYKT.

56. "PagnodapmanieBTHK" € IeKapCTBEH MPOAYKT, KOMTO, KOraTo € TOTOB 3a
ynoTpeba, chAbpKAa €AMH MJIM TOBEYEe PAJUOHYKIUAU (PaJUOAaKTUBHU H30TOIH),
BKJIFOUEHU C METUIIMHCKA I1eJI.

57. "PaguonykinuieH reHepatop” e Bcska cucTeMa, KosiTo BKIIIOYBa (pUKcHpaH
MaTepeH PaJiMOHYKIIUJ, OT KOWTO Ce MoJyyaBa AbIIEPEH PaAHOHYKIN]I, KOUTO cE€ OTAENs
ype3 eyrpaHe WiId 4pe3 IpYrd METOAM U Ce U3I0J3Ba B pagrodapMaleBTHK.

58. "PaguonyKnHIeH MpeKkypcop" € BCEKH ApYr paJuoOHYKIIN, IPOU3BEACH 3a
pPaTMOaKTUBHO MAapKUpPaHe Ha JIPYTro BEIIECTBO HEMOCPEICTBEHO MPEIN BHBEKIAHETO MY
B OpraHM3Ma Ha MalueHTa.

59. "PacTuTeneH JI€KapCTBEH MPOIYKT' € JIEKapCTBEH IPOIAYKT, KONTO
ChBbPrKa KaTo JEKapCTBEHHU BEIIECTBA €1HO UITU [TOBEYE PACTUTEIHH BEIIECTBA, WIN €IUH
WIMA TIOBEYE PACTUTENHH MpenapaTH, WM €IHO WM IMOBeYe PACTUTEIHH BEIIECTBAa B
KOMOMHAIMS ¢ €MH WJIM NTOBEYE PACTUTEIHU MpenapaTy.
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60. "PacTuTennu BemiecTBa" ca OCHOBHO PAacTEHUsI WM YacCTH OT PacTEHHS,
BOJIOpACIM, T'hOH, JHILIEH, KOUTO Ca LEIH, HAUYIIeHU WM Haps3aHW, U C€ W3IOJI3BAT B
HEoOpabOTeHO ChCTOsIHME, OOMKHOBEHO B M3CYILEH BUJ, HO MOHSIKOra U mnpecHu. Hsakou
eKCy/IaTh, KOUTO He ca OWIU MOJUI0KEeHH Ha crienuduyHa 00paboTKa, ChIO €€ OTHACAT
KbM PAaCTUTEIIHUTE BellecTBa. Pactutennure BemecTsa TpsOBa /1a ca ¢ TOYHO OIPeIeIeHO
00TaHMYECKO HAYYHO HAaMMEHOBAaHHME HAa PACTEHHSTA, OT KOUTO MPOU3XOXKAAT, CHITACHO
OMHOMHUHAIHATA cucTeMa (oI, BUJI, BAPUETET U aBTOP).

61. "Pactutenen mnpenapar" € NpPOAYKTHT, KOWTO c€ IMoOjdy4yaBa CJEA
eKCTpaKIus, NeCTUIalus, U3CTUCKBaHe, (PpaKlMOHUpAHE, TPEUUCTBAHE, KOHIEHTpALUS
Wi pepMEeHTaLUsl Ha PACTUTEITHOTO BEIIECTBO. PacTuTenHusAT mpenapar Moxe 1a Obae
CBHILIO CTPUTH WJIM pa3lpalleHd PaCTUTEIHH BELIECTBA, THHKTYPHU, €KCTPAKTH, €TEPUUHU
Macia, mpepaboTeHn paCTUTEIHU TEUHOCTH/COKOBE.

62. "Penku 3abossaBaHus" ca 3a00JISIBAHUATA, KOUTO CE€ XapaKTEPU3HUpaT C
YEeCTOTa Ha pa3NpocTpaHeHue He Mo-Bucoka oT 5 Ha 10 000 qymm oT HaceaeHueTo.

63. "PedepenTeH gexkapcTBeH MPOAYKT" € IEeKapCTBEH MPOAYKT, pa3pelieH Mo
pena Ha 4i1. 23 B ChOTBETCTBUE C M3UCKBAHUSTA HA Wi 27.

64. (u3m. - JIB, Op. 67 ot 2020 r.) "PedepenTHa cToitHOCT 3a neduHMpaHa
JHEBHA /103a" € Hali-HHCKaTa CTOMHOCT 3a JAedUHUpaHA JHEBHA J103a, OMNpeleieHa Ha
0a3ata Ha cTOHWHOCTHUTE 3a JAeUHMpaHA THEBHA J103a HA JIEKAPCTBEHHUTE MPOAYKTH IO
MEXyHApOJIHO HEMATEeHTHO HAMMEHOBAHKE ChC ChOTBETHATA JIEKapCTBEHA (hopMa.

65. "PedpepenTHa cTOifHOCT Ha TepaneBTUYEH Kypc" € Hali-HUCKaTa CTOMHOCT
Ha TEpaleBTUYEH KypC, olpejesieHa Ha 0a3a CTOMHOCTUTE Ha TEpalleBTUYEH KypC Ha
JeKapcTBata IO MEXKIYyHapoJHO HEMaTeHTHO HAaMMEHOBAaHHE CbC CHOTBETHATa
JeKapcTBeHa (hopma.

66. "Puck npu ynorpedara Ha JIeKapCTBEH MPOAYKT" €:

a) PUCK 3a 3[paBeTO Ha MAllMEeHTa WM PUCK 3a 3[PaBETO Ha HACEJIEHHETO,
KOMTO € CBBp3aH C KadyecTBOTO, O€30MacHOCTTa MM €(PUKACHOCTTa Ha JIEKapCTBEH
MPOIYKT;

0) pucK OT HekeNnaHu eeKTH BbpXY OKOJIHATa cpeJia.

67. "Cepuo3HO HexelaHo cbOUTHE" € BcsAKka HeOsaromnpusiTHa NpoOMsiHA B
3/IpaBHOTO CBCTOSIHUE, KOSITO € CTaHajla NMPUYMHA 33 CMBPTEH M3XO0JI, HEMOCPEICTBEHA
OTTaCHOCT 3a JKMBOTA, XOCIUTAIN3AIUS WM YIbDKaBaHE HA CPOKA Ha XOCIHTAIH3AINS,
3HAUUTENHU WM TPAHU YBPEKIAHUSI, MHBATUAU3AIMS U BPOJICHU aHOMAJIHH.

68. "Ceptuduxar 3a ocBoOOXkTaBaHe Ha MapTuaa" € JOKYMEHT, KOWTO ce
u3/laBa OT KBAIU(PUIMPAHOTO IWIE HA MPOU3BOAUTENS WM Ha BHOCUTENS 3a BCSKa
OTJIeNTHA MapTH/Ia U BKIFOYBA U3UCKBAHUATA B CHOTBETCTBUE ChC CIEIU(PHUKAIHATA, KAKTO
Y BCUYKH PE3YNITaTH OT M3MUTBAHUATA 32 OCBOOOKIAaBAaHETO Ha MApTUAATA.

69. "CepTuduKaT 3a TOMbIHUTENIHA 3aKpUIIa" € JOKYMEHT, KOWTO MPe10CTaBs
JOMBITHUTENTHA MMaTeHTHA 3aKpUiia Ha JICKAPCTBEHUS MPOAYKT HA-MHOTO 5 TOJAMHU CIIE]
JaTtata Ha U3THYaHEe Ha OCHOBHUS TIATEHT.

69a. (voBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cucrema 3a
yIOpaBJIeHHWE Ha pHUCKA" € CcUCTeMa OT MEPKM M JEHHOCTH 3a IIPOCIEIsBaHE Ha
JeKapcTBeHaTa 0e30MacHOCT, NMpeJHAa3HAYeHU 3a WACHTU(UIMpaHe, XapaKTepu3upaHe,
NPEJOTBpATsABaHE WJIM CBEXKJAHE JO MUHUMYM Ha PHCKOBETE, CBBP3aHH C JIEKapPCTBEH
IPOAYKT, BKIIFOUMTETHO OIIEHKA Ha €(pEeKTUBHOCTTA Ha TE€3U JEHHOCTU U MEPKH.

696. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cucrema 3a
npociie/isiBaHe Ha JeKapcTBeHaTa 0e30MacHOCT" € CucTeMa, U3I0JI3BaHa OT MPUTEKATENs]
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Ha paspenienue 3a ynorpeda u ot MAJI 3a u3nbiaHeHue Ha 3a/1a4UTe U OTTOBOPHOCTUTE TTO
rJlaBa OCMa, IpelHa3HauyeHa 3a OCHIIECTBsIBaHE HaOMIOneHHMEe Ha Oe30MacHOCTTa Ha
pazpelieHuTe 3a ynorpeda JIeKapCcTBEHH MPOIYKTH U 3a OTKPUBAHE Ha BCSIKa MPOMsHA B
CHOTHOIIICHUETO TOJI3a/PUCK.

698B. (HoBa - /IB, Op. 84 ot 2018 1., B cmma ot 12.10.2018 1.) "Cucremuo" e
HapyIIEHUETO, U3BBPIICHO TPU WIM IIOBEUE IBbTU B €IHOTOAMILEH CPOK OT BIM3AHETO B
CHJIa Ha IBPBOTO HAKA3aTEIHO IOCTAHOBIEHHE, C KOETO Ha HapyIIWUTENs ce Hajiara
HaKa3aHME 3a ChIIOTO 10 BUJI HApYIIECHHUE.

70. "Cnenrau orpaHMYUTETHU MEPKH 3a 6€30macHOCT" ca BpeMEHHH MPOMEHH
B nHpoOpManuATa 3a IpOAyKTa 10 OTHOLICHHWE Ha €/IHA WJIM MOBEYE YacTH OT KpaTKaTa
XapaKTepUCTHKA HAa MPOIYKTA, MOKA3aHUs, HAYMH Ha MPUJIOKEHHE, IPOTUBOIIOKA3aHUS U
NpeaynpexIeHus,, KOUTO ca pe3yiaTar oT HoBa MH(popMaius, cBbp3aHa ¢ Oe3omacHaTa
yrnotpe0a Ha JIeKapCTBEHUS IPOAYKT.

71. "CnontanHo cbhoOmieHue" € JT0OPOBOIHO H3IPATEHO CHOOIICHHE 3a
M0JI03MpaHa HeXKEIaHa peakius MpH yrnoTpedara Ha IeKapCTBEH MPOAYKT /10 IpUTEkKATeINs
Ha pa3peleHueTo 3a ynoTpeda, 10 OpraHu 3a HaJ{30p BbPXY JIEKAPCTBEHUTE IPOIYKTH HIIN
0 APYTU OpTraHU3alMH, KOETO He MPOW3NIN3a OT MPOYyYBAHE WJIM Jpyra OpraHH3upaHa
cUCTEMa 3a chOMpaHe Ha UHPOpMAaIHSL.

72. "Cpok Ha TOZHOCT Ha JICKAPCTBEH MPOAYKT' € MHTEpPBAIBT OT BpEME, B
KOMTO, aKO C€ ChbXpaHsBa IPU MPEANUCAHUTE YCIOBUSI, IEKAPCTBEHUAT IPOAYKT OTrOBaps
Ha M3UCKBAaHUATA HA cHelH(UKanusATa, pa3padoTeHa Bb3 OCHOBA HA HM3CJIEIBaHUA 3a
CTaOUITHOCT Ha HIKOJIKO MapTUIHN OT roToBara ¢popma.

73. (u3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) "CnoTBeTCTBAII
JIEKapCTBEH NMPOJAYKT HA PACTUTEJIEH JIEKAPCTBEH MPOAYKT" € MPOJYKT, KOMTO ChIabpika
€IHH U CHIIM aKTUBHMU BEIIECTBA, HE3aBUCHUMO OT ChCTaBa Ha MOMOIIHUTE BEIIECTBA,
IpeHa3HayeH € 3a €lHa U ChIa L€, C EKBUBAJIEHTHO KOJMYECTBO HA JIEKAPCTBEHOTO
BEIIIECTBO/BEIIECTBA, U C €HAa M ChlIa J03UPOBKA, U CbC CBHIIMI WIM NOJOOEH MbT Ha
BBBEX/IaHE KAaTO MPOAYKTA, 32 KONTO € MOJaIeHO 3asBICHHE.

74. "CpoOlieHne 3a HeXelaHa JEeKapCTBEHa peakuus' e JOKyMEeHTHpaHa
uHpopMalMsg 3a €IHa WIM I[OBeYE IOJ03UPaHM HEXEJaHU pEeaklUH, CBbpP3aHU C
ynoTpebara Ha e/IMH WIN MOBeYe JIEKAPCTBEHU MPOAYKTH OT €IMH MAaIMeHT. 3a 3a4nTaHe
Ha BaJIMJHOCTTA Ha CHOOILICHUETO 3a HEXeJlaHa JIEKapCTBEHA PEaKIus ca HEOOXOAUMHU
MUHUMYM JIaHHU 3a WACHTU(UIMpaHe Ha ChOOIIWTENs (MHULIMATM WIA aJpec, WU
npodecust/crenuanHocT), Ha MalueHTa (MHULKMAIM WM Bb3PAcT, WK JaTa Ha paxk/iaHe,
WY TI0J1), Ha HeXKeJaHaTa peakiys/cbOMTHE U Ha MOA03UPaHUs JIEKAPCTBEH MPOAYKT.

75. (u3m. - [IB, 6p. 84 ot 2018 1. (*)) "CrhIlecTBeHa MpOMsiHA B IPOTOKOJIA HA
KIIMHUYHOTO M3MUTBaHe" € ChIIECTBEHA MPOMSHA [0 CMUCHIA Ha WiI. 2, maparpad 2, Touka
13 ot Pernament (EC) Ne 536/2014.

75a. (woBa - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) "CehliecTBeHI
IIPOMEHU B MPOTOKOJA HAa HEMHTEPBEHI[MOHATHO IMOCTMApKETHHIOBO IpoyuBaHe" ca
OPOMEHH, KOUTO TMOBIUSABAT Ha O€30MacHOCTTa, (QHU3MUEcCKaTa WM ICHXUYecKaTa
HENPUKOCHOBEHOCT Ha MAalMEHTHTE WIM Ha PEe3yNTaTUTE OT MPOYYBAHETO M TAXHATA
UHTEpIpeTalus.

76. (m3m. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "Tpera apprkaBa"
€ JIbpKaBa, KOSITO HE € Jbp)KaBa - UileHKa Ha EBpomnelckus cbio3, UM HE € IbpiKaBa -
crpana no CriopasyMeHHeTO 3a EBponeickoTo MKOHOMUYECKO IIPOCTPAHCTBO.
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77. "TwuproBus Ha e1po" ca BCHUKH JICHHOCTH 1O PHUI00MBaHe, ChbXpaHsIBaHe,
cHa0/1s1BaHe, BHOC WJIM U3HOC Ha JIEKAPCTBEHU IPOAYKTH, C U3KIIOYEHHE HA CIy4yauTe Ha
MPEIOCTaBsIHE Ha JICKApPCTBEHU MPOAYKTU JUPEKTHO Ha HACEICHUETO.

78. (u3Mm. - JIB, 6p. 84 ot 2018 . (*)) "VuacTHUK" € y4aCTHUK IO CMUCHJIA HA
yi1. 2, maparpad 2, touka 17 ot Pernmament (EC) Ne 536/2014.

79. (ot™. - 1B, 6p. 84 ot 2018 1. (*))

80. "dapmakones" e COOPHUK C YTBBPJACHHU CHEIU(UKAIMU W CHOTBETHHU
U3UCKBAaHUS BBB Bpb3Ka C IPOU3BOJACTBOTO, WU3IMUTBAHETO, CHXPAHSIBAHETO U
0003HaYaBaHETO Ha AKTUBHM BEIIECTBAa, MOMOIIHHM BEIIECTBa, JEKapCTBEHH (opmH,
MaTepUay 3a ONIAKOBKH U CbCTABHM YaCTH Ha JIEKApCTBEHUS IPOAYKT.

81. "dapmakorneiiHa peuentypa' € HmpeANucaHhe 3a JIEKapCTBEH MPOAYKT,
M3rOTBEH B anTeka M0 peuenTypa OT JeicTBamia ¢apMakornes M NpeJHAa3HAYeH 3a
MPeIOCTaBsIHE Ha MAIUEHTUTE B ChIllaTa anTekKa.

8la. (noBa - [IB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r., u3m. - [IB, Op.
102 oT 2012 1., B cuna ot 02.01.2013 r.) "®Panmudunupan 1eKapcTBeH NPOIYKT" € BCEKU
JIEKapCTBEH MPOYKT, IIPU KOUTO ca MPeICTaBEHU HEBSPHO:

a) HErorara HJICHTUYHOCT, BKJIIOUUTEIHO JAHHUTE BBbPXY MbpPBUYHATA WIH
BTOpPHUYHATa MY OIIAKOBKA, UMETO MYy WJIU ChABP>KAHUETO 0 OTHOUIEHHE Ha KOATO U J1a €
OT HErOBUTE CHCTABKH, BKIIOYUTEIHO IOMOIIHHUTE BEIIECTBA, U KOJIUYECTBOTO Ha
AKTUBHOTO BELIECTBO B JI030BA €MHUIIA;

0) HEroBUST W3TOYHUK, BKIIOYUTEIHO MPOU3BOAMTENSAT My, Abp)KaBara, B
KOSITO € IIPOU3BENIEH, IbpKaBaTa, B KOSTO € IyCHAaT Ha Ia3apa, WIM NpPUTEXKATEIAT Ha
pa3pelieHueTo My 3a ynorpeba, uiu

B) XPOHOJOIHSTA, BKJIIOUWUTEIHO 3alUCUTE U JOKYMEHTUTE, CBBP3aHU C
U3I0JI3BaHaTa BepUra Ha JOCTaBKa.

He ce cmara 3a ¢amuudpuuupad JeKapcTBEH MPOAYKT TaKbB C
HEIMpeAHAMEPEHO JOMYCHATH OTKJIOHEHHS B Kau€CTBOTO, KAKTO U JIEKAPCTBEH MPOIYKT,
KOMTO € IIyCHAT Ha I1a3apa B HapyllleHHE Ha MpaBaTa Ha UHTEJIEKTyaJHaTa COOCTBEHOCT.

82."XomeonaTuyeH JIEKapCTBEH MPOIYKT" € JIEKapCTBEH MPOYKT, IPUTOTBEH
OT BEIIECTBA, HApUYaHH XOMEOMATHYeH W3TOYHMK, CBIJIACHO MPOU3BOJICTBEHUTE
npouenypu Ha EBpomeiickata ¢dapmakomes, a mpu JUNca Ha TaKuBa - CBIIACHO
Hal[MOHaJHaTa (papMakores Ha JbpKaBa YJIeHKa.

83. "Llena, u3zuncneHa Ha 6a3a pedepeHTHa CTOMHOCT" € 1leHaTa, oOpa3yBaHa
3a BCEKHU JIEKapCTBEH MPOJYKT, BKJIOUEH B [I03UTHUBHUS JIEKapCTBEH CIUCHK, N3UUCIICHA
Ha Oa3za ompeneneHara pedepeHTHa CTOWHOCT 3a JedWHUpaHA IHEBHA J103a WIH
TepaneBTUYEH KYypC.

84. (ot™m. - JIB, 6p. 84 oT 2018 1. (*))

85. "3noynorpeba ¢ sekapCcTBEHU MPOAYKTH" € TMOCTOSIHHA WJIA €MU30/InYHa
npeaHaMepeHa mpeKoMepHa yrnorpeda Ha JIeKapCTBEHU MPOAYKTH, IPUIIPYKEHA C BPEIHU
(UBUYECKU WK TICHXOJIOTHIECKH €(eKTH.

86. (aoBa - /IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Kppmauera" ca
nena mon 12 Mecena.

87. (noBa - JIB, O6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Xpanu 3a
KbpMaueTa" ca XpaHW, MpeJHa3HAYeHHW 3a creuuduuHa XpaHUTeTHa ymnorpeda OT
KbpMayeTa B Mepuojia Ha IbPBUTE UM MECEIM, KOUTO CaMH ca JOCTAThYHU Ja 33JI0BOJISIT
XpaHUTEIHUTE HYXKIM Ha Te3W KbpMaueTa /10 MOMEHTa Ha BbBEXKJaHEe Ha MOAXOJslla
TOMBIHUTENTHA XPaHa.
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88. (moma - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "IIpexoanu Xxpanu"
ca XpaHHW, MpeaHa3HaueHHW 3a cnenuduyHa XpaHuTedHa ynorpeda OT KbpMaueTa NpHU
BBBEKJAHETO HA MOJIXOSINA JOIBIHUTEIHA XpaHa U KOUTO IMPEJICTAaBIsBAT OCHOBHATA
TEYHA XpaHa OT MPOTPECUBHO YBEIMYABAIOTO C€ Pa3HOOOpa3ue Ha XpaHUTE MPHU TE3U
KbpMayera.

89. (noa - IB, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.) "IIpomsina Tun IA"
€ TpOMsIHA C MUHHMAJHO BB3JICHCTBHE WM 0€3 BB3JCHCTBUE BBPXY KadecTBOTO,
0€30I1aCHOCTTa WK €(PUKACHOCTTA Ha CHOTBETHHUS JIEKAPCTBEH MPOJIYKT.

90. (roBa - /IB, 6p. 12 o1 2011 r., B cunma ot 08.02.2011 r.) "IIpomsna tum IB"
€ MMPOMSIHA, KOSITO He € HUTO Tull [A, HuTo mpomsiHa tut 11, HuTo pasmupsBane Ha oOxBaTa
Ha pa3penieHueTo 3a ynorpeoa.

91. (noma - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.) "IIpomsina tum 11"
€ MMPOMsIHA, KOSITO HE CE sIBSIBA PA3IIUpPsBaHE Ha 00XBaTa HAa Pa3peIICHUETO 3a yoTpeda u
KOSITO MOJKE J]a MMa CHIIECTBEHO BB3JICHCTBHE BHPXY KaueCTBOTO, O€30IMacHOCTTa WU
e(pUKACHOCTTA Ha ChOTBETHHSI JICKAPCTBEH MPOIYKT.

92. (oBa - /IB, Op. 102 o1 2012 1., B cua ot 21.12.2012 r.) "Jlenerupan axkt"
€ aKT 1o cMuchia Ha wi. 290 ot JloroBopa 3a pyHKIIMOHUpaHeTO Ha EBponeiickus chio3.

§ 2. HaumenoBanmero Ha MAJl ce u3nucBa Ha JaTUHMIA, KAKTO CJIENBA:
"Bulgarian Drug Agency".

§ 3. MuHuCTepCcKUSAT CBHBET OIpeness YCIOBUATA M pena 3a HabaBsHE,
ChXpaHsBaHE M OOHOBSIBAHE Ha JICKAPCTBEHUTE MPOAYKTH, ChXpaHsIBaHU OT [[bpikaBHa
areHuus "JIppKaBeH pe3epB U BOCHHOBPEMEHHHU 3arnacu'.

§ 4. (Hom. - IB, 6p. 18 ot 2014 r.) To3u 3aK0H BBBEXKIA pa3nopeOUTE HA
Hupextua 2001/83/EO na EBpomneiickus mapiameHT U CbBeTa 3a yTBbp)KJaBaHE Ha
KoJiekc Ha OOIIHOCTTa 3a JICKApCTBEHU MPOJAYKTH 3a XyMaHHa ymoTpeda, MOCIeTHO
uzmeHeHa ¢ [lupextuBa 2004/27/EO na EBpomeiickus mapmameHT M CbBeTa M Ha
Hupextusa 2012/26/EC na EBponeiickus napaameHT 1 Ha CbBera oT 25 okToMBpu 2012
r. 3a u3MmeHenue Ha Jlupexktua 2001/83/EO mo oTHomeHue Ha (hapMakoIornyHara
o6nurennoct (OB, L 299/1 ot 27 oxkTtomBpu 2012 1.).

§ 5. CpokoBere 3a 3al1uTa Ha JaHHUTE 32 pePepEeHTHH JICKaPCTBEHU MPOAYKTH
ce mpujarar chriacHo pasmopenadute Ha ui. 89 ot Permament (EO) No 726/2004 Ha
EBponeiickus napiament u CopBera u wi. 2 ot Jupextuna 2004/27/EO na EBponeiickus
napnameHT u CbBera.

§ 5a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 30.09.2011 r.) (1) (U3m. - [IB,
6p. 102 012012 1., Bcunaor 01.04.2013 r., u3m. - /IB, 6p. 85 o1 2017 r.) MunucrepcTBoTo
Ha 3/paBeona3BaHeTo, HalMOHaTHMAT CBHBET MO LEHW UM peuMOypcupaHe Ha
JIEKapCTBEHUTE NMPOAYKTH, M3IbIHUTENHATA areHIMs 10 JIEKapCcTBaTa U PErMOHAIHUTE
3/IpaBHU HMHCIEKIUH OCUTYPSBAT BB3MOXKHOCT 3a MpeNocTaBiHe Ha HHGOpMaIus U
IpUeMaHe Ha 3asBJICHUS U JIOKYMEHTHU 10 TO3U 3aKOH IO €JIEKTPOHEH BT MIPH YCIOBUATA
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U [0 pela Ha 3aKkoHa 3a €JEKTPOHHUS OKYMEHT M €JIEKTPOHHUTE YIOCTOBEPUTEIIHU
yCIIyTU U 3aKOHA 32 €JIEKTPOHHOTO YIIPaBJICHUE.

(2) IlpemocraBsHero Ha wuHGoOpManUsi U MPHUEMAHETO Ha 3asABICHUS U
JOKYMEHTH IO ENEKTPOHEH IThT C€ WM3BBPIIBAT ClIe]] OCUTYpPSBAaHE Ha CHOTBETHHUTE
TEXHUYECKU ¥ OPTaHU3allMOHHU YCIJIOBHSI, KAKTO U HA ChOTBETHUTE IIPOrPAMHU MPOTYKTH.

§ 56. (Hos - JIB, 6p. 67 ot 2020 r.) 3a HeypeaeHUTE C TO3H 3aKOH CIIydau ce
npusaraT pasnopenoure Ha AJAMUHUCTPATHBHOIPOILIECYATHHS KOJEKC.

IIpexoanu n 3aKII0OYUTETHN pa3nopeaoun

§ 6. 3akoHBT 3a JIeKapcTBaTa U aNTEKUTE B XyMaHHaTa MeaunuHa (00H., /IB,
op. 36 ot 1995 1.; Op. 61 oT 1996 1. - Pemienue Ne 10 na Koncturyunonnus cbi ot 1996
I.; u3M., 0p. 38 o1 1998 1., 6p. 30 0T 1999 1., 6p. 10 0T 2000 T., 6p. 37 0T 2000 T. - Pemenue
Ne 3 ma Koncruryrmmonnus cba ot 2000 r.; u3Mm., 6p. 59 ot 2000 r., 6p. 78 ot 2000 T. -
Pemenne Ne 7 na Koncrutyumonnus cba ot 2000 r.; uzm., 6p. 41 ot 2001 r., 6p. 107 u
120 ot 2002 r.; momp., 6p. 2 ot 2003 .; u3Mm., 6p. 56, 71 1 112 o1 2003 1., 6p. 70 M 111 ot
2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 1 105 ot 2006 T.) Cce
OTMEHS, C U3KJIIOYEHHUE Ha pa3nopendarta Ha wi. 10, an. 2, KOSITO ce mpujara 3a Cpok J0
eJlHa TOJMHA OT JCHS Ha BIIM3aHETO B CHJIA HA TO3U 3aKOH.

§ 7. (1) Pa3pemienusra 3a yrnorpeda Ha JiekKapCTBEHU MPOAYKTH, U3AAJACHU J10
BJIM3aHETO B CWJIa HAa TO3M 3aKOH I10 HALMOHAJIHA MPOLEAYpa, KOUTO Ca pa3pelieHu U B
IbpXKABUTE YICHKM IO LEHTpajJu3upaHa IpolLeaypa, ce IMpeKparsBar, CUYMTaHO OT |
anyapu 2007 r.

(2) Pa3zpemenusta 3a ynorpeba Ha JEKapCTBEHM NPOAYKTH, M3AAJEHU [0
BIM3aHETO B CHJIa Ha TO3M 3aKOH [0 HAlMOHAJHA MpOLENypa, C€ MPHUBEXKIAT B
CHOTBETCTBUE C M3UCKBAHUATA MY KbM JIaTaTa Ha MIOAHOBSBAHETO HM.

(3) Paspermienusita 3a ynorpe0a Ha JieKapcTBEHHU MPOJIYKTH, KOUTO MOMAaT B
ob0xBata Ha Pernament (EO) Ne 726/2004 na EBponeiickusa napiament u CpBera U ca
paspelieHu 3a ynorpeba Mo pela Ha OTMEHEHHs 3aKOH 3a JIeKapcTBaTa M anTeKUTe B
XyMaHHaTa MEJIUIMHA KaTO CHILECTBEHO MOJAOOHM MPOJIYKTH, HO HE ca pa3pellieHu 3a
ynotpe6a B EBponelickus cbi03 MO LEHTpaIM3UpaHa MpoLeaypa, ce mpeKparsBar.

(4) JlekapcTBeHUTE NPOYKTH, pa3pelieHu 3a ynorpeda B EBponeiickus cbio3
[0 LEHTpaJIM3MpaHa Npoleaypa, YMETO HAIMOHAIHO pa3pelieHue 3a ymnorpeda e
IPEKpaTeHo Mo peaa Ha aj. 1, morar ga ObAar NpoJilaBaHu Ha TepuTopusaTa Ha PernyOnuka
bbirapuss B OMakoBKM M C JHMCTOBKM B CHOTBETCTBHE C MPEKPATEHOTO HALMOHAIHO
pazpeiieHue 3a ymnoTpeba, 3a CpOK HE MO-ABJIBI OT €IHa TroJWHa OT JaTrara Ha
NPEKpaTSIBAHETO MY.

§ 8. (1) YTBBpACHHUTE NpeAETHH LIEHH M PETUCTPUPAHUTE LIEHH IO peaa Ha
OTMEHEHHs 3aKOH 3a JIeKapcTBaTa U anTeKUTEe B XyMaHHaTa MEIUIIMHA Ha JIEKapCTBEHU
NPOAYKTH, pa3pelieHH 3a ynorpeda B EBponeiickust cbio3 10 IeHTpatu3upaHa npoueaypa,
YUETO HAIIMOHATHO pa3pelieHue 3a ynorpeda e mpekpaTeHo mo peaa Ha § 7, an. 1, ocrasat
B CHJIa B CPOK JI0 €JHA F'OIMHA OT JaTaTa Ha IPEKPaTABaHETO MY.
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(2) YTBBpIEHUTE MpeneiaHd LEHW W PErucTpUpaHuTe LIEHW IO peAa Ha
OTMEHEHUsI 3aKOH 3a JIEKapCTBaTa W anTEeKUTEe B XyMaHHAaTa MEJUIIMHA HA JIEKAPCTBEHU
MPOAYKTH, U3BBH T€3M 110 aJ. 1, ocTaBar B cuia B cpok 110 31 nekemBpu 2007 r.

§ 9. (1) 3asBnenusTa 3a pazpeleHue 3a ynorpeoda, moiHOBsIBaHE, IPOMsIHA Ha
U3JIaJICHO pa3pelleHue, oJaJeHH 10 BIU3aHETO B CHJIa HAa TO3M 3aKOH, CE Pa3TiexKIaT U
IIPUKIIIOYBAT IIPU YCIIOBUSATA U 110 PEJA, IPEABUACHU B HETO.

(2) TloganenuTe 3asBIEHUS U JOKYMEHTAIIMS 3a pa3pelllaBaHe 3a ynorpeda Ha
JIEKapCTBEHU POAYKTH, KOUTO MOMaaT B 00XBaTa Ha Mpoleaypara 1o wi. 74, CbOTBETHO
o wi. 75, ce NpUBEXIaT B CbOTBETCTBUE C U3UCKBAHUATA HA TO3HM 3aKOH B CPOK JI0 TpHU
Mecela OT BIIM3aHETO MY B CuJIa.

(3) Koraro B cpoka 1o aj. 2 3asBJICHHETO U JOKYMEHTAIMATA 10 ajl. 2 HE ca
IPUBEIEHN B CBOTBETCTBHE C M3UCKBAHMATA Ha TO3M 3aKOH, IMpoLeaypara I0
pasriiexAaHeTO UM Ce TPeKpaTsBa.

§ 10. (1) KnuHUYHKTE M3NMUTBAHUS, PAa3pEIICHH 10 BJIM3aHETO B CHJIa HA TO3H
3aKOH, C€ JIOBBPIIBAT MO JOCETALTHUS PEI.

(2) 3asBneHusATa 32 MPOBEXKJAHE HA KIMHUYHO U3MUTBAHE HA TEPUTOPHUATA HA
Peny6nuka bwarapusi ce monasar, pa3riexaaT U MPUKITIOYBAT MPU YCIOBHATA U 110 peaa
Ha TO3H 3aKOH, CJIE]l BJM3aHETO B CHJIa HA Hapeabara mo wi. 82, an. 3.

(3) 3asBienusiTa 3a IPOMEHHU B Pa3pelICHN KIMHUYHU U3MUTBAHUSA, TI0/1aJICHU
JI0 BIIM3aHE B CHUJIAa HAa TO3U 3aKOH, C€ PA3TIEKIAT U MPUKIIOYBAT MPU YCIOBHUATA U TIO
pena, mpeIBUICHHU B HETO.

§ 11. 3asgBaeHus 3a N3J1aBAHC Ha pa3pCIlICHUA 3a ITPOU3BOACTBO U 3a ThPrOBUA
Ha €ApO C JICKApPCTBCHU MPOAYKTHU, NOAAACHH 0 BJIIM3aHCTO B CHUJIa HA TO3W 3aKOH, CC€
pasriICiKaaT U NpUKIOYBAT IIPpHU YCIIOBUATA U 11O pelid, IPEABUIACHHU B HCTO.

§ 12. (1) IIpomsBoauTenuTe Ha JEKAPCTBA, MOJYYWIM pa3pelieHHe 3a
IIPOM3BOJICTBO IO pela Ha OTMEHEHMS 3aKOHa 3a JIEKapcTBaTa U aNTeKUTE B XyMaHHATa
MEAMIMHA, IPUBEKIAT IPOU3BOJICTBEHATA CH JEHHOCT B CHOTBETCTBUE C M3UCKBAHUATA
Ha TO3M 3aKOH M0 OTHOIICHHWE Ha KBaNU(UUUPAHOTO Juue no wi. 148, T. 2 B cpok Tpu
Mecella OT BIIM3aHETO B CHJIA HA TO3U 3aKOH.

(2) 3aBapeHHTE KBHM BIIM3AHETO B CHJIa HAa TO3M 3aKOH MPOU3BOAMUTENN
OCBUIECTBABAT JEHHOCTTA CH Bb3 OCHOBA HA U3JaICHUTE UM 110 Pe/la HA OTMEHEHUS 3aKOH
3a JIeKapcTBaTa U alTeKUTe B XyMaHHATa MEAUIIMHA pa3peleHusl.

§ 13. (1) Jlunara, monyunnu paspelieHue 3a ThbproBUs Ha €Ipo C JeKapcTBa
[0 pela Ha OTMEHEHHs 3aKOH 3a JIeKapcTBaTa M alTEeKUTEe B XyMaHHAaTa MEAWIIMHA,
IPUBEXJIAT IEHHOCTTA CH B CbOTBETCTBUE C M3MCKBAHUATA HA TO3M 3aKOH B CPOK 10 12
Mecela OT BJIIM3aHETO My B CHIJIA.

(2) o m3gaBaHe Ha pas3pelIeHHEe 3a THProBUA Ha €IpO C JIEKAPCTBEHH
IIPOAYKTH IO PeZla Ha TO3U 3aKOH, HO HE MO-KbCHO OT M3TUYaHE Ha CPOKa M0 ajl. 1, munara
1o aji. 1 ochIiecTBsBaT IEHHOCTTA CU Bb3 OCHOBA HA U3/IaICHOTO I10 pella Ha OTMEHEHUs
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3aKoH 3a JieKapcTBaTa U alTeKUTE B XyMaHHATa MEIUIMHA pa3pellieHue 3a ThproBus Ha
€/1po C JIeKapCcTBa.

(3) C umzpmaBaHeTo Ha pa3pelIcHHE 3a THPrOBUSA HA €ApPO C JIEKAPCTBEHH
IPOAYKTH I10 PE/la Ha TO3U 3aKOH, CbOTBETHO C U3TUYAHE HA CPOKa M0 al. 1, u31aeHoTo
0 pela Ha OTMEHEHHUs 3aKOH 3a JieKapcTBaTa M alTeKUTe B XyMaHHaTa MEIUIMHA
pa3peleHue 3a TbproBUs Ha €/1po ¢ JIEKapCTBa ce€ IPEKpaTABa.

§ 14. (1) JIuuara, moaydnsid pa3peiieHne 3a ThproBUs Ha €Apo C JEKapCTBa
0 pejla Ha OTMEHEHUs1 3aKOH 3a JIEKAPCTBATa U allTeKUTE B XyMaHHATAa MEIUIIMHA, MOTaT
Jla OCBHILECTBSABAT BHOC Ha JIEKAPCTBEHM MPOAYKTH Ha Tepuropusta Ha PemyOnuka
bbarapust oT Tpetu AbpkKaBU Bb3 OCHOBA HAa TOBAa pa3pellieHHE A0 IOJydyaBaHe Ha
paszpelieHue 3a BHOC 10 pejia Ha TO3H 3aKOH, HO He MO-KbCHO OT 12 Mecena OT BIM3aHETO
My B CHJIA.

(2) B enHOMeceueH Cpok OT BIM3aHETO B CHJIAa HA TO3U 3aKOH JIMIIaTa 1o ai. 1
nonasar B MAJl yBenomiieHue 3a JUIETO, KOETO 1€ H3MNBJHABA (QYHKIUUTE Ha
KBATH(UITMPAHO JIMIIE TT0 CMHUCHJIa HAa wI. 161, am. 2, T. 1.

§ 15. CpoxbT Ha JelcTBHE Ha pa3pelieHusiTa 3a ThProBUsS Ha €ApO C
MEUIIMHCKY U3/IeTHs, U3/1aJICHU 110 peJia Ha OTMEHEHMsI 3aKOH 32 JIeKapCcTBaTa U aliTeKUTe
B XyMaHHaTa MEJIUIMHA, Ce yIbJDKaBa ciryxe0Ho 110 31 nexemBpu 2007 .

§ 16. (Ot™. - IB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.)

§ 17. (1) 3aBapeHuTe 10 BJIM3aHETO B CUJIa HA TO3M 3aKOH JPOTepUU
OCBIIECTBIBAT JEHHOCTTA CH B3 OCHOBA HA MU3/aJICHUTE UM yJOCTOBEPEHHUS MO pela Ha
OTMEHEHUS 3aK0H 3a JICKApCTBATa U alITCKUTE B XyMaHHAaTa MCIUIIHHA.

(2) 3agBrenus 3a U3aBaHe Ha YAOCTOBEPEHHUS 32 PETUCTpAIUs HA JPOTepUH,
MOJA/ICHU JI0 BIIM3aHETO B CHJIAa HA TO3HM 3aKOH, C€ pasrieXIaT M MPUKIIOYBAT TPU
YCIIOBUSATA U 110 pefia, MPEABUICHU B HETO.

§ 18. (1) (M3m. - [IB, 6p. 71 ot 2008 r., B criia ot 14.04.2008 r., u3m. - JIB,
op. 10 ot 2009 r., B cuna ot 29.01.2009 r.) [T03UTUBHHUAT JEKAPCTBEH CIUCHK MO TO3U
3aKOH ce U3paboTBa 1Mo pena, MpeaABUACH B HETO, U Biau3a B cujia Ha 31 mapt 2009 T.

(2) (U3wm. - [IB, 6p. 71 ot 2008 1., B cuna ot 14.04.2008 r.) [lo B1u3aHeTO B
cuia Ha crnucbka mo an. | peiicrBamy [lo3uTuBeH sekapcTBeH CHUCHK € 1103uTUBHMAT
JIeKapCTBEH CIUCHK, pueT ¢ Hapenbara 3a onpeesnsiHe Ha MO3UTHBEH JICKAPCTBEH CIIUCHK
B Peny6nuka bearapus (o6H., /1B, 6p. 113 ot 2003 r.; usm., 6p. 18 ot 2004 r., Op. 4 ot
2005 r. u 6p. 8, 107 1 112 ot 2007 1.).

(3) (HoBa - JIB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., u3m. - 1B, Op. 23
ot 2009 r., B cmia ot 30.03.2009 r.) B aBymeceueH cpok cliel BIM3aHETO B CHJIa HA
CIHCHKA MO all. | M3MBJIHUTENUTE HAa MeauIIMHCKa oMol npeanuceatr u H30K 3ammama
JIeKapCTBEHUTE MPOJAYKTH ChIiacHO JekapcTBeHus cnuchbk Ha H30K, npuer ¢ Pemenune
Ne PI-YC-04-127 ot 27 nexemBpu 2007 r. 3a onpe/ensiHe yCIOBUATA, HA KOUTO TpsiOBa
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Jla OTTOBAPSIT U3ITBJIHUTENNTE Ha MEAUIIUHCKA TOMOIIL, PE/ia 3a CKIII0YBAaHE Ha JIOTOBOPUTE
C TAX U JPYTHU YCJIOBUA O Wi 55, an. 2, 1. 2,4, 6 u 7 oT 3aKoHa 3a 3[paBHOTO OCUT'ypSIBAHE.

§ 19. (1) B cpoxk g0 Tpu Mecena oT BiM3aHE B CHJIa HA TO3H 3aKOH:

1. MMHHCTEPCKUAT ChBET U3MEHS U JIONBJIBA Y CTPONCTBEHUS MIPAaBUIIHUK Ha
W3nbiiHUTENHATA areHIMs 110 JIEKAPCTBATA B ChOTBETCTBHUE C TO3U 3aKOH;

2. MUHHCTBPBT Ha 37paBeolla3BaHeTo U3aBa HapeabdaTa mo wi. 82, ai. 3.

(2) B cpok 10 6 mecerna OT BiIM3aHE B CHJIa HAa TO3W 3aKOH MHUHHCTEPCKHSAT
CHBET IPUEMA U MUHUCTHPBT HA 3/IpaBEONAa3BAHETO U3/1aBa IPYTUTE HOPMATUBHU aKTOBE
10 MPUJIAraHETO Ha 3aKOHA.

§ 20. Cnen u3tvyaHe Ha MbPBUTE JBE FOJMHU OT MaHAaTa Ha YWICHOBETE Ha
komucunte mo wi. 103, 107, 259 u 261 mo xpebuii ce ompenensT MOJOBUHATA OT
YJICHOBETE, YMHTO MAH/IAT CE MIPEKpaTABa.

§ 21. (U3m. - JIB, 6p. 71 ot 2008 r., B crita ot 14.04.2008 r.) B cpok a0 nBe
TOJIMHU OT BJIM3aHE B CWJa Ha To3U 3akoH MAJI npeanpuema HeoOX0AUMUTE ISHCTBUS 32
aKpeuTHpaHe HA JabopaTopusaTa CH 3a KOHTPOJI Ha JICKAPCTBEHU MPOAYKTH U aKTUBHU
BeliecTBa oT EBponeiickus TMpeKTopaT 1o KaueCTBOTO Ha JICKAPCTBATA U 3[[paBEOIIa3BaHe.

§ 22. (B cuna or 14.04.2008 r.) B 3akona 3a 31paBHOTO ocurypsiBane (00H.,
B, 6p. 70 ot 1998 r.; m3Mm., Op. 93 1 153 ot 1998 1., Op. 62, 65, 67,69, 110 1 113 ot 1999
r., op. 1,31 u 64 ot 2000 1., 6p. 41 oT 2001 1., Op. 1, 54, 74, 107, 112, 119 u 120 ot 2002
r., 6p. 8, 50, 107 u 114 ot 2003 r., Op. 28, 38,49, 70, 85 u 111 ot 2004 r., 6p. 39, 45, 76,
99, 102, 103 u 105 ot 2005 r., 6p. 17, 18, 30, 33, 34, 59, 95 u 105 ot 2006 r., 6p. 11 oT
2007 r., 6p. 26 o1 2007 r. - Pemenuie Ne 3 na Koncturynuonnus bz ot 2007 1.) ce npaBsT
CIIETHUTE U3MEHEHHUS:

1. B uin. 45:

a) amuHen 4, 5, 6 U 7 ce OTMEHST;

0) anuHes 8§ ce U3MEHs TakKa:

"(8) YcnoBusiTa 1 pebT 3a 3aljallaHe Ha JeKapCTBEHU MPOAYKTH, BKIIOYCHH
B [lo3UTHBHMS JI€KapCTBEH CUCHK MO 4. 262 0T 3aKoHa 3a JIEKApCTBEHUTE MPOJAYKTH B
XyMaHHaTa MEIUIMHA, HA MEIUIIMHCKU M3AENUs M Ha JUETUYHU XPaHU 3a CHEIHAHU
MEJUIIMHCKH IIEJIU Ce YPEXKIaT C Hapeada Ha MUHUCThPA Ha 3paBeora3BaHeTo."

2. B um. 55, an. 2, T. 7 ce u3MeHs Taka:

"7. CHHCBHIUTE C MEAWIMHCKHA HM3JCTUS W JUCTUYHU XPaHW 3a CIEIUATHU
MEAWIMHCKU TeNu U 1eHute, 10 kouto H30K Hamb/HO WM YacTHMYHO TH 3aruiaiia;
YCJIOBHSATA 32 MPEANUCBAHETO W TOJIyIaBaHETO Ha JICKApPCTBATa, METUIIMHCKU W3EIUS 1
JTUETHYHU XPaHU 32 CIICIIUMATHU MEIUITUHCKY 1enn. "

§ 23. B 3akona 3a neueOnute 3aBeaeHus (00H., JIB, 6p. 62 ot 1999 r.; u3m.,
op. 88 u 113 ot 1999 r.; monp., 6p. 114 ot 1999 r.; usm., 6p. 36, 65 u 108 ot 2000 r.; Op.
51 o1 2001 r. - Pemnenne Ne 11 na Koncruryumonnus cpa ot 2001 r.; u3m., 6p. 28 u 62 ot
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2002 r., op. 83, 102 1 114 ot 2003 ., 6p. 70 o1 2004 1., Op. 46, 76, 85, 88 1 105 ot 2005
r., 0p. 30, 34, 59 u 105 ot 2006 r.) ce mpaBAT CACAHUTE AOIIBIHCHUS:

1. Bun. 17 ce cp3nasa ain. 4:

"(4) B nuarHoCTUYHO-KOHCYJITaTUBHHS LIEHTBP MOTraT Ja C€ MpPOBEXKIAT
KJIMHWUYHU M3MUTBAHMS Ha JIEKAPCTBEHU MPOIYKTH IO peaa Ha 3aKOHa 3a JICKApCTBEHUTE
MPOJIYKTH B XyMaHHaTa MeAUIMHA. "

2. B un. 26 ce cp3nasa an. 4:

"(4) B ngucnancepa MoraT Ja ce MPOBEXAAT KIMHUYHM W3MUTBAHUSA Ha
JIEKapCTBEHM TPOMYKTH IO pela Ha 3aKOHA 3a JICKApCTBEHUTE MPOJIYKTH B XyMaHHaTa
MeaumuHa."

§ 24. B § 14 ot npexonHUTE U 3aKIIOYUTEITHUTE pasnopendn Ha 3akoHa 3a
M3MEHEHNE Ha 3aKOHa 3a ChCIIOBHUTE OpraHU3alluy Ha JiekapuTe u cromarojosute (B,
Op. 76 ot 2005 T.) ce mpaBAT CIACAHUTE U3MCHECHUS U JIOTIBJIHCHHUS :

1. loceraurHusT TEKCT cTaBa ajl. 1 U ce U3MEHs Taka:

"(1) NUanuBuayanHuTe ¥ TPYHOBUTE MPAKTUKU 3a CTOMATOJIOTMYHA MTOMOIIL,
CTOMAaTOJIOTUYHUTE U MEAMKO-CTOMATOJIOTMYHUTE LIEHTPOBE, KOUTO Ca PErUCTPUPAHU
KaTO THProBIH 10 THProBCKUs 3aKOH UM KaTO KOOIEpaluy 110 3aKOHa 3a KOOIIEpaLluuTe,
IPUBEXKJAT HAUMEHOBAHMSITA CH B CHOTBETCTBHE C § 2 OT TO3M 3aKOH M BIIMCBAaT
IpoMsiHaTa B ThProBcKUsl peructwp, peructbp BYJICTAT 1 B ChOTBETHUSI pETMOHAIIEH
LEHTHP 10 3/ipaBeora3BaHe B cpok 10 31 nekemspu 2007 r."

2. Cp3maBar ce an. 2, 3 u 4:

"(2) MunuBuyamHUTEe MPAKTUKU 33 CTOMATOJIOIMYHA IOMOIL, KOUTO HE ca
PETUCTPUPAHU KaTO THPIrOBUM 110 TbProBCKUs 3aKOH, IPUBEKIAT HAUMEHOBAHUATA CH B
ChOTBETCTBUE C § 2 OT TO3U 3aKOH U BoucBar npomsHara B peructbp bBYJICTAT u B
CBHOTBETHUS PETMOHAJIEH LIEHTHP 110 3[paBeona3BaHe B CPOKa IO a. 1.

(3) BrmiucBaneTo Ha mpomsiHaTa Ha HAWUMEHOBAHHETO 3a NPAKTUKHUTE U
LEeHTpoBeTe 10 al. | B Tbproeekus peructep U peructbp bYJICTAT ce n3BbpiiBa, KakTo
cienBa:

1. no 1 ronmm 2007 1. - mo pena Ha TBProBCKuUs 3aKOH, 3AKOHA 33 KOOIIEPALUUTE
u 3akoHa 3a peructbp BYJICTAT;

2.0t 1 romm 2007 r. - no pena Ha 3aKOHA 33 THPrOBCKUS PETHCTBD.

(4) pp>xaBHU Takcu 3a BIIMCBaHE Ha MPOMEHUTE 10 ai. 1 u 2 He ce AbKar."”

§ 25. B 3akoHa 3a maTEHTUTE U PETUCTpAIUATA HA TIOJIE3HUTE Mojeu (00H.,
B, 6p. 27 ot 1993 r.; u3Mm., 83 o1 1996 1., 6p. 11 oT 1998 1., Op. 81 0T 1999 1., Op. 45 1
66 ot 2002 1., 6p. 17, 30 1 64 oT 2006 T.) B uin. 20 T. 7 cE OTMEHH.

§ 26. B 3akoHa 3a chCIOBHaTa OpraHU3alMs Ha MarucTbp-papMaleBTUTE
(o6H., JIB, 6p. 75 ot 2006 r.; u3m., 6p. 105 o1 2006 T.) B wi. 5 T. 9 ce M3MEHs Taka:

"9. naBa cTaHOBHIIIA 32 OTKPUBAHE HA allT€KH ChIiacHo wi. 228, an. 1, T. 9 or
3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MeJuIuHA. "
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§27.B § 1, 1. 7 oT monmbJIHUTENIHATA pa3nopei0a Ha 3aKoHa 3a MHTETpaIus Ha
xopata ¢ yBpexnaanus (06H., [IB, 6p. 81 ot 2004 r.; usm., 6p. 28, 88, 94, 103 u 105 or
2005 r., op. 18, 30, 33, 37, 63, 95,97 u 108 ot 2006 T.) u3peyeHue BTOPO CE M3MEHS TaKa:
"MeIUIIMHCKUTE U3/ICIHsI HE Ca TIOMOIIHU CPEJICTBA, IPUCTIOCOOICHUS U ChOPBKCHHS .

§ 28. B 3akoHa 3a akIu3uTe U JaHbYHUTE CKiIaa0Be (00H., /IB, 6p. 91 ot 2005
r.; u3M., op. 105 ot 2005 1., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 r.) B un. 22, an. 3, T. 2
nymute "3akoHa 3a JIeKapcTBaTa M alTeKUTE B XyMaHHAaTa MEIUIMHA" C€ 3aMEHAT ChC
"3aKoHa 3a JEKapCTBEHUTE IPOJYKTH B XyMaHHAaTa MeIULIMHA".

§ 29. B 3akona 3a reHetTrnuHO Moauduimpanu opranuzmu (06H., JIB, 6p. 27
ot 2005 1.; u3m., 6p. 88 u 99 or 2005 r., 6p. 30 oT 2006 T.) B wi. 2, an. 2, T. 3 QyMHTE
"3akoHa 3a JieKapcTBaTa M alTeKUTE B XyMaHHATa MEIUIIMHA" Ce 3aMEHAT ChC ""3aKoHa 3a
JICKApCTBCHUTE TMPOJIYKTH B XyMaHHATa MEMIIMHA "

§ 30. B 3akona 3a 3amuta Ha norpedburenure (00H., JIB, 6p. 99 or 2005 r.;
u3M., op. 30, 51, 53, 59, 105 u 108 ot 2006 r.) B un. 186, axn. 2, 1. 4 nymure "3akoHa 3a
JeKapcTBaTa M anTEeKUTe B XyMaHHAaTa MeJUIMHA" ce 3aMeHAT cbC "3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MeIULIUHA" .

§ 31. B 3akona 3a 3apaBeto (00H., JIB, 6p. 70 ot 2004 r.; u3m., 6p. 46, 76, 85,
88, 94 u 103 ot 2005 r., 6p. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r.) ce mpasar
CIACAHUTE U3MCHCHUS:

1. B un. 4 nymure "3akoHa 3a JekapcTBaTa M anTeKUTE B XyMaHHaTa
MeauIuHa" ce 3aMeHAT CbhC "3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa
MenuIuHa".

2. B un. 21, an. 3 gymute "3akoHa 3a JIeKapcTBaTa U allTEKUTE B XyMaHHaTa
MeAMIMHA" ce 3aMeHSAT CbC "3aKoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
MeaunuHa'".

§ 32. B 3akoHa 3a KOHTPOJI BbPXY HAPKOTUYHHUTE BEILIECTBA U MIPEKYPCOPUTE
(06H., 1B, 6p. 30 ot 1999 1.; u3m., 6p. 63 ot 2000 1., 6p. 74, 75 1 120 o1 2002 1., Op. 56
ot 2003 1., Op. 76, 79 u 103 ot 2005 r., 6p. 30, 75 u 82 ot 2006 r.) ce nMpaBsT CICTHUTE
W3MCHCHMUS:

1. B un. 32, an. 3 gymute "3aKkoHa 3a JeKapcTBaTa M anTeKUTE B XyMaHHaTa
MeauIuHa" ce 3aMeHAT CbhC "3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
Meguiuga".

2. B un 33, an. 1, 7. 1 gymnre "3akoHa 3a jekapcTBaTa M anTEKUTE B
XyMaHHaTa MEUIIMHA" ce 3aMEHAT ChC "'3aKOHA 3a JICKapCTBEHUTE MTPOLYKTH B XyMaHHaTa
MeaunuHa'".

3. B un. 34 cnen nymata "uzmaBat" aymuTte "Ha Maructhp-gapmarent’ ce
3aJIM4aBar.
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4. B un. 39, an. 2 nymure "4i1. 55, T. 2 ot 3aKoHa 3a JeKapcTBaTa U anTEKUTE
B XyMaHHaTa meauuuHa" ce 3aMmeHsaT ¢ "uin. 197, T. 2 or 3akoHa 3a JIEKapCTBEHUTE
MPOAYKTH B XyMaHHaTa MeIUIIMHA" .

5. B uin. 44a an. 3 ce oTmeHs.

6. B un. 446 nymute "Maructbp-dapmarenT,” ce 3aIMdaBar.

7. B § 1, 1. 14 or pombiHHMTENHaTa pasmnopenda aymure "3akoHa 3a
JeKapcTBaTa M AanTeKUTe B XyMaHHaTa MEIUMUMHA" ce 3aMEHAT CbhC '3akoHa 3a
JIEKapCTBEHUTE IPOJAYKTH B XyMaHHAaTa MeIULIMHA" .

§ 33. B 3akoHa 3a kpbBTa, KpbBOJAAPSIBAHETO M KpbBOIpenuBaHeTo (00H., /1B,
op. 102 ot 2003 r.; u3m., 6p. 70 ot 2004 r., 6p. 30 1 65 ot 2006 T1.) B . §, an. 4 gymuTe
"3aKkoHa 3a JieKapcTBaTa M alTeKUTE B XyMaHHATa MEIMIIMHA" ce 3aMEHSIT ChC ""3aKoHa 3a
JIEKapCTBEHUTE MPOJAYKTH B XyMaHHAaTa MeIULIMHA" .

§ 34. B 3akona 3a ona3zBaHe Ha okoJjiHata cpeaa (06H., AB, 6p. 91 ot 2002 r.;
monp., 6p. 98 or 2002 r.; u3m., 6p. 86 ot 2003 1., 6p. 70 oT 2004 1., Op. 74, 77, 88,95 1
105 ot 2005 r., 6p. 30, 65, 82, 99, 102 u 105 or 2006 r.) B uwi. 140 mymwure
"(hapMalleBTUUHU TPOAYKTH U METUIMHCKU H3Jenus mo cmuchia Ha § 1, 1. 40 ot
JOMBJIHUTEITHUTE pa3nopedn Ha 3akoHa 3a JieKapcTBaTa WM anTeKUTEe B XyMaHHaTa
MeauIuHA" ce 3aMEHAT ¢ '"JIeKapCTBEHM IMpOAYKTH, IO CMHUChIa Ha 3aKoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U MEIUIIMHCKH U3eaus".

§ 35. B 3akona 3a xpanute (00H., 1B, 6p. 90 ot 1999 r.; u3m., 6p. 102 ot 2003
r., 6p. 70 ot 2004 1., 6p. 87, 99 1 105 ot 2005 1., 6p. 30, 31, 34, 51, 55 1 96 0T 2006 T.) B
4. 2, ain. 3 T. 4 ce U3MEHS Taka.

"4. nexkapcTBEHUTE NPOAYKTH IO CMHUCHJIa Ha 3aKOHA 3a JIEKAPCTBEHUTE
IPOAYKTH B XyMaHHaTa MeIULUHA".

§ 36. Jlo Bnu3aHeTo B cuia Ha akToBeTe 1o § 19 u3gageHute HOpMaTUBHU
aKTOBE I10 MPWJIATaHETO Ha OTMEHEHMsI 3aKOH 3a JIeKapCcTBaTa U alTeKUTe B XyMaHHATa
MEJUIIMHA C€ PUJIaraT, 10KOJKOTO HEe MPOTUBOPEUYAT Ha TO3U 3aKOH.

§ 37. 3akoHBT BIM3a B CWJIA OT JIeHS Ha oOHapoaBaHeTo MYy B "JIbpkaBeH
BECTHHUK", C U3KJIIOYEHHUE Ha § 22, KOWTO BJIM3a B CHJIa €JHa TOJIMHA CJIe/] BIIM3aHETO B CUJIa
Ha TO3M 3aKOH.

3akonbT € npuer ot 40-ro Hapogno cvOpanue Ha 30 mapt 2007 1. u e
nojneyaTas ¢ opunranHus neyat Ha HapoaHnoto crOpanue.

IIpexoaHu u 3aK/JIIOYUTEHU pa3nopeadu
KBM 3AKOHA 3A UBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE IMPOAYKTU B XYMAHHATA MEJUIIUHA
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(OBH. - 1B, BP. 71 OT 2008 I"., B CWJIA OT 12.08.2008 I".)

§ 65. (1) Uzmanenute mo pena Ha OTMEHEHHsS 3aKOH 3a JIeKapcTBaTa H
anTeKUTEe B XyMaHHaTa menunuHa (00H., [1B, 6p. 36 ot 1995 r.; usm., O6p. 61 ot 1996 1.,
op. 38 ot 1998 1., 6p. 30 0T 1999 1., Op. 10, 37, 59 1 78 ot 2000 r., 6p. 41 oT 2001 T., OPp.
107 u 120 ot 2002 1., 6p. 2, 56, 71 1 112 o1 2003 1., 6p. 70 1 111 ot 2004 1., Op. 37, 76,
85, 87, 99 u 105 ot 2005 1., 6p. 30, 31, 34, 75 u 105 ot 2006 1.; OT™M., Op. 31 0T 2007 T.)
pa3pemieHusi 3a ymnorpeba Ha JICKQpCTBEHHM NPOAYKTH, KOWTO TOMajar B oOxBaTa Ha
ormeHenus Permament (EO) Ne 2309/93 na CwBera ot 22 1omu 1993 1., ¢ koiTo ce
ycTaHoBsiBa peabT B OOIIHOCTTA 32 M3JaBaHE PA3pEIINTEIHU (JIMIICH3H) U YITPAKHSIBAHE
HAJ30p HAaJ JIEKapCTBEHU CPEJACTBA, W3IMOJI3BaHM B XyMaHHATa M BeTepUHApHATA
MeIUIMHA, U ce ch3/1aBa EBponeiicka areHIus 3a OIIeHKA Ha JIEKAPCTBEHH CPEJICTBA, HO HE
ca paspellieHu 3a ynorpeda B IpyruTe IbpKaBU WICHKH I10 MpolieaypaTa, yCTaHOBEHA C
ormeneHnara [lupektuBa 87/22/EMMO na CwBera oT 22 aekemBpu 1986 1. OTHOCHO
cOnmmxaBaHe Ha HAI[MOHAJTHUTE MEPKH, CBBP3aHM C IyCKAHETO Ha Ta3apa Ha
BHCOKOTEXHOJIOTUYHHM  JICYeOHU TIPOAYKTH, CICIHATHO TE3HW, IMOJNy4YeHH HUpe3
o6uorexnozorus, unu ¢ Permament (EO) Ne 2309/93, ce npekpartsiBar.

(2) Uznanenute cnex 20 noemspu 2005 r. 1o pea Ha OTMEHEHHUS 3aKOH 3a
JeKapcTBaTa M AanTeKuTe B XyMaHHATa MeEJIWIMHA paspelieHus 3a ymnorpeda Ha
JIEKapCTBEHH MPOAYKTH, KOUTO monanaTt B ooxsara Ha Permament (EO) Ne 726/2004 na
EBporneiickus mapnameHT W Ha CbBeTa, HO HE ca paspelieHd MO IEHTpaIu3upaHa
npoueaypa, ce mpekpaTsiBar.

§ 66. (1) Marucrsp-papmaiieBTd U MOMOIIHUK-(apMaIEeBTH, KOUTO ca
HOJYYMIIM pa3pelleHre 3a OTKPUBAaHE Ha anTeKa KaTo €IHOJIMYHU ThProBLH, JIeUeOHUTE
3aBE/ICHU, KaKTO U OOILMHUTE, MOJIYYHJIM pa3pellieHue 3a OTKPUBAHE Ha anTeka o peaa
Ha OTMEHEHUs 3aKOH 3a JIEKapCcTBaTa U aNTeKUTE B XyMaHHATa MEJUIMHA, OCBIECTBABAT
JIeITHOCTTa CH Bb3 OCHOBA Ha U3JIaJICHUTE UM Pa3peIICHHUS.

(2) IloganenuTte 1O BIM3AHETO B CHJIA HA TO3M 3aKOH 3asBJICHUS 32 U3/laBaHE
Ha pa3pelleHue 3a ThProBHs Ha JIPeOHO C JIEKAPCTBEHHU MPOIYKTH CE€ pasriIexaarT Hpu
YCIIOBUSATA U 110 peia, IPEIBUIEHHU B HETO.

(3) U3BBH ciiydante 1o aji. 1 3aBapeHUTe KbM BIIM3AHETO B CHJIA HA TO3U 3aKOH
JuIa, NOJYyYWIM pa3pellieHUe 3a OTKPUBAHE Ha anTeKa, MPUBEXKIAT IEHHOCTTAa CH B
CBHOTBETCTBUE C U3UCKBAHUATA MY B CPOK JI0 €/JHA F'OIMHA OT BJIM3aHETO MY B CHJIA.

(4) Jlumara mo an. 3 mogaBaT B MMHHCTEPCTBOTO Ha 3/paBEOIa3BAHETO
3asiBJICHUE 3a [IpeperucTpanusi, KbM KOeTo Ipuiarar:

1. 3asBneHHe 3a M3/aBaHE Ha pa3pelleHHe 3a THProBUs Ha JpeOHO C
JIEKapCTBEHU NPOAYKTHU OT JIMLaTa 1o wi. 222, ain. 1, mo oOpasen, yrBbpAeH OT MUHUCThpa
Ha 3/]paBeONa3BaHETo;

2. aKTyaJIHO YJJOCTOBEPEHHUE 3a BIIUCBAHE B THPTOBCKUS PETUCTHP, ChOTBETHO
JIOKYMEHT 3a aKTyaJlHa perucTpanus Ha JUUETo 1o wi. 222, an. 1;

3. Komue OT M3JaJCHOTO MO pela Ha OTMEHEHMs 3aKOH 3a JieKapcTBaTa U
aNTEKUTE B XyMaHHATa MEAMIIMHA Pa3pellieHUE 3a OTKPUBAHE Ha aITeKa;

4. 3aBepeHO KOIHME OT TPYAOBMs JOTOBOP WM JOTOBOp 3a Bb3JIaraHe Ha
yIpaBjeHHe Ha PbKOBOJUTENIS Ha alTeKaTa - B CllydauTe, KoraTo ce U3MCKBA TaKbB;
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5. AexJsiapaums OT Juiara mo 4wi. 222, an. 1, 4e ca 3ama3eHu yCcloBUSTA, PU
KOUTO € M3JIaJICHO Pa3pelieHNeTo 3a ThProBUs Ha JPEOHO C JICKAPCTBEHU MPOAYKTU Ha
JIMIIaTa 1o ai. 2;

6. IOKYMEHT 3a €IHOKPATHO IjIaTeHa Takca B pazmep 100 ..

§ 67. Jlunara, mojajM 0 BJIM3aHETO B CHJIA HA TO3W 3aKOH 3asBJICHHUS 3a
IpeperucTpamnus Mo peiaa Ha OTMEHEHHS § 16 OT NPEeXOJHHTE M 3aKIIOYHUTCITHHTE
pasmnopendu, KOUTO IIe OCHINECTBABAT ACHHOCTTa CH ChOOpa3HO M3UCKBAHUATA HA TO3U
3aKOH, IM0jJaBaT B MUHHCTEPCTBOTO Ha 3/paBEONa3BaHETO B CPOK JIO TPH Mecema OT
BIIM3aHETO MY B CHJIA CIICHUTE TOKYMEHTH:

1. 3asByIeHHE TI0 0Opa3ell, YTBBPACH OT MUHUCTBPA Ha 3/IpaBEONa3BaHETO;

2. aKTyaJIHO YJJOCTOBEPEHHE 32 BIIUCBAHE B THPTOBCKUS PETUCTHP, ChOTBETHO
JIOKYMEHT 3a aKTyaJlHa PETrMCTPAlHs WM 3aBEPEH IPEHUC OT CXOACH JOKYMEHT IIO
HAITMOHAJTHOTO 3aKOHOJIATEJICTBO Ha JbPKaBa - YiICHKA Ha EBPONEHCKUS CHIO3, WU TI0
3aKOHOJATEJICTBOTO Ha Apyra AbpkKaBa - cTpaHa no Cropasymenueto 3a EBponeiickoTo
MKOHOMHYECKO ITPOCTPAHCTBO, MO wi. 222, ain. 1;

3. TpyIOB IOTOBOp WJIM JIOTOBOp 3a YIPABICHHE Ha alTeKaTa, CKIFYEH C
MarucTbp-hapMarieBT I TOMOIIHHUK-(papMalleBT.

§ 68. (1) Marucrbp-hapmanieBT wWiM MOMOIIHUK-(DapMaIeBT, MOTYUHII
paspellieHre 3a OTKpUBAHE Ha anTeka M0 peJa Ha OTMEHeHHsl § 16 OoT mpexoIHuTe U
3aKJIIOYUTETHUTE pa3nopeom, MoXKe J1a MPEXBbPIN U3aIEHOTO MY pa3pelleHne Ha JIULe
mo wi. 222, an. 1.

(2) 3a wu3BbBpIHIBaHE HAa MPEXBBPISHETO JHMIATa MO ail. 1 nojgaBar B
MuHUCTEPCTBOTO Ha 3paBEoNa3BaHETO 3asiBICHNE, KbM KOETO IpUjIarar:

1. 3asBnIeHME 3a H3JlaBaHE Ha pas3pelIeHUue 3a ThProBUS Ha JApeOHO ¢
JIEKapCTBEHU NPOAYKTHU OT JIMLaTa 1o wi. 222, ain. 1, mo oOpaser, yrBbpAeH OT MUHUCTBPa
Ha 3/IpaBeona3BaHeTo;

2. aKTyaJIHO YJJOCTOBEPEHHE 3a BIIUCBAHE B THPTOBCKUS PETUCTHP, ChOTBETHO
JIOKYMEHT 3a aKTyaJlHa pEruCTpalus Ha JIMLETO o wi. 222, an. 1;

3. Komue OT M3JaJeHOTO IO pela Ha OTMEHEHMsI 3aKOH 3a JieKapcTBaTa U
anTeKUTe B XyMaHHATa MEIMLIMHA pa3pelleHre 3a OTKPUBAHE Ha anTeKa UK pa3pelieHne
3a TIpeperucTparys mno peiaa Ha OTMEHEHUs § 16 OT IMPEeXOIHUTE W 3aAKITIOUYUTEITHUTE
pasmnopenou;

4. 3aBepeHO KOIlME€ OT TPYAOBHUS JOTOBOP WJIM JIOTOBOp 3a yNpaBJieHHE Ha
PBKOBOJIUTENIS HAa aNTeKara;

5. Jexyapanusi OT JMuara 1no wi. 222, an. 1, 4e ca 3ana3eHu yclIOBUATA, IPU
KOMTO € M3/IaJICHO pa3pelIeHUeTo 3a ThProBUs Ha APeOHO C JIEKapCTBEHU NMPOJIYKTH Ha
aunara o ai. 1.

(3) [IpexBbpasHETO 1O . 1 MOXe J1a ce U3BBPIIU B CPOK JI0 €JHA FOJJMHA OT
BJIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 69. 3aBapeHuTe NpH BIM3aHETO B CWJIA HA TO3M 3aKOH JPOTEpHH
IpoAb/DKaBaT Jla OCBIIECTBSIBAT JEHHOCTTa CH Bb3 OCHOBA HAa HW3JAJEHUTE UM
YIOCTOBEPEHUS 33 PETUCTPALHUL.
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§ 70. Ompenenenara 10 BJIM3aHETO B Cuja Ha TO3M 3aKoH Komwucus mo
[To3uTUBHUS JTE€KAPCTBEH CIUCHK OCHILIECTBIBA ACHHOCTTA CU JIO ONIPEAEISIHETO HAa HOBUS
M ChCTaB B CHOTBETCTBHE € WiI. 261, ain. 6.

§ 71. Ilponykture, KOUTO Tomaaar B oOXxBaTta Ha WI. 37 - TpaaUlIMOHHU
PACTUTEIIHH JIEKAapCTBEHU MPOJYKTH, U ca ITyCHATH Ha Ma3apa B CTpaHaTa KbM Jarara Ha
BJIM3aHE B CHJIA HA TO3M 3aKOH, C€ MPUBEXKAAT B ChOTBETCTBUE C U3UCKBAHUSITA MY HE T10-
KbCHO OT 30 ampwmn 2011 r.

§ 72. (1) Ho 31 nexemBpu 2008 r. mocuweto mo wi. 27 3a pa3peliaBaHe 3a
yrnorpeba Ha JICKQpCTBEH MPOIYKT MO Mpoleaypa MO B3aUMHO IMPU3HABAHE WM TIO
JEeleHTpaIu3upana Mpoleaypa Moxe Ja ce mojaaBa BbB (opmar "OOII TEXHHUYECKU
JIOKYMEHT".

(2) Ho 31 ngexemBpu 2009 r. nocuero mo 4. 27 3a pa3peniaBaHe 3a ynorpeda
Ha JICKAPCTBEH MPOJYKT MO HAIMOHAJHA MpPOLEaypa MOXKE Jla c€ MojiaBa BbB (opMar
"OO011 TEXHUYECKU JOKYMEHT".

§ 75. 3akoHBT BIM3a B CHJIa OT JIeHS Ha oOHapoaBaHeTo MY B "JlbpkaBeH
BECTHHK", C U3KJIIOUEHHUE Ha pa3nopendaTa Ha § 64, T. 2, KOATO BIM3a B cuja oT 14 anpui
2008 r., 1 Ha paznopenoute Ha § 9, T. 4, § 41, 42 u 43, KoUTO BIM3AT B CWJIA OT 26 10K
2008 r.

3aKJII0YUTEeIHU pa3nopeadu
KBbM 3AKOH 3A UIBMEHEHUME HA 3AKOHA 3A JIEKAPCTBEHUMTE
IMPOAYKTHU B XYMAHHATA ME/IMIIUHA

(OBH. - 1B, BP. 10 OT 2009 I"., B CWJIA OT 29.01.2009 T".)

§ 2. 3akonsT Bnu3a B cuiia Ha 29 sinyapu 2009 1.

IIpexoanu n 3aKIIOYUTETHHA pa3nopeaou
KBbM 3AKOHA 3A UBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JEKAPCTBEHUTE ITPOJAYKTHU B XYMAHHATA ME/IUIIUHA

(OBH. - 1B, BP. 23 OT 2009 I"., B CWJIA OT 30.03.2009 I".)

§ 4. JInnara, nosydniau A0 BIM3aHETO B CHUJIA HA TO3U 3aKOH Pa3pelIeHHE 10
wi. 229, an. 2, BKIIOYBAUIO U3BBPILIBAHE HA THPrOBUS C XPAHUTEIHH J00ABKU, MOTaT /1a
U3BBPIIBAT U THPrOBUsI HA APEOHO C AMETUYHU XPaHHU 3a CIIEHUATHU MEIUIIMHCKY LIeITH.

§ 5. B 1BymeceueH CpoK OT BIM3AHETO B CUJIa HA TO3HM 3aKOH MUHHCTEPCTBOTO
Ha 3/IpaBeola3BaHeTo coy)eOHo u3npaiia B cborBeTHaTa PUIOKO3 o mecTroHaxoxaeHue
Ha alTEeKUTE 3a BIUCBAHE B peructbpa mo wi. 14, ain. 1 ot 3akoHa 3a XpaHUTE KOMUE OT
paspenieHusiTa o ui. 229, an. 2, u31aieHu J0 BIM3aHETO B CUJIA HA TO3HU 3aKOH.
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§ 7. 3akonsT BiM3a B cuiia ot 30 mapt 2009 r.

IIpexoanu n 3aKII0OYUTETHE pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 41 OT 2009 I'., B CWJIA OT 02.06.2009 I".)

§ 92. (1) JIuuara, nony4usin 0 BIM3aHETO B CUJIA HA TO3H 3aKOH Pa3pellIeHHE
no wi. 229, an. 2 oT 3aKkoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEJUIIMHA,
BKJIIOUBAIO W3BBPILIBAHE HA THPIOBUS C XPAaHUTEJIHU JOOABKH, MOTaT Ja U3BBPIIBAT U
THProBUs Ha ApeOHO C XpaHU 3a KbpMaueTa U MPEXOAHU XPaHHU.

(2) B cpok nBa Mecena OT BIM3aHETO B CUJIA HA TO3U 3aKOH MHUHUCTEPCTBOTO
Ha 3/IpaBeola3BaHeTo cioy»ebHo u3npaiia B cborBeTHaTa PUOKO3 1o MmecToHaxoxaeHue
Ha aNTEeKUTEe, KOUTO U3BBPIIBAT U THPTOBUS HA IPeOHO C XPaHU 32 KbpPMaveTa U MPEXOTHU
XpaHu 1o ai. 1, 3a BnucBaHe B peructbpa no wi. 14, ain. 1 ot 3akoHa 3a XpaHUTE KOMHUE OT
paspemienusTa mno wi. 229, an. 2 ot 3akoHa 3a JIEKAPCTBEHUTE NPOAYKTH B XyMaHHaTa
MeAMIIMHA, U3aICHU JI0 BIU3aHETO B CHJIa Ha TO3H 3aKOH."

§ 96. 3akoHBT BIM3a B CUJIa OT JIeHS Ha oOHapoaBaHEeTO MY B "/IbpkaBeH
BECTHHK", C U3KJIIOUEHHUE Ha!

1. maparpadu 3, 5, 6 u 9, xouto Biu3ar B cwia ot 1 suyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73,77, 78, 79,
80, 81, 82, 83, 88, 89 u 90, kouto Biam3aT B cwiia oT 1 roau 2009 r.;

3. maparpad 21, xoiito Bnu3a B cuia ot 1 rouu 2010 .

3aK/Il04UTeHU pa3nopeadu
KBbM 3AKOHA 3A JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INTPOAYKTHU B XYMAHHATA MEAUIINHA

(OBH. - ]IB, BP. 88 OT 2009 I'., B C1JIA OT 06.11.2009I".)
§ 2. 3akoHBT BIM3a B CHJIa OT JieHS Ha OOHaponaBaHeTo My B "/IbpkaBeH

BECTHHUK".

IIpexoaHu u 3aK/JIIOYUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - IB, BP. 102 OT 2009 I'"., B CHJIA OT 22.12.2009 T".)

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



§ 4. (1) 3aBapeHuTe a0 BIM3aHETO B CHJIa HA TO3M 3aKOH MarucThp-
(dapmaieBTH ¥ MOMOITHUK-(apMAIIEeBTH, KOUTO Ca MOJTYYHIA pa3pelicHHe 32 OTKPUBAHE
Ha anTeKa B HaceleHuTe Mecta mo 4. 228, an. 4 mo peaa Ha OTMEHEHHs 3aKOH 3a
JIeKapcTBaTa U alTeKuTe B XyMaHHaTa MeauiuHa (00H., [IB, 6p. 36 ot 1995 r.; Pemenue
No 10 na Koncruryunonnus cba ot 1996 r. - 6p. 61 ot 1996 r.; usm., 6p. 38 ot 1998 1.,
op. 30 ot 1999 r., 6p. 10 ot 2000 r.; Pemmenue Ne 3 na Korcrurynuonuus cba or 2000 T.
- Oop. 37 ot 2000 r.; u3m., 6p. 59 ot 2000 r.; Pemierne Ne 7 Ha KOHCTUTYIIMOHHHS CHJT OT
2000 r. - 6p. 78 ot 2000 T.; M3M™., Op. 41 or 2001 1., 6p. 107 1 120 ot 2002 1., MOTIP., Op. 2
ot 2003 r.; u3m., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 m 111 ot 2004 r., Op. 37, 76, 85, 87,
99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 t., oT™., Op. 31 o1 2007 1.) M
KOMTO HE ca IMOJaju 3asBJICHUE 3a MpeperucTpanus B cpoka no § 66, an. 3 or 3akoHa 3a
M3MEHEHUE U JIObJIHEHUE Ha 3aKOHA 32 JICKApPCTBEHUTE MPOJIYKTH B XyMaHHATa MEIUIIMHA
(IB, 6p. 71 ot 2008 r.), mpuBeXIaT ACHHOCTTa CHU B CbOTBETCTBHE C M3UCKBAHUATA HA
TO34 3aKOH B cpok 10 31 siuyapu 2010 r.

(2) Jlunara nmo an. 1 momaBaT B MUHHCTEPCTBOTO Ha 3paBEOIa3BaHETO
3asBJICHUE 32 MPEPETUCTpaIys, KbM KOETO IIpHiIarar:

1. 3asgBieHHe 3a W3JaBaHE Ha pa3pelieHUEe 3a THProBUS Ha JpeOHO C
JIEKapCTBEHU MPOJYKTH OT JuIara no wi. 222, an. 1 no odpaszen, yrBbpJeH OT MUHUCTHPa
Ha 3/]paBeoNa3BaHETo;

2. aKTyaJIHO yJIOCTOBEPEHHE 3a BIIMCBAHE B THPT'OBCKUS PETUCTHP, CHOTBETHO
JOKYMEHT 32 aKTyaJHa perucTpanus Ha JMLETO o 4. 222, an. 1;

3. KomHe OT W3AAJICHOTO MO pefa Ha OTMEHEHHs 3aKOH 3a JIeKapcTBara U
anTeKUTE B XyMaHHATa MEAUIIMHA pa3pelleHue 3a OTKpPUBaHE Ha anTeKa;

4. 3aBepeHO KOIMHUE OT TPYIOBUS TOTOBOP WJIM JOTOBOP 3a Bb3JaraHe Ha
yIpaBieHNE Ha PbKOBOJUTENS HA alTeKaTa - B ClydauTe, KoraTo ce M3MCKBA TaKbB;

5. nexyapauusi OT JMuara 1no wi. 222, an. 1, 4e ca 3ama3eHu ycloBUATa, IPU
KOUTO € M3JIaJIeHO Pa3pelIeHNueTo 3a ThProBUs Ha APEOHO C JIEKapCTBEHU MPOAYKTU Ha
JIAIATA 1o ain. 1;

6. TOKYMEHT, U3[IaZIcH OT KMeTa Ha ChOTBETHATa OOIIMHA, yI0CTOBEPSIBAII
Oposi Ha KUTEIUTE HA ChOTBETHOTO HACENIEHO MSCTO;

7. JOKYMEHT 3a eIHOKpaTHO IulateHa Takca B pazmep 100 iB.

§ 5. B cpok 1o Tpu Mecena OT BIM3aHETO B CUJIA HA TO3M 3aKOH MUHUCTBHPBHT
Ha 3/JpaBeona3BaHeTO U3MEHs U JOMbJIBa Hapeabara mo wi. 219, an. 2.

§ 6. 3aKOHBT BIM3a B CHJia OT JIeHs Ha oOHapojBaHeTO My B "JIbpkaBeH
BECTHHK".

IIpexonHu u 3aK/JII0YUTEHU pa3nopeadu
KbM 3AKOHA 3A UIBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEHEBHUTE 3ABEJAEHUSA

(OBH. - 1B, BP. 59 OT 2010 T"., B CWJIA OT 31.07.2010T".)

§ 77. 3akOHBT BIM3a B CHJIa OT JIeHS Ha oOHapojaBaHeTo My B "JlbpikaBeH
BECTHHUK' C N3KJIIOYCHHE Ha:
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1. maparpadu 9 (otHocHO 4. 19, an. 4), 53, 60 u 66 (oTHOCHO 4. 98, an. S u
6), xouTto BiIM3aT B cuna ot 1 suyapu 2011 r.;
2. maparpad 75, xoiTo Bim3a B cuia ot 30 centemBpu 2011 r.

IIpexoanu n 3aKII0OYUTETHE pa3nopeaoun
KBbM 3AKOHA 3A BIO/I’KETA HA HAIIUOHAJIHATA
3APABHOOCHUI'YPUTEJIHA KACA 3A 2011T.

(OBH. - 1B, BP. 98 OT 2010 T'., B CWJIA OT 01.01.2011T".)

§ 5. (1) IIpes 2011 r. ngedHOCTUTE MO JUMArHOCTUKA W JICUCHHE Ha
37I0KQYeCTBEHU 3a00JsBaHUS U Ha OONHU ¢ ObOpeyHa HEAOCTAThUHOCT Ha JUAIHU3HO
JICYCHHUE, BKIIIOYUTEIIHO OCUTYPSIBAHETO HA JIEKAPCTBEHU MPOAYKTH M MEIUIIUHCKHU
U3JIENHSl, KAKTO U APYTrUTe MEAUIIMHCKHU AeHOCTH, KouTo mpe3 2010 r. ca ¢huHaHcupanu
ype3 O pkeTa Ha MUHHCTEPCTBOTO Ha 3PaBEONA3BaHETO M 4pe3 JCICTUPAHHUTE OT
IbprKaBaTa JEMHOCTH Mpe3 OIopKeTa Ha OOIIMHUTE, Ce 3aIulalaT ChC CpeAcTBaTa Mo uil.
1, an. 2, pen 5.

(2) HeitHocTHTE, JIEKAPCTBEHUTE MPOAYKTH U MEAMIIMHCKUTE U3AENUs 10 all.
1 ce 3arutamat mo pea ¥ METOJIMKa, ONPEACIICHH OT MUHUCTBPA Ha 3/IpaBEOIa3BAHETO.

(3) Cpencrara no ui. 1, an. 2, pex 5 ce Tpanchepupar exxeMeceuHo 10 Kpas
Ha TEKYIIUS MeCell.

§ 7. HanzopHusar ceBeT Ha HanumonanHaTa 3apaBHOOCUTYpPUTENIHA Kaca UMa
IPaBO Ja H3BBPIIBA BBTPEUIHM KOMIICHCUPDAHHM IIPOMEHUM Ha KPEOUTUTE MEXKAY
€JIEMEHTUTE Ha Pa3xoauTe W TpaHchepuTe mo wi. 1, aj. 2, KOUTO ca B pPaMKUTE Ha
YTBBPACHUS OIOJIKET.

§ 8. Hag3opHusar cwpBer Ha HanmoHaiHaTa 37paBHOOCUTYpUTENIHA Kaca Ha
OCHOBaHue 4. 26, ajl. 2 0T 3aKOHa 3a 3/JpaBHOTO OCUTYPSIBAaHE MMa IIPaBO Ja pa3xojBa
CpeAcTBaTa OT pe3epBa 3a HEMPEABUICHH U HEOTJIOKHU pa3xoau o wi. 1, an. 2, pen 3.

§ 15. 3akonsT BaM3a B cuita ot 1 suyapu 2011 r. ¢ n3kmrodenue Ha § 10, koo
BIIM3a B CHJIa OT JICHsI Ha 00OHapoBaHeTO My B "JIbp>KaBeH BECTHHK".

IIpexoanu u 3aKIIOYUTETHHA pa3nopeaou
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 98 OT 2010 T'., B C1JIA OT 01.01.2011T".)

§ 106. B 3akona 3a ekapcTBEHUTE NMPOIYKTH B XyMaHHaTa MeAuLnHA (00H.,
B, 6p. 31 ot 2007 1.; m3Mm., 6p. 19 ot 2008 r.; Pemenue Ne 5 na KoHCTUTYITHOHHUS CBHJ
ot 2008 1. - 6p. 65 ot 2008 T.; U3Mm., 6p. 71 oT 2008 1., Op. 10, 23, 41, 88 1 102 oT 2009 1.
u Op. 59 or 2010 r.) HABCIAKBAE TyMHUTE "PETHMOHATHUTE WHCIIEKIIMU 3a/TI0 OMa3BaHE U
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non

KOHTPOJI Ha OOIIECTBEHOTO 31paBe’, ""pernoHaaIHaTa HHCIEKIHS M0 OIa3BaHe M KOHTPOI
Ha oOmectBeHoTo 3apase’ u "PHUOKO3" ce 3aMeHAT ChOTBETHO ¢ "pErMOHAIHUTE 3ApaBHU

uHcnekuuun'", "pernoHanHara 3apapHa uacnekuus" u "P3M1".

§ 121. 3akonsT Biu3a B cwiia ot 1 suyapu 2011 r. ¢ u3kiIoueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 m 2, § 65, 68,
70, 76, 80, 81, 90, 92, 96, § 102, 1.3,4,5,7u8,§ 105, 1. 1,3 u5,§ 107, 1. 1,2, 3,4, 6,
Oyksa "a", 1. 7,10, 11,13 u 15, 6ykBa "a", § 109, 110, 112, 113, § 115, 1.5, § 116, 1. 4 u
6,§ 117, 7.5u7u § 118, 1. 1, KOUTO BAU3AT B CHJIA OT JICHS HA OOHAPOIBAHETO HA 3aKOHA
B "JIbp>kaBeH BECTHHK';

2. maparpad 102, 1. 1, 2 u 6, kouto Bnu3ar B cuna ot 1 mapt 2011 r.;

3. maparpacwu 22, 1. 1 (oTHOCHO wi. 36, ai. 1, u3peuenue BTopo), § 37, § 48, T.
2,8 51 u 59, xouto Bimm3ar B cuia ot 1 romm 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "0", koliTo Bnu3a B cuna ot 30 centemspu 2011
T.

IIpexonHu u 3aK/JIIOYUTETHH pa3nopeadu
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULITUHA

(OBH. - 1B, BP. 12 OT 2011 I"., B CWJIA OT 08.02.2011T".)

§ 24. TlogameHuTe BaJUIHU 3asBICHUS W YBEAOMJICHHS 32 MPOMEHHU B
paspenieHusTa 3a ynorpeda mpeay BIU3aHETO B CHJIA HA TO3M 3aKOH C€ Pas3rJIexk/ar 1o
JOCETAIHUS PE/I.

§ 25. MUHHCTBPBT Ha 3/1paBEONAa3BAHETO MPUBEXK/IA B CHOTBETCTBUE C TO3U
3aKOH HapenbaTa 1o 4i. 42 B CpoK J10 TpU Mecella OT BIM3aHETO MY B CHJIA.

§ 27. 3akoHBT BIM3a B CWJIa OT JIeHS Ha oOHapoaBaHeTo MYy B "JIbpkaBeH
BECTHHK".

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA ME/IMIITUHA

(OBH. - 1B, BP. 60 OT 2011 I"., B CWJIA OT 05.08.2011T.)
§ 66. (1) IlpousBoautenure 1o § 12, ant. 2 OT NPEXOAHUTE U 3aKITIOUYUTEITHUTE
pasnopendéu ce MpUBEKIAT B CHOTBETCTBHE C M3MCKBaHHATA Ha 4wi. 148 u Ha JlobpaTa

IIPOU3BOJICTBEHA IMPAKTHKa, ONPEIENICHN MO pena Ha 4. 152 B cpok no 6 mecena ot
BJIM3aHETO B CHJIA HA TO3M 3aKOH.
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(2) Cnen nztnvanero Ha cpoka no ain. 1 MAJI u3BbpiiBa npoBepka OTHOCHO
MIPUBEKIAHETO B CHOTBETCTBUE C M3UCKBaHUsATa HA Wi. 148 1 Ha J[oOpaTa mpon3BoACTBeHA
MpaKkTUKa, ONPEICICHHU 10 peaa Ha wi. 152.

(3) Koraro cnen u3pbpiiBanero Ha mposepkata no ain. 2 MAJI ycrtanosu, ue
YCIIOBUSTA 32 IMPOU3BOJCTBO, KOHTPOJ M CHhXpPAaHEHHE Ha HM3XOJHUTE MaTepuain 3a
MIPOU3BOJICTBO U HA TOTOBUTE JICKAPCTBEHU MPOAYKTU HE OTTOBAPST HA U3MCKBAHMSTA HA
TO3W 3akoH W Ha JloOpara mNpOW3BOACTBEHA MPAKTHKA, TS YBEAOMSABA MUCMEHO
CBOTBETHOTO JIMIIE MO aj. | U JaBa MUCMEHU yKa3aHUsI.

(4) B cnyuaii ye B cpok 110 60 qHU OT JaTaTa Ha YBEIOMSBAHETO ChOTBETHOTO
JuIe 1o an. 1| He OTCTpaHu KOHCTaTUPAHUTE HECHOTBETCTBUS, U3IIBIHUTEIHUAT JUPEKTOP
Ha MAJI oTHemMa U31aieHOTO MO pefia Ha OTMEHEHHsI 3aKOH 3a JIeKapcTBaTa U alTeKuTe B
xymaHHaTa menuuuna (o0H., JIB, 6p. 36 ot 1995 r.; Pemenue Ne 10 na Koncrurynmonnus
cba oT 1996 1. - 6p. 61 ot 1996 r.; u3m., 6p. 38 ot 1998 1., 6p. 30 oT 1999 1., Op. 10 OT
2000 r.; Pemmenue Ne 3 na Koncturynmonnus c¢ba ot 2000 1. - 6p. 37 ot 2000 r.; u3M., Op.
59 ot 2000 r.; Pemenne Ne 7 na Koncrutyuunonnus cva ot 2000 r. - 6p. 78 ot 2000 1.5
u3M., op. 41 ot 2001 r., 6p. 107 1 120 ot 2002 1.; momp., 6p. 2 ot 2003 r.; u3Mm., 6p. 56, 71
u 112 or 2003 1., 6p. 70 m 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30,
31, 34, 75, 80 u 105 ot 2006 r.; ot™., O6p. 31 or 2007 T.) pa3pelieHue 3a MPOU3BOICTBO
IpH yciaoBusTa Ha wi. 160a.

(5) Koraro cnex u3BBpIIBAaHETO HA MPOBEpPKATa MO ajl. 2 c€ YCTaHOBH, 4e
CHOTBETHOTO JIMIIE MO aji. 1 He ce e MPHUBENIO B ChOTBETCTBHE C M3UCKBAHUATA HA Wi. 148
u Ha JIoOpaTa npou3BojcTBeHa pakThka o wi. 152, MAJI otHeMa n3naaeHo pasperieHue
3a MPOMU3BOJICTBO IIPH yCI0BUATA Ha wi. 160a.

(6) Korato cnex M3BBPIIBAHETO HA MPOBEPKATa MO ajl. 2 c€ yCTaHOBH, 4e
CHOTBETHOTO JIMIIE 1O aJl. 1 ce € MPUBENo B ChOTBETCTBHE C M3UCKBaHUATA Ha Wi. 148 1 Ha
Hobparta mpousBojacTBeHa npakTuka mo wi. 152, MAJI u3gaBa HOBO pasperieHue 3a
MIPOU3BOJICTBO MO PEAA HA TO3U 3aKOH CIEN:

1. moaBaHe Ha 3asiBJIeHHE U JOoKyMeHTanus o wi. 150 u 151, u

2. mpencTaBsHE Ha IOKYMEHT 3a IU1aTeHa Takca B pazmep 1500 ms.

(7) Korato B enHOMece4YeH CPOK OT MPUKIIOUBAHETO HA MPOBEPKATa MO all. 2
JULETO O all. 6 He € MOoJaNo 3asBJIeHUE U JOKyMeHTauus o wi. 150 u 151, uznanenoro
paspelieHre 3a IpOU3BOACTBO 110 pe/la Ha OTMEHEHHUS 3aKOH 3a JIEKapcTBaTa U alTeKUTe
B XyMaHHaTa MEJMIIMHA CE MPEKpaTsBa.

§ 67. (1) OTKpHUTHUTE ¥ HEMPHUKIIOYUIN IO BIM3aHETO B CHJIa HA TO3U 3aKOH
MPOU3BOJICTBA 3a M3/aBaHE WM MPOMEHU Ha pa3pelieHHs 3a ThProBUS Ha JPEOHO C
JIEKapCTBEHH MPOJAYKTH C€ pasMIekaaT W JOBBPIIBAT MO JOCeramHus pen 0e3
MpeICTaBsiHE HAa TIPEIJIOKEeHHE OT Buciius chBeT 1o dapmarus.

(2) B cpok no maBa Mecema OT BIM3aHETO B CHJIa Ha TO3M 3aKOH
MUHHCTEPCTBOTO Ha 3/paBeOlNa3BaHETO MpenocTaBs Ha M3mbiaHWTENHAaTa areHIus IO
JeKapcTBaTa C MPUEMHO-TIPEAABATENIeH IMPOTOKOJ apXuBa Ha MPUKIIOYHINTE
MIPOU3BO/ICTBA.

(3) B cpok nmo maBa Mecena OT BIM3aHETO B CHJIa Ha TO3M 3aKOH
MuHHCTEpCTBOTO Ha 3ApPaBEOIa3BaHETO MpeaocTaBs Ha M3mbiHWUTENHaTa areHUus Mo
JIeKapcTBaTa ¢ MPUEMHO-TIPEIaBaTeNIeH MPOTOKOJI BOACHHUS OT MHHHCTEPCTBOTO Ha
3/IpaBEOMAa3BAHETO PETUCTHD HA M3JAJCHUTE PAa3pelIeHUs 3a THhProBHsl HAa JOpeOHO ¢
JIEKapCTBEHU MPOJIYKTH B alTeKa.
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(4) Cnen u3maBaHe Ha pa3pelieHHE MO pena Ha ajd. | MHHHCTEpCTBOTO Ha
3/IpaBeoNa3BaHETO M3Ipalla B TPHAHEBEH CPOK CIIYy>KEOHO 70 V3mbIHHUTENHATA areHIUs
IO JIEKapCTBaTa KOMUE OT HEro 3a BIHMCBAHE B PETUCTbpPA HA U3/IaJCHUTE pa3pelieHus 3a
THPrOBUS Ha IPEOHO C JIEKAPCTBEHU POAYKTH.

(5) Cnen 3aBbpmIBaHe Ha MPOM3BOJCTBaTa MO ai. | MHHHCTEpCTBOTO Ha
3/1paBeoIa3BaHETO NpeaocTaBs Ha M3IbIHUTENHATA areHIus 110 JIEKapcTBaTa ¢ IPUEMHO-
MpeaBaTeNICH MPOTOKOJI TEXHUS apXUB.

§ 68. (1) 3asBieHusITa 3a W3JaBaHE WIM MPOMEHU Ha YIAOCTOBEPEHHUS 3a
perucTpanys Ha Iporepun, MoJaieHu 10 BIM3aHETO B CUJIa HA TO3U 3aKOH, C€ pas3riiekaaT
IIPU YCIIOBUSATA U 10 pefia, IPEABUICHU B HETO.

(2) B cpox nmo emuH Mecey OT BIM3aHETO B CUjla Ha TO3U 3aKOH
W3nbaHuTenHaTa areHIus MO JieKapcTBaTa NPENOCTaBid HAa ChOTBETHATa PErvoHAIHA
3/lpaBHA MHCHEKLUS C MPUEMHO-IIPEIaBaTEeIeH MPOTOKOJ 3asBJIEHUATA U JOKYMEHTHTE,
MoJaJieH! 3a TMPOM3BOJACTBATA 3a W3JlaBaHE Ha YAOCTOBEPEHHUs 3a pETrUcTpalus Ha
JpOrepuu, KakTo U apXrBa Ha MPUKIIOYMWINTE IPOU3BOICTBA.

(3) B cpox nmo emuH Mecery OT BIM3aHETO B CHJa Ha TO3U 3aKOH
W3nbaHuTenHaTa areHIUs MO JIeKapcTBaTa MpefocTaBs Ha MUHUCTEPCTBOTO Ha
3/IpaBeoIla3BaHeTO C MPUEMHO-TIpeiaBaTeieH NpoTokoa BoaeHus ot MAJl peructsp Ha
U3JIaJICHUTE yIOCTOBEPEHUS 32 PErUCTpaLUs Ha IpOrepusl.

(4) B cpok 10 emuH Mecell OT MPEIOCTaBSIHETO HA pPErucTbpa mo ai. 3
MUHUCTEPCTBOTO Ha 3/paBEOIa3BaHETO M3rOTBA M MYOJMKyBa Ha CTpaHULATa CHU
HAI[MOHAJHUS PErHCThpP HAa W3JaJCHUTE 10 BIM3aHETO B CHJIA HAa TO3U 3aKOH
YIIOCTOBEPEHUS 32 PETUCTPAIUs Ha IPOTEPUH.

§ 69. (1) B cpok mo Tpu Mecema OT BIM3aHETO B CHja Ha TO3W 3aKOH
NPOLEAYPUTE 3a YTBBPIKIABAHETO WM PETHCTPUPAHETO HA LIEHW Ha JIEKApCTBEHUTE
MIPOJIYKTH CE€ U3BBPIIBAT MO AOceraHus peq oT KomucusTa rno neHuTe Ha JEKapCTBEHUTE
MIPOJTYKTH.

(2) Cnen wstnuaneto Ha cpoka mo an. 1 Kowmwmcusta mo 1neHure Ha
JIEKapCTBEHUTE MPOAYKTH mpefocTtaBd Ha Komucusita mo neHu u peumOypcupasHe c
MPUEMHO-TIPEIABATENIEH MPOTOKOJI 3asABJICHMATA W JOKYMEHTUTE, TMOJAJEHU 3a
IpOLEAYpPUTE 1O aj. 1, KaKTO M apXuBa Ha MPUKIIOUUINTE MPOLEAYpHU 32 YTBbPK/IaBaHe
WJIM PETUCTPUPAHE HA LIEHU HA JIEKAPCTBEHUTE MPOAYKTH.

(3) Cnen wm3tnuanero Ha cpoka mo ain. 1 Komwmcusira mo neHure Ha
JIEKapCTBEHHUTE MPOAYKTH TMpenoctaBs Ha Komucusta mo 1eHH U peuMOypcupaHe ¢
IIPUEMHO-TIpeIaBaTesIeH MPOTOKOJ BOJEHUTE OT KOMHUCHSITA PETUCTPU Ha U3JAJCHUTE
pelIeHUs 3a YTBbPXKAaBaHE UM pEerucTpalys Ha IEH! Ha JIEKapCTBEHUTE IPOAYKTH.

§ 70. (1) B cpox mo Tpu mecella OT BIM3aHETO B CHUJIa HA TO3U 3aKOH
MIPOIIEIYPUTE 110 BKIFOYBAHE, U3KIFOYBAHE W/UITM TPOMEHH Ha JIGKAPCTBEHHU MIPOTYKTH OT
[To3uTHBHUS JTEKApCTBEH CIUCHK C€ M3BBHPINBAT MO JoceranrHus pen ot Komucusita mo
MTO3UTHUBHUS JICKAPCTBEH CITHCHK.

(2) Cnen w3tmuanero Ha cpoka mo an. | Komwucusara mo moO3UTHBHUS
JIEKapCTBEH CIUCHK mpeaoctaBs Ha Komucusara mo neHu u peuMOypcupaHe ¢ MpUueMHO-
MpeIaBaTeNICH MPOTOKOJ 3asBJICHUATA U IOKYMEHTHUTE, TTOAQ/ICHH 32 TIPOIICIYPUTE TI0 aJl.
1, KakKTO U apXWBa Ha MPHUKIIOYMIUTE MPOIEIYypU 3a BKIIOYBAHE, M3KIIOYBAHE W/WIH
MIPOMEHU Ha JIEKapCTBEHH MPOIYKTH OT [[03UTHBHHUS TEKapCTBEH CIHUCHK.
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§ 71. IbpxaBHUTE TaKCH, BHECEHH 10 mpouenypute 1o § 69, an. 1 u § 70, ain.
1, ce pa3xomBar 3a oOe3leyaBaHe HA CHOTBETHHUTE AJIMUHUCTPATUBHU MPOW3BOJICTBA,
KaKTO U 3a JeiiHocTTa Ha KomucusTa no npo3padHocT.

§ 72. (1) Lenute, onpenenenu mo pena Ha wi. 258, an. 1, Ha JTEKapCTBEHHUTE
IPOAYKTH, KOUTO KbM BJIM3aHETO B CHJIa HA TO3M 3aKOH ca BKJIOYEHHU B llo3uTuBHUS
JIEKapCTBEH CIHCHK, CE CMATAT U 32 TEXHU MPEACITHH LIEHU MIPH IpoAak6aTa UM Ha IpeOHO
chIlacHo wi. 258, ain. 3.

(2) B cpoxk 0 Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3U 3akoH Komucusta mno
[ICHUTE HAa JIEKAPCTBEHUTE MPOJYKTH CIY)eOHO 3ajJruaBa OT PETUCTbpa Ha MPEACTHUTE
1eHU 00pa3yBaHUTE MPECIIHU [IEH! Ha JIEKapCTBEHUTE MPOIYKTH 110 ai. 1.

(3) o 31 nexemBpu 2012 r. mpuTexaTennTe Ha pa3pelieHus 3a ynorpeda He
MOraT Jla MPOMEHSIT [[eHaTa Ha JIEKAPCTBEH MPOIYKT C U3KIIIOUEHUE Ha HaMaJIIBAHETO M 3a
IPOJYKTH, KOUTO KbM BIM3aHETO B CHJIA HA TO3H 3aKOH Ca MMAJIM OIpeiesieHa IIeHa, HO He
ca BKiItoYeHH B [103UTHBHUS TIEKaPCTBEH CIHCHK.

§ 73. (1) C Biu3aHeTo B CHJIa HA TO3U 3aKOH 00pa3yBaHUTE MIPE/ICITHU LIEHU Ha
JICKapCTBEHUTE TMPOJAYKTH, OTIIYCKAaHU IO JIEKAPCKO MpEINUCaHHe, U PETrUCTPUPAHUTE
[ICHH HAa JICKAPCTBEHUTE MPOJYKTH, OTIYCKaHU 0€3 JIEKapCKO MpeANMCcCaHne, Ce CMATAT 3a
TEXHH PETUCTPUPAHHU LIEHU 110 WiI. 258, ai. 2.

(2) U3BBH cydaute 1o ai. 1, c BIU3aHETO B CUJjla HA TO3U 3aKOH 00pa3yBaHUTE
MPEJICTHY [[EHU Ha JICKAPCTBEHUTE MPOJYKTH, KOUTO MPUHAJIEKAT KbM MEXIYHAPOIHO
HETaTeHTHO HaWMEHOBaHHE, KOETO € BKII0YEHO B II03UTHBHUS JIEKapCTBEH CIUCHK, C
U3KJIIOUEHUE Ha MPOAYKTUTE, BKIIIOUEHH B MpHiiokeHne Ne 2 Ha criuchbKa, ce CMSTaT | 3a
TEXHHU MPEJeNTHH [IeHU MIPH Mpojakdara UM Ha ApeOHO ¥ HEe MOTaT Aa OBbJaT NPOMEHSIHU
JI0 IPUEMaHeTo Ha HapenOaTa mo 4i. 258, an. 5.

(3) B cpok 10 Tpu Meceria OT BIM3aHETO B CUjia Ha TO3U 3akoH Komwucusita mo
[IEHUTE Ha JIEKApCTBEHUTE MPOYKTH U3TOTBSI PETUCTHpa Mo uil. 261, ain. 3, B KOWTO BIKCBa
LEeHuTe 1o ai. 1.

§ 74. B cpok 10 Tpu Mecelna OT BJIM3aHETO B CHJIa Ha TO3U 3aKoH Komucusita
MO TO3WTUBHUS JIEKApPCTBEH CHUCHK mMpuBexkAa [lO3UTHBHUSA JEKapCTBEH CIIHUCHK B
CHOTBETCTBHE C M3UCKBAHUATA IO 4. 262, air. 5, 1. 1 - 3.

§ 75. B CpOK OO TpHU MECClla OT BJIM3aHCTO B CHJIa HA TO3HM 3aKOH
MI/IHI/ICTepCKI/IHT CBBCT OIIPEACIIA CbCTaBa Ha Komucusra 1o OCHHU 1 peI/IM6prI/IpaHe.

§ 76. B cpok 10 TpHu Mecela OT BIM3aHETO B CHJIA HA TO3U 3aKOH:

1. MUHUCTBPBT Ha 3/JpaBEOINa3BaHETO U3MEHS U JIONbJIBA HapeAOUTE MO Ull.
82, an. 3, un. 219, an. 2 u wi. 243 B CbOTBETCTBUE C TO3H 3aKOH.

2. MHUHHCTEPCKUAT ChBET MpHeMa HapeadaTa mo wi. 258, an. 5 u u3MeHs
tapudara no ui. 21, an. 2 u YcTpolCcTBEHHS MNpaBUIHUK HAa MUHHCTEPCTBOTO Ha
3/1paBEOIa3BaHETO B CbOTBETCTBUE C TO3U 3aKOH.

§ 84. 3akoHBT BIM3a B CHJIa OT JIeHS Ha oOHapojaBaHeTo My B "JlbpikaBeH
BECTHHK" C M3KJIFOUEHHE Ha § 65, koiiTo Bim3a B cuia ot 30 centemBpu 2011 r.
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IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
KOHTPOJI BbPXY HAPKOTUYHHUTE BEHIECTBA "
INPEKYPCOPUTE

(OBH. - 1B, BP. 61 OT 2011 I'., B CWJIA OT 10.11.2011T".)

§ 54. To3u 3akoH BIM3a B CWJIa TpU Mecena ciieg oOHAapOABaHETO My B
"Ibp>kaBeH BECTHHK'.

IIpexoanu n 3aKII0OYUTETHA pa3nopeaoun
KBbM 3AKOHA 3A UIBMEHEHMUE U JOITbJIHEHUE HA 3AKOHA 3A
ABPKABHUSA CIIYKUTEJL

(OBH. - 1B, BP. 38 OT 2012 T'., B CWJIA OT 01.07.2012T".)

§ 84. (B cuna ot 18.05.2012 r.) B cpok 10 enun mecelr OT 00HapOABaHETO Ha
TO3M 3aK0H B "JIbp>kaBeH BECTHUK":

1. MunucrepckusT chbBeT mnpuBexaa Kiacupukaropa Ha JIBKHOCTUTE B
aJIMUHHCTPAIUATA B ChOTBETCTBUE C TO3H 3aKOH,;

2. KOMIICTCHTHUTE OpTraHH TIPUBEKIAT YCTPOHCTBEHUTE AaKTOBE Ha
CHOTBETHATA aIMUHUCTPALIUS B ChOTBETCTBUE C TO3H 3aKOH.

§ 85. (1) [IpaBooTHOIIEHUATA ¢ JAUIATa OT AAMUHUCTPAIIMUTE IO 3aKOHA 3a
pamguoTo M TeNeBU3MATA, 3aKOHA 3a HE3aBUCHUMMs (PUHAHCOB OJAUT, 3akoHa 3a
€JIEKTPOHHUTE ChoOIIeHus, 3akoHa 3a KoMucusita 3a puHaHCOB Ha130p, 3aKOHA 32 IOCTBII
U Pa3KpHUBaHE Ha JIOKYMEHTHTE U 3a OOsBsIBaHE HAa TNPHHAUIEKHOCT Ha OBIrapcKu
rpaxnaHu KpM JlbpikaBHA CHTYPHOCT M pa3y3HaBaTeNHUTE CIykOum Ha bwarapckara
HapoJiHa apMusi, 3aKOHA 3a OTHEMAaHE B I10J13a Ha JIbp)KaBaTa Ha UMYILECTBO, IPUIOOUTO
OT MpecThbIIHA JEWHOCT, 3aKOHA 3a MpEeAOTBpaTsIBaHE M yCTaHOBSIBaHE HAa KOH(MDIUKT Ha
uHtepecu, Kozmekca 3a conManaHO ocurypsBaHe, 3aKOHAa 3a 3JIpaBHOTO OCUTYpSIBAaHE,
3akoHa 3a MOJAMOMAaraHe Ha 3eMECJICKUTE MPOU3BOAUTENN M 3aKOHA 3a ITBTHUINATA Ce
ypeXaaT MpHU YycloBUATA W MO peaa Ha § 36 OT NpeXOoJHUTE U 3aKIIOUUTEIHUTE
pasnopendu Ha 3aKoHa 3a U3MEHEHME U JOIIbJIHEHNE Ha 3aKOHA 3a AbP KaBHUS CITY>KUTEIN
(B, 6p. 24 ot 2006 1.).

(2) C axTa 3a Ha3HAYaBAHETO HA JbPKABHUS CIIY>)KUTEI CE:

1. mnpuckxna onpenenenuss B Kiacupukatopa Ha UIHKHOCTUTE B
aJIMAHUCTpAIMITa MUHAMAJICH PaHT 3a 3aeMaHaTa JTBKHOCT, OCBEH aKO CITY)KUTEIST
NpUTEXaBa MO-BUCOK PAHT;

2. ompenens MHAWBHyalHa OCHOBHA MECEYHA 3aIliara.

(3) JlombiaHUTENHO HEOOXOIUMHTE CPEJCTBA 3a OCUTYPUTEIHHM BHOCKH Ha
JIMIIaTa 1o aj. 2 C€ OCUTYPSBAT B PAMKHUTE HA Pa3XOAMTE 3a 3aIlIaTH, Bb3HATPAKICHHS H
OCUTYPUTEJIHU BHOCKM IO OIO/KETHTE Ha CHOTBETHHUTE PA3NOPEAUTENN C OIOJKETHU
KPEIUTH.
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(4) MuHHMCTEpCKHAT CBBET Ja U3BBPIIM HEOOXOAMMHUTE IPOMEHH IO
U3BBHOIO/DKETHATA cMeTKa Ha J[bpxkaBeH ¢oupa "3emenenue", MPOU3TUYALIN OT TO3HU
3aKOH.

(5) Opranure Ha ynpaienre Ha HaimonamHust ocCUrypUTeNieH HHCTUTYT U Ha
Hauuonannara 31paBHOOCUTYpUTENHA Kaca Aa WU3BbPIIAT HEOOXOJUMUTE IPOMEHH I10
CBHOTBETHUTE OIOJIKETH, IPOU3TUYAIIH OT TO3U 3aKOH.

(6) Hensnon3BaHuTe OTIYCKH MO TPYIOBUTE IPABOOTHOLIEHUS C€ 3ama3BaT U
HE c€ KOMIIEHCHPAT ¢ NapU4YHU 00€31IETEeHHS.

§ 86. (1) B eanomeceueH CpOK OT BJIM3aHETO B CHJIa HAa TO3U 3aKOH
WH/IMBU/yaJlHATa OCHOBHA MECEUHA 3aIljlaTa Ha CIIy)KUTEIIsl Ce OIpEeIelis TaKa, 4e ChIara,
HaMaJICHA C ABJDKUMUA OAHBK U 3aAbJDKUTCIIHUTC OCUT'YPUTCIHHW BHOCKHU 3a CMCTKA Ha
OCUTYPEHOTO JIMIIC, aKO ca OMJIM IBJDKMMHU, J]a HE € MO-HUCKa OT ToJy4YaBaHaTa J0 TO3U
MOMEHT OpyTHa MeCeYHa 3ariaTa, HaMaJeHa C IbDKUMHTE 3aIbJDKUTEITHA OCUTYPUTEITHU
BHOCKH 33 CMETKa Ha OCUTYPEHOTO JIMIIC, aKO ca OWJIN JBIDKUMHU, U IBIDKUMHUS JaHBK.

(2) B 6pyrHara 3amarta o an. | ce BKIOUYBAT:

1. ocHOBHAaTa MeceyYHa 3aIuiaTa Uik OCHOBHOTO MECEUHO Bh3HATIPaXK/ICHHUE;

2. IOI'BJIHUTEITHH Bh3HATPAKICHUS, KOUTO C€ M3IUIAIIAT TTOCTOSHHO 3a€IHO C
roJiaraiarta ce OCHOBHa MECEeUYHa 3ariaTa Wik OCHOBHO MECEYHO Bb3HArpakJICHHUE U ca B
3aBUCUMOCT €IMHCTBEHO OT OTPabOTEHOTO BpEME.

§ 87. 3akonsbT BiM3a B cuiia ot 1 ronu 2012 r. ¢ uskinouenue Ha § 84, KOTo
BJIM3a B CWJIa OT JIEHs Ha 0OHApOJIBaHETO Ha 3aKoHA B "/IbprkaBeH BECTHUK".

IIpexonHu u 3aK/JIIOYUTEHH pa3nopeadu
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
3APABHOTO OCUTI'YPABAHE

(OBH. - 1B, BP. 60 OT 2012 T"., B CWJIA OT 07.08.2012T".)

§ 44. 3akoHBT BIM3a B CHJIA OT JIeHS Ha oOHapojaBaHeTo My B "JIbpikaBeH
BECTHHK".

JlombJIHHTEIHE pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUME U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULIUHA

(OBH. - IB, BP. 102 OT 2012 T"., B CHJIA OT 21.12.2012T".)

§ 118. To3u 3akoH BBBexaa m3uckBaHusta Ha JupexktuBa 2010/84/EC nHa
EBponelickua nmapnameHT U Ha CwBeta or 15 nexemBpu 2010 r. 3a u3MeHeHHE IO
OTHOLIeHHEe Ha ¢apmakojornyHara OxaurenHoct Ha JupextuBa 2001/83/EO 3a
YTIBBpKJaBaHe Ha KoJiekc Ha OOIIHOCTTAa OTHOCHO JIEKApCTBEHM MPOJYKTH 32 XyMaHHA
ynotpeba (OB, L 348/74 ot 31 nexemBpu 2010 r.) m HupextuBa 2011/62/EC nHa
EBponelickusa napnaMeHT U Ha CoBera ot § roHu 2011 r. 3a u3mMeHenue Ha J(upektusa
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2001/83/EQO 3a yrBbpxKAaBaHe Ha Kojekc Ha OOMIHOCTTa OTHOCHO JICKAPCTBEHU MPOAYKTH
3a XyMaHHa ymnoTpeda IO OTHOIIEHHWE Ha MPEJOTBPATSBAHETO HAa HABIM3AaHETO Ha
bammmduIpanu JEKapCTBEHHU IPOIYKTH B 3aKOHHATa Bepura Ha foctaka (OB, L 174/74
ot 1 ronmu 2011 r.).

IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIMLITUHA

(OBH. - 1B, BP. 102 OT 2012 T'., B CHUJIA OT 21.12.2012T".)

§ 119. (1) Caneng 2 suyapu 2013 r. mpOU3BOAMTENNTE, BHOCUTEIUTE H
THProBIUTE Ha €ApO C aKTMBHM BemiecTBa nojasaT B MAJl B cpok go 2 mapt 2013 r.
3asBJICHUE U JIOKYMEHTH 3a BIIMCBAHE MO peaa Ha 4. 1676.

(2) IlponzBoauTenuTe 1 BHOCUTEINUTE, KOUTO Ca MPOU3BEXKAAIN WM BHACIIU
aKTHBHU BEUIECTBA Bb3 OCHOBA Ha M3JafeHuTEe UM 10 2 auyapu 2013 r. paspemenus 3a
MIPOM3BOJICTBO/BHOC, HE 3aIlIalllaT TaKca 3a BIIMCBAHETO UM B PETUCThpa 1o wi. 167T.

(3) Mo 2 mapr 2013 r. yumara mo aji. 2 OCBIIECTBABAT JCHHOCTH I10
MIPOU3BOJICTBO U BHOC HA aKTMBHM BEIIECTBA Bb3 OCHOBA HA M3/IaJICHUTE UM Pa3pEIICHUS
3a IPOU3BOJICTBO/BHOC.

§ 120. Jlumarta, KOWTO OCBIIECTBSABAT IOCPEIHUYECTBO B 00JIacTTa Ha
JIEKapCTBEHUTE NMPOAYKTU U ca 3al0YHAJIM CBOSITa JeiiHOCT npeau 2 sHyapu 2013 r., ce
perucTpupar npu ycjaoBHsTa U 1o peaa Ha wi. 212a B cpok 10 2 mapt 2013 1.

§ 121. 3amoyHanuTe A0 BIM3aHETO B CHJIAa Ha TO3M 3aKOH MPOIEAYpH 3a
paspeliaBase 3a ynorpeda ce TOBbPILIBAT MPU YCIOBUATA U IO pea, IPEIBUIECHU B HETO.

§ 122. (1) [Ipurexarenute Ha pa3pelleHus 3a ynoTpeda He mpujaraT cucTeMa
3a yIpaBJIeHHE Ha pucka mo wi. 192, an. 1, T. 2 3a n1ekapCcTBEHU MPOAYKTH, HA KOUTO ca
U3Ja/IeHN pa3pelieHus 3a ynorpeba npenu 21 ronu 2012 r., ocBeH B ciaydauTe 1o ai. 2.

(2) M3nbnHuTENHATA areHIMs 110 JIEKapCTBaTa MOJKE /1a HAJIOXKU 3abJKEHHE
Ha TpUTEXaTeNs Ha paspelleHHe 3a yrnorpeda Ja cb3Aaje M Jla Ipuiara cucTema 3a
yIpaBjeHUE Ha PUCKa, KOraTo MpeLEeHH, Ye 3a 1aJIeH JIEKapCTBEH MPOJIYKT UMa OIaceHMs,
KOMTO MOTaT Jla OKaXkaT BJIMSHUE HA ChOTHOLIECHUETO Moj3a/puck. B to3m ciyuait MAJI
M3MCKBA OT MpUTEXKATEsl Ha pa3pelleHUueTo 3a yrnorpeda 1a MpencTaBu U MOApPOOHO
ONMCAHHWE HA CUCTEMATa 3a YIpaBJIICHHE HA PHUCKA, KOSTO Bb3HAMEpSBA Ja BBbBEAC 3a
CBhOTBETHUS JIEKAPCTBEH MPOJYKT.

(3) B cayuaure no an. 2 MAJI nucMeHo yBenoMsABa INpPUTEXKATENST HA
pa3pelieHueTo 3a yrnorpeda, KaTo MOCoOYBa MOTHUBHUTE 3a HaJaraHEeTO Ha 3aJbJHKEHUETO U
CpOKa 3a MpeJICTaBsiHe Ha MOAPOOHOTO ONMMCAaHUE HA CUCTEMATa 3a YIpaBJIeHHe Ha pHCKa.

(4) B 30-mHeBeH cpok OT IMOJIyuaBaHE€ Ha YBEIOMJIEHHETO MO al. 3
NPUTEXATEIAT Ha pa3peleHneTo 3a ynorpeda mosxe na noucka ot MAJI nmpenocraBsiHe Ha
BB3MOKHOCT 3a IPEeJCTaBsiHE HAa UH(OPMAIHUS OTHOCHO HAJOXKEHOTO 33IbJKEHHUE MO all.
2.

(5) Cnen momyuaBane Ha uckanero mo an. 4 WAJl ompenmenst cpok 3a
npejcTaBsHe Ha HHPOpPMAaLIUATA OT MPUTEXKATENSI HAa pa3pelIeHUETo 3a yrnoTpeoa.
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(6) Bp3 ocHoBa Ha mpencraBenara nuHdopmanus MAJI Moxke 1a mOTBBpPIU
HAJIOXKEHOTO 3a/IbJKEHUE 110 aJl. 2 UM J1a TO OTMEHHU.

(7) 3nbiaHuTeNHATA areHIus IO JeKapcTBaTa YBEJOMsIBa MPHUTEKATENs 3a
B3€TOTO pEIlIEHUE MO all. 6.

(8) Koraro MAJI moTBbpau 3aAbKEHUETO, HW3IMIBIHUTEIHHUAT JTUPEKTOP
CIIy’)keOHO M3[1aBa MPOMSIHA B Pa3peIleHUeTo 3a ynorpeda, KaTo BKIIOYBA B HETO KaTo
YCIIOBUE HAJIOKEHOTO 3abJDKEHUE 110 all. 2.

§ 123. Ilputexartenure Ha pa3pelieHus 3a ynorpeda Ha JIEKapCTBEHH
IPOAYKTH, u3aaaeHu npeau 21 1o 2012 r., u3nbaHABaT 3a0bJDKEHUETO 110 Wi, 192, an.
I, T. 1 cuntano ot 21 ronu 2015 r. wim OT Jarara Ha MOJAHOBSABAHE HA Pa3pEIICHUETO 3a
yrmorpeba Ha ChOTBETHUS JICKAPCTBEH MPOIYKT B 3aBUCUMOCT OT TOBA, KOS OT JIBETE JAaTH
1€ HACTBIIM MO-PaHo.

§ 124. 3BamoynHaiure A0 BIM3aHETO B CWJa Ha TO3M  3aKOH
HCHHTCPBCHUMOHAIHU ITPOYUYBAHHA CC JOBBPIIBAT IO AOCCTAallIHUA PCI.

§ 125. (1) o HacThIBaHe Ha yCIOBHATA U CPOKa 1Mo 4il. 2, T. 3 ot upektuBa
2010/84/EC mpuTexaTenuTe Ha pa3pelieHust 3a yrnotpebda M3IpamaTr ChOOIIEeHUATa 32
CEpUO3HU HEXENIaHU JICKAPCTBEHU PeaKlMM, HACTHIIUIN Ha TepUTOopusTa Ha PemyOnuka
bearapus, no MAJI u no EBponeiickaTa areHIus mo jekapcrsara B Cpok 10 15 nHu ot
MOJTy4aBaHETO UM.

(2) M3nbnHuTENHATA areHIMs 110 JIEKapcTBaTa MPOBEPSIBa M3ITBIHEHUETO HA
3aIBJKEHUETO 110 ail. 1.

(3) Koraro cphoOmieHneTo ce OTHacs 3a CEpHO3HAa HEXKeJlaHa JICKapCTBEHA
peaxiusi, HaCThIIUIIA HAa TEPUTOPUSATA Ha TPETA IbpiKaBa, IPUTEKATEIUTE HA pa3peIICHUS
3a ynoTtpeba B cpoka 1o ajn. 1 yBemomsBaT EBpomneiickaTa areHIus 1o JekapcTBarTa.

§ 126. (1) IIpurexarenure Ha paspeuieHus 3a ynoTpeda monasar B MAJI
NEPUOJIMYHN aKTYAJIM3UPAaHU JIOKIATN 3a OE30MacHOCT B CHOTBETCTBHUE C BPEMEBHUTE
uHTEepBaIM 1o wi. 194k, anm. 3 3a jekapcTBEHMTE MPOAYKTH, Ha KOUTO ca W3JaJCHU
paspemienus 3a ynotpeda mpeau 21 tomm 2012 r. 1 3a KOUTO 4YecToTaTa W JaTUTE Ha
1oJaBaHe Ha IePUOANYHHUTE aKTyaJTU3UPaHU JOKIIaI1 3a 0€30IacHOCT He ca BIIMCaHU KaTo
YCIIOBUS B Pa3peLICHUETO 3a yIoTpeoda.

(2) Pasnopen6ara Ha ain. 1 ce mpuiara 10 onpeesisiHe Ha Ipyra 4ecToTa WiH
Ha Jpyrd JaTH Ha [OJIaBaHE Ha JIOKJAJWTE B pa3pelieHHeTo 3a ymnorpeda WU 10
OTIPENIETITHETO Ha JIaTHU U YeCTOTa ChIiIacHO Wi. 194 - 194H.

§ 127. (1) Ilpurexarenute Ha paspelieHHs 3a ymnorpeda MPeaoCTaBsAT
NEePUOANYHHU aKTyallu3upaHu J0KJIaau 3a 6e3omacHocT 1o wi. 1943, an. 1 B peructbpa no
. 1943, an. 3 cnen n3tndane Ha 12 Mecena oT Aarara, Ha KosiTo EBponelickara areHuust
0 JIEKapCcTBaTa OMOBECTH (PYHKIIMOHUPAHETO MY.

(2) do HacThIBaHE Ha CpoKa MO aj. | mpUTEXaTeJUTe Ha pa3pelieHus 3a
ynotpeba MpeCTaBAT MEPUOANYHUTE aKTyaIU3upaHu JTOKIaan 3a 6ezomacHocT Ha MAJI
W Ha pEryJaTOpHUTE OPraHd Ha APYTUTE IbPKABU UJIEHKH, B KOUTO CHOTBETHHST
JIeKapCTBEH MPOAYKT € pa3pelieH 3a ynorpeoa.

§ 128. IlputexatenuTe Ha pas3pelieHUe/yI0CTOBEPEHUE 3a THPrOBUS Ha
JIpeOHO C JICKapCTBEHU MPOJIYKTH B allTeKa WK Jporepus 1o wi. 234, an. 5 momecTBaT Ha
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UHTEPHET CTpPaHUIATa JIOTOTO 1O wWwi. 234, ajn. 6 B CPOK J0 €IHA roJuHa OT Jarata Ha
nyOnuKyBaHe Ha akTa o wi. 858, maparpad 3 ot Iupexktuna 2001/83/EO.

§ 129. U3mbiaHuTeIHATA areHIys 1o JieKapcTBaTa U3BbPIIBA IbPBUS OJUT HA
cucremata o wi. 183, an. 1 u usnpaia Ha EBponerickara KOMUCHUSA JOKJIA]] C PE3YyJITaTUTE
OT Hero Hail-kbCcHO 110 21 cenremBpu 2013 T.

§ 130. (1) Ho 20 mapt 2013 r. 3amoyHanuTe ¥ HEMPUKIIOUNIIN MPOICAYPH
npex KomucusTa o nesu u peuMOypcupase ce J0BbPIIBAT OT Hesl 10 JJOCETalllHUs Pell.

(2) Cnen 1 anpwut 2013 1. HEnpuUKIIOYMIATE TpolieAypu npea Komucusra mo
[IEHH 1 peuMOypcHpaHe ce TOBbPIIBAT OT HallmoHanHKUs ChBET 1O LIEHU ¥ peuMOypcupaHe
Ha JIEKAPCTBEHUTE MPOIYKTH MPHU YCIOBUSITA U MO PE/ia HA TO3H 3aKOH.

(3) B cpok mo 31 mapt 2013 r. Komucusita mo ueHu u peuMOypcupane
npenocraBs Ha HaruoHanHusl CbBET MO IEHM M PEeUMOypCUpaHE Ha JIEKapCTBEHHTE
IPOAYKTU C MPUEMHO-TIpeJaBaTesieH IPOTOKOJ 3asBJICHUATa U TOKYMEHTUTE, MOJaieH!
3a MPOLEAYPUTE IO all. 1, KAKTO M apXuBa HA MPUKIIOYUIIUTE IPOLETYPH.

(4) B cpok mo 31 mapt 2013 r. Komucusita mo neHu u peuMmOypcupane
npenoctaBs Ha HampoHanHHsl ChbBET MO IEHM M PEeUMOypCHUpaHE Ha JIEKapCTBEHHTE
MPOAYKTH C IPUEMHO-TIpEAaBaTesieH MPOTOKO BOJECHUTE OT KOMHCUATA PETUCTPH.

§ 131. (1) Ho 20 mapr 2013 r. takcure 3a IMOAABaHE Ha 3asBIICHUS 32
YIBBPXKIaBaHEe Ha IICHW/NPEICIHN IICHH, PETUCTPUPAHE Ha IEHH Ha JIEKapCTBEHU
NPOAYKTH, 3a BKJIIOYBAHE, M3KIIOYBAHE WM IPOMEHU Ha JIEKAPCTBEHH NPOIYKTH B
[To3uTHBHUS JIEKAPCTBEH CIIUCHK e ChOMPAT OT MUHUCTEPCTBOTO Ha 3paBEONa3BaHETO
B pa3MepuTe, ONpeeeHu B Tapudata mno ui. 21, an. 2.

(2) Cvbpanute 1o 20 mapt 2013 r. huHaHCOBU CpencTBa MO all. 1 ce pa3xoaBaT
3a neiiHocTTa Ha KomucusiTa o rieHu u peuMOypcrpane 1 Ha KoMucusita 1o npo3pavHocT.

§ 132. B cpok no Tpum Mecema OT BIM3aHETO B CHJa HAa TO3U 3aKOH
MUHUCTEPCKUAT CHBET MO MPEJI0KEHNE HA MUHUCTBPA Ha 3/IpaBEONa3BaHETO:

1. onpenens npencenarens U wieHoBeTe Ha HanmoHamHus ChbBET MO LIEHU U
peuMOypcupaHe Ha JIEKapCTBEHUTE MPOIYKTH;

2. mpuema YCTpPOMCTBEH NpaBWIHMK Ha HanmoHanmHus cbBET MO LEHU U
penMOypcrpaHe Ha JeKapCTBEHUTE MPOILYKTH.

§ 133. (1) B cpox nBa mecenma OT BIM3aHETO B CHJIa Ha TO3U 3aKOH
MuHHCTEpCKUAT ChBET U3MEHs Tapudata no wi. 21, an. 2.

(2) B cpok no 1 anpun 2013 r. MuHuCTEpCKUAT ChBET NpUueMa Hapeadara 1o
i1. 261a, an. 5.

§ 134. 3agpipkenusara mo wi. 159, an. 4, wr. 168, an. 8, wi. 168a u 1686
3arouBarT Jia ce U3MBJIHIABAT TPH TOAMHU CIIe]] AaTaTa Ha MyOJMKyBaHE Ha JeJIeTUpaHUuTe
aktoBe o wi. 54a ot Hupektusa 2001/83/EO B "Odunmanen Bectuk" Ha EBponeiickus
CBIO3.

§ 138. 3akoHbT BNM3a B cuja OT J€HS Ha oOHapojBaHeTO MYy B "/IbpkaBeH
BECTHUK" C M3KJIIOUEHHUE Ha!

1. maparpad 9, 1. 1, 6ykBa "a", § 29 - 36, § 38 - 43, § 44 oTtHOCHO ui. 167a,
1670, 1678, 1671, 1671, un. 167e,an. 1l man. 2, 7. 1 mun. 1673, § 65-76,§ 98, 1. 1 u 2, §
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101, 7. 1, 6ykBu "a" u "6", § 102, 103, 106 - 108, 111, 116, § 117, 1. 1, OyxBu "a", "e", "x"
u "n", KouTo BNM3aT B cuiia ot 2 siuyapu 2013 r.;

2. maparpadu 20 u 117, 1. 2, kouto Biau3ar B cuia ot 1 ampwr 2013 r.;

3. maparpad 44 otHocHo wi. 167¢, an. 2, T. 2 u an. 3 u wi. 167K, KOWUTO BM3a
B cuia ot 2 roiu 2013 r.

IIpexoanu n 3aKII0OYUTETHA pa3nopeaoun
KBbM 3AKOHA 3A NYBJIMYHUTE ®UHAHCHU

(OBH. - 1B, BP. 15 OT 2013 T'., B C1JIA OT 01.01.2014 T".)

§ 123. 3akousT Bim3a B cuwia ot 1 ssuyapu 2014 r. ¢ uzkimouenue Ha § 115,
KoWTO Bin3a B cuiia ot 1 suyapu 2013 r.,u § 18, § 114, § 120, § 121 u § 122, xouto Bau3ar
B cuita ot 1 ¢peBpyapu 2013 r.

IIpexonHu u 3aK/JIOYUTETHH pa3nopendu
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 1 OT 2014 I'., B CHJIA OT 03.01.2014T".)

§ 18. B cpok 0 equH Mecell OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHUCTHPBHT
Ha 3][paBeONa3BaHETO MPUBEXK/IA B CHOTBETCTBUE C HEro Hapeabara mo wi. 221, an. 1 ot
3aKoHa 3a JIEeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

§ 19. 3akoHbT BAM3a B CUJIa OT JIeHS Ha oOHapoaBaHEeTO MYy B "JIbpkaBeH
BECTHUK".

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadon
KBbM 3AKOHA 3A UBMEHEHMUE U JOITbJIHEHUE HA 3AKOHA 3A
3APABHOTO OCUI'YPSABAHE

(OBH. - /IB, BP. 48 OT 2015 T.)

§ 46. (1) B cpok g0 Tpu Mecema OT BIM3aHETO B CHJIA HA TO3U 3aKOH
MEIUIIMHCKUTE HAay4YHHU JApPYKECTBa MpeACTaBAT Ha HaumoHanmHusi CbBET MO LEHU U
peuMOypcrpaHe Ha JISKapCTBEHUTE TPOYKTH PHKOBOJICTBATA U aJITOPUTMHUTE TIO 4. 259,
an. 1, T. 4 ot 3akoHa 3a TEKAPCTBEHUTE NMPOAYKTH B XyMaHHATa MEIUIMHA.

(2) Koraro B cpoka 1o ai1. 1 MeaUIIMHCKUTE HayYHH APY’KECTBA HE MPEACTABSIT
PBKOBOJACTBATa M anroputMute no wi. 259, an. 1, 1. 4 or 3akoHa 3a JIeKapCTBEHUTE
MPOYKTH B XyMaHHaTa MeIUIIMHA, HallmoHATHUAT ChBET 1O IIEHU U peuMOypcHpaHe Ha
JIEKAPCTBEHUTE NPOAYKTH OpraHu3udpa TAXHOTO M3rOTBSHE OT HAIIMOHAJIHUTE
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KOHCYJITAaHTH WJIM OT JIPYT'¥ MEAULIMHCKY CIIELUAIUCTH, KOUTO UMAT ONUT B CbOTBETHATA
o0bunacr.

(3) HamuoHnanHusAT cbBeT MO LIEHW M peMMOypcHpaHe Ha JIEKapCTBEHUTE
IPOAYKTH YTBBPKJIaBa PbKOBOJCTBATA U aIrOpUTMHUTE 110 wil. 259, an. 1, T. 4 oT 3akoHa
3a JIeKapCTBEHUTE IPOAYKTH B XyMaHHATa MeIMIIMHA B CPOK J0 TPU MECella OT U3TUYAHETO
Ha cpoka 1o ai. 1.

§ 47. (1) B cpok g0 Tpu Mmecerna OT BIM3aHETO B CHJIA HA TO3U 3aKOH
MUHHUCTBPHT Ha 3JIpaBeOla3BaHETO W3JaBa Hapeadara mo 4wi. 262, am. 4 ot 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

(2) B cpok 5o 6 Mecela OT BJIM3aHETO B CHJIa HAa TO3W 3aKOH B [lo3uTHBHUS
JIEKAPCTBEH CIUCHK MOTaT Jia CE BKIIIOUBAT JICKAPCTBEHU MPOAYKTH C HOBU MEKTYHAPOIHU
HENaTeHTHU HAaUMEHOBaHUs, 0e3 /1a € U3BbPILCHA OLIEHKA Ha 3[[PABHUTE TEXHOJIOTHH.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A OTPAHUYABAHE
HA A AIMUHUCTPATUBHOTO PEI'YJIUPAHE U
AIMUHUCTPATUBHHUSA KOHTPOJI BbPXY CTOITAHCKATA
JJEMHOCT

(OBH. - 1B, BP. 103 OT 2017 I'., B CUJIA OT 01.01.2018T".)

§ 68. 3akonbT BiM3a B cuita ot 1 ssHyapu 2018 .

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KBbM 3AKOHA 3A UBMEHEHMUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA ME/IMIITUHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018T".)

§ 70. PaspemeHuTe [0 BIM3aHETO B CWJa HAa TO3U 3aKOH KIMHUYHH
W3MUTBAHUSA C IEKAPCTBEHU MPOJAYKTH, ChAbPIKAIIN HAPKOTHYHU BELIECTBA, CE MPOBEXKIAT
B JIeueOHWTE 3aBEICHUS, 3a KOWTO Ca TONYYeHH pa3pelieHusl 3a IPOBEXKIaHE Ha
CHOTBCTHHUTC KIIMHUYHU U3TIUTBAHUA 110 JOCCTAIHUA PCI.

§ 71. (1) MUHUCTBPBT Ha 3[IpaBEONa3BAHETO OMPE/ENs ChCTaBa HA KOMHUCHSTA
no 4. 103, an. 1 B cpok A0 TpH Mecela OT BIM3aHETO B CUJIA HA TO3U 3aKOH.

(2) Komucusra no un. 103, an. 1 e npaBonpuemMHuk Ha Komucusita no etuka
3a MHOTOIIEHTPOBH U3MUTBAHMUSL.

(3) Komucusita mo wi. 103, an. 1 maBa craHOBHINA M IO HETPUKITIOYHINTE
MPOU3BOJICTBA MPEJl KOMUCHUUTE TO €THKA, Ch3aJeHH KbM JIeUeOHUTE 3aBEJCHUS, 1O
JIOCETAITHUS PEI.

(4) Ho onpenensane Ha cbeTaBa Ha kKomucudara o wi. 103, an. 1 Komucusita no
€THKa 3a MHOTOILICHTPOBU HM3IMUTBAHMS MPOABHKABa JIa OCHIIECTBABA JEHHOCTTA CH TIO
JIOCETAITHUS PEI.
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§ 72. (1) LlenTpanHara KOMUCHS IO €TUKA MPEKpaTsIBa JICHWHOCTTA CH CIIE]
MPUKIIIOUYBAHETO HA BCUYKH MPOU3BOJICTBA, 00pa3yBaHU Mpe/ Hesl.

(2) Tlpencemarensr Ha LleHTpanHaTa KOMHCHS [0 €THKa TpenaBa C
npueMaTeIHO-TIpeAaBaTeIeH MPOTOKoJ apxuBa Ha lleHTpanHaTa KOMHUCHUS MO €THKA Ha
ONpENIETICHO ChC 3alOBE]l HA MUHUCTBpPA Ha 3PABEOINA3BAHETO JIBKHOCTHO JIMIE OT
MuHUCTEPCTBOTO HA 3paBEONa3BaHETO B CPOK O €IMH MECEL] OT MPEKpPaTsIBAHETO HA
JerHocTTa Ha L{eHTpanHara KoMUCHS IO €TUKA.

§ 73. (1) PpkoBouTENIMTE HA JIeYCOHUTE 3aBEACHUS, B KOUTO CE M3BBHPIIBAT
KJIMHUYHU W3MHUTBAaHUS 1O pela HAa TO3M 3aKOH, OMPEACNAT JHIE 32 KOHTAaKT B
CHOTBETCTBHUE C M3UCKBaHUATA HAa Wi. 107a B CpOK 710 TpU Mecelia OT BJIIM3aHETO B CUJIa HA
1. 107a.

(2) Komucuure mno eTwka, Ch3JaJICHU KbM JICUCOHHTE 3aBEJCHHS IIO0
JIOCETAIIHUSA Pell, TPOIBJDKABAT /14 OCBIIECTBABAT ACHHOCTTA CH JI0 OTIPECIIsTHE Ha JIUIE
3a KOHTakT o wi. 107a, am. 1.

(3) Cnen onpexnensiHe Ha JULEe 3a KOHTAKT 1o wi. 107a, an. 1 pyHKkuuuTe Ha
KOMHUCHUUTE MO €TUKa, Ch3JaJeHU KbM JieueOHUTE 3aBEICHHs MO JOCETalllHUsi pei, ce
OCBIIECTBIBAT OT JIMIIETO 3a KOHTAKT 1o wi. 107a, ain. 1, ¢ u3K/II0YEeHHE Ha JaBaHETO Ha
CTAHOBHIIIE O WI. 83, KOETO C€ U3BbpIIBa OT KoMUcHsTa 1o wi. 103, ain. 1.

(4) ApxuBHUTE Ha KOMHCUUTE TI0 €THKA, Ch3/1aJICHU KbM JIEUEOHUTE 3aBEICHUS
0 JTIOCETAIIIHUS PEJI, CE MPEAABaT U ChXPaHIBAT B ChOTBETHOTO JICYEOHO 3aBE/ICHHUE.

§ 74. B cpok no 6 Mecena OoT MyOJIMKYBaHETO Ha CHOOIIEHUETO MO WI. 82,
naparpad 3 ot Permament (EC) Ne 536/2014 xnmuHUYHUTE U3MUTBAHUS CE pa3pelaBaT U

IIPOBEXAAT MIPH JIOCETAIITHUTE YCIOBUS U PEJl, OCBEH B ciaydyauTe 1o 4i. 98 ot Persniament
(EC) Ne 536/2014.

§ 75. (1) MW3nbiHuTenHata areHIUs 1O JIeKapcTBaTa  Ch3aaBa
CrielMagu3upaHara eJIeKTpoHHa cucrema mno 4wi. 21706, amn. 1 B CHOTBETCTBHE C
M3HMCKBaHUATA HA TO3M 3aKOH B CPOK /10 4 Mecella OT BIM3aHETO MY B CHIIA.

(2) IT'vpBusT Crinchbk Ha JIEKAPCTBEHUTE NMPOYKTH, BKIIOUEeHU B [To3uTHBHUS
JIEKapCTBEH CIHCHK, 33 KOUTO € YCTAaHOBEH HEJOCTUT Ha TepUTOopHsaTa Ha PemyOnmka
bovarapusi, ce U3roTBs TIpH Clia3BaHe Ha M3UCKBaHUATA HA Wi. 217B, KaTO HETOCTUT'BT HA
JIEKapCTBEHU TMPOJYKTH C€ YCTAaHOBSBA Bb3 OCHOBA Ha HEOOXOJMMHUTE KOJIMYECTBA 32
3a/10BOJIIBAHE HA 3JpaBHUTE MOTPEOHOCTU Ha HACEIEHMETO 3a MEpPUOJl OT €IUH Mecell,
M3YHUCIICHU Bb3 OCHOBA Ha CPEIHOMECEUYHOTO MOTpeOIeHHe Ha ChbOTBETHUS JIEKAapCTBEH
IPOAYKT 3a MPEAXOJAHUTE 6 Mecelia upe3 CreliMaau3ipaHara eleKTpOHHA CUCTeMa I10 pejia
Ha 4. 2176.

(3) 3a u3roTBsSIHE HAa MBPBUA CIIUCHK MO Wi. 2178, an. 1 uapopmManusTa 1MO II.
2176, an. 3, 1. 1 - 3 ce mpenocTaBs 3a MPeAXOAHUTE 6 Mecella OT JIeHs Ha Ch3/1aBaHeTO Ha
crelyaiu3upaHaTa eJIeKTpOHHa CHUCTeMa Mo aji. 1, KoiTo myOJuM4HO ce omoBecTsBa Ha
uHTepHeT cTpanuniata Ha MAJL. MadopMmarusTa ce mpeaocTaBs B CPOK A0 JBA Mecera OT
Ch3/]aBaHETO Ha ClielMaI3upaHara eJIeKTpOHHA CUCTeMa T10 ail. 1.

(4) Cruchkbt To an. 2 ce u3npama ot MAJI u Ha Arennust "MutHuim" mo
CITy»e0eH pe/.

(5) Mun#CTEpCTBOTO HA 3/IpaBeoOna3BaHETO OKa3Ba chiaeicTeue Ha MAJI mpu
Ch3/IaBAHETO Ha CIEIaIu3NpaHarTa eJIeKTpOHHa cucTema mo wi. 2176, ai. 1.
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§ 76. HO,I[?)aKOHOBI/ITe HOPMATUBHHU aKTOBE I10 IMMPUJIAraHETO Ha TO3H 3aKOH CC
npuemar, CbOTBETHO U3AaBaT U ITPUBCKIAAT B CbOTBCTCTBUEC C U3MCKBAHHATA HA TO3U 3aKOH
B CPOK 10 TpU MECCla OT BJIU3aHCTO MY B CUJIA.

§ 77. llogaaeHuTe 10 BIM3aHETO B CUJIA HA TO3HM 3aKOH YBEIOMJICHHS 32 U3HOC
Ha JIEKAPCTBEHU NPOAYKTH, BKIIOUEHH B [103UTHBHHUS JIEKapCTBEH CIIUCHK 1O WiI. 262, ai.
1, ot TeputopusTa Ha PenyOnuka beiarapust ce pasriexaar u JOBBPIIBAT M0 JOCETAITHUS

pen.

§ 78. 3akoHBT BIIM3a B CWJa OT JieHsS Ha OOHapojBaHeTo My B "JIbpkaBeH
BeCTHHK" ¢ M3KkitoueHne Ha § 5,8 7-12,§ 14-21,§27-30,§ 31, 1.2, 8§ 32, 8§ 39-41,§
56,8 60u § 66, 1. 1-8, 10, 12, 15 - 17, 19 - 22, xouto BIM3aT B cujia 6 Mecela clen
nyOnuKyBaHe Ha choOIIeHneTo mo 4wi. 82, maparpad 3 or Pernament (EC) Ne 536/2014.

IIpexoanu u 3aKIIOUYUTEHHA pa3nopeadon
KBM 3AKOHA 3A BIOJAXKXETA HA HAIIMOHAJIHATA
3APABHOOCUI'YPUTEJIHA KACA 3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CH1JIA OT 01.01.2019T".)

§ 43. 3akonsT Bim3a B cuia ot 1 sHyapu 2019 r., ¢ u3knrodeHue Ha:

1. maparpad 29, 1. 13, 6ykBa "6", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BIU3AT B
cuJja OT JieHs Ha 0OHapoABaHETO HA 3aKOHA B "J[bp)kaBeH BECTHHUK";

2. maparpad 28, 1.6 - 12 uT. 14 - 19, § 35, 1. 3, ¢ U3KIIFOUCHUE Ha WI. 7a, all.
4uun 78B,a1.4,7.5u6,7.8-22uT.36-40,§41,1.2-8, 1.9, 6ykBU "a" 1 "B" u T. 10,
KOUTO BiM3at B cujia ot 1 anpuit 2019 r.;

3. maparpa¢d 29, 1. 5, OykBa "a" OTHOCHO aymuTe "M ype3 OroJKeTa Ha
MuHHCTEpCTBOTO Ha 37paBeONa3BaHETO 3a 3aIlllalllaHEe Ha MEIUIMHCKUTE W3JeIus,
MOMOIITHUTE CPEJICTBA, MPUCTIOCOOIEHUATA U CHOPHIKEHUATA 32 XOpaTa C YBpPEeKIaHUs ", T.

nayn

9, OykBa "a" OTHOCHO AyMHUTE "KaKTO W MEIMIIMHCKU HW3JICIHs, TMOMOIIHHU CPEICTBA,
NpUCHOCOOJIeHNsT U ChOPBKEHHS 3a XopaTa ¢ yBpexxaaHusa", T. 9, OykBa "r" OTHOCHO
IyMHUTe "W TOMOIIHMTE CpPEJCTBA, MPHUCIOCOOJIEHHUSATa U ChOPBKEHHUSTA 3a XopaTa ¢
YBpEXKIaHUs" U OTHOCHO IyMHUTE "KakTO W C JIMLATa, OCBUIECTBSIBAILIM JEHHOCTH IO
MPEIOCTAaBSIHE U PEMOHT Ha MEIULIMHCKH U3JIENHsI, TOMOIIHH CPEICTBA, IPUCIIOCOOIEHUS
U CHOPBXKEHHUS 3a XOpa C YBPEKIAHWs, PETUCTPUPAHU KaTO THPrOBLIM M BIIMCAHU B
perucrTbpa Ha JMIAaTa, OCBUIECTBSBAIIM JEHHOCTH IO MNPEIOCTaBIHE W PEMOHT Ha
MIOMOIIIHU CPE/ICTBA, MPUCTIOCOOICHUS, ChOPBKEHHUS U MEAULIMHCKH M3/IeIHs 3a Xoparta ¢
yBpexxaanus" u T. 9, Oyksa "n" orHocHO an. 15, T. 3 u an. 16 oTHOCHO JyMuTe "KaKkTo U ¢
JMIaTa, OCBIIECTBSBAILN AEHHOCTH IO MPEIOCTABSIHE U PEMOHT Ha MOMOILHU CPE/CTBa,
NPUCTIOCOOJIEHUS], CHOPBKEHHUS M MEAMIMHCKM H3JeNus 3a XOopa C YBpeXIaHus,
pPETUCTPUPAHU KaTO THPrOBIM M BIMCAHM B PETUCTHPA HA JIMIATA, OCBIIECTBSBAILU
JNEMHOCTH MO NPEJOCTaBIHE U PEMOHT Ha IOMOIIHHU CPEACTBa, MPHUCIOCOOIEHMUS,
CbOPBKEHUS W MEAMIMHCKM M3JEIUs 3a XopaTa ¢ yBPEKIaHUS - 3a 3aIUlalllaHE Ha
MEAMIMHCKN M3/IeNINs, TOMOILIHHU CPEJCTBa, MPUCIOCOOIEHUS U ChOPHKEHHUS 3a X0pa ¢
yBpexxaanus”, T. 25, OykBa "a" - an. 1, T. 13 oTHOCHO AymMuTE "MOMOIIHU CpEJCTBA,
MPUCTIOCOOJICHUS U ChOPBHKEHUS 3a XOpaTa ¢ yBpexaanus' u 1. 25, 6yksa "0" 0THOCHO aJ.
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4 OTHOCHO AyMHTE "M JIHMIIaTa, OCHIICCTBSABAIIM JCHHOCTH IO MPEIOCTaBIHE U PEMOHT Ha
MCIUIUHCKU U3CJINA, ITIOMOIIHU CPCICTBA, HpI/ICHOCO6JICHI/ISI U CbOPBIKCHHA 3a XOopa C
YBPEXKIAHUS, PETHCTPUPAHH KAaTO THPrOBIM M BIUCAHW B PETUCThPAa HA JIMIATA,
OCBhIICCTBABAIIIU Z[ef/'IHOCTI/I no mnpeaoCrtaBdHe M PEMOHT Ha IIOMOIIHHU CPCACTBA,
NPUCTIOCOOJICHNUS, ChOPHKEHHSI U MEIUITMHCKH M3JICNUs 3a Xopara ¢ yBpexaaHus" u "u
MIOMOIITHY CPEJICTBA, TIPUCIIOCOOJICHUS U ChOPBKEHHS 3a XopaTa ¢ yBpexaanus'", § 36 u §
37 otHocHo wi. 14, an. 8, 1. 2, 6ykBa "0", kouto BimM3aT B cwia ot 1 sayapu 2020 T.

IIpexoanu u 3aK/II0YUTETHU pa3nopeadu
KbM 3AKOHA 3A XPAHUTE

(OBH. - 1B, BP. 52 OT 2020 I"., B CWJIA OT 09.06.2020 I".)

§ 19. 3akoHbT BAM3a B CUJIAa OT JIeHS HAa oOHapoaBaHeTo My B "J[bpkaBeH
BECTHUK" C U3KJIIOYEHHUE Ha paznopeadara Ha wi. 76, ai. 2, T. 2, KOSATO BJIM3a B CHJIA OT 22
¢despyapu 2021 r.

IIpexonHu u 3aK/JIIOYUTETHH pa3nopeadu
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULITUHA

(OBH. - JIB, BP. 67 OT 2020 T")

§ 68. B cpok m0 Tpu Mecema OT BIM3AaHETO B CHJIa Ha TO3H 3aKOH
W3nbiHuTenHaTa areHuus Mo JiekapcTrBara BIMCBA B perucTspa mo wi. 19, am. 1, 1. 3
pa3pelieHuTe 3a ynorpeda Mo HeHTpalu3upaHa Mpoleaypa JeKapcTBeHH MPOAYKTH IO
pena Ha Pernmament (EO) Ne 726/2004 na EBponetickus mapiameHT u Ha CbBera.

§ 69. (1) B cpox g0 Tpu Mmecelia OT BIM3aHETO B CHUJia Ha TO3U 3aKOH
W3mpiHUTETHATA areHIU 110 JIEKapCTBaTa BIIMCBA HAIIMOHAJICH HOMED 33 HICHTU QUKL
1o 4i. 19, an. 3 Ha BCUYKH JIEKAPCTBEHU NPOAYKTH, BIIMCAHU B PETUCTHpa o ui. 19, am.
1, T 3.

(2) 3a nexkapcTBeHUTE NPOAYKTH, KOMTO ca BKJIOYeHH B [lo3uTHBHUSA
JIEKapCTBEH CIIMCHK, B PETHCThpPa HA TPEACTHUTE [IEHH W B PErHCThpa HA MAKCUMATHUTE
NpojaXHH LeHW M3mbIHuTeTHaTa areHys 1o JieKapcTBaTa BIIMCBA B PErUCTbpa IO Wil
19, an. 1, 1. 3 Karo HaMOHAJIEH HOMEpP 3a UJECHTHU(UKALUS HA JEKAPCTBEHUS MPOIYKT
UICHTU(PUKAIIMOHHHUSA HOMEp, TOCOUEH B ChOTBETHUS PETUCTHP, BOACH OT HarroHamHus
CHBET 110 IIEHH U peuMOypCUpaHe Ha JIEKAPCTBEHUTE MPOIYKTH.

(3) B cpok 0 18 mecena OT M3TUUAHETO HA CPOKa IO ajl. | MpUTeKaTeanTe Ha
pas3penieHus 3a ymoTpeda oCUTypsBaT BbBE)KIAHETO HA YHUKAJHHSI HAIIMOHAJICH HOMED 32
uaeHTUGUKaMs nmo wi. 19, an. 3 3a Bceku CBOM JIeKapcTBEH MPOAYKT KaTO 4YacT OT
WHAUBUAYAIIHUS UACHTU(DHUKAIIMOHEH Oerer mo wi. 68a.

§ 70. (1) 3aBapeHuTe 1O BJIM3AaHETO B CHJAa HA TO3U 3aKOH JIHIA, KOUTO
MPUTEKABAT €THOBPEMEHHO pa3pelleHHe 3a THPTOBUS Ha €IPO U Pa3pelIeHUe 32 ThPTOBUS
Ha JpeOHO C JICKapCTBEHU MPOAYKTH B aliTeKa, MPUBEKAAT IEHHOCTTA CH B ChOTBETCTBHE
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C M3UCKBaHMATA HA Wwi. 195a u 222a B cpok 0 6 Mecena OT BJIU3AHETO B CHJIa HAa TO3HU
3aKOH.

(2) Korato B cpoka mo ai. | Juiero He € MPUBEIO JCHWHOCTTa CH B
CbOTBETCTBUE, M3NBJIHUTEIHUAT JupekTop Ha MAJI oTHema pa3pelieHHero, KOeTo €
W3/IaJICHO ¢ MO-KbCHA jJara. Koraro BTopaTa 1o BHJI JIGHHOCT € THProBHS Ha JPEOHO C
JIEKAPCTBEHU MPOJYKTH, H3MBIHUTEIHUAT aupektop Ha MAJIL oTHema paspelieHusiTa,
W3JaJIeHU Ha JIMIETO, 34 BCUUKH aIlTEKH.

(3) UsuckBanusita Ha 4. 195a u 222a ce mpunarat U 3a MOAAJCHUTE 10
BJIM3aHETO B CHJIa HA TO3W 3aKOH 3asBJICHUS 3a ThPrOBHUS Ha €pO W/WIM Ha JIPeOHO C
JIEKapCTBEHH MPOIYKTH.

§ 71. (1) B cpok nmo 12 mecena OT BIM3aHETO B CUja Ha TO3M 3aKOH
HauuoHanmHusT chBeT MO LIEHW U PenMOypCUpaHe Ha JIEKapCTBEHUTE MPOAYKTH BIHUCBA
uH(popManuara no wi. 2621, an. 2 3a J1eKkapCTBEHUTE NPOAYKTH, KOUTO Ca BKIIIOUEHHU B
[To3uTHBHUS JIEKaPCTBEH CIUCHK.

(2) 3mbaHUTENHATA areHUMsl MO JIEKapcTBaTa IMPEIOCTaBs HEOOXOoauMara
uHpopmanuus Ha HanuoHanHus ChBET MO LEHM M peuMOypcUpaHe Ha JEeKapCTBEHHUTE
HPOAYKTH 110 aj. 1 B CpoK A0 6 Mecela OT BIM3aHETO B CUJIa HA TO3U 3aKOH.

§ 72. (1) Meronukata no 4. 2270, ait. 5 ce u3gaBa B CPOK JI0 6 Mecena oT
BJIM3aHETO B CHJIA HA TO3M 3aKOH.

(2) Hanmonanmuara anreyna kapta mo wi. 227a, aji. 1 ce mpuema B CpoK 710 €THa
TOJIMHA OT BJIM3AHETO B CHJIa HA TO3H 3aKOH.

§ 73. B cpok 10 Tpu Mecena OT BIIM3aHETO B CUJjla HA TO3H 3aKOH YIIPaBUTEJIAT
Ha HammonanHaTta 31paBHOOCHTYpUTEIHA Kaca MOXE EIHOKPAaTHO Jia ONpesieNud HOB
pPasMEp Ha MHAUBUAYAJTHUTC OCHOBHH MCCCUYHM 3aIlJIaTU HAa JUPCKTOPUTC HaA paﬁOHHHTe
3/[paBHOOCUTYPUTENIHU Kacu, 0e3 Ja HaAXBBbpJs MaKCHUMAaJIHMs pa3Mep Ha OCHOBHATa
MeceYHa 3aIulaTa 3a ChOTBETHOTO HUBO U CTEIIEH, B PAMKHUTE HA PA3XOJHUTE 3a MEpCOHAI
no Oromkera Ha H30K 3a choTBeTHaTa roanMHa, HE3aBUCUMO OT H3BBPILICHUTE WU
MNPpEACTOAIIN YBCIMYCHNA HAa MCCCUHUTC 3aIlJIaTH IPE3 CbOTBETHATA I'OJIMHA.

§ 78. (1) [lonzakoHOBHUTE HOPMATUBHU AKTOBE IO MPUIIATaHETO HA TO3H 3aKOH,
3aKoHa 3a 37paBHOTO OCUTypsBaHE, 3aKOHA 3a MEIULIMHCKUTE W3JeIHs U Ha 3aKoHa 3a
Xoparta ¢ YBpeKJaHUs ce IpuemMar, ChOTBETHO M3/1aBaT U MPUBEXKJAT B CbOTBETCTBHE, B
CPOK JI0 TP Mecella OT BJIM3aHETO B CHJIA Ha TO3H 3aKOH.

(2) 1o npuemaHneTo, CbOTBETHO U3/1aBAaHETO, M IPUBEXK/IAHETO B ChOTBETCTBHE
Ha MOJA3aKOHOBUTC HOPMATHBHHU aKTOBE 110 aJl. 1 ce npujiarart Jlel\/'ICTBaHII/ITe II0A3aKOHOBU
HOPMATUBHHU aKTOBEC, JOKOJKOTO HEC ITPOTHBOPEYAT HA CHLOTBECTHHA 3aKOH.

IIpexonHu u 3aK/JIIOYUTEHH pa3nopendu
KbM 3AKOHA 3A BIO/I’KETA HA HAIUOHAJIHATA
3APABHOOCHUTI'YPUTEJIHA KACA 3A 2021T.

(OBH. - 1B, BP. 103 OT 2020 I'., B CMJIA OT 01.01.2021T".)
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§ 20. (1) B cpok mo Tpu Mecema OT BIM3aHETO B CHJa Ha TO3W 3aKOH
W3nbiHuTennaTa areHus 1o JiekapcrpaTa npeaoctansi Ha HanmoHanHus chbBeT MO LIEHU
U peuMOypcHpaHEe Ha JIGKApCTBEHUTE MPOIYKTH B €IEKTPOHEH (opmar, 1mo obdpasell,
VIBBPJCH OT HEro, MHpoOpMaIus 3a pa3pelieHuTe 3a yrnorpeda W pPEerucTPUPAHHUTE
JIEKapCTBEHU MPOJIYKTH Ha Teputopusara Ha Pemybnuka beiarapus u 3a paspeuieHure 3a
ynoTpebda 1o neHTpaI3upana Nporeaypa JeKapCTBeHH IPOAYKTH 10 pena Ha Permament
(EO) Ne 726/2004 na EBpomneiickus mapiameHT u Ha CobBeta ot 31 mapt 2004 r. 3a
yCTaHOBsIBaHE Ha Ipouenypu Ha Cbro3a 3a paspeliaBaHe M KOHTPOJ Ha JIEKapCTBEHU
IPOJYKTH 3a XyMaHHa U BeTepUHapHa yrnoTpeda u 3a ch3gaBaHe Ha EBpomneiicka areHuus
110 JIEKapCTBaTa.

(2) HaumonanHMST ChBET MO LIEHH U peuMOypcHpaHe Ha JIEKapCTBEHHUTE
NPOAYKTH YTBBbpKIaBa oOpasena mo ai. 1 B 7-JHEBEH CPOK OT BIU3AHETO B CHJIA HA TO3U
3aKOH.

§ 21. (1) UnentuduxanuoHHUTE HOMEpa Ha JIEKAPCTBEHUTE MPOIYKTH,
BrucaHu B II03MTHMBHUS JIEKAPCTBEH CIIMCHK, B PETUCTHpA HA TNPENEITHUTE IECHH U B
perucTppa Ha MaKCUMAaJHUTE MPOJAXKHU ILIEHH, C€ CMATAT 3a HALMOHAJIEH HOMEp 3a
UACHTU(UKAIMSA HA JIEKApCTBEHUS MPOAYKT [0 CMUCHIA Ha wi. 2591, an. 1 ot 3akoHa 3a
JIeKapCTBEHUTE MPOJYKTH B XyMaHHATa MEUIIMHA.

(2) B cpok o 6 mecerna oT npenocTaBsHeTo Ha nHpopMarusTa mo § 20, a. 1
HauuoHanmHusT chBeT M0 LeHU ¥ peuMOypcHpaHe Ha JIEKapCTBEHUTE IPOAYKTH yOJIMKyBa
Ha UHTEPHET CTpaHUIlaTa CU perucTbpa 1o wi. 259, an. 2, 1. 4 ot 3aKkoHa 3a JEKapCTBEHUTE
IPOAYKTH B XyMaHHATa MEIULIMHA.

(3) B cpok o Tpu Meceria OT BIM3aHETO B CHJIA HA TO3M 3aKOH MPUTEKATEIINTE
Ha paspelleHus 3a ynorpe0a/yJoCcTOBEpeHHE 3a PErucTpalus Ha JIEKapCTBEH HPOAYKT
IperoCTaBsIT Ha M3nbJIHUTENHAaTa areHuus IO JIEKapcTBaTa 3a BCUYKHU JIEKApCTBEHU
NOPOAYKTH, HOJYYMIIM pa3pelleHHe 3a YNoTpeda/yAOCTOBEpPEHUE 3a perucTpaius Ha
TEPUTOPUSITA HA CTpaHaTa ype3 CHelraln3upaHaTa eJeKTpoHHa cucTema o ui. 2176, an.
1 oT 3aKkoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMaHHATa MEIUIMHA, HHPOPMALUA 33 KoJa
Ha MPOJyKTa 10 CMUCHIA Ha wiI. 4, OykBa 0), moarouka 1) ot Jlenerupan pernament (EC)
2016/161 na Komucusta ot 2 oktomBpu 2015 r. 3a nonensane Ha Jupexktusa 2001/83/EO
Ha EBponeiickus napnameHT 1 Ha CbhBeTa upe3 yCTaHOBSIBAaHE Ha MOJIPOOHM IpaBHIIa 3a
noKaszaTeiauTe 3a O€30MacHOCT, MOCTaBEHHM BBPXY OINAKOBKAaTa Ha JIEKapCTBEHHUTE
NpOAYKTH 3a XymaHHa ymnorpeba (OB, L 32/1 ot 9 despyapu 2016 r.), HapuyaH mo-
Hatatbk "[lenmerupan permament (EC) 2016/161", 3a nekapcTBEHHUTE HPOIYKTH,
onpenenenu B [lenerupan perinament (EC) 2016/161.

(4) B cpok 10 Tpu Mecera OT BIIM3aHETO B CHJIa HA TO3H 3aKOH IPUTEKATETUTE
Ha pas3pellieHusl 3a MapajeleH BHOC Ha JIEKapCTBEH MPOAYKT MpPEAOoCTaBAT Ha
M3nbiHUTETHATA areHIMs 110 JIeKapcTBaTa 3a BCHUKHU JIEKAPCTBEHU MPOAYKTH, MOTYUHIIN
pazpelieHue 3a mapajiejieH BHOC Ha TEPUTOpPUATA HA CTpaHATa ype3 CHelHalu3upaHaTa
eJIeKTpOHHa cuctema mo 4wi. 2170, an. 1 or 3akoHa 3a JeKapCTBEHHUTE NPOAYKTH B
XyMaHHaTa MEeIUIMHA, MH(pOpMaIK 3a KoJ1a Ha MPOAYKTa 10 CMHUCHJIa Ha Wi. 4, OykBa 0),
noarouka i) ot [lemerupan pernmament (EC) 2016/161 3a nekapcTBeHHTE NPOIYKTH,
OIIPEJICIIEHU B HETO.

§ 24. 3akonbT BaM3a B cuia ot 1 ssHyapu 2021 r., ¢ uskimouenue Ha § 17,22 u
23, KOWUTO BJIM3AaT B CUJIA OT JIeHs Ha 0OHapoaBaHEeTO My B "JIbpaBeH BECTHHUK'.
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3aKJII04YUTEeHU pa3nopendu
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 105 OT 2020 I"., B CMJIA OT 11.12.2020T".)

§ 9. 3akoHBT BIM3a B CHJIa OT JeHS Ha oOHaponaBaHeTo My B "JlbpikaBeH
BECTHUK".

3aKII0YNTeIHE pa3nopenon
KbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIMLITUHA

(OBH. - 1B, BP. 62 OT 2022 I"., B CWJIA OT 05.08.2022 T".)

§ 2. 3akoHBT BIM3a B CHJIa OT JeHS Ha OOHapojaBaHeTo My B "/[bpikaBeH
BECTHHK".

IIpexoxnu u 3a1c.1110qn[emm pa3nopenou
KBM 3AKOHA 3A ITPOTUBOJAENCTBHUE HA KOPYIIIUATA

(OBH. - 1B, BP. 84 OT 2023 I"., B CWJIA OT 06.10.2023 T".)

§ 79. 3akoHBT BIM3a B CUJIA OT JIeHS HAa OoOHapoaBaHETO MY B "/IbpikaBeH
BECTHUK'" C M3KJII0UYeHHE Ha § 9, KoiTo Biu3a B cuia ot 1 mapt 2024 r.

IIpexoanu u 3aK/II0OYUTETHA pa3nopeaou
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
OBIIECTBEHUTE INIOPBYKU

(OBH. - 1B, BP. 88 OT 2023 I'., B CWJIA OT 22.12.2023 T".)

§ 105. 3akoHBT BIM3a B CUJIa B JIBYMECEUEH CPOK OT OOHApOABAHETO MY B
"JIbp>KaBEH BECTHUK'' C U3KIIIOUEHHUE HA:

1. maparpad 2, § 4, 1. 3 otHocHO T. 18, § 7, 20, 32, 33, 36, 51, 65, 73 u § 89,
T. 1, 6ykBa "a", kouTo BiAM3ar B cuia ot 1 ssHyapu 2024 r.;

2. maparpad 59, 1. 1, 6ykBa "a", 1. 2 u 3, § 63 u 64, KouTO BIM3AT B CWiIA B 9-
MeCeUdeH CPOK OT 0OHApOIBAHETO HA TO3M 3aKOH B "JIbpkaBeH BECTHUK";

3. maparpad 4, 1. 1,2 u 1. 3 otHOCHO T. 20, § 15, 16, 28, 31, 34,35, § 39, 1. 1,
§ 44, § 59, 1. 1, 6ykBa "B", § 68, 95, 97 - 101 u 104, xouto BIM3aT B cuja OT JEHS HA
00HapOABAaHETO HA TO3M 3aKOH B "J[bprkaBeH BECTHHK";

4. maparpad 8, 7. 1 m2,§ 9,12, § 13, 1. 1, 6ykBa "a", § 30, 39 - 43, 45 - 47,
52,859, 1.4, § 90 u 94, xouto Bnu3ar B cuia ot 1 ¢pespyapu 2024 r.;
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5. maparpad 13, 1. 2, § 14, 24 u 103, kouTo BiIM3aT B cuiia B 12-MeceueH CpoK
0T 00OHAPOJIBAaHETO HA TO3H 3aKOH B "J[bp>KaBeH BECTHHK'".

3aK/JII0YUTeIHU pa3nopendu
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE IMNPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 16 OT 2024 I"., B CWJIA OT 23.02.2024 T".)

§ 14. IlputexxarenuTe Ha pa3pelIeHue 3a ynorpeda Ha JIKapCTBEH MPOIYKT U
MPUTEKATEIIUTE HA pa3pelIeHUE 3a MapalieJieH BHOC, KOUTO 0 BJIM3aHETO B CHJIA HAa TO3HU
3aKOH HE ca MMpeJoCcTaBwiIn Ha M3mbiHNUTEIHATA areHIus [0 JIeKapcTBaTa HH(popmanusTa
mo wi. 68, an. 1, T. 11 w wn. 217, 1. 6, ca JIBXKHA Ja MPEAOCTABAT Ta3u WHOpMALIHS B
CPOK JIO €IMH MECEI] OT BJIM3aHETO B CHJIa HA TO3W 3aKOH.

§ 15. bparapckara opranu3anys 3a BepuuKanys Ha JeKapcTBaTa OCUTypsiBa
JocThia no ui. 2726, an. 3 Ha HaAllMOHAJIHUTE KOMIIETEHTHH OpraHu 1o 4i. 2720, an. 3 B
CPOK JI0 €IMH MECEI] OT BIM3aHETO B CHJIA HAa TO3HU 3aKOH.

§ 16. MUHHCTBPBT Ha 3/IpaBeoOIla3BaHETO MPUBEXK A Hapeadara mo wi. 2170,
ain. 9 m HapenOara mo 4. 28r, aji. 6 oT 3aKoHa 3a 37JPABETO B ChOTBETCTBUE C N3UCKBAHUATA
Ha TO31 3aKOH B CPOK JIO TPU Mecella OT BIIM3aHETO B CHJIa Ha TO3H 3aKOH.

§ 17. MunHHCTBPBT Ha 3JpaBeola3BaHeTo npuBexga Haruonannara
3npaBHOMH(OpMANMOHHA cucTteMa o wi. 28r, an. 1 or 3akoHa 3a 34paBeTO B
CbhOTBETCTBUE C M3UCKBAHUATA HAa TO3M 3aKOH B CPOK 710 6 Mecela OT BJIIM3aHETO B CUJIa Ha
TO3U 3aKOH.

§ 18. Mzneanutennust aupektop Ha M3nmbnHurenHara areHuus 1o
JeKapcTBaTa NMpUBEXJIA CHEIHaIN3UpaHaTa eleKTpoHHa cucrtema mo wi. 2170, an. 1 B
CBOTBETCTBUE C U3MCKBAaHMATA HA TO3U 3aKOH M HA 3aKOHA 3a €JIEKTPOHHOTO yIpPaBJICHUE
B CPOK J10 6 Mecela OT BIM3aHETO B CUJIA HA TO3U 3aKOH.

§ 19. IIpencenatenar Ha HannoHanHUs CHBET MO LIEHU U peuMOypcHupaHe Ha
JIEKApCTBEHUTE MIPOIYKTH MPUBEKIA PETUCThpa 1Mo ui. 259, an. 2, T. 4 B ChOTBETCTBUE C
M3MCKBaHUATA HAa TO3M 3aKOH B CPOK /10 6 Mecela OT BIM3aHETO B CHJIA HA TO3H 3aKOH.

§ 20. Yopasutensat Ha HanmonanHata 3ApaBHOOCUTYPUTETHA Kaca IPUBEK A
uH(pOopMallMOHHATa cucTeMa Mo 4i. 63, an. 1 or 3akoHa 3a 3/paBHOTO OCUTYpSBAaHE B
ChOTBETCTBUE C M3UCKBAHUATA HAa TO3M 3aKOH B CPOK 710 6 Mecela OT BIIM3aHETO B CUJjia Ha
TO3U 3aKOH.

§ 21. B 6-mecedeH cpok OT BIM3AHETO B CUJIa HA TO3M 3aKOH MUHHUCTEPCTBOTO
Ha 37[paBeoria3BaHeTo, V3mbIHUTEIHATA areHIus TI0 JieKapcTBara, HarmoHaTHUST ChBET
mo 1IieHu U peuMmOypcupaHe Ha JIGKQpCTBEHUTE MPOAyKTH, HammonamnHara
3IPaBHOOCHUTYPHTEIIHA Kaca, brarapckara opranuzaius 3a Bepuukamms Ha JieKapcTBara,
MPUTEXKATEIIUTE HA pa3pellieHrue 3a ThProBUsS Ha €IpO C JIEKApCTBEHU NPOIYKTH,
MPUTESKATEIIUTE HAa DPa3pelieHre 3a THProBUS HAa JPEeOHO C JIEKAPCTBEHH NPOIYKTH,
nedeOHUTe 3aBeieHus 1o wi. 222, an. 4, 1. 1 1 2, HEHTPOBETe U XOCIHCUTE 1O Wi. 222, ail.
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4, T. 3 m 4 u nedyeOHMTE 3aBeneHUs MO wWi. 222, an. 6 ocurypsBaT oOrepaTHUBHATa
CHBMECTHMOCT U CBBP3aHOCTTA 32 aBTOMATH3UPAH OOMEH Ha JaHHU B MAIIMHHO Y€TUM
dbopmar B peagHo Bpeme 1o 4. 272B.

§ 23. 3akoHBT BIM3a B CWJIa OT JIeHS Ha oOHapoaBaHETO MYy B "/[bpkaBeH
BECTHHK", C M3KJII0UYCHHUE Ha § 7 oTHOCHO 4i. 262, an. 20 u § 22, KoUTO BIM3aT B cujia 6
Mecela CJIe/] BIM3aHETO B CHJIa HA TO3H 3aKOH.

IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
CBbCJIIOBHUTE OPTAHU3AIIUU HA MEJUIIUHCKUTE CECTPH,
AKYHIIEPKUTE U ACOHUMPAHUTE MEIMIIUHCKH
CIHELIUAJINCTU, HA 3bBOTEXHUIIUTE U HA IOMOIIHUK-
GOAPMAILIEBTUTE

(OBH. - 1B, BP. 39 OT 2024 I'., B C1JIA OT 01.05.2024 T".)

§ 32. 3akoHBT BIM3a B CHJIA OT JIeHS Ha oOHapoaBaHeTo My B "J[bpkaBeH
BECTHHK".

PesieBanTHU akTOBe 0T EBPONEiicKOTO 3aKOHO1ATEJICTBO

EI/I[!QKTHBI/I:

JUPEKTHUBA (EC) 2017/1572 HA KOMUCHUATA ot 15 cenremspu 2017
roguHa 3a ponbiaHeHue Ha JupextuBa 2001/83/EO na EBpomelickusi mapiaMeHT M Ha
CpBeTa M0 OTHOIIEHHE HAa MPUHLUIINTE U HACOKUTE 3a 100pa MpOoU3BOACTBEHA MPAKTUKA
IIPU JIEKapCTBEHUTE MPOAYKTH 32 XyMaHHa yrnoTpeba

JIMPEKTUBA 2012/26/EC HA EBPOIIEVICKUS ITAPJIAMEHT U HA
CBbBETA ot 25 oxkromBpu 2012 roauna 3a usmenenue Ha JupextuBa 2001/83/EO mo
OTHOILIEHHE Ha (papMaKoJIOrHyHaTa OIUTETHOCT

JIMPEKTUBA 2011/62/EC HA EBPOIIEMICKUS ITAPJIAMEHT U HA
CBbBETA ot 8 rwonu 2011 roguna 3a usmenenue Ha J[lupextuBa 2001/83/EO 3a
YTBbpXK/AaBaHe Ha KoJeKc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHU MPOAYKTU 3a XyMaHHa
ynoTpeda 1Mo OTHOLIEHHWE Ha MPelOoTBPATsIBAHETO HAa HABJIM3aHETO Ha (anmu@UIupaHu
JIEKapCTBEHU MPOIYKTH B 3aKOHHATa BEpHUra Ha JI0CTaBKa

JINPEKTUBA 2010/84/EC HA EBPOIIEVICKUS IAPJIAMEHT U HA
CBBETA ot 15 nekemBpu 2010 rommHa 3a W3MEHEHHWE 110 OTHOIICHHWE Ha
dapmakonoruunata 6aurentoct Ha JJupexktusa 2001/83/EO 3a yTBbpKAaBaHe Ha KOAEKC
Ha OGIIHOCTTAa OTHOCHO JICKAPCTBEHHU MPOAYKTH 32 XyMaHHa yrmoTpeda

JINPEKTUBA 2005/36/EO HA EBPOIIEMCKHS ITAPJIAMEHT U HA
CBBETA ot 7 centemBpu 2005 rogmHa OTHOCHO NMPU3HABAHETO Ha MPOGECHOHATHHUTE
KBaJTU(DUKAITIH

JUPEKTHUBA 2005/28/EO HA KOMUCHUATA ot 8 ampun 2005 ronuna
OTHOCHO OTpe/iesIsIHEe Ha MPUHIUIIM U TOJIPOOHN HACOKH 3a 100pa KIIMHUYHA [TPAKTHUKA T10
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OTHOIICHHE Ha JIEKAPCTBEHHUTE IMPOJIYKTH 3a XyMaHHa ymnorpela, ImpelHa3HayeHH 3a
W3ClIe[IBAaHE, KAaKTO W HW3HMCKBAHMATA OTHOCHO M3[IaBAHETO Ha pPa3pEHIMTENIHO 3a
MPOU3BOJICTBOTO HJIM BHOCA HA TAKUBA MPOAYKTH

JIMPEKTHBA 2004/27/EO HA EBPOIIEMCKMS TTAPJJAMEHT U HA
CBBETA or 31 mapt 2004 romuna 3a usmeHenue Ha [upextuBa 2001/83/EO 3a
YTBBpPKJIaBaHe Ha KoJieKc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEUTE MPOAYKTH 32 XyMaHHa
ynotpeoba

JIMPEKTHBA 2004/24/EO HA EBPOIIEMCKMS TTAPJJAMEHT U HA
CBBETA ot 31 mapt 2004 romuna 3a usmeHenue Ha J[upextuBa 2001/83/EO 3a
YTBBpPKJIaBaHe Ha KoJekc Ha OOIIHOCTTAa OTHOCHO JIEKAPCTBEHU MPOAYKTH 332 XyMaHHa
yrnotpe0a, Mo OTHOIIEHHE HA TPAAUIIMOHHUTE PACTUTEIHH JIEKAPCTBEHH MPOTYKTH

JIUPEKTHBA 2004/10/EO HA EBPOIIEMCKMS ITIAPJJAMEHT U HA
CBBETA or 11 ¢eBpyapu 2004 rogmHa OTHOCHO XapMOHHU3HMpPaHE Ha 3aKOHOBUTE,
MOJ3aKOHOBUTE M aJMHHHUCTPATUBHUTE pAa3Mopen0u, CBbP3aHM C MpUJIaraHeToO Ha
MPUHIIMIIATE Ha 100pa JabopaTopHa MpakTUKa U BepUGUIIUPAHETO HA TAXHOTO IpUIIaraHe
MIpU U3MUTBAHKUS HA XUMHUYECKH BelecTBa (KoAu(pUIIMpaHa BEPCHs)

JIUPEKTHUBA 2003/63/EO HA KOMUCHUSATA ot 25 rouu 2003 roauna 3a
n3menenne Ha [lupektuBa 2001/83/EO nHa EBpomneiickusi mapiameHT W Ha CbBera 3a
BbBEX/IaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JIEKapCTBEHHUTE MPOJYKTH 3a XyMaHHa
yrmorpeba

JIMPEKTHBA 2001/83/EO HA EBPOIIEMCKMS TTAPJJAMEHT U HA
CBBETA ot 6 noemBpu 2001 roamna 3a yTBBpkAaBaHE Ha Kojekc Ha OOmIHOCTTa
OTHOCHO JICKapCTBEHU MPOJYKTH 32 XyMaHHa yrnoTpeda

JUPEKTHBA 89/105/EMO HA CBBETA ot 21 aekemBpu 1988 romuna
OTHOCHO MPO3PAYHOCTTa HA MEPKUTE, PEryIHpalIH [ICHUTE Ha JIEKAPCTBEHU MPOAYKTH 32
yrmorpeba OT YOBEKa M BKIIFOUBAHETO UM B 00XBaTa Ha HAIIMOHATHUTE CHUCTEMHU 32 3JIPAaBHO
OCHUTYpsIBaHE

PerjaamenTu:

JEJIETUPAH PEI'JTAMEHT (EC) 2017/1569 HA KOMUCHIATA ot 23 mait
2017 ronuna 3a nonbiaHeHue Ha Pernament (EC) Ne 536/2014 na EBponelickus napiaamMeHT
u Ha CbBera uype3 oIpelessHEe Ha NPUHIMIM M HACOKU 3a J00pa NMpOU3BOACTBEHA
IPaKTHKa MPU U3NUTBAHU JIEKAPCTBEHU MPOJIYKTH 3a XyMaHHa yrnoTpe0a 1 Ha pa3nopeaou
3a IPOBEKJAaHE HA NHCIEKLINU

JNEJIETUPAH PEIJIAMEHT (EC) 2016/161 HA KOMUCHUATA ot 2
oktoMBpu 2015 ronmna 3a nombiaBaHe Ha Jupexktua 2001/83/EO na EBpomeiickus
napiamMeHT 1 Ha ChbBeTa ype3 yCTaHOBSBAaHE Ha MOJPOOHM IMpaBUIIa 3a MOKAa3aTEeNINUTe 3a
0€30I1aCHOCT, TIOCTABeHW BBPXY OMAKOBKAaTa Ha JIEKApCTBEHHUTE NMPOIYKTH 3a XyMaHHa
ynotpeda

JEJIETUPAH PEI'JTAMEHT (EC) Ne 1252/2014 HA KOMUCHIATA ot 28
Mmaii 2014 roguna 3a noreiHenne Ha {upextuna 2001/83/EO na EBponeiickus nmapiameHT
u Ha ChbBeTa Mo OTHOILIEHHE HAa MPUHLUIMTE W HACOKUTE 3a J0O0pa MPOU3BOJACTBEHA
MIPaKTHKa 32 aKTUBHU BEIIECTBA 3a JIEKAPCTBEHH MPOJYKTH 3a XyMaHHa ynorpeda

PETJIAMEHT (EC) Ne 536/2014 HA EBPOITEMICKUS TIAPJIAMEHT U
HA CBBETA ot 16 anpun 2014 roayHa OTHOCHO KIMHHUYHWUTE H3NUTBaHUS Ha
JIeKapCTBEHU MPOAYKTH 3a XyMaHHa yrnoTpeda, u 3a orMsaHa Ha {upextusa 2001/20/EO
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PEI'JTAMEHT (EC) Ne 528/2012 HA EBPOIIEMICKHS TTAPJIAMEHT U
HA CBBETA or 22 maii 2012 roguHa OTHOCHO MPEIOCTaBSIHETO HA Ma3apa u ynorpebara
Ha OMoLMIN

PEI'JTAMEHT 3A U3ITBJIHEHUE (EC) Ne 520/2012 HA KOMUCHSATA ot
19 ronm 2012 roamHa OTHOCHO W3BBPIIBAHETO HA JEWHOCTUTE B o0JacTTa Ha
dapmakonornynara OmutenHoct, npeasuaeHu B Permament (EO) Ne 726/2004 Ha
EBponeiickus nmapiamenT u Ha CwvBera m B upektuBa 2001/83/EO na EBpomneiickus
napyiaMeHT u Ha CbBeTa

PEI'JTAMEHT (EO) Ne 469/2009 HA EBPOITEMICKHS ITAPJIAMEHT U
HA CBBETA ot 6 maii 2009 roguHa 0THOCHO cepTuduKara 3a JOMbIHUTEIIHA 3aKpUIIa Ha
JIEKapCTBEHHUTE MPOAYKTH (KomuduIpana Bepcus)

PEI'JTAMEHT (EO) Ne 1234/2008 HA KOMUCUSTA ot 24 nHoemspu 2008
roJlMHa OTHOCHO pa3IJIeXkJaHEeTO Ha MPOMEHHTE B YCJIOBUATA Ha pa3pelleHusiTa 3a
THPTOBUSI C JIEKAPCTBEHU MPOAYKTU 32 XyMaHHa YIoTpeda v BETEpUHAPHU JICKAPCTBEHU
MPOIYKTH

PEI'JTAMEHT (EO) Ne 1394/2007 HA EBPOITIEMCKUS [TAPJIAMEHT U
HA CBBETA ot 13 noemBpu 2007 roamHa OTHOCHO JEKAapCTBEHUTE MPOAYKTH 3a
MoJiepHa Tepanus U 3a m3MeHenune Ha JJupektusa 2001/83/EO u nHa Permament (EO) Neo
726/2004

PEI'JTAMEHT (EO) Ne 1901/2006 HA EBPOIIEMCKUS [TAPJIAMEHT U
HA CBBETA ot 12 pexemBpu 2006 rogmHa OTHOCHO JIEKAPCTBEHUTE MPOJIYKTH 3a
neanaTpuvHa ynorpeda u 3a mameHenue Ha Permament (EMO) Ne 1768/92, JlupextuBa
2001/20/EO, Aupextura 2001/83/EO u Pernament (EO) Ne 726/2004

PEI'JTAMEHT (EO) Ne 726/2004 HA EBPOIIEMCKHS ITAPJJAMEHT U
HA CBBETA ot 31 mapt 2004 roanHa 3a ycTaHOBsIBaHe Ha mnporeaypu Ha OOIHOCTTa 32
pasperniaBane ¥ KOHTPOJI Ha JISKAPCTBEHH MTPOYKTH 32 XyMaHHA U BETepUHApHA yIIoTpeda
U 3a ch3/1aBaHe Ha EBpornelicka areHuus 1o jJexkapcrBara

PETJIAMEHT (EO) Ne 847/2000 HA KOMUCUSATA ot 27 ampun 2000
rOJIMHA 32 YCTAaHOBSIBaHE HA pa3MopeI0uTe 3a MpujlaraHe Ha KpUTepUuTe 3a 0003HAUYaBaHe
Ha JICKapPCTBEH MPOYKT KATO JICKAPCTBEH MPOAYKT-CUPAK U 32 OTPEJIEIsTHE Ha MOHSTHSITA
"moj00€H JeKapcTBeH MPOAYKT" U "KIMHUYHO MPEBB3X0JICTBO"

PEI'JTAMEHT (EO) Ne 141/2000 HA EBPOIIEMCKIS ITAPJJAMEHT U

HA CBBETA ot 16 aexemBpu 1999 roauna 3a nexapcrBara cupanu
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