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
2011e., usm. /IB. 6p.61 om 9 aseycm 201 12., usm. /[B. 6p.38 om 18 maii 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., don. /[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 2017e., 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 gpespyapu 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 2023e., oon. /B. 6p.88 om 20 oxmomepu 2023e.

ITpoext: 602-01-67/27.07.2006 r.

I'naBa nbpBa.
ObIIA MOJIOKEHUA

Paszgea L.
OO01mm pasnopendou

Y. 1. To3u 3akoH ypexaa ycloBusTa U pesia 3a:

1. paspemaBane ymoTpebaTa WJIM perucrpanusita Ha MPOMHUILUIEHO
IIPOU3BENICHU WIN IPOU3BEJIEHU 110 METO/I, BKIKOYBAILl IPOMUIIUIEH IIPOLEC, JIEKAPCTBEHU
MPOAYKTH, IPEeIHA3HAYCHH 3a XyMaHHATa MEINUIINHA;

2. (u3m. - 1B, ©p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pa3pemaBaHe
MIPOM3BOJICTBOTO M BHOCA Ha JIEKAPCTBEHH MPOJIYKTH;

2a. (HoBa - /IB, 6p. 102 o 2012 r., B cuna ot 21.12.2012 r.) npou3BOACTBOTO,
BHOCA U ThPrOBUSTA Ha €PO C aKTUBHU BEILIECTBA;

3. pa3peluaBaHe U IPOBEKJAHE HA KIIMHUYHU U3IIUTBAHNUS;

4. THproBusiTa Ha €APO U HA APEOHO C JIEKAPCTBEHH MPOIYKTH;

5. mapaseseH BHOC Ha JIEKapCTBEHU MTPOLYKTH;

5a. (HoBa - /1B, 6p. 102 ot 2012 r., B cuina ot 21.12.2012 r.) nocpeAHUYECTBO
B 00JIaCTTa Ha JIEKApCTBEHUTE IPOAYKTH;
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56. (moma - JIB, 6p. 18 ot 2014 r.) U3HOC Ha JIECKAPCTBEHU MPOAYKTH 1O peaa
Ha riasa gesera "0";

6. pexiiamMara Ha JIEKapCTBEHH MPOIYKTH;

7. mpocnensBaHe OE30MACHOCTTa Ha IYCHATUTE Ha Ta3apa JIeKapCTBEHU
TPOIYKTH;

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

9. KOHTpOJIa HA IPOU3BOJICTBOTO U BHOCA, HA THPrOBUATA HA €pO U IpeOHO,
MIPOBEXAAHETO HA KIIMHUYHU U3MUTBAHMSI, HA peKJlaMaTa U Ha CUCTeMara 3a Mpocie/iBaHe
0e30MacHOCTTa Ha MyCHATUTE Ha Ia3apa JICKAPCTBEHU MPOTYKTH;

10. nenooOpa3yBaHeTO Ha JIEKAPCTBEHUTE MIPOYKTH;

11. U3roTBAHETO HA TO3UTUBEH JIEKAPCTBEH CIHCHK;

12. (noBa - /IB, 6p. 67 ot 2020 r.) nmpociensBane Ha epeKTa OT TepanusTa ¢
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€30MaCHOCT 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 WJIM KOMOWHAIMS OT BEIIECTBA, MPEACTABEHU KAaro
MIPUTEKABAIIM CBOMCTBA 32 JICUCHHE WIIM MPOQPHUITAKTHKA Ha 3a00JIIBaHUsI IPU XOpa, WIH

2. BCSIKO BEIIECTBO WJIM KOMOWHAIIAS OT BEIECTBA, KOMTO Morar jga ObJar
W3M0JI3BaHU WIH MPUJIaraHu Ha Xopa ¢ 1e:

a) BH3CTAHOBSIBaHE, KOPUTUPAHE WIM MPOMSHA Ha (U3UOJIOTMYHU (PYHKITUU
ype3 (hapMaKoIOrHyHO, UMYHOJIOTHYHO MU METa0OIUTHO JEHCTBUE, UITU

0) mocTaBsHEe Ha MEIMIIMHCKA JHArHO3a.

(2) BemectBo € Besika MaTepus, YMUTO MPOU3XO MOXKeE J1a ObJe:

1. yoBenku (YOBEIIKAa KPHB, YOBEIIKH KPHBHU MIPOIYKTH U APYTH);

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

3. pactuteneH (MUKPOOPTraHU3MHU, PACTEHUS, YACTH OT PACTEHUS, PACTUTEITHU
€KCTPaKTH, CEKPETH U JIPYTH);

4. XUMUYECKH (€IeMEHTH, MPUPOJIHNA XUMUYHHU MAaTepUAIIU, CHHTETUYHU WU
MOJTYCHUHTETUYHH BEIIECTBA U JAPYTH).

Ui 4. KoraTo evH NpOoAyKT OTroBapsi €IHOBPEMEHHO HA XapaKTEPUCTUKUTE
Ha JICKapCTBEH NPOAYKT U Ha IIPOJYKT, YPEIEH ¢ APYT 3aKOH, CE€ IIpUIaraT U3MCKBaHUATA
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. XepMEeTHYECKH 3aTBOPEHU PAJUOHYKIUIH;

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

Uin. 7. (1) Pa3pemaBaT ce mpou3BOJICTBOTO, BHOCHT, THPrOBHUSITA HA €IpO U
IpeOHO, pekjiaMmaTa U JICYEHUETO, TPO(pUIaKTHKATA U TMarHOCTUKATA 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 pa3pelleHHE WU YAOCTOBEpEHHE 3a YIoTpeda,
MIPOM3BOJICTBO U KIIMHWYHY M3IUTBAHUS HA JICKAPCTBCHH MTPOYKTH, U3IAJICHH T10 Pelia 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 MarMcTpajaHa peLenTypa B anTeka;

2. IeKapCTBEH MPOIYKT, IPUTOTBEH 1O (papMaKoIeiiHa perenTypa B anTeka;

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

4. aKTUBHM U IIOMOII[HH BELIECTBA;

5. nexapcTBEHU MPOAYKTH B MPOLIEC HA pa3pabOTBaHEe U/WIIN U3IIUTBAHE;

6. IeKapCTBEHU IPOAYKTH, ITPEIHA3HAYEHU 3a 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.) nexkapcTBeH NPOIYKT 3a MOJIEPHA Tepamusi, KOUTO ce
M3TOTBS 3a KOHKPETEH MallMeHT 10 MHIMBUIYaTHO JIEKApCKO MPEANUCcCaHue 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 cuia 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 mera.

Un. 9. (1) Jleuenne Ha KOHKPETEH MAIIEHT MOKE J1a Ce MpHJIara ¢ JICKapCTBEeH
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 Ie4eOHOTO 3aBEACHHE HOCH OTTOBOPHOCT 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 mapiameHT U Ha CbBeTa ce U3BBPIIBA IIPH YCIOBHS 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
WM3nbnuurennara areHuus no JjiekapcerBara (MAJI), moxe cbc 3amoBeq Ja paspeniu
JIeYEeHUE 3a ONPEIENICH CPOK C JIEKAPCTBEH MPOAYKT, KOHTO HE € pa3pelleH Mo peaa Ha
rJlaBa TpeTa, KOraro B CTpaHaTa MMa OOsBEHA eNMuAEeMHUs, NMPUYUHEHA OT MATOrCHHHU
MUKpPOOPTaHU3MHU WM TOKCHMHHU, WM HMa [PEANojaraeMo WIH [OTBBbPIACHO
pasnpoCTpaHeHUE Ha XUMHUYECKH areHTH WM SApeHa pajuanus ¥ HiIMa IOJIXOSII
paspeliieH 3a yrnoTpeda J1eKapcTBEH MPOIYKT.

(2) B cayyaute mo am. 1 mpuTexaTenuTe Ha paspelieHHe 3a yrnoTpeoda,
MPOU3BOJUTENIUTE M MEIUIUHCKATE CHEIHATUCTH HE HOCAT TpakJaHCKa WU
aJIMAHUCTPATHBHOHAKA3aTE€JIHA OTIOBOPHOCT 3a IMOCIEACTBUATa NpU ynorpeda Ha
HEpa3pelIeHo MOKa3aHue Ha JIEKAPCTBEH MPOAYKT WM Ha JIEKapCTBEH MPOAYKT, KOUTO He
€ pa3pellleH 110 pejia Ha IJlaBa TpeTa.

(3) Pasmopenbara Ha an. 2 He M3KIIIOYBA OTTOBOPHOCTTA 32 JACPEKTHH CTOKU
ChIJIACHO 3aKOHA 32 3allUTa Ha IOTPEOUTENIUTE.

Y. 11. (1) MUHHCTBPBT Ha 3[IpaBeOIa3BaHETO MOKE 10 MPUYNHH, CBbP3aHU
ChC 3alUTa 34PABETO HA HACEJICHHUETO, ChC 3alOBEX J1a pa3lopely Ha HU3IbIHUTEIHUSA
mupektop Ha MAJI na pa3pemu 3a ynorpeda JeKapcTBeH MPOAYKT, KOWTO HE € pa3pelieH
3a ynorpeba Ha TepuTopusTa Ha PenyOiuka bbirapus v 3a KOMTO HsAMa IMOAaZEHO
3asiBJICHUE 32 U3JlaBaHE Ha pa3pellieHue, HO € pa3pellieH B Apyra AbprKaBa YJIeHKa.

(2) B cayyautre mo an. 1 wu3nmbiaHUTENHUAT aupektop Ha HWAJL nmm
YI'BJIHOMOIIIEHO OT HETO JIULIE:

1. uHopMupa npuTEKATENA Ha pa3pelIeHHUEeTOo 3a ynoTpeda 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. W3MCKBa OT peryjaToOpHHUsl OpraH Ha JbpkaBaTa 4JEHKa, u3Jana
pasperIeHneTo 3a yrnorpeda, Konue OT OLEHBYHUS JOKIIA] U KOMHE OT pa3pelieHHeTo 3a
ynorpeoa.

(3) (Jom. - IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) UsnpnHuTenHaTa
areHIys 110 JIEKapcTBaTa € JUTb)KHA J1a OCUTYPU ChOTBETCTBHE Ha €THKETA, INCTOBKATa 3a
nalueHTa, kKiacudukanusaTa, pekiamMaTa W TpOCIe/sBaHETO Ha 0e30MacHOCTTa Ha
MyCHAaTUsl Ha Tas3apa JIEKapCTBEH MPOIYKT MO ald. 1 ¢ M3UCKBaHMSTA HAa TO3M 3aKOH.
HNudopmanusTa BbpXy OlTaKOBKaTa U B JIMCTOBKATa Ha JIEKAPCTBEHUS NMPOIYKT 1O aj. | He
€ 3aJIbJDKUTEITHO J1a ObJe Ha OBITAPCKH €3UK.

(4) Uznbnautenuust aupextop Ha MAJI ungopmupa EBponeiickata komucus
3a W3JaJICHUTE pa3peuieHuss mo aja. 1, 3a MMEeTo M ajgpeca Ha MpHUTEXarens Ha
pa3peleHneTo, KakTo U 3a JlaTaTa Ha IPEKpaTsSBaHe HA BAIUIHOCTTA UM.

Y. 12. (1) O¢dpunmanna papmaxornes B Penyonuka beirapus 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 AaKTyaJHOTO H3JaHHe Ha oduuuaniHata Qapmakones U 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
3a BCUYKH BEIICCTBA, MPENapaTd U JeKapcTBeHH (OPMHU, KOUTO C€ ChIBbpXKAT B Hesd. 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 CbOTBETCTBHE ¢ O0IIMTE MpaBmiia Ha EBpomneiickaTta papmakomnes.

(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(UKaAIUATa OT 3asBUTESI/TIPUTEKATENS HA pa3pelIeHUETO 3a ynoTpeoa.

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

Paspea L.
Opranm Ha ynpasJieHne

Un. 14. (1) JlekapcTBeHaTa TMOJHMTHKAa € YacT OT /JObpKaBHATa 3/paBHA
nonuTtuka B PenmyOnuka bearapus u ce ochIecTBsBa OT MUHUCTHPA Ha 3/[paBEONa3BaHETO.

(2) MuHHCTBPBT HA 37]PABEOIA3BAHETO:

1. e HaIMOHAJIEH KOOPAMHATOP 110 MPOOJIEMUTE Ha JIEKApPCTBEHUTE MPOAYKTH;

2. y4acTBa B MEXAYHApOJHH OpPraHM M OPTraHU3AlUU, OCHIIECTBSIBAIIN
JeiiHocTH B 00J1acTTa Ha JIEKAPCTBEHUTE MPOIYKTH;

3. (ot™m. - JIB, 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 JIEWCTBUATA, IPEANPUETH cpely dannGUuIupaHeTo Ha IEKapCTBEHU IPOAYKTH;

4. ochlecTBsABA APYTU AEHHOCTH, IOCOUEHU B 3aKOH.

(3) (Otm. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 )

Ui 15. (1) KM MuHHECTBpa Ha 37paBeona3BaHeTo ce ch3aaBa dapMakorneeH
KOMHTET KaTO KOHCYJATATUBEH OpraH 10 BBIIPOCUTE Ha JieiicTBamara papMakornes.

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

(3) Heiinoctra Ha dapmakoneiiHus KOMUTET ce (pUHAHCHpa 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
MUHUCTBpA Ha 3/IpaBEOIa3BaHETO ce ch3/aBa Bucil chbBeT 1o gapmarins, KOHTO BKIIIOUBA
neTuMa MpeACTaBUTENN, ONPENCIIEHH OT MUHUCTbpa Ha 3ApaBeola3BaHETO, NETHMa
npenctaBuTend Ha bearapckus ¢dapmaneBTHYEH CbhIO3, €IMH IPEICTaBUTEN Ha
Bearapckara acouumanuss Ha TOMOIHHK-(papMaleBTUTE, JBaMa IMPEICTABUTENIM Ha
Hanmonannara 3apaBHoocuryputenHa kaca (H3OK) m mo emuH mpencraButen Ha
dapmarieBTHYHUTE (PAKYITETH HA BUCHINTE YUMIUIIA. MUHUCTHPBT Ha 3/IpaBEOa3BAaHETO
€ TmpejcenarTen Ha chBeTa 0e3 MMpaBo Ha TIJiac.

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

1. OCHOBHHMTE HACOKHU U IPUOPUTETU B 00JIacTTa Ha (papmanusira;

. €TUYHU TIPOo0JIeMH Ha apMaIiusiTa;

. IPOEKTH HAa HOPMAaTHUBHH aKTOBE, CBbP3aHU C (hapManusiTa,

. HAyYHUTE MPUOPUTETH B 00J1aCTTa HA hapMaLIUATa;

. IpOrpaMu 3a OpraHu3upaHe Ha OOLIECTBEHH OOpa30BaTEIHU KaMIIaHUU B
o0JacTTa Ha JIEKAPCTBEHUTE MPOTYKTH.

(3) (Otm. - IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 1.)

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

D W

Un. 17. (1) V3nbaHuTenHAaTa areHuus MO JeKapcTBaTa € CHelualn3upaH
OpraH KbM MUHHCTBPa Ha 37paBeOIa3BaHEeTO 3a HAA30p BbPXY Ka4eCTBOTO, 0€30IacHOCTTa
U e(pUKACHOCTTA Ha JIeKapCTBaTa.

(2) (U3m. - [IB, Op. 15 o1 2013 1., B cuna ot 01.01.2014 r.) U3nbiauTennata
areHIys 10 JIEKapCcTBaTa € IPUIUYECKO JHIle Ha OI0KEeTHA U3IPBKKA ChC CeJANIUIIE B
rp. Codus KbM MUHHCTBpPA Ha 3/IpaBeOIa3BaHETo.

(3) UsmpaHuTEeNHATA areHIMs 10 JIEKapCTBaTa ce€ PHKOBOJU U MPECTABIIABA
OT W3NBIHHUTEJICH JUPEKTOp, KOWTO Ce€ Ha3HayaBa 10 peaa Ha 3akoHa 3a
aIMUHHUCTpAIUATA.

(4) Crpykrypara, ¢yHKIMHUTE W OpraHu3anusara Ha pabora Ha MAJL ce
OTIPECIIAT B yCTPONUCTBEH MPABIIHUK, IpUET 0T MUHUCTEPCKUS CHBET.

(5) U3mbiHUTETHATA areHIIMS 110 JIEKapCTBaTa:

1. u3aBa pazpemieHus 3a MPONU3BOACTBO Ha JIEKAPCTBEHH MPOIYKTH;

2. U3maBa pa3peuieHus 3a yrmorpeda M yJOCTOBEPEHHS 3a PETHCTpanus Ha
JIEKapCTBEHH MPOTYKTH;

3. (mom. - JIB, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 r.) n31aBa pa3penieHus
U YZIOCTOBEPEHUS 32 THProBHs Ha €pO C JIEKAPCTBEHU MPOAYKTH;

4. n3aBa pa3pelnieHus 3a apaieliecH BHOC Ha JICKapCTBEHH MPOIAYKTH;

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 cuma ot 21.12.2012 r.) BmnmcBa
MIPOM3BOIUTEIUTE, BHOCUTEIIUTE U THPTOBIMTE HA €O C aKTHBHH BEIIECTBA;

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 paspelleHHs 3a IPOBEXJaHE Ha KIMHUYHU M3IMTBAaHUS Ha
JIEKapCTBEHU MPOJIYKTH;

7. U3BBpIIBA OLIEHKA HAa KadyecTBOTO, €(pUKacCHOCTTa M OE30IacCHOCTTa Ha
JIEKapCTBEHHUTE MPOIYKTH BHB BPBb3Ka C pa3peliaBaHeTo UM 3a yrnorpeoa;

8. M3/1aBa pa3peleHus 3a pekiiaMa Ha JIEKapCTBEHU IPOAYKTH;

9. ocblIecTBsABa KOHTPOJ BBPXY HPOU3BOACTBOTO, BHOCA, ChbXPAHEHUETO,
THPrOBUsATA HA €IpO U APEOHO, KIMHUYHUTE U3IUTBAaHUsA, 0€3011aCHOCTTA U peKjaMara Ha
JIEKapCTBEHUTE NPOAYKTH;

10. wu3BbpmIBa 1abOpaToOpeH aHajau3 IMpPH CbMHEHHE 3a OTKJIOHEHHE B
Ka4eCTBOTO, €(hUKACHOCTTA U 0€30MacCHOCTTA Ha JICKAPCTBEHUTE MPOIYKTH U MpearprueMa
IPEJBUICHUTE B 3aKOHA MEPKH;

10a. (noBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ocbiecTBsiBa
(GyHKLIMUTE Ha KOMIIETEHTEH OpraH 3a IpocIIe/siBaHe Ha JIeKapcTBeHaTa Oe3011acHOCT;

11. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) opranusupa u
HOJIbPIKa CUCTEMA 32 IPOCIIe/IsIBaHE Ha JeKapCTBeHaTa 0€30IacHOCT;

12. u3naBa ceprudukaru cpriacio cepruduxarnara cxema Ha C30;

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

13. nu3naBa ceprudukaru 3a Jlo6pa npou3BOACTBEHA IPAKTUKA;

14. (u3m. - IB, 6p. 18 ot 2014 r.) KOHCYATHPa UHBECTUIIMOHHUTE MPOEKTH 32
CTPOMTEJICTBO Ha HOBU W/WIM MPEYCTPOMCTBO Ha CHIIECTBYBAIIM OOEKTH, CBBP3aHU C
IIPOM3BOJICTBOTO HA JIEKAPCTBEHU MPOJAYKTH, B ChOTBETCTBHME C MpaBuiaTta Ha JloOpara
IPOM3BOJICTBEHA MIPAKTUKA;

15. m3mbnHABa (YHKIMUTE HAa KOOPAMHATOP M KOHCYJITATHBEH OpPraH IO
npodiaemMuTe, CBbP3aHU C KauecTBOTO, epUKacHOCTTa U O€30MaCHOCTTA Ha JIEKapCTBEHUTE
TIPOJTYKTH;

16. ocbliecTBsiBa KOHCYATAHTCKA, Hay4Ha, MH(MOPMAIMOHHA U HM3/aTelCKa
JeiHoCT B 00acTTa 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 EBpomeiickaTa areHuus mo JiekapcTBaTa, EBpomeiickusi AUpeKTopar 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.) yyactBa B
MEXyHapOJAHAaTa XapMOHHU3alUs U CTaHAAPTU3ALUSA HA TEXHUYECKUTE MEPKH, OTHACSIIN
ce J0 TMpocleAsBaHETO Ha JieKapcTBeHaTra Oe30MacHOCT, MOJ KOOpAMHALMATA Ha
EBpomnelickara areHuus 1o JeKapcTBara;

186. (noBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) cb3aaBa 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.) M3nbiaHuTenHaTa areHUus IO JIeKapcTBaTa KOOPAMHUpa IEHHOCTUTE 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 10 TO3M 3aKOH, CBBP3aHM C MPEAOTBpATABAHE 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
areHIMsl 1Mo JIeKapCcTBaTa MOXKE J1a M3BBPIIBA CbBMECTHU MNpoBepku ¢ Hanwmonamnara
areHuMs 3a npuxoaute, AreHuus "MwutHunm", HamumoHnanHata 3ApaBHOOCUTYpPUTEIIHA
kaca, MUHHUCTEPCTBOTO Ha 3/paBeonazBaHeTo W HanuoHamHUS CBBET MO IIEHU H
penMOypcrpaHe Ha JeKapCTBEHUTE MPOIYKTH MPH OCHIIECTBIBAHE HA CBOUTE (DYHKLIUU B
00J1acTTa HAa KOHTPOJIA BHPXY JIEKAPCTBEHUTE TPOTYKTH.

Un. 17a. (Hos - JIB, 6p. 60 ot 2011 r., B cumna ot 05.08.2011 r.) Pernonanaure
3[IpaBHU MHCIICKIIUHU U3JIaBaT 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
JpeOHO C JIeKapCTBEHH MTPOAYKTH, KOHTO BKIIIOYBA TpUMa IpeAcTaBuTeNu Ha brarapckus
(dapmalieBTUYEH CbhI03, €AMH INpeAcTaBUTEN Ha bbirapckara aconuanysi Ha MOMOIIHUK-
dapmareBTuTe, 0 €AMH NpEeACTaBUTEN Ha (apMaleBTUYHUTE (aKyITETH HAa BUCILUTE
yuniuina u yetupuma npezacrasurenu Ha MAJL. CbcTaBbT Ha ChbBETa €€ ONPEIEI ChC
3anoBel] Ha u3NbIHUTENHUsA 1upektop Ha WAJI, ceriacyBaHa ¢ MUHUCTBpa Ha
3/1paBeOIIa3BaHETO.

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

1. m3rotBs cTaHoBUIA 110 oAaaeHuTe B MAJI 3asBneHus U JOKYMEHTH 110 YJI.
228, an. 1 u 5, KOUTO NpeACTaBs Ha U3IIBIHUTENHUS nupekTop Ha MAJT;

2. mpaBU MOTHMBHMPAHU NPEUIOKEHUS 0 MUHHUCTBPA Ha 3[paBeOIa3BaHETO
ype3 U3nbJIHUTETHNS qupekTop Ha MAJI 3a mogoOpsiBaHe Ha 10CThIIAa 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 10 all. 1 HE MoJyyaBaT Bb3HAIPAXKICHUS
3a y4acCTHE B 3aCEJJaHUs] HA ChBETA.

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

Un. 178. (HoB - [IB, 6p. 18 ot 2014 r.) He Morar na Obaar uieHOBE 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 IPOAYKTH;

2. ChAPYKHUIIM WA aKITMOHEPH, KOUTO MPUTEKABAT HAJl 5 HA CTO OT KamuTana
Ha T'I)pFOBCKI/I )Ip}’)KGCTBa C HpeHMeT Ha )IeﬁHOCT HpOI/ISBO,}ICTBO, BHOC, T'BpFOBI/ISI Ha e;lpo
WK APEOHO € JIKAPCTBEHU MPOTYKTH WIH PAOOTST Ha TPYAOB JIOTOBOP B TE€3H JAPYKECTBA.
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Paznean 11.
Perucrpu

Ui 18. (Otm. - [IB, 6p. 60 ot 2011 r., B cuna 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 r.) mpousBogUTEINTE
¥ BHOCUTEJIUTE Ha JICKAPCTBEHH MPOAYKTH Ha TepuTopusita Ha Pemybnuka bearapus u na
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.) mpon3BOAUTEIHUTE,
BHOCHUTEJIUTE U ThPTOBLMTE HA €APO C AKTUBHU BEIIECTBA,

3. (morm. - JIB, 6p. 67 ot 2020 1.) pa3pemeHuTe 3a yrnorpeda u perucTpupaHnuTe
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. M31aICHUTE PAa3pELICHM 3a MapajeieH BHOC.

8. (moma - JIB, 6p. 18 ot 2014 r., ot™. - [IB, Op. 84 ot 2018 r., B cuna 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 Eporneiickus napiameHT 1 Ha CbBeTa upe3
yCTaHOBSIBAaHE Ha MOAPOOHHU ITpaBHIIa 3a TIOKa3aTesnTe 3a 0€30MaCHOCT, 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.)

(6) (HoBa - JIB, Op. 67 ot 2020 r.) Peructpure mo an. 1 moambpkaT
orepaTHBHA ChbBMECTUMOCT M aBTOMATU3HpaH UHTepdeiic, mpeaocTaBsail HHPopMaIsITa
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B MallMHHOYETHM (opMmaT, upe3 KOUTO MOXKe Ja ObJaT W3MOJI3BaHU OT APYrH
UH(POPMALIMOHHU CHCTEMH.

(7) (ITpequmna an. 3 - JIB, 6p. 67 ot 2020 r.) U3mbaHuTeNHATA areHITUS 110
JeKapcTBaTa MOJAbP)KAa CHCTEMH 3a €JIEKTPOHEH OOMEH Ha JaHHM C PeryJiaTOpHHUTE
OpraHu Ha JApPYrUTe IbpKaBH WwieHkH, EBponeiickata komucus u EBponeiickara areHIus
10 JIEKapCTBaTa.

Un. 19a. (Ho - [IB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) (1)
CrotBetHuTe P3M BOAAT M mOAIBpKAT IMYOJUYHU PETHCTPU 32 HM3AAJCHHUTE OT TIX
yIIOCTOBEPEHHUS 32 PETUCTPAIHs HA IPOTEPHUH.

(2) B 7-nHeBeH CpOK OT M3JAaBAaHETO Ha yJOCTOBEPEHHE 3a PETUCTpAIlHs Ha
nporepusi chorBeTHaTta P3U wum3mpama g0 MUHHCTEPCTBOTO Ha 3/paBEOIa3BaHETO
UHpOpMaIIUs 32 U3IaJCHUS aKT.

(3) MuHuCTEpCTBOTO HA 3PaBEOINA3BAHETO BOAM M MOAIBPKA HA UHTEPHET
CTpaHMIIATa CH ITYOJMYEH HAIIMOHAJICH PErMCThp Ha W3AaJCHUTE YJOCTOBEPCHHS 3a
perucTparys Ha Jporepusi.

Paznea II1.
DuHAHCHUPaAHE

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

(2) (U3m. - [IB, 6p. 15 ot 2013 r., B cuna ot 01.01.2014 r.) bromkerHute
CpeACTBa CE€ OCHTYpSIBaT OT CYOCHAMSI OT Ibp)KaBHUs OFOJDKET 4pe3 OropKkera Ha
MUHHICTEPCTBOTO Ha 3/paBEONa3BaAHETO.

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

1. xumMHKO-papMaeBTUIHH €KCIIEPTH3H;

2. 1abopaTOPHH aHAJIM3HU U U3MTUTBAHMUS;

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

4. olleHKa TIpHU TOJHOBSIBAHE, MPOMSHA M 3aJMYaBaHE Ha pa3pelieHUueTo 3a
yrnoTpeda u yAOCTOBEPEHHE 32 PETUCTPAIUs Ha JIEKAPCTBEH MPOIYKT;

5. moaabpkKaHe Ha paspelleHHsITa 3a yrnoTpeda WIM YAOCTOBEpEHHUsiTa 3a
perucTpalys Ha JIEKapCTBEH IIPOAYKT;

6. 1100M W HMYLIECTBEHM CaHKLUMHU, HAJIOKEHHM C HaKa3aTelIHU
MIOCTaHOBJICHHUS, U3/IaJICHN 32 HAPYIICHHS IO TO3H 3aKOH;

7. KOHCYNTaHTCKa, H3JaTeicka M HayYHOHM3CJIEJOBATEeJICKa JEHHOCT B
o0yacTTa Ha JIEKapCTBEHUS CEKTOP;

8. chIilacyBaHe Ha WHBECTHIIMOHHUTE MPOEKTH 3a CTPOUTEJICTBO HA HOBHU
W/WIIN TIPEYCTPOMCTBO Ha CHIIECTBYBAIlM OOCKTH, CBBP3aHU C MPOM3BOJICTBOTO HA
JIEKapCTBEHH MPOTYKTH;

9. U3BBpIIBAHE HA MHCHEKIMH BbB BPB3Ka C OLIEHKA 32 ChOTBETCTBHETO HA
YCTIOBHATA HA MTPOU3BOJICTBO C M3UCKBaHMATA Ha JloOpaTa mpOM3BOICTBEHA IPAKTHKA;
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10. (noBa - /1B, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) u3BbpimiBane 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 ceprudukar 3a JJoOpa mpon3BOACTBEHA MPAKTHKA
i 3a [loOpa nuctpubyropcka MpakTUKa Mo UCKaHe Ha MHCIEKTUPAHOTO JIMIIE;

12. (mpeaumna 1. 10 - 1B, 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
oChIlecTBsIBaHEe Ha AciiHOocTHTE TI0 ai. 1, T. 1 - 5 u 7 - 11 MAJI chbupa Takcu B pazmep,
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 ompeneNnarT MO-HUCKM W PAa3IMYHU IO pa3Mep TAaKCH 3a OCHIICCTBSIBAaHE Ha
IpoLeAypUTe MO pa3pellaBaHe 3a ymnoTpeda, MPOU3BOJICTBO U BHOC Ha JIEKApPCTBEHU
MPOYKTH 32 MAJIKU U 33 CPEIHU MPEATNPUATHS BbB (hapMaIEBTHYHUS CEKTOP IO CMUCHIIA
Ha 3aKoHa 32 MAJIKUTE U CPETHUTE MPEATIPUSATHSL.

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

1. kouTponHara aetHoct Ha UAJT;

2. 3amianjaHe Ha aedHocty no 4i. 21, an. 1, 1. 1 u 2, B ciywauTte, korato
U3BBPIIBAHETO UM € Bb3JI03keHO OoT MAJI o 1oroBop Ha Ipyru auna;

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

4. cp3aaBaHe, MOJIbPKAHE U BOJICHE HA perucTpuTe mo wi. 19, an. 1;

5. mogabp)kaHe Ha CUCTEMHU 3a €JIeKTPOHEH OOMEH Ha JJAHHU C PEeryJaTOPHUTE
OpraHu Ha JAPYTHTE IObpP’KAaBH WICHKH, ¢ EBpomelickata komucus u ¢ EBponelickara
areHIus 1o JIEKapCcTBaTa;

6. (mom. - 1B, 6p. 102 ot 2012 r., B cuiia ot 21.12.2012 r.) nnpopmannoHHa
W U3JaTelcKa JEWHOCT, CBbp3aHa C KauecTBOTO, €(eKTHMBHOCTTa M 0OE30MacHOCTTa Ha
JIEKAapCTBEHUTE MPOAYKTH U MPOCIIEIIBaHe Ha JiekapcTBeHaTa 0€30MacHOCT;

7. (mom. - B, Op. 84 ot 2018 r. (*)) obe3neuaBaHe JaeHHOCTTa Ha
CreNUaTU3UPAHUTE KOMUCHUY 110 uil. 47, an. 1 u 2, komucusita mo uwi. 103, an. 1 u 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 MEXIyTabopaToOpHU
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) (Hom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. u jom. - /B,
op. 12 or 2011 1., B cuma ot 08.02.2011 r., usm. - [IB, 6p. 60 ot 2011 r., B cuna ot
05.08.2011 r., m3m. - JIB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r., usm. - /1B, 6p. 84
ot 2018 r. (*)) dunancoBuTe cpeacTBa o 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 PapMaKONEHHUS KOMUTET;

3. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB, 6p. 102
or 2012 r., B cuna ot 21.12.2012 r., usm. - [IB, Op. 84 ot 2018 r. (*)) neitHocTu Ha
Komucusita no npo3padHocr.

4. (ot™. - 1B, 6p. 38 o1 2012 1., B crta ot 01.07.2012 1.)
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5. (mom. - /1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 ., 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 crma ot 01.07.2012 1.)

I'naBa Tpera.
ITYCKAHE HA ITA3APA HA JIEKAPCTBEHMU ITPOAYKTH

Pazgen 1.
OO0 MOJI0KEeHU A

Yn. 23. (1) (M3m. - JIB, 6p. 71 ot 2008 r., B cmna ot 12.08.2008 r.)
[TpoMuIieHo MPOU3BEACH JEKAPCTBEH MPOIYKT WU JICKAPCTBEH MPOAYKT, MOTYUYEH IO
METO/I, KOMTO BKJIIOUBA IPOMUILIEH IIPOLIEC, MOXKE J1a ObJie IyCHAT Ha Ia3apa caMmo ClIe]
MoJlyuaBaHe Ha paspelieHHe 3a ynorpeda Wid clie]l IojlydyaBaHe Ha YJOCTOBEPEHHUE 3a
perucrpanus, U31aJ€HO MO pela Ha TO3M 3aKOH WM no pena Ha Permament (EO) Ne
726/2004 na EBpomneiickus napiameHT u Ha CbBeTa, U IpU Clia3BaHe M3UCKBAHUATA HA
Permament (EO) Ne 1901/2006 na EBponeiickus napiameHnTt u Ha CbBeta oT 12 gekemMBpH
2006 r. OTHOCHO JIEKapCTBEHUTE MPOAYKTH 3a MeJUaTpuyHa ynorpeda 1 3a H3MEHEHUE Ha
Permament (EMO) Ne 1768/92, HupektmBa 2001/20/EO, dupextuBa 2001/83/EO wm
Pernament (EO) Ne 726/2004, napuuan no-natatek "Permament (EO) Ne 1901/2006", u
Ha Permament (EO) Ne 1394/2007 na EBpomeiickusi mapmament u Ha CwBera or 13
HoeMmBpu 2007 r. OTHOCHO JIEKQpCTBEHUTE MPOJIYKTH 32 MOJIEpHA TEPAIUs U 32 U3MEHEHUE
Ha JlupextuBa 2001/83/EO u na Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10
nexemBpu 2007 r.).

(2) Pazpemienue 3a ymorpeba mo cMuChJIa Ha ail. 1 ce H3MCKBA M 3a
pPalMOHYKIIUJICH Te€HEepaTop, PAAUOHYKIIHIEH PEKYpPCOp U 3a KUT.

(3) Bunosere mpoiienypu mo 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
pEeTUCTpaIysl € yCTAHOBEH Ha TePUTOPHATA Ha Jbp)KaBa WICHKA.

Ui 24. (1) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.) Pazpemenue
3a ynotpeba He ce M3MCKBa 3a paanodapMalieBTUIIN, TPUTOTBEHH HETIOCPEICTBEHO MpeIn
ynotpebaTa UM OT pa3pelieHu 3a ynorpeda paAuoHyKIUIHN TeHepaTOpH, PAAUOHYKIIATHA
MPEKYPCOPH HIIM KUTOBE B CHOTBETCTBHE C YKA3aHUATA HA MPOU3BOJAUTENS HM.

(2) Ipomyktutre mOo ain. 1 ce TPUTOTBIAT OT KBATH(PHUIIMPAHW JIMIA B
1ab0opaTopuu WM WHCTUTYTH, MOJYIUIIU pa3pelieHre 3a U3BbPIIBAHE HA TaKaBa IEHHOCT
o pesia Ha 3akoHa 3a 6e30MacHO U3MOI3BAHE Ha siipeHaTa eHeprusl.

(3) IIpuroTBsiHETO, U3MOI3BAHETO U MPUIIATAHETO HA MPOIYKTHUTE 1O al. 1 ce
W3BBPIIBA CHIIIACHO METUITUHCKHUS CTAHIAPT 110 HyKJIeapHa MEHMIINHA.
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Ui 25. (1) Kpurepuure 3a omnpenensHe Ha JEKapCTBEH MPOAYKT,
npeHa3HaueH 3a JIeYeHue, NpopUIaKTUKA UM AMArHOCTHKA HA PelKU 3a00IisBaHus, ce
ypexaat B Permament (EO) Nel141/2000 va EBponetickust napsiameHT u ChbBeTa.

(2) VYcnoBusita W peabT 3a HM3AaBaHE Ha pa3pelicHHEe 3a ymoTpeda Ha
JIEKapCTBEHHUTE MPOAYKTH 1o an. 1 ce ompeaensat B Permament (EO) Ne 726/2004 na
EBponelickus napiameHT u CbBeTa.

Un. 26. (1) (U3wm. - IB, 6p. 71 o1 2008 1., B cumia ot 12.08.2008 r.) Pazpenienue
3a ynorpe0a Ha JIEKapCTBEH MPOAYKT, yIOCTOBEPEHHUE 3a PETUCTPALIUS HA XOMEONaTHUEH
JICKapCTBEH MPOAYKT MO WI. 35 WM yIOCTOBEPCHHE 3a PETUCTpAIlUs Ha TPaTUIIUOHCH
pacTUTesIeH JIeKapCTBEH MPOJIYKT o 4. 37 Ha TepuTopusita Ha PermyOnuka boarapus ce
u37aBa OT U3NBJIHUTETHHUS AupexTop Ha MAJl Ha Qu3MUecKo WiM IOpUINYECKO JIHIIE,
KOETO € YCTAHOBEHO Ha TEPUTOPUSATA HA IbpPKABA YJICHKA.

(2) Koraro nuiieto mo ain. 1 He € ycTaHOBEHO Ha TepuTopusita Ha PemyOinka
bwarapus, To onpeness cBOW MpeacTaBUTElL.

(3) Ilputexarenar Ha pa3pelIEHUETO 3a ynoTpeda HOCH OTTOBOPHOCT 3a
MyCHATUTE Ha Ia3apa JIeKapCTBEHU MNpoaykTu. OmpenensHeTo Ha JMie Mo ai. 2 He
OCBOOOJKaBa MPUTEKATEIST HA Pa3pelIeHUeTO 3a ynmorpeda OT OTTOBOPHOCT CHIJIACHO
neiictBamoTo B PenmyOnuka briarapust 3aKkoHOJaTENCTBO.

Pasnen 11.
N3uckBaHusA KbM JOKYMEHTANMSATA 32 H31aBaHe HA pa3pellieHue 3a ynorpeoda

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

1. umMe m ajgpec Ha YNpPABICHHUE/TIOCTOSTHEH aJpec Ha 3asBUTENS W Ha
MPEJICTAaBUTENS MO Wi. 26, all. 2; KOraTo 3assBUTEIAT € UL, PA3TUYHO OT MPOU3BOIUTEINS
WM TIPOU3BOIUTEIINTE - aJjpec Ha OOCKTHUTE 3a TIPOU3BOJICTBO;

2. HAaMMEHOBAHHE Ha JIEKAPCTBEHUS IPOAYKT;

3. JaHHU 3a KAYE€CTBCHUA U KOJIMYCCTBCHUSA CHCTAB HA JICKAPCTBCHUA IMTPOAYKT,
KaTo ce MOCOoYBa MEXIYHApOJAHOTO HEMAaTEeHTHO HauMeHoBaHMe, mpenopbyaHo ot C30,
IIpU HAJIMYKE HA TaKOBa, UJIM CbOTBETHOTO XMMHWYCCKO HAMMCHOBAHUC,

4. TepaneBTUYHU MOKA3aHUs, MPOTUBOIMOKA3aHUS W HEKEIaHH JICKAPCTBEHU
peaKIum;

5. (m3m. - JIB, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r.) mo3upoBka,
JICKaApCTBCHA (1)0pMa, HAa4YWH Ha IMPUIIOKCHUEC U ITBT HAa BBBCKIAHC U MPCAJIOKEH CPOK HA
TOJIHOCT;

6. TIpe/IIa3Hu MEPKU B MEPKH 32 0€30ITaCHOCT IIPH ChXPaHsIBaHE Ha MPOTyKTa,
NpY MPWJIATaHETO MY Ha MAI[MCHTUTE W MPH YHUIIIO)KaBaHE HAa OTHAIBIMTE OT MPOIYKTA,
NPUIPYKCHN C YKa3aHWs 3a MOTCHIMAIHHTE PHUCKOBE OT JICKAPCTBEHHS TMPOAYKT 3a
OKOJTHATa Cpena;

7. omrcaHue HA HAUYWHA HA MTPOU3BOJICTBO;

8. ommmcaHne Ha KOHTPOJTHUTE METOJIH, U3IOJI3BAaHH OT IPON3BOIUTEIIS;
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8a. (noBa - /IB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 r.) nexnaparusi, ye
pesynrarute oT oauTa mo wi. 160, an. 2, mpoBeeH OT MPOU3BOIUTEINS HA JIEKAPCTBEHUS
MPOJYKT, MOTBBPKIABAT, Y€ AaKTUBHOTO BEUIECTBO € IPOU3BEIEHO B CHOTBETCTBUE C
NPUHIUINATE U PBKOBOJCTBaTA 3a JloOpa MpOM3BOICTBEHA MPAKTHKA; B JICKIapausara ce
M0COYBa JlaTaTa, Ha KOSITO € MPOBEACH OJUTHT;

9. olleHKa Ha MOTEHIMAJIHUSA PUCK OT JIEKAPCTBEHUs HPOAYKT 3a OKOJHATa
cpelia 3a BCEKU OTJIEJICH Cy4ail U MepKH, MPEBUACHU 32 OTPAaHUYAaBAHETO MY;

10. pe3ynraru ot:

a) dbapMareBTUIHUTE (pu3HKO-XUMHYHH, OMOJIOTUYHU WK
MUKpPOOHOJIOTUYHY ) U3IUTBAHMUS;

0) NPEAKINHUYHUTE (TOKCHKOJIOTHYHH B (hapMaKOJIOTUYHH ) U3TTUTBAHUS,

B) KJIIMHUYHU U3IUTBAHUS;

11. pexmapamnusi, 4e NpU KIMHUYHUTE W3MHUTBAHUS, TMPOBEACHU W3BHH
TEPUTOPHSITA HA JbPKABUTE UWICHKH, Ca CINA3eHM CTUYHUTE NpuHIMIU Ha J[oOpara
KIIMHUYHA MTPAKTHKA;

12. (m3m. - JIB, 6p. 102 ot 2012 r., B cwia ot 21.12.2012 r.) pe3tome Ha
cUCTeMara 3a Mpocie/asBaHe Ha JIEKapcTBeHAaTa 0e30MacHOCT, KOETO BKJIIOYBA CIEAHUTE
€JIEMEHTH:

a) uMe Ha KBawmduiupaHoro Jjuine mo wi. 191, aBrobmorpadus -
oOpa3oBaHue, NPUAOOUT TPOPECHOHATICH ONMUT B O00JaCTTa HA TMPOCIEASBaHE Ha
JieKapcTBeHaTa 0e30MacHOCT U KBanu(UKALKA 32 U3MBbJIHEHUE Ha 3abJKCHUSITa MYy 110
pena Ha rjiaBa ocMa;

0) BcsKa eIHa IbprKaBa YIEHKA, B KOSATO KBATU(ULIUPAHOTO JIUIE U3IBIHIBA
3aIBJKCHUSATA CH;

B) azpec, TenedoH, dakc, aapec Ha eIeKTPOHHATA MOola Ha JIUIETO Mo OyKBa
nau;

r) agpec, Ha KOWTO Ce ChXpaHsIBa OCHOBHHUAT JOKYMEHT Ha CHUCTeMara 3a
IpocIie/iiBaHe Ha JIeKapcTBeHaTa 0€30IacHOCT;

12a. (noBa - /IB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) nexknapauus ot
3asiBUTENISA, Y€ pasloiara ¢ HeoOXOJUMUTE CpPEACTBA Ja M3IBJIHABA 3aJbJKEHUATA 11O
TJIaBa OCMa;

13. (u3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mnan 3a
yIpaBieHHE Ha PHCKa C OMHCAaHHEe Ha CHCTeMara 3a yIpaBieHHE Ha pHCKa, KOSTO
3asIBUTEJIAT 11I€ BbBEJIE 32 CbOTBETHUS JIEKAPCTBEH NPOAYKT, 3a€HO C pE3IOME Ha IJIaHa;

14. xpaTka XapakTepHUCTUKa HA IPOAYKTA CBIVIACHO 4Jl. 34;

15. Maker Ha BPBUYHATA W BTOpPUYHATA OIAKOBKA HA TIPOAYKTa W
MpeJIOKEHHE 3a IMCTOBKA B CHOTBETCTBHE C M3MCKBAHUATA Ha TJIaBa IIECTa;

16. komue OT pa3pelIeHUeTo 3a MPOU3BOJACTBO, U3JAJECHO OT PEryIaTOpHUS
OpraH Ha JbpXKaBaTa, B KOSTO CE€ H3BBHPIIBA MPOU3BOJCTBOTO, MPUAPYKEHO ChC
ceprudukar 3a J[obpa mpon3BOACTBEHA MPAKTHUKA WK CepTU(UKAT, YAOCTOBEPSBAIIl, Y€
MPOU3BOJICTBOTO HA JICKAPCTBEHHUsS MPOIYKT M HAa AKTUBHUTE BEIIECTBA, BIM3AIU B
ChCTaBa MY, € U3BBPIICHO B CHOTBETCTBUE CHhC CTAHIAPTH, Hal-MaJIKO €KBUBAJICHTHH HA
ctanaapTute Ha JloOpaTa mMpon3BOACTBEHA MTPAKTHKA;

17. konve OT AOKYMEHT, C KOMTO JICKAPCTBEHUSAT MPOAYKT € OMpPEACNICH 3a
JedeHue, mpouiakTUKa WM TUarHOCTUKA HA PeKU 3a00JsIBaHus, IPUIPYKEH C KOMUe
OT CTAaHOBHIIIETO Ha EBpomneiickaTa areHIus 1o JICKapcTBara;
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18. xomust OT BCUYKHU pa3pelleHus 3a ynoTpeda, U31aJeHu B Apyra JbprKaBa
YJICHKAa WM B TPETA IbpXKaBa, 3a JIGKAPCTBEHUS MPOAYKT, 32 KOWTO C€ MCKa pa3pelIeHne
3a ynorpe0a;

18a. (noma - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) xonue ot
00o001IeHne Ha JaHHWUTE 3a 0€30MACHOCT, BKJIIOYUTEIHO JAaHHWUTE, ChABP)KAIIU CE B
NEPUOIMYHUTE AKTyaTM3UpaHH JOKIaau 3a 0€30IMacHOCT, U KOraTO TaKMBa Ca HaJMIIE,
ChOOLIEHMATA 32 MOA03UPAHN HEXKEJIAHU JICKAPCTBEHH PEAKIINH;

19. cnuchk Ha ABp)KABUTE UIEHKH, B KOMTO € IOAAJEHO 3asBJICHUE 3a
U3J]aBaHe Ha pa3pelleHue 3a yrnorpeda Ha JIEKapCTBEH IPOIYKT;

20. (m3m. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) komue oT KpaTkarta
XapakTepUCTHKa Ha MPOAYKTa, MPEUIoKeHa OT JIMLETOo 1Mo wi. 26, an. 1, uiu xomnue ot
KpaTKaTa XapakTepUCTHKa Ha MPOJYKTa, 0J00peHa OT PEryjIaTopeH OpraH Ha JAbpiKaBa
YJICHKA/IbPKaBU WICHKH, Beue U3/1aIM pa3pelieHue 3a ynoTpeoa;

21. xonme OT OTKa3a 3a W3/laBaHEe Ha pa3pelieHue 3a yrnoTpeda B JbpiKaBa
YJICHKA WIK B TPETa bp>KaBa, IPUAPYKEHO C MOTUBH; MH(OpPMAIHs 32 BpEMEHHO CITUpaHe
WIIY 32 TIpEeKpaTsBaHe Ha ACWCTBUETO HA Pa3peIICHUETO 32 YIOTpeOa;

22. komMe OT MpeaoXKeHaTa JIMCTOBKA 3a MAaLUEHTa, MPHAPYKEHO OT
00o001IeHNe HA PE3YyITaTUTE OT OIICHKAaTa Ha HUBOTO HA Pa30MpaeMoCT Ha ChABPIKAHUETO
Ha JIMCTOBKATa OT M30paHa OT 3asBUTENs LeJieBa Ipyna OT HNAlMEeHTH, WM KONue OT
JMCTOBKA, 0100pEHa OT perysiaTOpeH OpraH Ha AbpkKaBa WICHKA, BeUe U3/1ajl pa3pelieHne
3a ymotpe0a;

23. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpezeneH B Tapudara mo €. 21,
ai. 2;

24. (nosa - /1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) TOKyMEHTUTE 10
yi1. 7 ot Permament (EO) Ne 1901/2006.

(2) (Hom. - 1B, 6p. 18 ot 2014 r.) Joxymentute no an. 1, T. 18 u 18a mo
OTHOILIEHHE Ha JIbPXKABUTE YJIEHKH, CbOTBETHO 110 T. 19, ce moaaBar caMo B MPOLIEAYPUTE
o paszaen VIIL

(3) 3a paguOHYKJIMIHM T€HEPATOPH KbM JaHHUTE MO aji. | ce mpencTaBsT
JOITBJIHUTEITHO CIICHUTE TOKYMEHTH:

1. onmucaHue Ha cucTeMara 3aeJHO C MOJPOOHO ONMMCaHHE Ha KOMIIOHEHTHUTE
M, KOWTO MOraT Ja IMOBIUSAT HAa CHhCTaBa WIM Ha KAdyeCTBOTO HA JBIIEPHUTE
PaMOHYKIIUIN;

2. Ka4eCTBEHH U KOJIMYECTBEHN OCOOCHOCTH Ha ellyaTa WiH CyOnuMara.

(4) JlokyMeHTHTE M JaHHUTE OT (hapMaleBTUUHUTE, NPEAKIUHUYHUTE U
KJIMHAYHATE U3IUTBAHUS CE TIPHUIPYKaBaT ¢ 0000IIEHH JTOKIIAJAN, U3TOTBEHHU OT EKCIIEPTH
¢ HeoOxoauMmara TeXHHYecka M mpodecuoHanHa kBanudukamus. KeM nokmamure ce
npuiara aproonorpaduyHa cripaBka Ha eKCIIEPTUTE, M3TOTBUIIN JOKJIA/a.

(5) Jocuero Ha nekapCTBEHUs MPOIYKT CE MPECTaBs Ha ObIArapCKu /UM Ha
AHTJIMMCKY €3HK.

(6) (Homa - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Cucremara 3a
yhpaBjieHHe Ha prcka 1o aj. 1, 1. 13 Tps6Ba 1a e nponoplyuoHanHa Ha UACHTUPUIIMPAHUTE
U Ha TOTCHLMATHUTE PHCKOBE OT JIEKAPCTBEHUs IMPOJYKT M Ha HEOOXOAMMOCTTA OT
chOUpaHe Ha JaHHH 3a 0€30MaCHOCT OT MOCTMAPKETUHTOBU IIPOYYBaHUSI.

(7) (Hosa - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Iputexarenst
Ha pa3penieHrueTo 3a ynorpeda akTyalu3upa AaHHUTE OT JOCHeTo mo ai. 1. 3a Bcska
IpOMsIHA B JJOCHETO Ce Mpuiara pebT Ha IJ1aBa TpeTa, pa3zien VI, korato e npuioxumo.
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Ui 28. (1) (U3m. - B, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) JIuero no
wi. 26, an. 1, JOKOJKOTO HE HapyllaBa IpaBaTa Ha HHAYCTpUAIHA M THProOBCKa
cobctBeHoct, He nipenctast B MAJI manaute mo wi. 27, an. 1, 1. 10, 6yksu "6" u "B", ako
MOJKE J1a IOKaXKe, Ye JIeKapCTBEHUAT MPOAYKT, IIOCOUYEH B 3asIBICHUETO, € TeHEpUYEH Ha
pedepeHTeH JIeKapCTBEH MPOAYKT, KOMTO € pa3pellieH Win € Oui pa3peleH 3a yrnorpeda B
I'bprKaBa YICHKA, MPEH HE MO-MaJKO OT 8 TOJUHHU.

(2) IlpuTexxaTensaT Ha pa3pelIeHUEeTOo 3a ynorpeda Ha FreHePUYHUS TPOAYKT IO
an. 1 He MOXKe Ja ro MycHe Ha Iasapa, mpeau aa u3rekar 10 roluHu oT 1ataTa Ha MbPBOTO
pasperienue 3a ynorpeba Ha peepeHTHHS JeKapCTBEH MPOIYKT.

(3) JIuero mo ui. 26, an. 1 mpu cria3BaHe Ha yCIOBHUsATA 10 ajl. 1 U 2 MoXke 1a
nogazne B MAJI 3asBrienue 3a paspeuieHue 3a ynorpeba Ha reHepuueH Ha pedepeHreH
JIEKapPCTBEH MPOJYKT U KOTaTo peepeHTHUST MPOIYKT HE € UMaJl U3JaJIeHO pa3pelieHue
3a ynoTpeOa Ha TepuTopusara Ha PemmyOnnka bearapus.

(4) B ciydaute no an. 3 nuiero mo wi. 26, ai. 1 mocouBa B 3asiBICHUETO IO
wr. 27, an. 1 qppkaBaTa WICHKA, B KOATO pe(hePSHTHHUAT MPOIYKT € Pa3pellcH WK € O
paspeliieH 3a ynotpeoa.

(5) B cnyuaute no an. 3 MAJI usucksa ot peryaaTopHUsl OpraH Ha JbpiKaBaTa
YJIeHKa, I0COYCHA B 3asBJICHUETO MO Wi. 27, an. 1, moTBbpkKAeHUE Ha HHPOpMALIUSTA 110
al. 4, KOMMYECTBEHHS W KA4YEeCTBEHHSI CHhCTaB Ha pepEepeHTHHs] MPOAYKT M aKo €
HEO00XO0UMO, JOMBIHUTEIHA JOKYMEHTAIHS.

(6) M3nbyiHUTENHATA areHus 110 JIeKapcTBaTa MpeA0CcTaBs Py IOUCKBAHE OT
peryiaTopeH opraH Ha JIbpKaBa YICHKa, B KOSITO € MOJIaZIeHO 3asiBICHUETO 3a TeHEepHUeH
Ha peepeHTEH JeKapCTBEH MPOAYKT, KONTO € pa3pelleH Uilu € OuIl pa3pelieH 3a ynorpeda
Ha TepuTopusTa Ha Penybnuka brarapus, Heooxoanmara nHGpOpMAIHs Mo all. 5 B CPOK J0
€JMH Mecell OT JaTara Ha MOMCKBAHE.

(7) HdeceTroquIHuAT Nepuos 1o aj. 2 Moxe aa Obje yAbIKEH Hail-MHOTO C
€/IHa rOJIMHA 110 MCKaHe Ha IpUTEeXaTellsl Ha pa3pelleHueTo 3a ynotpeda Ha peepeHTHuUs
JIEKapCTBEH MPOJYKT, aKo Mpe3 MbpPBUTE 8 TOJUHHM OT M3JaBaHEe Ha Pa3pelieHHETO 3a
yroTpeba Ha pedepeHTHHUs JIEKapCTBEH MPOJYKT MPUTEKATEIAT MYy MOIYYH 33 CHITUSL
MPOIYKT pa3pelieHue 3a HOBO TEPareBTUYHO MOKa3aHWE, YUUTO 3HAYUTEIHU KIMHUYHU
IPEIMMCTBA Pe]] ChLIECTBYBAIIUTE JIEYeOHN B3MOKHOCTH Ca HAYYHO OOOCHOBAHHU.

(8) (Hosa - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Korato 3a
JIEKapCTBEH MPOAYKT € U3/1aJIeHO IbPBOHAYAIIHO pa3pelIeHNe 3a yIoTpeda B CbOTBETCTBUE
¢ wi. 23, 3a BCSKa MPOMsIHA B KOJIMYECTBOTO HAa aKTUBHOTO BEIIECTBO, B JIEKapCTBEHATA
¢dopma, B KOJIMYECTBOTO B OMAKOBKA, B IIHTS HA BHBEKIAHE HA JICKAPCTBEHHS MPOIYKT,
KaKTO M 32 BCHUKH JPYTH MIPOMEHU WM paslIMpsiBaHE Ha 00XBaTa Ha pa3pelIeHHeTo 3a
yrnorpeda ChIIO Ce U3JaBa pa3pellieHHue ChITIACHO M3MCKBaHMATA HA TO3U 3aKOH WU
I'bPBOHAYAITHOTO pa3pelIeHue 3a yrnoTpeda ce JombiBa. Beuuku te3u paspemieHus ce
CMATAT KaTO NPHUHAICKANIM KbM €JHO TJ00amHO pa3pemieHre 3a yrnorpedba Ha
JIEKapCTBEHUS MIPOIYKT 32 IEUTE Ha MPUJIaraHe Ha TO3H YICH.

Yn. 29. (1) Jluuero mo un. 26, an. 1 mpencrass B MAJI pesynratute ot
HEOOXOIUMHUTE MNPEAKIMHUYHN W/WIM KIMHUYHMA W3MUTBAHUA B CIy4yauTe, KOratro
JIEKaPCTBEHUST MIPOIYKT, IOCOYEH B 3asIBJICHUETO:

1. He MOe /1a ce onpeea KaTo FTeHepUIEeH, UK
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2. M3NHUTBAHMATA 32 OMOHAIMYHOCT HE JI0Ka3BaT OMOEKBUBAICHTHOCT, WIN

3. (mom. - JIB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.) mma npomsiHa B
AaKTHMBHOTO BELIECTBO WJIM BEIIECTBA B KOJMUYECTBOTO HAa AKTHBHOTO BELIECTBO HWIIU
BEILIECTBA B JI030Ba CIMHMIIA, HA TEPATICBTUYHUTE [TOKA3aHUs, Ha JIeKapcTBeHaTa Gopma,
Ha HAUYMHA Ha IPWJIOKEHUE CIIPIMO peepeHTHNUS JICKApCTBEH MPOIYKT.

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

(2) Koraro OwonormyeH JeKapCTBEH NPOJYKT, MOCOYECH B 3asBJICHHUETO,
noo0eH Ha pedepeHTeH OMOJIOTHYEH JEKapCTBEH MPOAYKT, HE OTrOBaps Ha YCIOBHATA,
3a 1a Ob/Ie OIpe/IeIeH KaTo TeHepUYeH JICKapCTBEH MPOIYKT MOPaaAX Pa3IMyeH HAuuH Ha
IPOM3BOJCTBO MJIM PA3IMYHH M3XOIHH MaTepUalld B CPaBHEHUE ¢ peEepEeHTHUS HIIH TI0
JIpyru TPUYMHH, 3asBUTENAT npenctaBs B MAJl pesynrarute oT HeoOXoanmmuTe
NPEAKIMHUYHN W/ KIMHUYHHA U3IMUTBAHUS, CBP3aHU C TE3H YCIOBUSL.

(3) B cimygaure no an. 1 u 2 ce mpencrass U JOKyMEHTAIHATA, OTIpEIeNiCHa B
HapezaOaTa 1o 4. 42.

Ui 30. (1) Jluuero mo wi. 26, an. 1, TOKOJKOTO HE HapylliaBa MpaBaTa Ha
WHIYCTpUAaIHa U ThProBcKa COOCTBEHOCT, He npeacTass B MAJI nannute no un. 27, an. 1,
T. 10, OyxBu "0" wim "B", ako MOKe J1a JOKaxe, MPH yCIOBUS, ONPENeICHN B Hapenoara
1o 4j. 42, 4ye akTUBHOTO BEIIECTBO, BIU3AII0 B ChCTaBa Ha MpeJIaraHus 3a pa3pelieHue
3a ynortpeba JeKapCTBEH MPOIYKT, € C J100pe ycTaHOBEHa ymoTpeda B MEIUIIMHCKaTa
MPAaKTHKa, UMa MpU3HaTa epUKACHOCT ¥ MPUEMIIMBO HUBO Ha Oe3omacHocT. B Te3u ciyuan
PE3YITATUTE OT U3NUTBAHUATA U TCCTOBCTC MOT'aT Ja C€ 3aMCHAT CbC CbOTBETHUTC HAYYHU
MyOIHKaIUY.

(2) Jlumero mo an. 1 mpeacTaBs pe3ydATaTUTE OT HEOOXOIUMUTE
NPEIKIMHUYHA U KJIMHUYHU M3MUTBAHUS B Cllydyail Ha JIEKAPCTBEH MPOIYKT, ChIAbPIKAII
aKTHBHU BEIECTBA, ¢ J0Ope yCTaHOBEHa YINOTpeda, KOUTO HE ca OWIM M3MOJI3BAaHU B
mpejiaraHaTa KOMOMHAIMS 3a TepaleBTUYHM Ilenu. B To3u cimyuail He ce mpeacTtaBs
JOKYMEHTAITUS 110 OTHOIICHHE Ha BCIKO OT/IEITHO aKTUBHO BEIIECTBO.

(3) Koraro akTMBHO BEIIECTBO MO CMHUCHJIA Ha ai. 1 uMa J0Ka3aHO HOBO
TCPAINICBTUYHO IMOKAa3aHHUEC Ha Oa3ara Ha 3HAYHUMU NPCAKIMHUYHN WM KIWHWUYHU JaHHU,
CBBP3aHHU C HOBOTO TMOKa3aHHUE, €AHOKPATHO 32 CPOK OT €Ha TOJMHA CJe/Ball 3asiBUTEI
HE MOJKE JIa Ce IM030BaBa Ha JIAHHHUTE 32 HOBOTO MOKa3aHUE HAa aKTHBHOTO BEIIECTBO.

Un. 31. B cayuaif, koraTo eKapcTBeH NPOAYKT ChAbpKa aKTUBHH BEIIECTBA,
U3I0JI3BaHU B ChCTAaBa Ha paspelleHd 3a yrnoTrpeda JEeKapCTBEHHW MPOAYKTH, HO
HCHU3IIOJI3BAHU B IpEajiaraHaTa KOM6I/IHaHI/I$[ 3a TCPAIICBTUYHU LECJIH, JULCTO IO YJI. 26,
an. 1 mpencraBs pe3ynTaTUTE OT NPEAKIMHUYHUTE U OT KIMHUYHUTE W3MUTBAHMUA,
CBBbpP3aHM ¢ Ta3u KOMOMHaNMs. B To3u citydail 3asBUTENAT HE MPEACTaBs JOKYMEHTaLUs
OTHOCHO 0€30I1aCHOCTTa U €(PUKACHOCTTA Ha BCAKO OT/IETHO aKTHMBHO BEILIECTBO.

Un. 32. [IputexatensaT Ha pa3pelieHne 3a ynorpeba Ha JIeKapcTBEH MPOAYKT
MO’K€ Jla pa3pelln U3MOoJI3BaHeTo Ha (apMalleBTUYHATA, MPEAKIMHUYHATA U KIIMHUYHATA
JOKYMEHTaIMs, ChAbprKallla Ce B JOCUETO HA JIEKAPCTBEHUS IPOAYKT, IIPH OLIEHSABAHE HA
MocJeIBaIlY 3asBJICHUS Ha JIEKaPCTBEHU MPOAYKTU ChC CHIIHS KaUeCTBEH M KOJMYECTBEH
CHCTaB 110 OTHOILICHNWE Ha AKTUBHUTE BEIIECTBA U ChC ChIATA JeKapCTBeHa (opma.
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UYn. 33. [IpoBexxgaHeTo Ha HEOOXOAMMHUTE MPOYYBAHHS U U3MUTBAHUS C LIENT
U3TOTBSIHE Ha JIOKYMEHTAIMA 32 pa3pelieHue 3a ynoTpeda 1 MociIeaBalIuTe MPaKTHIeCKu
U3UCKBAaHUS BbB BPB3Ka C pa3pellaBaHeTo 3a ynoTpeda Ha JeKapCTBEHH MPOIYKTH 110 Ul
28 u 29 He e HapyIlICHNE Ha MTAaTeHTA WM Ha cepTH(UKaTa 3a TOMBIHUTENIHA 3aKpUiIa Ha
JIEKapCTBEH MIPOIYKT.

Un. 34. (1) Kparkata xapakTepucTHKa Ha IPOJYKTa ChIbp)Ka CJIEIHATa
nHpopmarus:

1. HauMeHOBaHWE HA JIEKAPCTBEHHS MPOAYKT, KOJIMYECTBO HA AKTHBHOTO
BEIIIECTBO 32 J1030Ba €JMHMIIA, JIeKapcTBeHa (popma;

2. KOJIMYECTBEH U KAUYECTBEH ChCTAB 110 OTHOIICHHE Ha aKTUBHUTE BEILIECTBA
U Ha Te3W OT IOMOIIHMTE BeIleCTBa, MH(pOpMaLUATa 3a KOUTO € ChIIECTBEHa 3a
NPaBUIHOTO MPHJIaraHe Ha MPOAYKTA; U3IOJI3BA CE€ OOIIONPUETOTO UME MIH XUMUYHOTO
OIHCaHME;

3. nexapcTBeHa hopMma;

4. KIMHUYHU JAHHU:

a) TepareBTUYHH MTOKA3aHMS,

0) 103UpOBKA U HAYMH Ha MPHIJIOKEHHE ITPU Bb3PACTHU U IIPU AELa;

B) IPOTUBOIOKA3aHMS;

I) CIeUUaJHU HPEeNyNpexaeHUs W Ipeana3Hu MepKdu INpH yrnorpeda; 3a
UMYHOJIOTHYHUTE JICKAPCTBEHH MPOIYKTH - MPEAIa3sHH MEPKH 3a JIMIATa, KOUTO paboTAaT
C TSAX W TW IpwiaraT Ha MAalMEHTH, KaKTO M Ipeana3Hu MEpKH, KOUTO TpsbBa na ce
npearnpuemMar oT NalKueHTa,

1) B3aUMOJAEUCTBUS C JPYTd JEKApCTBEHHW MPOJIYKTU WIH APYrH (GOopMH Ha
B3aUMOJCHCTBUS;

€) yrnorpeda npu OpEMEHHOCT WIN KbpPMEHE;

) Bb3JIEiCTBHE BBPXY CIIOCOOHOCTTA 32 IopupaHe U paboTa ¢ MallluHU;

3) HEeXKeJIaHU JICKapCTBEHH PEAKIINH;

1) TIpeio3upane (CUMIITOMU, aHTUAOTH, CIICIITHI MEPKH);

5. hapMaKoJIOTUYHHU JaHHU:

a) (apmakoAMHAMUYHU CBOWCTBA;

0) (hapMaKOKMHETHYHHU CBOMCTBA;

B) MPEAKIMHIYHY TaHHH 332 O€30MaCHOCT;

6. papMalleBTUYHM JAHHU:

a) CIIICHK Ha TIOMOIIHNUTE BEUIECTBA;

0) OCHOBHU HECHBMECTUMOCTH;

B) CPOK Ha TOJHOCT; CPOK Ha TOIHOCT CJEJl pa3TBapsHE Ha JIEKapCTBEHUS
OPOAYKT (TMpH HEOOXOTUMOCT) MJIM CJIel OTBapsHE Ha IMbpPBHUYHATA OMAKOBKA 32 M'bPBU
IBT;

I') CIIELMAIHN YKa3aHHUs 32 CbXpaHEHUE;
) BUJ U CbCTaB HA OMAaKOBKHUTE;
€) CHelMaJHM YyKa3aHHs 3a M3XBBpPJSHE Ha OCTaTbKa OT JIEKapCTBEHMS
MPOJYKT WM Ha OTHAJABYHUTE MaTEPUAIH OT HETO;
7. mpuTeKaTeN Ha pa3pelIeHueTo 3a ynorpeoa;
8. perucTpalliOHEeH HOMED;
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9. nmata Ha TBPBO pa3pelieHHe 3a ynoTpeda WM Ha MOJHOBSIBAHE Ha
paspelieHneTo 3a ynorpeoa;

10. mara, Ha KOATO € M3BBPILIEHA MPOMSHA B ChABPKAHHETO HA KpaTKaTa
XapaKTepUCTHKA Ha TPOJIYKTa;

11. 3a paguodapmaneBTHLM - U3UepHarenHa MHPopManus 3a BbTpEIIHATa
panuanoHHa JO3UMETPUS;

12. 3a pagumodapManeBTUIM - MOAPOOHH UHCTPYKIUHU 32 E€KCTEMIIOPAIHO
NPUTOTBSHE M Ka4eCTBEH KOHTPOJI M KOTaToO € MPHIOKHUMO, MaKCHMAaJHOTO BpeMe Ha
ChbXpaHEeHHE, MPe3 KOETO ChOTBETHHUAT MEXKIUHEH MPOAYKT KaTo elyaT WM TOTOB 3a
yrnorpeba hapMareBTHK ChOTBETCTBA HA CIIEIU(UKAIIUSITA CH.

(2) B kparkaTta xapakTepucTUKa Ha JIEKAPCTBEHUTE MPOIYKTH 1O Wi. 28 - 33
Morar Jia He ce BKJIIOYBAT YacTUTE OT KpaTKaTa XapaKTepHCTUKa Ha pedepeHTHus
JICKapPCTBEH MPOJIYKT, OTHACSIIM C€ J0 MOKa3aHUA U JeKapCcTBeHU (HOpMHU, KOUTO ca Omin
MOJ] TTATEHTHA 3aKPHJIa TI0 BPEMETO, KOraTo FTeHEPUIHUSAT MPOIYKT € OWII Ha rmasapa.

(3) UsucksanumsTa KbM (QopmMaTa M CHIBPKAHHETO HA KpaTKaTa
XapaKTepUCTHKA Ha MPOJyKTa ce ONPEeAT B Hapeadara mo ui. 42.

(4) (Homa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) KpaTkara
XapaKTEepUCTHKa Ha JICKAPCTBEHUTE NPOAYKTH, BKIIOYCHH B CIUCHKa MO wWi. 23
ot Permament (EO) Ne 726/2004 na EBpomeiickus napinameHT u CbBeTa, ChIbpiKa
UHPOPMALIUS ChC CIEIHHS TeKCT: "T0o31 IeKapCcTBEH MPOAYKT MOJUICKH Ha JOIIBITHUTEITHO
Habmonenue". [Ipen Tekcra ce MocTaBsi 3HAK B YEPEH LBST ChIVIacHO Wi. 23, maparpad 5
ot Pernament (EO) Ne 726/2004 na EBponeiickust mapiameHT u CbBeTa, MPHIPYKEH OT
o0sicHUTETHA OeNexKa.

(5) (Homa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara
XapakTepUCTHKa Ha JIEKapCTBEHUTE NPOAYKTH ChIbpXKa CTaHIAPTEH TEKCT, KOHTO
MOOIIPSIBA MEAWIIMHCKUATE CIICIUAIUCTH Ja JIOKJIAIBaT BCSAKA IOJO3UpaHa HEXelaHa
JIeKapCTBEHA peaklus chbIylacHo oOpasuure o uwi. 185, an. 2, 1. 4.

Pazgea I11.
CrneuuuyHM M3MCKBAHUS 32 XOMEONATUYHH JIEKAPCTBEHH NMPOAYKTH

Uin. 35. (1) YnocToBepeHue 3a peructpaius Ha XOMEOINaTH4YeH JIEKapCTBEH
IPOAYKT C€ M3/aBa MO ONPOCTEHA MPoIielypa, ako OTroBaps Ha CIEHUTE YCIOBUS:

1. mpunara ce nepopaiHO WM BBHIIHO;

2. BBpXY OMaKOBKaTa My HJIU B Jpyra uHGOpMaIlus, CBbp3aHa C HEro, He ca
IIOCOYCHU CHeIII/I(l)I/I‘IHI/I TCPAINICBTUYHU IMTOKA3aAHU A,

3. pa3pelieH € B JOCTaThbyHa CTENEH, 3a Jla TapaHTUpa O0e30MacHOCTTa Ha
MMpoaAyKTa, U HE ChbAbpiKa MMOBEYEC OT €AHA JCCCTOXUIIAAHA YaCT OT TUHKTYpara MaiKa Win
MoBeYe OT €/JHa CTOTHA 4YacT OT Hail-mMankara 103a, M3MOJI3BaHAa B aloNaTHsATa, HA
AKTUBHUTC BCHICCTBA, YHCTO HAJIWYHUC B aJIONMATHYCH JICKAPCTBCH IIPOAYKT BOAMU OO
3aIBJKATEITHO JIEKAPCKO TPEITUCaHHeE.

(2) 3a w3maBaHe Ha YJOCTOBEPEHHE 3a PETUCTpAIlMs Ha XOMEOIAaTHYEH
JIEKapCTBEH MPOIYKT JUIETO Mo wi. 26, an. 1 monaBa B MAJI 3asBienue mno odpasei, B
KOETO MOrar Jia ObAaT MOCOYEHH Cepus OT JEKAPCTBEHU MPOAYKTH, OTy4YEHHU OT €IUH U
ChIII XOMCOIIAaTUYCH N3TOYHUK UJIU OT €IHU U CHhIIU U3TOYHUIIHN.
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(3) 3a nokaszBane Ha (hapMaIeBTHYHO Ka4€CTBO U XOMOTEHHOCT Ha IMMAPTHIUTE
Ha JIEKapCTBEHUS TNPOAYKT KbM 3asBIEHHETO MO al. 2 ce mpuiara CcleaHara
JOKYMCHTAITUSI:

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

2. nmocue, B KOETO C€ OMHMCBAa HAYMHBT Ha TOJy4aBaHE M HA KOHTPOJ Ha
XOMEOIIaTHYHUSI U3TOYHUK WJIM W3TOYHHIIM, JTOKAa3BaIlO XOMEOoNaTHYHAaTa ynorpeda Ha
0a3ara Ha moaxozsma oudauorpadpus;

3. ocue Ha METOJUTE Ha MPOU3BOICTBO U KOHTPOJ 3a BCSKA JICKAPCTBEHA
¢dopma u onMcaHue Ha METOAMTE Ha pa3pexaaHe v MOTEHINPaHE,;

4. paspelieHue 3a MPOU3BOJICTBO, MPUAPYKEHO che cepTudukar 3a J[oOpa
IMMPON3BOACTBCHA MPAKTHUKA NI CBC CCpTHq)HKaT, AOKa3Ball, 4€ NPpOAYKTHT € IIPOU3BCACH
NIPU yCJIOBUS, CKBUBAJICHTHU Ha M3MCKBaHUsATA 32 Jl0Opa Mpou3BOCTBEHA MPAKTUKA;

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

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

7. naHHU 3a CTAaOMIIHOCTTA HA TIPOIYKTA.

(4) VI3uckBaHuATa KbM JAHHUTE 110 aJl. 3 ce ONpeAeIsIT B HapeaoaTa 1o wi. 42.

Un. 36. (1) 3a xoMeomaTWyHW JIEKApCTBEHU MPOAYKTH, Pa3IUYHU OT
noco4yeHuTe B wi. 35, ain. 1, ce npuarar paznopenodute Ha wi. 27 - 32.

(2) 3a xomMeonaTUYHHU JIEKAPCTBEHU MPOJYKTH MO ai. 1 nuiero mo wi. 26, ain.
1 He mpeacTaBs pe3yaTaT OT NPEAKIMHUYHU U KJIMHUYHY U3MUTBAHUS, KOraTo MOXe J1a
JoKaxke ¢ oubarorpadcku JaHHU OT HayyHaTa JIUTepaTypa, 4ye XoMeonaTH4yHarTa ynorpeoda
Ha JIEKapCTBEHHUS MPOIYKT MJIM XOMEONIaTHUHUTE U3TOYHHILIM, 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 CYpOBMHHM WU TIXHATa
TpaaUIIMOHHA YIIOTpeda Mpu 3aBEHOTO MMOKA3aHHE;

2. 6e3BpeAHOCTTa HA XOMEONaTUYHHMSI JIEKAPCTBEH MPOIYKT MO OTHOILIEHHE Ha
CTEICHTA Ha pa3pexk/iaHe Ha BCSIKA OT ChCTaBKUTE.

Pazgean 1V.
CrneuuuyHM M3UCKBAHMS 32 TPAAMIMOHHU PACTUTEHH JIeKAPCTBEHH
NMPOAYKTH

Un. 37. (1) YoocroBepeHne 3a perucrpanus Ha TPAJAUIIMOHEH pPaCTUTENCH
JIEKapCTBEH MPOIYKT Ce M3JaBa IO OMPOCTEHA MpOIeaypa, ako OTroBaps Ha CIICIHUTE
YCIOBUS:

. uma TepameBTUYHM T[IOKa3aHUs, TMPUCHIIM HAa ymnoTpedara Ha
TPAJIUIIMOHHUTE PACTUTEITHH JIEKAPCTBEHH MPOAYKTH, W CIOpE] ChCTaBa U IENTa 3a
ynotpe0ba e mpeaHa3HavYeH 3a yrnoTpeda 6e3 mekapcko npeAnucanue u HabJoIeHNE,
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2. mpujara ce €IMHCTBEHO B ONPEIENIEHO KOJIMYECTBO Ha JIEKapCTBEHOTO
BELIECTBO B J]030Ba €MHUIIA U IIPU OIPEEIIEHA JO3UPOBKA;

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

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

5. JaHHUTE 3a TPAIULIMOHHATA YIIOTpeOa Ha JIEKapCTBEHUsI IPOAYKT JOKa3BaT,
Yye HE € BPEJ/ICH MPU ONPEICIICHUTE YCIOBUS Ha yroTpeda v hapMaKOJIOTHUHUST €PEeKT WK
e(pUKACHOCTTa Ha JICKApPCTBEHUS IMPOJIYKT Ca YCTAHOBCHH YpE3 IBJITOTOAMIIHATA MY
yrnotpe0a U HaTPyMaHus OMHUT.

(2) W3mpanuTenHata areHIUs IO JIEKApCTBATa MOXKE Ja MPUIIOKHU
npoueaypara mo aja. 1 copsMO pacTUTENeH JIEKapCTBEH MPOAYKT, KOMTO ChAbpKa
BUTAMUHU WIM MHUHEpPaIH, YUATO OE30MACHOCT € JIOKa3aHa JIOKYMEHTAIHO U YHETO
JEICTBUE CIIPSIMO PACTUTEIHUTE JIEKAPCTBEHH BEIIECTBA B MPOAYKTA MO OTHOIIEHUE HA
crienu(PUIHUTE MY TIOKA3aHUS € CTIOMaraTeiIHo.

Ui 38. (1) 3a u3naBane Ha yIOCTOBEPEHHUE 32 PETUCTPALMS HA TPAIUIIMOHECH
pacTuTeNeH JEeKapCTBeH HPOAYKT JMLETo o wi. 26, an. 1 nonaBa B MAJI 3asBnenue,
IPUIPYKEHO ChC CIIEAHATA JOKYMEHTALMS:

1. nannute, mocouenu B wi. 27, an. 1, 7. 1 -9 u 1. 10, 6ykBa "a";

2. (u3m. - /1B, 6p. 71 or 2008 r., B cuwia or 12.08.2008 r.) kparka
XapaKTepUCTHKa Ha MPOJIYKTa, C U3KIIOUEHHE Ha JaHHUTE 1o wi. 34, an. 1, T. 5;

3. B cily4ail Ha pacTUTEJIEH JIEKAPCTBEH MPOAYKT 10 CMUCHIA Ha wi. 37, ai. 2
WINM Ha KOMOMHHMpAH pPacTUTENIEH JIEKapCTBEH MPOAYKT - MHpopManusaTa no wi. 37, an. 1,
T. 5 32 KOMOMHAIMATA; KOTATO OTACITHUTE aKTHBHH BEIIECTBA HA KOMOMHHUPAHUS TPOAYKT
HE Cca JOCTaThYHO MO3HATH, CE MPEJICTABIT JaHHU 3a TpaJUIMOHHATa yIoTpeda Ha BCSIKO
OT THIX;

4. xorue OT pa3pelIieHre 3a ynoTpeda win yA0CTOBEPEHUE 3a perucTpanus Ha
pacTUTEIHUS JIEKapCTBEH MPOAYKT, M3/IaJICHU OT Jbp)KaBa WICHKA WM 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.) 6ubanorpadceku
JAHHU WM EKCIIEPTHU CTAaHOBMIA, KOMTO JOKa3BaT, Y€ PACTUTEIHMAT JIEKapCTBEH
IPOJYKT, 32 KOWTO € MOJaJCHO 3asBJICHUE 3a perucTpalus, Uil CbOTBETCTBAI Ha HETO
HOPOAYKT UMa Haif-manko 30-roguinHa ynorpeda B CBETOBHATAa MEIUIIMHCKA IPAKTHUKA, OT
KOUTO TOHe 15 rommHu ymoTpeba Ha TEPUTOpHUATA HA Jbp)KaBa WICHKA JO JaTara Ha
10JJaBaHe Ha 3asiBIICHUETO 3a PerucTpalys;

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

7. KOomHe OT pa3pelIeHNeTo 3a MPOU3BOJICTBO, IPUIIPYKEHO ChC cepTUPUKAT
3a Jlo6pa mpou3BOJICTBEHA MPAaKTHKa UM ChC CepTH(UKAT, JOKa3Ball, Y€ MPOAYKTHT €
NIPOM3BE/ICH MPH YCJIOBUS, CKBUBAICHTHH Ha M3MCKBaHMATA 3a J[0Opa mpon3BoAcCTBEHA
NPaKTHKA.

(2) M3mpaHATEIHATA areHIHS 0 JIEKApCTBaTa MOKE J1a U3UCKA OT 3asiBUTEIIS
JIOIIBJIHUTENTHA MH(OpPMAITUS 32 OIIEHKa Ha 0€30MacHOCTTa Ha JIEKapCTBEHHsI MPOIYKT 110
anm 1.

(3) U3nbpaHuTENHATA areHIUs 10 JIEKapcTBaTa MOYXKE /1 IOMCKa CTAHOBHILE OT
Komurera mo pacTuTeNnHH JIEKApCTBEHHM MPOAYKTH KbM EBpomeilickara areHmus mo
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JIeKapcTBaTa OTHOCHO JIOCTOBEPHOCTTA HA JAHHUTE MO ail. 1, T. 5, KaTo My MpeaocTaBu
HEO0OXOUMHUTE YACTH OT IOCUETO Ha JIEKAPCTBEHUS MPOIYKT.

(4) TlpencraBenuTe gaHHU 10 aj. 1, T. 5 ca BAIMJHU U B CIIy4auTe, KOraTo B
nepuoja Ha 30-roguiiHaTa ynotpeda B MEIMIIMHCKATa IPAKTHUKA!

1. chbOTBETCTBAIIMSAT JIEKAPCTBEH MPOAYKT Ha MPOAYKTA, 38 KOUTO € MOJaIeHO
3asBIICHHE 3a perucrpanusi, € O Ha maszapa 0e3 paspelleHHe WM perucTpanus 3a
ynotpeoa, win

2. xoraTo OpOSIT Ha CBHCTABKUTE B JICKAPCTBEHHS MPOAYKT, 32 KOHUTO €
MOJIaJICHO 3asiBIICHUE 3a PErucTpalus, € HaMaJeH WM € HaMaJeHO KOJIMYECTBOTO UM B
J1030Ba €JUHUIIA.

Uin. 39. (1) KoraTo pacTuTenHUAT JEKapCTBEH MPOAYKT € OWJI Ha mas3apa Ha
OO6mHocTTa o-Manko oT 15 roauHu, HO OTroBaps Ha ycioBuaTa Ha wi. 37, an. 1, MAJI
MIPE0CTaBs 3a CTAHOBHILE JOKYMEHTaIusATa mo wi. 38, an. 1 na Komurera no pacrurensu
JIeKapCcTBEHU MPOAYKTH KbM EBporelickara areHuus o JiekapcTaara.

(2) 3mrpaHUTENHATA areHIIMS 110 JIEKapCTBaTa B3eMa OKOHYATEIIHO pEelIeHue
cien myOJMKyBaHETO Ha MoOHorpadus OT KOMHUTEeTa Mo ai. | 3a ChOTBETCTBHUETO Ha
MPOJIYKTa C KPUTEPUUTE 32 PETUCTPALIUS 32 TPAIUIIMOHHA yIIOTpeoa.

(3) B ciydaute o an. 1 cpoxsT 1o ui. 44 crupa 1a Teue.

Un. 40. M3nbiHMTENHATAa areHIWs IO JICKapcTBaTa MOXE Jla HM3UCKa OT
3asBUTEIIS HA PACTUTEIICH JICKAPCTBEH MPOAYKT Ja MOaAe JOKYMEHTAIHs 10 Wwi. 27 - 32
WIU 110 4. 35.

Un. 41. (1) (U3m. - [AB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.)
W3nmpHUTETHATA areHIys 1Mo JIeKapcTBaTa MyOiIMKyBa Ha CTpaHWIATa CH B MHTEPHET
CIHMCBHK HAa PACTUTEJIHUTE BEIECTBA, MpenapaTy WM KOMOMHAIUK OT TAX, U3MOJI3BaHU B
TPaIUIIMOHHUTE PACTUTEITHU JIEKAPCTBEHHM TPOIYKTH, H3roTBeH oT Komwmrera 10
pacTUTENHU JIEKapCTBEHM MNPOAYKTH KbM EBporeiickaTa areHuus Mo JeKapcTBaTa.
CHnuChKBT CHABPKA 32 BCSAKO PACTHTEIHO BEIIECTBO TEPANEBTHYHU TIOKA3aHUS,
ChIIbpXKaHNE Ha aKTHBHATa ChCTAaBKa B J1030Ba €JMHMIIA U J103UPOBKA, ITbT Ha BbBEXKaHE
u japyra uH@opmanus, HeoOxoauMa 3a O€30IIacCHOTO M3IOJ3BAHE HAa PACTUTEIHOTO
BEIIIECTBO KAaTO TPAJUIIMOHEH JEKapCTBEH MPOAYKT.

(2) Korato mnpeioxeHUAT B 3asBICHUETO MPOAYKT 3a PErucTpanus 3a
TpaJUIIMOHHA YHOTpeba ChIbpkKa PAaCTUTEIHO BEIIECTBO, Mpenapar Uil KOMOWHAIUS OT
TSIX, BKJIFOUEHH B CITUCHKA TIO ajl. 1, 3asBUTEIAT HE MPECTaBsl JaHHHUTE, TOCOYSHH B UII.
38,am. 1, 1.4 -6.

(3) Koraro pacTUTEIHOTO BEIIECTBO, MPENaparbT WK KOMOMHAIUATA OT TAX
ObJaT M3KIIOUYEHH OT CHUChKAa MO al. 1, MpUTEeKaTeNsAT Ha YJOCTOBEPEHHMETO 3a
perucTpanys Ha pacTUTEITHHS JIEKAPCTBEH MPOYKT TpsioBa ia npenctasu B MAJI mbpiHaTa
JOKYMEHTAIUs 1Mo Wwi. 38 B CPOK JI0 TPU Mecela OT MpoMsHaTa.

(4) B ciyudaii ye mpuTeXareisT Ha YIOCTOBEPEHUETO 3a PErucTpalus Ha
pacTUTENHU JeKapCTBEH MPOILYKT He U3IIBJIHYU 3a1bJKeHneTo 1o ai. 3, MAJI npekparssa
YIIOCTOBEPEHHUETO 32 PETUCTPAIIHS Ha TPOTYKTA.
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Paznea V.
IIpoueaypa 3a u3naBaHe HA pa3pellieHHe 32 yNOTpeda HA JIeKAPCTBEHH
NMPOAYKTH M PerucTpanus HAa XOMeONMATHYHH U TPAAUIUOHHH PACTUTETHH
NMPOAYKTH

Un. 42. V3uckBaHusATa KbM JAHHUTE U JOKYMEHTHUTE OT JIOCHETO IO Wi. 27 -
32, un. 35, an. 3, wi. 36, an. 2 u no wi. 38 ce onpenesAT B HapeaOda Ha MUHUCTBPA HA
3/IpaBeoIia3BaHEeToO.

UYn. 43. (1) (M3m. - [IB, 6p. 67 ot 2020 1.) B cpok g0 15 num ot marata Ha
MOJJaBaHe Ha JOKYMEHTalusTa no wi. 27 - 32, ui. 35, an. 3 uinu nio 4. 38 MAJI mpoBepsiBa
I'BJIHOTATA HA YaCTUTE Ha JJOCUETO, IPUIPYKABAILU 3asBJIEHUETO, U CbOTBETCTBUETO UM C
U3MCKBAaHUATA 32 U3/JaBaHE Ha Pa3pelIeHUeTo 3a ynorpeda WiM Ha YJAOCTOBEPEHHUETO 3a
perucTparus 1o To3M 3aKOH.

(2) Koraro He yCTaHOBM HEI'BJIHOTH WJIM HECHOTBETCTBHS B IOJajieHATa
nokymenrtanusi, MAJI yBenomsiBa NHUCMEHO 3asBUTENS, B Cpoka o ain. 1, ue
JOKYMEHTalUATa € BaluHa. B yBegomileHHeTo ce mocousa jjarara, OT KOSITO 3alo4Ba Jia
T€4e CPOKBT 110 . 44.

(3) Korato ycTtaHOBU HEII'BJIHOTU W/MJIM HECHOTBETCTBUS B JOKYMEHTALUATA
no an. 1, MAJI yBegomsiBa MUCMEHO 3asBUTENS Ja IPEACTABU JOMIBIHUTEITHA HH(DOpMAIUs
W/WIN J1a IPeACTaBU YCTHO WJIM MUCMEHO OOSICHEHHE MO KOHCTATUPAHUTE HEM'bJIHOTU U
HECHOTBETCTBUS B CPOK 70 14 AHM OT aTaTa Ha yBEIOMIIEHUETO.

(4) Koraro m3uckBaHusTa MO aji. 3 He ca M3NBJIHEHU B YCTAHOBEHMS CPOK,
N AJI nucmMeHo yBeZioMsBa 3asiBUTEIS, Ye 3asBJIEHUETO He € BanuaHo. B To3u ciyuaii MAJI
BpbILA OJAAJ€HaTa AOKYMEHTAalus B 14-IHEBEH CPOK M BB3CTAHOBSBA 75 HAa CTO OT
IUIaT€HaTa OT 3asBUTENS TaKca.

(5) Koraro usuckBanusTa 1o aj. 3 ca U3IbJIHEHU B YCTaHOBeHUs cpok, MAJI
YBEIOMSIBA ITUCMEHO 3asIBUTEJIS, Y€ TOKYMEHTALUATA € BAIN/IHA, KATO B YBEIOMJIEHUETO
II0COYBa JlaTaTa, OT KOATO 3all04Ba Ja TeYe CPOKBT 110 4uil. 44.

Un. 44. Ilpouenypata mo wu3JaBaHe Ha pas3pelieHHe 3a ymnorpeba uiu
perucTpaiys Ha JIeKapCTBEH MPOIYKT 3aMoyvBa OT JaTaTa, IOCOYEeHA B YBEIOMJICHUETO 10
. 43, an. 2, CbOTBETHO 1O 4JI. 43, ail. 5, ¥ NPUKITIOUBA B CpoK 110 210 qHU.

Un. 45. (1) Koraro B MAJI e moniazieHo 3asBJICHHE 32 pa3pelieHue 3a ynorpeba
WM 32 perucTpaiys Ha JJEeKapCTBeH MPOAYKT, 32 KOMTO B ChOTBETCTBUE C JAHHUTE IO YJI.
27, an. 1, 1. 18 uma unpopmanus, 4e B IbpKaBa WICHKA UMa M3/1aJIeHO pa3pelieHne 3a
ynotpeba Ha chlus JekapcTBeH MpoaykT, MAJl yBenmomsiBa MUCMEHO 3asiBUTENS 3a
IpUJIaraHe Ha Ipoleaypara no wi. 74.

(2) Koraro B UAJI e moganeHo 3asBIICHHE 3a pa3pelieHne 3a ynorpeda uiu 3a
pErucTpanys Ha JEKapCTBEH MTPOAYKT, 3a KOWTO B CBOTBETCTBUE C JAHHUTE 110 4. 27, ail.
1, T. 19 uma uadopmarius, ye B IbpkaBa WieHKa JOCUETO Ha CHUIMS JIEKAPCTBEH MPOIYKT
€ B Ipoliec Ha oueHsBane, MAJI He pasriiexxna JokyMeHTanusaTa 1o wi. 27 - 32 win 4i.
35, an. 3, wim no wi. 38 ¥ yBeIOMABA MMCMEHO 3asBUTENA 3a PWJIaraHe Ha IpoLeaypara
o ui. 75.
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(3) 3a mpunarane Ha pasnopenOuTe Ha al. | W 2 JEKapCTBEH MPOIYKT ce
ompeJiesisi KaTo €IMH U ChIl, pa3pellieH B JApyra JbpKaBa 4YICHKa, WJIM KaTo MPOIYKT,
KOHTO € B IPOIEC Ha OLEHSBAaHE Ha JOCUETO B JIpyra JbpaBa WiICHKa, KOrato JBaTa
JIEKapCTBEHU MPOJIyKTa:

1. umMaT enHAKBB KAayeCTBEH M KOJMYECTBEH CBHCTaB IO OTHOIICHHE Ha
AKTUBHOTO BEIIECTBO/BEIIECTBA U CE€ MpeAiaraT B €JHa U ChIla JIEKapcTBeHa popma, KaTo
ca JIOMyCTUMH Pa3JIMKU B TOMOLIHUTE BEILIECTBA, aKO TOBA HE BIUsie HA O€30MacCHOCTTA U
e(pUKaCHOCTTa, U KOTaTO

2. mpuHAANIeKAT HA €THO JPYKECTBO, WM 3asBJICHHE 3a JIEKAPCTBEHUTE
MPOJIYKTH MOAABAT JIMLIA, TPUHAAJICKAITN KbM €IHO U CHIIO APYKECTBO HIIM 00CTUHEHUS
Ha JPY’KECTBa, WM KOTaTo 3a JIEKAPCTBEHUTE MPOIYKTH MOJaBaT 3asBICHUE JIULA, KOUTO
ca CKJIIOYWJIM JIMLIEH3MOHEH WJIM JPYT JOTOBOP WJIM M3BBPILIBAT ChbBMECTHH JEUCTBUS,
CBBbP3aHM C IyCKaHE Ha Ma3apa Ha CHOTBETHUS JIEKAPCTBEH MPOIAYKT B Pa3IUYHHUTE
J'bPKaBH YJICHKH.

Ui 46. (1) IIpu onensiBane Ha nokymeHnrauusra MAJL:

1. Moke na M3BBPIIM W3NUTBAHE HAa KpalHWs NPOAYKT, HAa MEXKIUHHHUSA
IPOAYKT WIH HAa U3XOJHUTE MaTEpHaIIU 3a JIEKaPCTBEHMSI IPOIYKT, KAKTO U /1a TU U3IpaTu
3a W3MUTBaHE B JIAOOpAaTOpHUsl OT CUCTeMaTa Ha O(QUIMAIHUTE KOHTPOJIHM JIEKAPCTBEHU
nabopaTtopuu B IbprKaBa WICHKA, 3a ]a YCTAHOBU [l KOHTPOJIHUTE METOJIU 3a aHAJIU3,
U3I10J13BaHU OT MPOU3BOAMUTEINS U OIUCAHU B JOCHETO, OTIOBAPST HA U3UCKBAHUATA,;

2. MOTBBpXKIaBa clie]] NpOBEpKa Ha MSICTO WIM IO JOKYMEHTH Jaju
IOPOM3BOJUTENUTE HA JIEKAPCTBEHU MPOAYKTH OT TPETH JbpPXKABM HU3BBPILIBAT
MPOU3BOJICTBOTO B CHOTBETCTBHE C JaHHWUTE, omucaHu B wi. 27, an. 1, 1. 7, w/umm
M3BBPIIBAT KOHTPOJA B CbOTBETCTBUE C METOJUTE, ONMCAaHU B wi. 27, ail. 1, T. §;

3. mpoBepsiBa MOCOYEHHUS B 3asABJIEHUETO OOEKT Ha IMPOU3BOJICTBO, KOTaTO
IPOU3BOIUTENAT/IPOU3BOJUTEINTE HA JICKAPCTBEHH MPOAYKTH OT TPETU IbPXKABHU I10
M3KIJIIOUEHHUE Cca BB3JIOKWIN Ha JPYT MPOU3BOIUTEN /1a U3BBPILIBA ONPEAEIECHH €Talu OT
IIPOU3BOJCTBOTO WJIM KOHTPOJIA Ha JIEKAPCTBEHUS MPOIYKT.

(2) Korato MAJI u3BbpiiBa mpoBepka Ha MSCTO Ha OOEKT 3a MPOU3BOJICTBO,
CPOKBT 10 WI. 44 crivpa 1a Te4e 0 U3rOTBSIHE Ha JOKJIAJ C PE3YJITaTUTE OT IPOBEpKaTa.

(3) B ciiywanTte o ain. 1, T. 2 u 3 mpoU3BOUTENNTE 3arlIallaT TaKca B pa3Mep,
orpezeneH B Tapudara no ui. 21, an. 2.

Un. 47. (1) Kem usnbanutensus aupextop Ha MAJl kato KOHCYITaTUBHU
OpraHH ce Ch3JaBaT CICAHUTE CHEIHaTN3UPAaHU KOMUCHU:

1. KoMucus 3a nekapcTBeHU NPOAYKTH;

2. Komucus 3a IMyHOJIOTUYHHM JIEKAPCTBEHU MPOAYKTH;

3. Komucus 3a XOMeonaTu4yHu JIEKAPCTBEHU MPOYKTH;

4. Komucus 3a pacCTUTEIHH JIEKAPCTBEHU IIPOLYKTH;

5. Komucus 3a paanodapmaneBTuIy;

6. (moBa - JIB, O6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.) Komucus 3a
JIEKapCTBEHU MPOYKTH C MIPUIIOKEHHE B IEANATPUATA;

7. (noBa - 1B, 6p. 71 ot 2008 t., B cmma ot 12.08.2008 r., m3m. - [IB, 6p. 102
ot 2012 r., B cuna ot 21.12.2012 r.) Komucus 3a JiekapcTBEHU IMPOAYKTH 32 MOJIEPHHU
Teparnuy;
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8. (noBa - /IB, 6p. 102 o1 2012 1., B crma ot 21.12.2012 r.) Komucust 3a orieHka
Ha pUCKa IIPH NPOCIeAsIBaHE HA JEKapCTBEHATa O€30MaCHOCT.

(2) IIpu HEOOXOIUMOCT M3IBIHUTETHUAT TupekTop Ha MAJI moxe na cbh3naBa
U IpYTH ClIELUaIN3MpaHy KOMUCUU U3BBH IIOCOUYEHHUTE B all. 1.

(3) B cneunanu3zupaHuTe KOMUCUU CE€ BKJIIOYBAT CIELUAIMCTH, KOUTO UMAT
HAyYHU TIOCTHIKCHHS M MPAKTUYCCKU OMHUT B CHOTBETHHTE c(epu Ha MPUIOKCHHE Ha
JIEKAPCTBEHUTE MPOTYKTH.

(4) KpM nocTostHHMSI CbCTaB HA KOMUCUUTE MOTaT Ja € IPUBJIMYAT U BbHILIHU
CHEIHMAIICTU ¢ HAYYHH MO3HAHMS W MPAKTUYECKU ONMUT B o0iacTTa Ha crenuduuHaTta
JIEKapCTBEHA Ipyla.

(5) Usmbnuutennusar qupektop Ha MAJI onpenens chC 3amoBes chCTaBa Ha
KOMHUCHUHUTE 3a CPOK TPU TOJAMHM, Pa3Mepa Ha BB3HArPAKICHUETO MM U YTBBbP)KIaBa
MPAaBUJIHUK 32 YCIIOBUSATA U peia Ha paboTara um.

(6) o 30 sHyapu BcsAKa TOJIMHA W3MBJIHUTEIHUAT aupektop Ha HAJI
YTBBpPK/laBa CHUCHIM HA EKCIEPTUTE H3BbH ChCTaBa Ha KOMHUCHUUTE MO ai. | cien
0/100peHre OT MUHUCTHPA Ha 3/paBeONa3BaHETo.

(7) M3nbnautennusT aupektop Ha MAJI Moxke 1a 0cBOOO 1M MPEICPOYHO WICH
Ha crielMaju3upaHa KOMHUCHS 10 HEroBa M0s10a IpU HEU3bJIHEHHE Ha 3aIbJKEHUSTA MY
3a MoBeYe OT TPHU Mecella WK MPH HeJ0OPOCHBECTHO OCHUIECTBIBAHE HA (DYHKIIUUTE MY.

(8) CbhCcTaBbT HAa KOMUCHMTE U CHMCHKBT HA €KCIEPTUTE 110 al. 6 ce 00aBsIBAT
Ha ctpanuiata Ha MAJI B uHTEpHET.

Ui 48. (1) UneHoBeTe HA CHEIUAIM3UPAHUTE KOMHUCHH 10 Wwi. 47, ain. 1 u
excriepTure mo 4wi. 47, ann. 4 noAnucBar AeKiIapalys, ¢ KosTo ce 3abJKaBaT J1a He:

1. pasrmacsBar JaHHM M OOCTOSTENCTBA, CTAaHAIM UM W3BECTHU MPH HIIU MO
MOBOJI OCBIIIECTBSIBAHE HA IEHHOCTTA UM;

2. yyacTBaT B JIEHHOCTH, CBBbP3aHU C MPOU3BOJCTBOTO WJIM THProBHUATA Ha
€Ipo U Ha APeOHO C JIEKAPCTBEHH MPOIYKTH.

(2) B cnyuait ye nuuarta mo an. 1 ca ydJacTBaiu B HSIKOH OT eTamuTe Ha
MOATOTOBKAa HAa JIOKyYMEHTallMATa, HeoOXoJuMa 3a pa3peliaBaHe 3a ymnorpeba Ha
JIEKapCTBEHMsI TPOJYKT, TE€ HE MOraT Ja ydacTBaT B 3aceJaHHusATa Ha CbOTBETHaTa
CrielMaaIu3nupana KOMUCHS 10 4. 47.

(3) Jlunata mo an. 1 He ryacyBar MpH B3eMaHE Ha PEIICHUs MO BBIPOCH, O
KOUTO T€ WJIM WICHOBETE Ha CEMEHCTBOTO UM MMAT ThPrOBCKH, (PMHAHCOBH WIJIU JPYTH
HMHTEPECH.

Un. 49. (1) (U3m. - B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) B cpoxk
1o 200 gHU OT maraTta Ha MOCThIIBaHE Ha BanuaHa HqokyMeHTanus MAJI cbBMECTHO CbhC
ChOTBETHATa Komucusl mo ui. 47, am. 1 oleHsBa KadecTBOTO, OE30MAacCHOCTTa U
e(hUKacHOCTTa Ha JIEKAPCTBEHHS MPOIYKT M M3TOTBS OLIEHBUYEH JOKJIAJ C KOMEHTapu Ha
pe3yntaTute OT (QapMaleBTUYHUTE W TNPEIKIUHUYHATE TECTOBE, KIMHUYHUTE
M3MUTBAHUA, HA CHCTeMaTa 3a YIpaBJeHUE Ha PUCKAa M Ha CHCTEMara 3a IMPOCIe/sIBaHe
0e30MacHOCTTa Ha ChOTBETHUS JICKAPCTBEH MPOAYKT. VI3TOTBEHUSAT OIIEHBYEH JOKIIA] ce
MPEJCTaBs Ha M3IBIHUTENHUS aupekTop Ha AJL
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(2) (Hoa - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) JloknaaspT 1o ai.
1 ce akTyanu3upa npu HaJIMYUE HA HOBa MH(OpPMaIUs, BaXKHA 3 OIIEHKATa Ha Ka4YeCTBOTO,
0e30macHOCTTa U e()UKACHOCTTA HA JIEKAPCTBEHUS IPOAYKT.

(3) (Ilpequmurna an. 2 - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) Koraro
JICKapCTBEHUSAT TPOAYKT ChIbpXkKA TeHeTUYHO Moaudunupanu opranusmu, HWAJI
npefocTaBss Ha MUHHCTEPCTBOTO Ha OKOJHATa cCpelda M BOAWUTE HeoOXoaumara
JOKYMEHTAIUsl OT JOCUETO Ha JIEKAPCTBEHHS MPOAYKT U M3HCKBA CTAHOBUIIE B CPoK 60
JTHH 110 OTHOILICHHE Ha MOTEHI[MAIHUS PUCK 3a OKoJIHATa cpena. lllectaeceTtHEBHUAT CPOK
€ B paMKHTE Ha CpOKa 1o ai. 1.

(4) (IMpegumna an. 3 - JIB, 6p. 102 or 2012 r., B cuia ot 21.12.2012 r.) B
cinydyaute Ha paguodapmaneBtuin MAJI npenocraBs HeoOXoaumara JOKYMEHTALUS OT
JIOCHETO Ha JIEKAPCTBEHUSI MPOAYKT M M3UCKBA CTAHOBHIIE B CpoK 60 nHU OT AreHIusiTa
3a SPEHO peryjiupaHe MO OTHOIIEHHWE Ha KauyeCTBOTO M 0€30MacHOCTTa Ha MPOAYKTA.
[lecTaeceTIHEBHUAT CPOK € B PAMKHUTE HA CPOKa 110 ail. 1.

(5) (IIpenumna an. 4, u3m. - JIB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 1.)
Korato MuHHCTEpPCTBOTO Ha OKOJIHATa Cpela M BOJUTE W ATEHIUATa 3a SIPEHO
peryinvpaHe He ce IMpOM3HecaT B YCTaHOBEHHUTE MO al. 3 u 4 CpoKOBe, ce MpHema, ue
CTaHOBUILETO UM € TIOJIOKHUTEITHO.

Un. 50. (1) Koraro MAJI yctaHOBM HECHOTBETCTBHS B JOCHETO C
M3MCKBAaHUATA 3a WH3/laBaHE Ha paspellieHue 3a yrnorpeda WM YAOCTOBEpEHHUE 3a
pEerucTpaIys 1o TO3U 3aK0H, yBEIOMSBA MMCMEHO 3asBUTEJIS J1a MPEJCTaBU IOIIBJIHUTEIIHA
uH(pOopMallrs, CBbp3aHa ¢ JOKYMEHTaMATa 1o wi. 27 - 32 wu no 4. 35, an. 3, uid no ui.
38, u/wm 1a npeocTaBy YCTHO WU MUCMEHO OOSICHEHUE 110 KOHCTATUPAHUTE HEITBJIHOTH
¥ HECHOTBETCTBUS B CpoK 180 mHU OT AaTata Ha yBEJJOMSBAHETO.

(2) B cnywyante mo an. 1 cpoksT mo ui. 44 crnupa ga Tede OT JaTaTa Ha
YBEIOMSIBAHETO JI0 MPEAOCTaBsSHE HA MCKaHaTa WH(OpMAIIHS.

(3) Usnbanutennuar aupexkrop Ha WAJl mpekparsBa mpouegypara Io
u3JlaBaHEe Ha pa3pelieHue 3a ymoTpeda WM YIOCTOBEPEHHE 3a perucTpamus Ha
JIEKapCTBEH MPOAYKT, KOTaTo:

1. 3asIBUTENAT HE MpeAocTaBu HHGOpMAIUATA 1O all. 1 B MOCOYESHHUSI CPOK;

2. nuuara no uwi. 26, an. 1 mouckaT NMCMEHO MPEKPaTIBAHETO .

Y. 51. B cpok 10 1HM OT U3rOTBSIHETO HA OLIEHBYHMS JOKIA 110 4. 49, an. 1
U3IBJIHUTETHUAT qupekTop Ha MAJI n3naBa paspenieHue 3a ynotpeda/ya0cToBepeHue 3a
perucTpalys Ha JeKapCTBEHUs MPOAYKT WJIH MPaBU MOTUBHPAH OTKa3.

Un. 52. (1) (U3wm. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cpox 5
JHU OT Jarara Ha U3JjaBaHe Ha pa3pelIeHHeTo 3a yrnoTpeda/yloCTOBEpEHHETO 3a
perucrpanus B peructspa nmo wi. 19, am. 1, 1. 3 ce BOHMCBaT CIEAHUTE IaHHU 3a
pa3perIeHneTo/yJ0CTOBEPEHUETO:

1. peructpainoHeH HOMEP;

2. HOMEp M Jara Ha pa3pelieHHeTo 3a YNoTpeda/yloCTOBEPEHUETO 3a
perucTpanys Ha JEKapCTBEHUS POIYKT;

3. HAMMEHOBAHME HA JIEKAPCTBEHUS IIPOAYKT;

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



4. MeXIyHapOJAHO HEMATEHTHO HAMMEHOBAHUE Ha BCSIKO aKTHUBHO BEIIECTBO;

5. uMe M aapec Ha IpUTEeXarTenss Ha  pa3pelieHUueTo  3a
yrnoTpe0a/y10CTOBEPEHUETO 3 PETUCTPALIUS;

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/ yIOCTOBEPEHUETO 32 PETUCTPAIIUS;

6. jmata HAa  U3BBpIIEHAa  IpPOMsSHA B Pa3pelIEHUETO  3a
ynoTpe0a/y10CTOBEPEHUETO 32 PETUCTPALIUATA;

7. nata Ha MIPEKpaTsBaHE Ha pPa3pelICHUETO 3a ynoTpeda/yJ0CTOBEPEHUETO 32
pEerucTpanusITa;

8. Ipyru 1aHHHU.

(2) Pa3pemenuero 3a ymorpeda/yIOCTOBEPEHHUETO 3a pErucTpanus Ha
JIEKapCTBEHUsI IPOAYKT C€ BpbhUBa Ha JIMLIETO O Wi. 26, ai. | 1 Bi1M3a B cuila OT Aarara Ha
BIIMCBAaHETO MY B perucrbpa no wi. 19, an. 1, T. 3.

Un. 53. (U3m. - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1)
V3meaHUTETHATA areHITNS 110 JISKapcTBaTa MMy0JIMKyBa Ha MHTCPHET CTPAHUIIATA CH B CPOK
1o 14 1HU OT U3/1aBaHETO HA PAa3PEUICHUETO 32 YIoTpeOa/yI0CTOBEPEHHE 3a PETUCTPALIUS
JAHHUTE 0 Wi. 52, all. 1, omoOpeHara KpaTka XapakKTEpPUCTHKA Ha MPOAYKTA U JAHHUTE OT
JMCTOBKATA.

(2) WzmpnHuTenHaTa areHUMs MO JIeKapcTBaTa MyOJWKyBa Ha HWHTEPHET
CTpaHHULIaTa CU OLIEHBYHUS JOKIIAJ 1Mo 4. 49, an. 1 ¢ MOTHBHTE 32 B3€TOTO pEIICHHE, KaTO
3ay9aBa JaHHUTE, MPEICTABIISABAIIM ThPTrOBCKA TaliHA.

(3) HoxknamsT mo an. 2 ce mpuapykaBa OT pe3loMe Ha pa3bupaeM 3a
o01IeCTBEHOCTTa €3UK. Pe31oMeTo chabprka pasjien, CBbp3aH C yCIOBUsATA 3a yIoTpeda Ha
JIEKapCTBEHUSI IPOJTYKT.

Un. 54. (1) (U3m. - 1B, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.)
[TputexxaTenar Ha pa3pelieHueTo 3a ymnoTpe0a/yJoCTOBEPEHHETO 3a PETUCTpalys Ha
JeKapCTBeH MPOAYKT nucMeHo yBepomsiBa MAJI 3a natata Ha JeMCTBUTETHOTO MyCKaHe
Ha Ma3apa Ha JIeKapCcTBeHUs NpoayKT B Penybnuka bearapus.

(2) (U3m. - B, 6p. 18 ot 2014 r.) Ilputexaresnar Ha pa3pelIeHHETO 3a
yIoTpeda/yI0CTOBEPEHUETO 3a PETHCTpalus Ha JIGKAPCTBEH MPOAYKT YyBEIOMsBa
nucmeno WMAJl Haif-manko aBa Mecela NMpead NpeycTaHOBSBaHE Ha MpojaaxOuTe Ha
JIEKapCTBEH MPOAYKT, HE3aBUCUMO Jal € BPEMEHHO, WJIN TIOCTOSTHHO.

(3) (U3m. - B, 6p. 18 ot 2014 r.) Ilputexaresnar Ha pa3pelIeHUETO 3a
yIoTpe6a/yI0CTOBEPEHUETO 33 PETUCTPAITHS Ha JIEKAPCTBEH MPOAYKT TOCOYBA TPHYUHHUTE
3a MPeyCcTaHOBsSIBAHE Ha MPOJakOUTe B ChOTBETCTBHUE ¢ Wi. 68, an. 1, T. 6 u neknapupa
JIATT TIPEIPUETHTE OT HEro ACWCTBUS MO ajl. 2 ce ABJDKAT Ha HIKOE OT OCHOBAaHUSTA TI0
1. 276 nnu o . 277.

(4) (M3m. - [IB, 6p. 18 ot 2014 r.) [Ipu npeycraHoBsiBaHE HA IPOAAKOUTE HA
JIeKapCTBEHUs MPOAYKT B PE3yJTaT Ha HEMPEIBUAUMU OOCTOSTENCTBA MPUTEKATEIAT HA
pa3penIeHneTo 3a yroTpeda/yI0CTOBEPEHUETO 3a PETUCTPAIHS Ha JEKAPCTBEH MPOIYKT
yBenomsiBa mucMeHo MAJI B cpok 70 7 AHU OT yCTaHOBSIBaHE HAa OOCTOSTENICTBATA.
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Ui 54a. (Hos - [IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) (1) (M3m. -
B, 6p. 18 or 2014 r.) Ilpu nosyyaBaHe Ha curHain B M3mbiaHWTENHATa areHIUs IO
JeKapcTBaTa 3a IpeycTaHOBSBAHE IPOAAXKOUTE Ha JIEKAPCTBEH NMPOJYKT, C U3KIIIOUCHHUE Ha
ciaydyaute mo ui. 54, an. 2 u 4, areHuusTa M3BbpILIBA NpoBepka B cpok 30 nHU OT
II0JIy4aBaHETO Ha CUTHAJIA.

(2) Ilpn wusBbpBaHe Ha mpoBepkata mo aix. 1 MAJI mMoxe na usncka
UH(pOpMaLUs OT PUTEXKATENSI Ha Pa3peLIeHueTo 3a ynoTpeda u/win oT JULETO 1o uJ1. 26,
aJI. 2 OTHOCHO IMPEYCTAHOBSIBAHETO HA MPOIAKONTE Ha KOHKPETHHS JICKAPCTBEH MPOIYKT,
KakTO W OT TBPrOBLUMTE HAa €IpO C JIEKAPCTBEHU IPOAYKTH OTHOCHO HAJIIMYHUTE
KOJIMYECTBA OT MPOIYKTA.

(3) UsnbanuTenHaTa areHUus 0 JeKapcTBaTa MyOJuKyBa Ha CTPaHULATA CU
B MHTEPHET PE3yJITaTUTE OT U3BBPIICHATA TPOBEPKA.

Ui 55. (1) Pa3pemenuero 3a yrmotpeba/y10CTOBEPEHUETO 32 PETUCTPALHS Ha
JIEKapCTBEH MPOIYKT CE M3/1aBa OT U3MbIHUTENHUS AupekTop Ha MAJI 3a cpok 5 roauHu.

(2) (Jom. - AB, 6p. 71 ot 2008 ., B cwuta ot 12.08.2008 .) Ciien n3tn4ane Ha
cpoka mo ain. | paspemieHueTro 3a ymnoTpeda/yJOCTOBEPEHHETO 3a PErucTpalus Ha
JIEKapCTBEHUsI MPOAYKT Moke Ja Objae nmonHoBeHo oT MAJl Ha 6Ga3zara Ha olieHKa Ha
CHOTHOILIEHUETO MOJI3a/PUCK IO peAa Ha uil. 59a.

(3) (U3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pazpemienuero 3a
yrnoTpe0a/yI0CTOBEpEHUETO 3a perucTpanus Moxe Aa Oble MNpeKpaTeHo U Mpeau
U3THYaHE Ha Cpoka Mo al. 1, ako mpuTexareiasT My IOHMCKa IMHUCMEHO TOBa OT
U3MBIHUTETHUS aupekTop Ha MAJL, kaTo mocoyn npuyuHUTE.

(4) (Hom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3zpemenuero 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PETUCTpAIMs CTaBa OE3CPOYHO Clie/l MOJHOBSIBAHETO MY,
OCBEH B CIIy4auTe 10 all. 5.

(5) (U3m. - [IB, 6p. 71 o1 2008 1., B cuma ot 12.08.2008 r., u3m. - 1B, 6p. 102
ot 2012 r., B cuna ot 21.12.2012 r.) Ilpu Hanuuue Ha OCHOBATEIHHU NPUUYUHHU, CBBP3aHU C
npociieissBaHe Ha JieKapcTBEHaTa 0e30MacHOCT, BKJIIOUUTENIHO MOPAAH EKCIO3UIMs Ha
JIEKapCTBEHMsI MPOAYKT BBPXY HepocTaThueH Opoii manuentu, MAJI Mmoxe na u3ncka oT
NpPUTEXATEIIS Ha Pa3pelIeHneTo 3a yrnorpeda Ja mojaaje 3asBieHue 3a MOAHOBIBAHETO MY
3a olie 5 TOJIMHM T0 pena Ha wi. 59a.

(6) (M3m. - IB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) ITpu n3tnuane Ha
CpPOKa Ha pa3pelieHHeTo 3a YNoTpeda/yJOCTOBEPEHMETO 3a perucrpanus Wik Ipu
MPEKPATABAHETO UM JIEKAPCTBEHUAT MPOAYKT MOXKe Aa ObJie MPOoaBaH J0 U3UeplBaHEe Ha
HaJIMYHUTE KOJIMYECTBA B CTPAaHATa, HO HE MOBEYE OT €JHa FOJJMHA, CYUTAHO OT JlaTaTa Ha
WU3TUYaHETO, CHOTBETHO HA MPEKPaATABAHETO, C H3KIIOUYEHUE Ha CIlydauTe, KOoraTro
MPUYMHUTE 32 MPEKPATIBAHETO Ca CBbP3aHU ¢ OE30MaCHOCTTA Ha JIEKAPCTBEHUS IPOAYKT.

(7) M3npaaurennusat aupektop Ha MAJI oTHEMa che 3amoBe1 pa3pelieHueTo
3a ynoTtpe0a/y10CTOBEPEHUETO 3a PETUCTPALIMS Ha JIEKApCTBEH MPOAYKT, KOTaTo:

1. mpuTexkaTenar My He € MyCcHaJ JIEKapCTBEHHs MPOIYKT HA Ta3apa 0 TpH
TOJIMHU OT JiaTaTa Ha U3/1aBaHe Ha pa3pelIeHueTo 3a ynorpeda, nin

2. mpopaxOuTe Ha JIEKAPCTBEHUS MPOAYKT ca MPEyCTAaHOBEHH 3a MEPHOA OT
TPH MOCJIEIOBATENIHU TOAUHH Clie]l IyCKaHEeTO MY Ha masapa.

(8) 3amoBeara mo an. 7 moanexxu Ha oOXalBaHe MO peda Ha
AJMUHUCTPATUBHONPOIIECYATHUS KOJEKC.
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(9) Ilo u3kIIrOYECHKME U B MHTEPEC Ha OOIIECTBEHOTO 3/IpaBe pazmopeadara Ha
al. 7 MOXe J]a He ce Mpujiara, ako MPUTEKATENAT Ha pa3pelleHHeTo 3a ynorpeda Ha
JICKapCTBEHUSI MMPOAYKT MTOCOYM OCHOBATEIHU NIPUYUHH. B Te3u ciydyan u3nbIHUTEIHUAT
nupextop Ha MAJI MoTuBHpa peLIEHUETo CH.

(10) IIputexxarenst Ha pa3pelieHue 3a ynorpeda exeroHo 3arJaiia Takca B
pa3mep, ompeneneH B Tapudara mo wi. 21, am. 2, 3a moagbpkaHe Ha HM3AAJCHOTO
paszpeleHue 3a ynorpeoa.

Un. 55a. (Hos - JIB, O6p. 102 ot 2012 r., B cmma ot 21.12.2012 1.) (1)
WM3neinaurennuar  gupekrop Ha HMAJI  moxe 1ma  u3mame  paspemieHue  3a
ynoTpe6a/y10CTOBEpEHUE 3a PETUCTpalys Ha JIEKapCTBEH MPOAYKT, B KOETO Aa Obaar
BKJIIOYEHU €/IHO WJIM TIOBEYE OT CIICTHUTE YCIOBUS:

1. ma ce mpexampueMaT ONpeleNeHM MEpKH 3a rapaHTupaHe Oe3olacHara
yrnoTpeba Ha JEKapCTBEHHs MPOAYKT, KOMUTO Ja OBbJaT BKIIOYEHH B CHCTEMara 3a
yIpaBJIEHUE HA PUCKA;

2. 1a ce MPOBEX/IaT IMOCTMAPKETHHTOBH MTPOYYBAHHS 32 OE30MaCHOCT;

3. ma ce cnasBaT MO-CTPOTM OT IIOCOYEHMTE B IJIaBa OCMa 3aIbJDKEHUS 3a
pEerucTpupaHe Wiy JIOKJIJABaHEe Ha MOI03UPAHUTE HEXKETAHU JIEKAPCTBEHU PEaKIiH;

4. na ce cra3BaT BCSIKaKBU JPYI'M YCJIOBUS WM OTPAaHUYEHUS C OrJIe]
Oe3omacHara u epukacHa ynorpeba Ha JIGKapCTBEHHUS IPOIYKT;

5. HanMyMe Ha aJeKBaTHA CHCTEeMa 3a IpocielsBaHE Ha JIeKapCTBEHaTa
0€e30I1aCHOCT;

6. 1a ce U3BBPUIBAT IOCTMAPKETUHIOBU MTPOYYBaHU 32 €(PUKACHOCT, KOraTo
UMa OIACeHHs, CBhP3aHH C €(PUKACHOCTTA HA JIEKAPCTBEHUS MPOAYKT, KOUTO MOXE 1a
ObJaT pa3perIeHu caMo ciell KaTo JIEKApCTBEHUAT MPOIYKT ObJe MyCHAT Ha Ma3apa.

(2) B pazpemenuero 3a ymnoTpe0a/yJOCTOBEPEHHUETO 3a PETHCTpalus ce
II0COYBAT CPOKOBE 32 U3MBbJIHEHNE HA YCIOBUATA 10 ajl. 1, KOrato € mpuiIoKUMO.

(3) OcHoBaHmsTa 32 HajlaraHe Ha YCJIOBHUETO MO aji. 1, T. 6 ce ompenensT ¢
nenervpad akT no wieH 226 ot [JupextuBa 2001/83/EO, kato ce OTYMTAT HayyHHUTE
HACOKH, pa3paboTeHH B PbKOBOJCTBOTO MO Wi. 194a.

(4) M3uckBaHusATa 3a NMPOBEXJAaHE HA MOCTMApKETHHIOBU IMPOYYBAHHS 32
e(UKAaCHOCT ce OmpeIeNsT B PHKOBOJICTBO, M3aNeHO 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 W3Jajie paspelieHue 3a ynorpeba/ yJAoCTOBEpEHHE 3a perucTpanus HoJ YCIOBHE,
KOTaTo 3asBUTEIIAT MOXKE J1a TOKaXe, 4e HE € MPEACTABUII U3YEPIATEIHA TaHHH OTHOCHO
e(pUKaCHOCTTa U OE30MaCHOCTTA Ha JICKApPCTBEHHs MPOAYKT MPU HOPMAJIHU YCIOBHUS Ha
ynotpe0a nopaau eHa OT CICAHUTE MPUUNHU:

1. mokazaHusiTa, 3a KOMTO € INpEJHA3HAYEH JIEKApCTBEHUAT IMPOAYKT, ca
TOJIKOBA PSJIKO CPEIAHM, Y€ 3asBUTEIAT HE MOXKE J1a IPEACTABH ITBJIEH JI0KA3aTEICTBEH
MaTepuai, uian

2. CbCTOSITHUETO HA HAYYHUTE MMO3HAHUSA KbM MOMEHTA € TaKOBa, Y€ HE MOXKE
Jla ce MpeICTaBAT BCEOOXBATHU JaHHU, UITH
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3. chOupaHeTo Ha 101I00HY JJaHHU IIPOTUBOPEYH Ha OOIIIONPUETUTE IPHHIIUATIH
Ha JIEKapcKaTa eTUKa.

(2) Paspemenueto 3a ynotpeba/ya0CTOBEpEHHUETO 3a perucTparus mo ai. 1 ce
U3/1aBa MPH €IHO OT CIEIHUTE YCIOBHS:

1. 3agBUTENAT/IPUTESKATEIAT @ M3MBJIHABA MPOrpaMa OT MPOYYBaHUS 3a
CpoKa MO aj. 3, KaTo pe3y/lTaTHUTEe OT TE3W IMPOYYBAHUS CIy)KaT 3a IpPEOleHKa Ha
CHOTHOIICHUETO TOJI3a-PHCK;

2. JIEKapCTBEHUAT NPOAYKT € C PEKHUM Ha OTIIyCKaHEe camo IO JIEKapCKO
npercaHue, KaTo B ONMPEICIICHN CIIy4an MOXeE Jla ce yrnorpeOsBa camo MOj CTPUKTEH
JeKapCKd KOHTPOJ B JIe4eOHO 3aBeleHHe 3a OOJHWYHA TIOMOIN, a B Ciydail Ha
panuodapManeBTHK - caMo O] KOHTPOJIA Ha OTMIPAaBOMOIIIEHO JIUIIE;

3. B JIMCTOBKAaTa, KAaKTO M BBB BCSIKA MEAMIMHCKA WH(pOpMAIHA,
NpUIpyKaBallla JIGKAPCTBEHUSI TPOJIYKT, CleABa Ja € TPEABHICH TEKCT, C KOWTO ce
o0pbIla BHUMaHHE HAa MEIUIIUHCKUTE CHEIHUAINCTH, Y€ HSIKOU OT HAIWYHHUTE JaHHU 32
JICKApCTBEHHS TPOAYKT IMOJICHKAT HA TOCIICIBAIIN TPOYYBAHHUS.

(3) Pazpemenuero 3a ynorpeda/y0CTOBEPEHHUETO 32 PETUCTpaIUs 10 al. 1 ce
U3/1aBa 3a CPOK €/IHA TOJIMHA U 32 BCSKA CIIeBAlla TOMHA MOXe Ja ObJIe yIbJKaBaHO Ha
0a3ara Ha OIICHKA HAa M3ITBITHEHUETO Ha YCIIOBHUATA 110 ail. 2.

Uin. 56a. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) Cnen
u3JlaBaHe Ha Pa3pelIeHHeTo 3a ynorpeda/yaocroBepenuero 3a peructpauus MAJL moxe
J1a 3a]IBJDKH MIPUTEXKATENS HA pa3pelIeHHEeTo/yI0CTOBEPEHUETO /1a IPOBEIE:

1. moCTMapKETHUHIOBO MPOYYBaHE 32 OE30MACHOCT, aKO Ca HAJIMIIE OMACEHUS
3a UAEHTU(GUIMPAHU WIK NOTEHLUWATHU PUCKOBE WJIM JIMIICBA MH(OpMalKs, CBbp3aHa ¢
npociieisiBaHe Ha JIeKapcTBeHaTa O€30MacHOCT 3a ChOTBETHUS JIEKAPCTBEH MPOAYKT;
KOraTo ChIIUTE PHCKOBE CE€ OTHAcCAT M 3a JPYTU JIEKapCTBEHH NPOAYKTH, CIEJ
KoHcyntanuu ¢ Komurera 3a oneHka Ha pucka B obiactra Ha (apMakoJIOrnyHara
OJMTEIHOCT, Ch3/IaJIeH 10 pea Ha uieH 56, maparpad 1, 6yksa "aa" ot Pernmament (EO)
Ne 726/2004 na EBponeiickus napaamenT u Ha CbBera, MAJI npenopbuBa Ha CbOTBETHHUS
IpUTEXaTell Ha paspelleHue 3a ynorpeda Ja MpoBene CHhbBMECTHO IpOydyBaHE 3a
0€30IaCHOCT ¢ APYTUTE 3aCeTHATH MPUTEKATENN Ha pa3pelIeHue;

2. NMOCTMAapKETUHIOBO NPOYYBaHE 3a €(PUKACHOCT, KOraro MO3HAHHUETO 3a
GosecTTa MM U3MOJ3BaHATa KIMHUYHA METOJI0JIO0T U J1aBa OCHOBAHUE 32 PEBU3UPAHE HA
OLICHKHUTE 32 €()UKaCHOCT, U3BOAMTE 3a KOUTO Ca HAIlpaBEHU KbM JlaTaTa Ha U3JaBaHE Ha
pa3peleHueTo.

(2) MWznbpnanutenHaTa areHUUs IO JIEKapcTBaTa IMCMEHO YBEIOMsBa
NPUTEXKATENII HA pa3pelleHHeTo 3a YMnoTpeOa/y0CTOBEpPEHHETO 3a pEerucTpauus 3a
3aIBJKEHUETO 1O all. 1, kaTo 000CHOBaBa MPUYHUHUTE U ITOCOYBA LIETTUTE HA IPOYYBAHETO
Y CPOKOBETE 3a MPOBEXKIAHETO MY.

(3) B 30-mHeBeH cpok OT ToJlydaBaHE Ha YBEJOMIIGHHETO IO ail. 2
NPUTEXKATENAT HA Pa3pelIeHUeTo 3a ynoTpeda/y10CTOBEpEHHETO 3a PETUCTPALIHSI MOXKeE /12
noucka ot MAJI mpenocTaBsHe Ha Bb3MOXKHOCT 3a MPEJCTaBIHE HAa WH(OpMAITUs OTHOCHO
3aIbJKEHUsATA 110 ajl. 1.

(4) Cnen momydaBaHe Ha uckanero mo an. 3 UMAJI ompenmenst cpok 3a
npefcTaBgHe Ha  HMHQOpMauusATa OT MpUTEXaTeNs Ha  pa3peuieHHeTo  3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTPALIMSL.
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(5) UznbaHuTenHaTa areHuus 1o jJeKapcTpara ciel aHalu3 Ha HHPopMalusITa
10 aj. 3 MOXe:

1. na mOTBBPIU 33ABIKEHUETO 1O al. 1, uin

2. 1a TO OTMEHH.

(6) 3nbiaHuTenHaTa areHIys Mo JeKapcTBaTa yYBEJOMsBa MpUTEKATeNs 3a
B3E€TOTO PEILICHHUE I10 all. 5.

(7) B cmygaute 1o ain. 5, T. 1 m3neaauTenHUAT gupekTop Ha MAJI ciyskeOHO
U3MEHS HW3JIaJICHOTO pa3pelieHue 3a ymnoTpe0da/y0CTOBEpEHHE 3a PpErucTpanus Ha
JIEKapCTBEHUS MTPOJIYKT, KaTO BKIIFOUBA B HETO KAaTO YCIOBUE 33ABJHDKEHHUETO 110 ail. 1.

(8) OcHoBaHusATa 32 HAJIaraHEe Ha 3aJbJDKEHUATA 10 all. 1, T. 2 ce onpeaensrT ¢
nenerupan akt 1o wi. 226 ot dupextusa 2001/83/EO.

Un. 566. (Hos - 1B, Op. 102 ot 2012 r., B cmia ot 21.12.2012 r.) (1)
[lputexxaTenaT Ha pa3pelieHHeTo 3a YHoTpe0a/yJOCTOBEPEHHETO 3a PEerucTpanus
BKJIIOUBA B CBOSITA CUCTEMa 3a YIPaBIIEHHWE Ha PUCKA BCHUYKH YCJIOBHUA IO 4. 55a, 56 u
56a.

(2) B cnywaure mo an. 1 mpuTexarensT Ha pa3pelIeHHETO 3a
yrotpeba/yI0cTOBepEeHUETO 3a perucrpaius mogasa 10 MAJI yBenomiieHne 3a mpoMsiHa B
CUCTeMarTa 3a yrpaBJIeHUE Ha PUCKA.

Un. 568. (HoB - JIB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.)
W3meaHWTENTHATA areHIMs 1O JIeKapcTBara uanpama uHpopMaius 10 Eporelickara
areHIus 1o JICKapcTBaTa 3a U3JJaJICHUTE pa3pelieHus mno wi. 55a, 56 u 56a.

Un. 57. (1) Usnbnuutennusat aupektop Ha MAJl oTka3Ba u3naBaHe Ha
paspelieHre 3a ynorpeda Wi yI0CTOBEPEHHE 3a PErUCTpalMsl Ha JIEKApCTBEH MPOJYKT,
KOraTo clie]] OLI€HKAa Ha IOCUETO MO WiI. 27 - 32 ce yCTaHOBH, 4Ye:

1. ChOTHOIIEHUETO MOJI3a/PUCK € HEOIArONPUSITHO, TN

2. eUKacCHOCTTA Ha JIEKAPCTBEHUS MPOJYKT HE € 3allUTeHa yOeaAUTEIHO OT
3asiBUTENISA, WIN

3. KOJMYECTBEHUAT U KAYECTBEHMST CHCTaB Ha JIEKApPCTBEHUS MPOILYKT HE
OTTOBapAT Ha ONKCAHUS B JIOCHETO.

(2) (dom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) U3mbaHUTETHUAT
nupektop Ha MAJI oTka3Ba u3gaBaHe Ha pa3pelleHne 3a yrnorpeda Wi yIoCTOBEpEHHE 3a
perucTpanys Ha JIEKapCTBEH IPOLYKT, KOraro HSIKOM OT JaHHWUTE B JIOCHETO HE
CHOTBETCTBAT HA M3MCKBAHUATA HA Wi. 27 - 32 unu Ha HapenOaTa 1o 4. 42.

(3) Uzneaautennust aupekrop Ha WMAJl oTka3Ba peructpanus Ha
TPaAUIMOHEH PACTUTENICH JIEKAPCTBEH MPOAYKT, KOTaTo Ciel OLEHKA Ha JOKyMEHTAlMATa
CE YCTaHOBH, Y€ IPOYKTHT HE OTIOBAPS HA yCIOBUsATA IO Wwi. 37, ai. 1, TaHHUTE B JOCUETO
HE ChOTBETCTBAT HA 4. 38 WIIH:

1. KONMMUYECTBEHUAT U Ka4ECTBEHUAT ChCTAB HE OTrOBapsT HAa ONHCAHUTE B
JIOCHETO;

2. IeKapCTBEHUSAT MPOJYKT MOKe J1a Objie BpeieH MpH MpaBUIHA YIIOTpeoda;
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3. JaHHHTE 3a TPATUIMOHHATA YIOTpeOa ca HeJOCTAThYHH, OCOOCHO KOTaTo
(dapMaKOJIOTUYHUTE CBOWCTBA WM €(PUKACHOCTTa HE Ca JOKa3aHW BB3 OCHOBA Ha
JUBJITOTOJTUIITHA YIIOTpeOa U HATPYIIaH OIIWT;,

4. bapmManieBTUIHOTO KaYECTBO HA JICKAPCTBEHUS MPOAYKT HE € JOCTATHYHO
000CHOBAHO.

Ui 58. [IpuTexaTensaT Ha pa3peluIeHUEeTo 3a ynorpeda HOCH OTTOBOPHOCT 3a
I'bJIHOTATA U JJOCTOBEPHOCTTA HA IAHHUTE B JIOCUETO.

Y. 59. (1) Orka3bT Ha u3nbIHUTENHUS AupekTop Ha MAJI 3a u3gaBane Ha
paspelieHue 3a ynorpe0da/y10cToBepeH e 3a pErucTpalys Ha JeKapCTBEH MPOIYKT MOKE
na 0b21e 00KanBaH Mo peaa Ha AJIMUHUCTPATUBHONPOLIECYATHUS KOJIEKC.

(2) Otka3bT Ha u3nbAHUTENHUS AupekTop Ha MAJI u moTtuBHTE 32 Hero ce
nyOJIMKyBaT Ha CTPAHMIIATa HA areHIMsITa B MHTEPHET.

Y. 59a. (Hos - [IB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r.) (1) (U3Mm. -
B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnywaute no 4. 55, an. 2 u 5, HO He
O0-KbCHO OT 9 Mecema mnpeaud UW3TUYAHETO Ha CpOKAa Ha Pa3pelleHHETo 3a
ynoTpe6a/y10CTOBEPEHUETO 32 pETUCTpaltsl, TpUTexaTenat My noaasa B MAJI 3asBnenue
3a TIOJHOBSBaHE, MPHUIPYKEHO C 000OIIEHO TOcHe IO OTHOIIEHHWE Ha KadecTBOTO,
0e301acHOCTTa M e€(UKACHOCTTA, BKIIOUUTEIHO OLEHKA Ha JJAHHWUTE, ChABbPXKAILU CE B
JOKJIaJUTEe 3a I[0J03UPaHM HEKEJIaHW JIEKAPCTBEHH PEAKIUM U MEPUOJUYHUTE
aKTyalIM3MpaHU JOKJIAAM 3a 0e30IacHOCT, MOJaBaHU B ChOTBETCTBUE C IJlaBa OCMa, U
BCUYKM  OJ0OpeHHM  MPOMEHM  Ciell  M3JaBaHe  Ha  pa3pelieHueTo  3a
ynoTpe6a/y10CTOBEPEHUETO 32 PErUCTpaLusl.

(2) U3uckBaHusATa KbM JAAHHUTE U JIOKYMEHTHUTE OT JIOCHETO Mo ai. 1 ce
orpeneniT B HapeadaTa mo wi. 42.

(3) B cpok 110 120 1Hu OT MOCTHIIBaHE HA 3aBJICHUETO U JJOKYMEHTAILUSITA 110
an. 1 MAJI ouensiBa xauecTBOTO, Oe30macHOCTTa M e(UKACHOCTTa Ha JIEKapCTBEHUS
MPOAYKT U U3TOTBS OLIEHBUYEH JI0KJIa/1, KOWTO MPEICTaBs Ha U3IIBJIHUTEIHUS TUPEKTOP HA
NAJL

(4) Korato ycTaHOBM HEII'BJIHOTH /WM HECHOTBETCTBHUS B Ipe/ICTaBEHATa
JokyMmeHTanus no an. 1, MAJI yBenomsiBa MMCMEHO MPUTEXKATEN HAa Pa3pelIECHUETO 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTpALMs U JaBa YKa3aHHs 3a OTCTPAHSIBAHETO UM.
[TputexxaTenaT Ha pa3pelieHHeTo 3a YHnoTpe0a/yJoCTOBEPEHHETO 3a PpEerucTpanus
OTCTpaHsBa HEMBbJIHOTUTE W/WJIM HECHOTBETCTBUATA B JOKYMEHTAIUATA B CpoK 110 30 1HU
OT J]aTaTa Ha M0JyyaBaHE Ha YBEAOMIICHHUETO.

(5) B cpox 10 gam oOT mony4aBaHe Ha OICHBUHMS TOKJIaA MO al. 3
M3IIBIIHUTENHUAT Jupektop Ha MAJl wn3naBa paspenieHue 3a IOJAHOBABAHE Ha
pa3pelieHueTo 3a ynorpeba/yj0CTOBEpEHHUETO 3a PETUCTPaLUs Ha JIE€KapCTBEHUS TPOAYKT
WJIM MOTHBUPAH OTKa3.

Un. 596. (Hos - B, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) (1)
W3nbaautennusat nupektop Ha HMAJI oTka3Ba NOJHOBSIBaHE Ha pa3pelleHUEeTo 3a

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



ynoTpe6a/y10CTOBEPEHUETO 3a PEruCTpalusl Ha JIEKapCTBEHMs MPOJIYKT, KOraTo Cie[
OIIEHKA Ha JJOCHETO Mo Wi. 59a, ait. 1 ce ycTaHOBH, Ue:

1. nekapcTBEHUAT NPOIYKT € BPEIEH IIPU IPaBUIIHA yIoTpeda, Uiin

2. TUTICBA TepareBTUYHA €PUKACHOCT, WIH

3. CbOTHOILEHHETO MOJ3a/PUCK € HEeOIaronpusaTHO IPU MpaBUIIHA YIOTpeoa,
WIn

4. KONMYECTBEHUAT U KAYECTBEHUAT ChCTaB HA JIEKAPCTBEHMS IMPOAYKT He
OTrOBapAT Ha ONKCAHUS B JIOCUETO, WIN

5. TaHHUTE B JOCUETO 10 Wi. 59a, an. 1 ca HeBepHH, WU

6. KOHTPOJBT Ha JIEKAPCTBEHUS MPOAYKT W/WIM HAa CHCTAaBKUTE U HA
MEXJUHHUTE €Talu 0T IPOU3BOJCTBEHHUS IPOLIEC HE € U3BBPILIBAH UM HE € U3IbIHIBAHO
JIpYro U3UCKBaHE, IPU KOETO € U3/IaJIeHO PAa3pELIEHUETO 3a IPOU3BOICTBO, WK

7. HAKOU OT JAaHHUTE B JOCHETO HE OTrOBAapsAT HA M3MCKBaHMATA Ha wil. 59a,
an. 1 u2.

(2) Orka3pT Ha u3mbIHUTENHUSA aupekTop Ha MAJI 3a mogHoBsBaHe Ha
paspenieHue 3a ynorpeda/ynocToBepeHue 3a pErucTpaus Ha JEKapCTBEH MPOIYKT MOKE
na ObJie 00’kanBaH 1o peJa Ha AJIMUHUCTPATUBHONPOLIECYATHUSI KOJEKC.

(3) Orka3pr Ha wusnbaHuTENHUA aupektop Ha WAJI um MotuBuTE cCe
nyOiuKyBaT Ha cTpaHuuaTa Ha MIAJl B uHTepHeT.

Ui 598. (Hos - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - JIB, Op.
102 or 2012 r., B cuna ot 01.04.2013 r.) M3nbnHurenHara areHuusi Mo JeKapcTBara
yBenoMsiBa HalimoHaJIHUS ChBET 110 LIEHU U PeUMOypCUpaHe Ha JIGKAPCTBEHUTE MPOIYKTH
3a TIPEeKPaTEHUTE U OTHETUTE Pa3pelieHus 3a ynorpeda, KakTo U 3a HAlPaBEHUTE OTKa3u
3a MOJHOBSIBAaHE HA W3JIaJICHH pa3pelieHus 3a ynorpeda Ha JeKapCTBEHH MPOJIYKTH B 7-
JTHEBEH CPOK OT W3JIaBAaHETO HA CHOTBETHUS aKT.

Pazgea VI.
IIpomeHnu B U3/1a/ieHO pa3pellieHNe 3a ynorpeda

Un. 60. (1) (U3m. - 1B, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.)
[TputexkaTenar Ha paspelieHue 3a ynorpeda Ha JIEKapCTBEH MPOAYKT € JUIbXKEH Ja
yBenomu MAJI 3a Bcsika MpOMsIHA B YCIIOBUSATA, TIPU KOUTO € U3/IaJIEHO Pa3peIeHHeTo.

(2) U3m. - 1B, 6p. 12 o1 2011 r., B cuna ot 08.02.2011 r.) [Ipomenure morat
na Obpnat ot tun IA, Tun Ib, Tun II, pasmmpsiBaHe Ha o0XBara Ha pa3pelICHUETO 3a
yrnotpe0a U CIEeIHU OTPaHUYUTEIHU MEPKH 3a 0€3011aCHOCT.

(3) (U3m. - B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) YcnoBusra u
KpUTEPUHUTE 32 KJIacH(pHUKAIUs Ha IPOMEHUTE Ce ONPENeNT ¢ Hapeadara mo ui. 42.

(4) (U3m. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) [Ipomsna, koato
HE ce SABsBa pa3lIMpsiBaHe Ha 00XBaTa U YMATO KJIacu(UKaILMs OCTaBa HEOIpeIesieHa Ciiel
npujaraHe Ha yCcJIOBHATa M KpUTEPUHTE 1O HapenOarta no ui. 42, ce cMATa 3a MPOMsiHA OT
tun Ib o moxpazoupane.

(5) (Homa - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) KaTto uskmtouenune
oT ai. 4 mpoMsiHa, KOSATO He Ce SABsBa pa3lIMpsiBaHEe Ha 00XBaTa M YUATO KiIacu(uKaLus
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OCTaBa HEoMpeIeeHa ClIe/ MpuilaraHe Ha yCIOBUATA U KPUTEPUHUTE HA HapeaoaTa 1o 4.
42, ce cMATa 3a mpoMsHa ot tun Il B ciienqnuTe ciayvau:

1. Mo MCKaHe Ha MPUTEXKATENs Ha pa3perieHUEeTo 3a yrnoTpeda, OTpa3eHo B
3asIBJICHUETO 32 IPOMSIHA;

2. xorato MAJI cnen olieHKa Ha BaJUMIHOCTTA HA YBEIOMJICHHETO MO 4j. 63
MIpEIEHU, Y€ MPOMSHATA MOXE Jla MMa CBHIIECTBEHO BB3JCHCTBHUE BBPXY KaueCTBOTO,
0e30macHOCTTa WM e(PUKACHOCTTA Ha JIEKAPCTBEHUS TIPOIYKT.

Ui 61. (U3m. - JIB, Op. 12 ot 2011 r., B cmma ot 08.02.2011 r.) (1) 3a Bcska
npomsiHa ot tun IA, tTun Ib, tun II wim pasmupsBane Ha o0XBara MPUTEKATEIAT HA
paspelieHueTo 3a yrnoTpeba Ha JekapcTBeHUs NpoAykT mnonaBa B HAJL otnenHo
YBEIOMJIEHHE, CbOTBETHO 3asIBIICHUE.

(2) Koraro nmanena mpomsiHa BOIM A0 MPOMsSHA B JaHHUTE OT KpaTkaTa
XapaKTEepUCTHKa Ha MPOJYKTa, HAa ONMAKOBKATa W/WIM B JIMCTOBKATa, TE€3W IPOMEHU Ce
IpUeMaT KaTo 4acT OT 3asBeHaTa MPOMSHA U 3a TSX HE Ce 110/1aBa OTAEIIHO 3asiBJICHUE.

(3) IlpurexarensT Ha pa3pelIleHHETO 3a yHoTpeda MoKe Ja Tpynupa
MIPOMEHUTE, KOraTo:

1. yBenoMsiBa €JHOBPEMEHHO 3a €HU U CHILM NPOMEHHU TUIl IA B ycioBusTa
Ha €JIHO WJIM TIOBEYE pa3pelieHus 3a ynorpeoa;

2. 3asBsIBa €JHOBPEMEHHO HSIKOJIKO IPOMEHU B YCIOBUSATA Ha pa3pelIeHus 3a
ynoTtpe0a, MpruHaUIekKalld KbM ITI00aTHOTO pas3pelieHue 3a ynotpeda no 4. 28, an. 8 Ha
JIEKapCTBEHUsI NPOAYKT, MPU YCIOBHUE Y€ CHOTBETHUTE IPOMEHH IONaaaT B €AUH OT
CJIEIHUTE CITy4Yau:

a) eQHa OT IPOMEHUTe B TrpynaTa € paslmupsBaHe Ha oOxBaTa Ha
paspelIeHneTo 3a ynorpeoa;

0) eqHa oT mpoMeHuTe B rpymara € mpomsHa Tum II, a Bcuuku ocranamm
IIPOMEHM B TpyIaTa ca IpOMEHHU, KOUTO ca CIEACTBUE OT NMpomsiHata Tui II;

B) €lHa OT MPOMEHHUTE B Tpymnara € npomsHa tum Ib, a Bcuuku ocraHamu
IIPOMEHM B TpyIara ca IpOMEHHU, KOUTO ca CIEACTBUE OT nmpomsiHata Tul Ib;

I) BCHUYKM IPOMEHM B TIpymara ce OTHAaciIT camMO JO MPOMEHH OT
aIMUHUCTPATUBEH XapaKTep B KpaTKaTa XapakTEPUCTHUKA Ha MPOJYKTa, JTUCTOBKATA 3a
ManUeHTa Uik ONaKOBKAaTa;

1) BCHYKH MIPOMEHHU B TpymnaTa ca MPOMEHU B OCHOBHATa JOKYMEHTAIUS Ha
AaKTHBHOTO BEIIECTBO, OCHOBHATA JJOKYMEHTAIUsl HA BAKCUHHUS aHTUTE€H WJIK OCHOBHATa
JOKyMEHTAIUs 3a MJ1a3MaTa;

€) BCUYKU MPOMEHU B rpyrnaTa ca BbB Bpb3Ka C MPOEKT, IpeJHa3HAYEeH Aa
YCBBBPILIEHCTBA MPOU3BOJICTBEHHS] MPOLEC M KAYECTBOTO HA CHOTBETHHS JIEKAPCTBEH
MPOJIYKT MJIM HETOBOTO/HETOBUTE aKTUBHO/aKTHUBHHU BEIIECTBO/BEIECTBA,;

) BCUUKHM IIPOMEHM B rpylara ca IpOMEHH, KOUTO 3acsAraT KaueCTBOTO Ha
MaHeMUYHa TIPOTUBOTPHUITHA BAKCUHA,

3) BCHUKH TPOMEHHM B Trpymnara ca MPOMEHH B CHCTeMaTa 3a JIEKapCTBeHa
0€30MacHOCT 110 TIaBa OCMa;

1) BCUYKU TIPOMEHHM B TpyITIaTa ca CIIeJICTBUE OT OMpeieNieHa CIelHa MAIpKa 3a
0€30MacHOCT U ¢a MOJAal€HHA B CbOTBETCTBHE C 4JI. 606;

K) BCUYKU MIPOMEHU B rpymaTa ca CBbpP3aHU C BKIIIOUBAaHE Ha WH(OpMAIIUS 32
nazneH (hapmMako-TepaneBTHUEH KJiac;

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



J1) BCUYKU MPOMEHU B rpymnaTa ca CJIEJCTBHE OT OLIEHKAaTa Ha NEepUOAUYEH
JIOKJIaJ1 32 OE301aCHOCT;

M) BCHUKH IIPOMEHHU B Ipyrara ca CJIeCTBUE OT IPOyYBaHe Clie]] oJyyaBaHe
Ha pa3pelIeHue 3a ynoTpeda, mpoBeIeHO MO HaA30pa Ha MIPUTEKATENS Ha Pa3pelIeHuEeTO
3a ynorpeoa;

H) BCUYKHU IIPOMEHU B IpyIara ca cleACTBUE OT U3IIbJIHEHUETO Ha YCIOBUE B
paspernieHue 3a ynorpeda 1mo 4. 56;

3. 3asiBEHUTE TPOMEHH B YCJIOBHUATA HA €/IHO U CHILO pa3pelieHue 3a ynoTpeda
HE ToMajaT B CIy4auTe 1o T. 2, npu yciuoBue ye MAJI ce chriacu aa npuioxu KbM Te3u
IIPOMEHU €/1Ha U Chlla MpoLeaypa.

(4) Ilpu rpynupane Ha MPOMEHU MO al. 3, T. 2 W 3 TPUTEXKATEIAT HA
pa3pemieHueTo 3a ynorpebda nmonasa B MAJL:

1. enMHHO yBeJOMIIEHUE, KOTaTO MIOHE €Ha OT MpoMeHuTe e Tull Ib u Bcuuku
ocra"anu ca tuil A wmm tun IB;

2. eIMHHO 3asBJIEHUE, KOTaTO OCHOBHATa MpoMsiHa e Tull Il u HuTOo exana ot
JIpYTUTE IPOMEHU HE € pa3lIMpsiBaHe Ha 00XBaTa Ha pa3pelIeHUETO 3a yIoTpeoa;

3. eIMHHO 3asBlIEHUE, KOraTO OCHOBHATA MPOMSIHA € pa3IINpsiBaHEe Ha 00XBaTa
Ha pa3pelIeHueTo 3a ynorpeoa.

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

1. moxyMmeHTanus1, CBbp3aHa ¢ IPOMEHUTE, ONpeieNieHa ¢ Hapeadara 1o 4i. 42;

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

(6) Manbnuurennust gupektop Ha WAJl yrBppkgaBa oOpasuute Ha
3asBlIEHHE, CHOTBETHO yBEJOMJIEHHE IO all. 1 U 4, KOUTO ce MyOJMKYBAaT HAa WHTEPHET
ctpanuuara Ha MAJL.

Un. 62. (M3m. - 1B, 6p. 12 ot 2011 r., B cuna or 08.02.2011 r.) (1)
[TpuTtexxaTtensaT Ha pa3pelIeHneTo 3a ynorpeda Moke Ja MoAajie yBeJOMJICHHUE 3a IPOMEHU
tun [A B cpok 12 Mecena cien mpujlaraHeTo UM € W3KJIIOYEHHE Ha MPOMEHMTE, KOUTO
U3UCKBAT He3a0aBHO yBEJJOMJICHHUE.

(2) IIpomenute Tun IA, KouTO H3UCKBAT HE3a0aBHO YBEAOMJICHHE, C€
ofpeneNnAT ¢ Hapeaoara mo ui. 42.

(3) B cimyqaute 1o an. 2 mpuTekaTeNST Ha pa3pelieHrueTo 3a ynorpeda nojgana
yBeJIOMJICHHE 3a IpoMsiHaTa TUIl A He3a0aBHO ciesl IpuiaraHeTo M.

(4) B 30-gHEeBeH CpoK OT MoJy4aBaHE HAa YBEJOMJICHHETO 110 all. 1, CbOTBETHO
no an. 3, AJI yBegomsiBa mpuTeKaTess Ha pa3pelieHueTo 3a ynorpeoa:

1. jmanu mnpomMsiHaTa/IPOMEHUTE C€ TMpuUeMa/pueMar WM He; KOraro
IpOMIHATa/IPOMEHUTE HE Ce IIpUeMa/IpruemMar, ce mocoYBaT MOTUBUTE 3a TOBA, U

2. jand mpoMsHAaTa/MPOMEHUTE BOJU/BOAST 1O MPOMSHA Ha JIaHHUTE B
U3JaJICHOTO paspellieHne 3a yrnoTpeda; Koraro ce Hajara HpoMsHa B M3/1aJCHOTO
paspernieHue 3a ynorpeoda, ce nmpuiara @wi. 64a.

(5) lpurexarenst Ha pa3pelIeHUETO 3a yHoTpeba MpeycTaHOBsIBa He3a0aBHO
MPUJIAaraHeTo Ha ChOTBETHATA/ChOTBETHUTE MpOMsHa/poMeHH TUl [A cien momyyaBaHe
Ha yBeJoOMJIeHuE 10 al. 4, T. 1 3a HenpueMaHe.
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Ui 63. (M3m. - IIB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) Korato
yBeJIOMJICHHETO 3a mpomsiHa Tun Ib otroBaps Ha usuckBaHusta Ha wi. 61, MAJI
YBEJIOMSIBA IIPUTEKATEIIS HA pa3pellieHueTo 3a yrnoTpeda, 4ye yBeAOMJICHHETO € BaJIUIHO U
[I0COYBa JlaTaTa, OT KOATO CPOKBT 110 aJl. 2 3a1oy4Ba Ja Teye.

(2) B 30-mHeBeH cpok OT moJiydaBaHe Ha BaJMIHO YyBemomuieHue WAJI
OlLICHsIBA MOJaJeHaTa JOKYMEHTAalMs U YBEIOMsBa IpUTEXKATels Ha Pa3pelIeHHETO 3a
ynotpeoa:

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

2. 1any npoMsiHaTa BOJAM 110 IPOMSIHA HA JAHHUTE B U3JaJICHOTO pa3pellieHue
3a ynorpeba; KOraro ce Hajara npomsiHa B M3JaJICHOTO pa3pellieHue 3a ymnorpebda, ce
npuiiara wi. 64a.

(3) Korato B cpoka no an. 2 MAJI yctaHOBH HECHOTBETCTBHS B MOAA/IeHATA
JOKYMEHTAIlsl C M3MCKBAaHUATA HAa 3aKOHAa M Hapendara mo wi. 42, T4 yBeAOMsBa
MPUTEkKATEIIS Ha Pa3pelIeHHETOo 3a yrnoTpeoa.

(4) B 30-mHeBeH cpok OT IOJIyuaBaHE Ha YBEIOMJIEHHETO IO al. 3
MPUTEKATENAT Ha pa3pelIeHHeTo 3a ynoTrpeda Moxke Ja HPOMEHU WIW AOIBJIHU
JIOKYMEHTaIUATA.

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

(6) B 30-nHeBeH CpoK OT MoTydaBaHe Ha MPOMEHEHATa JOKYMEHTAIHS 110 aJl.
4 IAJI yBennomsiBa mputTexartess Ha pa3pelieHrueTo 3a ynorpeoa:

1. manu ogoOpsiBa mpoMsiHaTa WK HE; KOrato IpoMsiHaTa He ce 0700psiBa, ce
MOCOYBAT MOTHBUTE 3a TOBA, U

2. 1any npomMsiHaTa BOJAM J10 MIPOMSIHA Ha JAHHUTE B U3JIaJICHOTO pa3pellieHue
3a ynoTpeba; KOraTo ce Hajara MpoMsiHa B M3JIaJICHOTO pa3pelleHue 3a ynorpeba, ce
npuiiara wi. 64a.

(7) IlputexxaTenaT Ha pa3pelIeHHeTo 3a ymnoTpeda mpuiara opodpeHara
npomsiHa Tun Ib ciex momydaBane Ha yBeOMIIEHHE 110 ajl. 2, T. 1, CBOTBETHO I10 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
3asiBJIeHHETO 3a mpoMsiHa Tul Il otroBaps Ha m3uckBaHusTa Ha wi. 61, UAJI yBenomsBa
MpUTEXKATENs Ha Pa3pelieHNeTo 3a ynoTpeda, ye 3asiBICHUETO € BaUIHO, KaTo MOCoYBa
JaTara, oT KOSTO CPOKBT IO ajl. 2 3aroyBa Jia Teye.

(2) B 60-mHeBeH cpok OT moiy4daBaHe Ha BanuaHO 3asBieHue VATl u3rorss
OLICHBYEH JIOKJIa/l 32 IPOMSHATA.

(3) CpoksbT o an. 2 Mmoxe na Ob1e:

1. HaMaJieH Mpy CHENIHN CTy4Yan, KOUTO ca CBbp3aHu ¢ Oe30macHaTa ynorpeda
Ha JICKapCTBEHUS MPOAYKT, UITU

2. yapmxkeH 10 90 AHM NpU TPOMSHA, C KOSITO C€ W3MEHA WU J00aBs
TEepaneBTUYHO MOKA3aHHE.

(4) Korato MAJI ycTaHOBM HECHOTBETCTBUS B MOAAJICHATA JTOKYMEHTAIUS C
M3HMCKBAaHUATA HA 3aKOHA M HapenbaTa mo wi. 42, TS yBeIOMsiBa MpUTEXKATeNs Ha
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pa3pelieHueTo 3a yrnoTrpeda W ompejaesns CpoK 3a MpeAOCTaBsSHE HA JOMBIHUTETHATA
uH(pOpMAaIIUs U TOKYMCHTAIIHS.

(5) B cnydaunte 110 ai1. 4 CpoKbT 110 aJl. 2 CIIMpa Ja Teue J0 MPEACTaBIHETO Ha
TOMBITHUTETHATA HHPOPMALIHS U JOKYMEHTAITHS.

(6) B cpok 1o 15 gHU OT M3TOTBSHE HA ONEHBYHHS JOKJIA] U3ITBIHUTEITHUAT
nupextop Ha MAJT:

1. omobOpsiBa mpoMsHAaTa WM MPaBU MOTUBUpPAH OTKa3 M yBEJAOMSIBA 3a TOBA
MIPUTEKATEIS Ha Pa3pEIICHUETO 32 yIoTpeoa;

2. yBeZOMsBa MPUTEKATENs Ha pa3pellieHneTo 3a ynorpeda ganu ogodpeHaTa
MPOMSIHA BOJIM 10 MPOMSIHA HA JJAHHUTE B U3/aJICHOTO pa3pellieHre 3a yrnoTpeda; Koraro
ce HaJjlara mpoMsiHa B U3/IaJICHOTO pa3pelleHue 3a yrnoTpeda, ce mpuiara 4i. 64a.

(7) Tputexartenar Ha pa3peUICHHETO 3a yrmoTpeda MOXKE Ja MPUIOKHU
onobpenara npomsHa tin Il camo cnen W3naBaHeTo Ha pa3pelleHHe 3a MPOMSHA IO Il
64a.

Un. 64a. (Hos - JIB, Op. 12 or 2011 r., B cumma or 08.02.2011 1.)
WM3nenautennusar qupektop Ha MAJI n3maBa paspenieHre 3a mpoMsiHa B pa3pelieHrueTo 3a
yrnoTpeda B CPOK:

1. TpuzeceT AHU OT U3aBaHE HA YBEJAOMJIEHUETO 10 uil. 62, an. 4, T. 2, wi. 63,
al. 2, T. 2, CbOTBETHO 4J. 63, ain. 6, T. 2 vwin wi. 64, an. 6, T. 2, KOraTo ChLOTBETHATa
MpOMsIHA BOJAM JI0 yIbJDKaBaHe ¢ 6 Mecella Ha CpoKa, mocoyeH B wieH 13, maparpadu 1 u
2 ot Permament Ne 1768/92 na Coeera (EMO) ot 18 tonu 1992 r. 0THOCHO Ch3/1aBaHETO
Ha JOMBIHUTENICH CepTU(UKAT 3a 3aKpUiia Ha JIEKAPCTBEHUTE MPOJYKTH, B ChOTBETCTBUE
¢ wi. 36 ot Pernmament (EO) Ne 1901/2006;

2. IECTAECET IHM OT U3/1aBaHE HA YBEJOMIICHHETO M0 Wi. 62, an. 4, T. 2 - ipu
npoMeHu TuM [A, KOUTO HE U3UCKBAT HE3a0AaBHO yBEIOMSIBAHE;

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

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

Un. 646. (Hos - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) Ilpu
IIPOMEHU, OTHACSIIM C€ O MPOMEHU B aKTUBHOTO BEIECTBO 3a LIEINUTE HA €XKErojHara
aKkTyalqu3alMs Ha NPOTUBOTPUITHUTE BAKCHHM, HPUTEXKATENAT Ha pa3pelleHUueTo 3a
ynotrpeba momaBa B MAJl 3asBiieHune, NMpUAPYXKEHO C JAOKYMEHTAIMs, OMpeereHa C
HapenOaTa mo ui. 42. B 7-gueBeH cpok MAJI mpoBepsiBa mbjHOTaTa Ha IOjAaJeHaTa
JIOKYMEHTaIHSl.

(2) Koraro 3asiBneHneTo oTroBaps Ha U3MCKBaHusATa Ha ai. 1, MAJI yBenomsBa
MpUTEXaTelNls Ha pa3peleHNeTo 3a ynorpeda, ye 3asiBICHUETO € BaJIMAHO, KaTo MOCoYBa
JaTata, oT KOSATO CPOKBT IO ajl. 3 3aro4Ba Ja Teue.

(3) B 45-nueBen cpok oT mosiydaBaHe Ha BanuaHo 3asBieHue MAJI onensisa
JOKYMEHTAIUATA U U3TOTBS OLIEHBYEH JOKJIaI.

(4) WznbpnanutenHaTa areHIUs IO JiIeKapcTBaTa MOXeE Ja H3UCKa OT
NPUTEXKATEIIS Ha pa3pelleHneTo 3a ynorpeda Aa npeicTaBi KIMHUYHUTE JaHHU U TAaHHUTE
3a CTaOWJIHOCTTa Ha JIeKapCTBEHUs MNponykT. Ilpurexartensrt Ha paspelieHuero 3a
ynotpeba npenacrass B MAJI uzuckanute JaHHU B CPOK 12 THM OT M3TUYAHETO HA CPOKa
1o ai. 3.
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(5) UsnbanuTenHata areHUus MO JIeKapcTBaTa OLEHSBA JOKYMEHTAalUITa U
B3€Ma OKOHYATEIHO pelieHue B cpok 10 1HM OT MoJlyyaBaHETO Ha JaHHUTE 110 ajl. 4, KaTo
U3/1aBa pa3pelieHue 3a IPOMsIHa UM OTKa3.

Ui 65. (1) Koraro mputexatenaT Ha pa3penieHHueTo 3a ynoTpeda yCTaHOBH
PHICK 3a 3[IpaBETO MpH yrnoTpedaTa Ha JIEKapCTBEHUS MPOAYKT, TOM NpeAnpreMa CIeHu
OTpaHUYUTEIHA MEPKHU U He3a0aBHO yBenomsiBa nucmeno MAJL

(2) M3nbiHuTENIHATA areHLUs 1O JieKapcTBaTa ce MPOU3HACS 110 MEPKUTE B
CpoK 24 Jaca OT yBEIOMJICHUETO.

(3) KoraTo MAJI He ce mpou3Hece B CpoKa IO all. 2, cMsTa ce, Y€ MEPKUTE ca
0/100peHH.

(4) Koratro MAJI ycraHoBu, e MMa pPHCK 3a 3/paBeTO Ha Xopara OT
yrnorpebaTta Ha JIEKapCTBEHUS MPOAYKT, Pa3Mopexkaa Ha MPUTEKATEN Ha pa3peiieHueTo
3a ynoTpeOa ja npeanpueMe He3abaBHO OTPaHUYUTEITHU MEPKHU.

(5) B cniydaute o an. 1 u 4 mpuTtexareisaT Ha pa3peleHUueTo 3a ynoTpeda Ha
JIEKapCTBEHUsI NMPOAYKT cbriaacyBa ¢ MAJI HaumHa M CpokoBeTe 3a BBBEXKIAHE Ha
MPEIIPUETUTE MEPKH.

(6) IlpurexarensaT Ha pa3peLICHUETO 3a yNOTpeda Ha JEKAPCTBEHUS MPOILYKT
MoJiaBa J10 U3MIBJIHUTEIHUS AupekTop Ha MAJI 3asBnenue 3a mpoMmsiHa o pena Ha 4. 64
He MO-KbCHO OT 15 HU ciiex faTaTa Ha IpeanprUeMaHe Ha MEPKUTE.

Un. 66. (1) (M3m. - 1B, Op. 12 ot 2011 ., B cuma ot 08.02.2011 1.)
[TputexxaTenar Ha pa3pelieHue 3a ynorpeda Ha JeKapcTBeHUs IPOAYKT I0/JaBa 3asiBICHUE
3a pasmMpsBaHe Ha 00XBaTa Ha U3IQJICHOTO pa3pelieHue 3a ynorpeda mpu:

1. mpoMsiHa HAa aKTUBHOTO/aKTUBHHUTE BEIIECTBO/BEIIECTBA:

a) 3aMsHA HA XMMHYECKH aKTHBHO BEIIECTBO C Pa3JIMYeH KOMILICKC/ IepuBar,
BKIIIOUBAII] COJI/€CTep, ChC ChI[aTa TEPANEeBTUYHA YACT, MPU KOETO XapaKTEPUCTUKUTE Ha
e(ukacHOCTTa/6€30MacCHOCTTA HE Ce pa3InvaBaT ChIIECTBEHO;

0) 3aMsHa ¢ pa3IUYeH U30Mep, pa3InyHa CMeC OT H30MEpH, 3aMsHA Ha CMEC C
U30JIMpaH HW3oMep (HampuMep Ha paleMaT ¢ eJIWHWYEH CHAHTHOMEp), MPH KOETO
XapaKTePUCTUKUTE Ha e(heKTUBHOCTTA/0€30MMaCHOCTTA HE CE Pa3IniaBaT ChIIECTBEHO;

B) 3aMsiHa Ha OMOJIOTUYHO aKTUBHO BEIIIECTBO C TAKOBA, KOETO UMa MaJIKO T0-
pa3iauyHa  MOJEKyIsApHAa  CTPYKTypa, TMpPH  KOETO  XapaKTepUCTUKUTE  Ha
e(eKTUBHOCTTA/0€30MaCHOCTTa HE C€ pa3auyaBaT ChHIIECTBEHO, C H3KIIOYCHHE Ha
MPOMEHU B AaKTHBHOTO BEIIECTBO HA CE30HHA, MpeANaHJAeMHUYHa WA TMaHJeMHYHA
MIPOTUBOTPHUITHA BAKCHHA 3a YOBEIIKA yIoTpeoa;

I') MPOMSIHA HAa BEKTOpa, M3MOJ3BaH 3a MPOM3BOACTBOTO HA aHTUTCHA WIIU
W3XOJIHUS MaTepHall, BKIIFOUNTEITHO HOBAa OCHOBHA KJIEThYHA OAaHKa OT JIPYT M3TOYHUK,
IpU KOETO XapaKTePUCTHUKUTE Ha e(EeKTHBHOCTTA/OE3BPEIHOCTTa HE C€ pa3inyaBar
CBIIECTBEHO;

1) HOB JIUTaH]] WJIM CBBP3Ball] MEXaHU3bM 3a pagrodapmMareBTHK, TPH KOWTO
XapaKTePUCTUKUTE Ha e(DeKTHBHOCTTA/0€30MMaCHOCTTA HE CE Pa3IMdaBaT ChIIECTBEHO;

€) TpoMsSHAa B EKCTpaxWpalus pa3TBOPUTEN HIM B CHOTHOIICHUETO
pPacTHTETHO BEIIECTBO/PACTUTENICH TIperapar, IpH KOETO XapaKTePUCTHKHUTE Ha
e(uKacHOCTTa/0e3BpeTHOCTTA HE C€ pa3inyaBaT ChIIECTBEHO;
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2. mpoMsiHa B KOJIMYECTBOTO HA aKTUBHOTO BEILIECTBO, JIeKapcTBeHaTa ¢popMa
U IIbTS Ha BHBEXK/IAHE:

a) MpOMsIHAa B OMOHAJTMYHOCTTA;

0) mpomsiHa BHB (papMaKOKHMHETHKATA, HAPUMEDP MPOMSHA B CKOPOCTTA Ha
0CBOOO’K/IaBaHE;

B) TpoMsHa WM J00aBSHE HA HOBO KOJMYECTBO HA AKTUBHOTO
BEIIECTBO/aKTUBHOCT;

I') IpOMsIHA WK 100aBsiHE Ha HOBA JIeKapCTBeHA (hopMa;

1) poMsiHa WK JoOaBsHE HAa HOB I'bT HA BBBEXKJAHE - MPU MMaPEHTEPAIHO
NpUIOKEHNE € HEeOOXOAMMO Ja Cce MpaBH pa3rpaHHuCHHE MEXIy WHTpaapTepUaleH,
MHTPAaBEHO3EH, MHTPAMYCKYJICH, MOJAKOKEH U IPYTH MbTUIIA Ha BbBEXKIAHE.

(2) 3asBnenuero mo ain. 1 ce mojaBa 3a€AHO ¢ JOKYMEHTAIUATA 10 Wi. 27, ail.
1, . 10, cBBp3aHa C mMpOMEHHUTE 10 aj. 1.

(3) U3uckBanusaTa KbM JOKYMEHTALMATA IO aJl. 2 CE€ ONpENENsAT B HapeaoaTa
o 4. 42.

(4) HaumeHOBaHMETO HA JICKAPCTBEHUS MPOAYKT B U3IAJCHOTO pa3pellieHue
3a paslmMpsiBaHe Ha oO0XBaTa Ha MBPBOHAYAIHOTO pa3pellieHHe 3a ymoTpeda He ce
TIPOMEHS.

(5) U3znaBaneTro Ha pa3pellieHue 3a pa3liupsiBaHe 00XBaTa Ha Beue U3/1aJCHO
paspeuieHue 3a ynorpeda Ha JIeKapCTBEH MPOIYKT C€ U3BBPILBA IIPH YCIOBHUATA U TI0 pea
Ha 4. 49 - 51.

Yn. 67. (1) IlputexaTensaT Ha pa3pelIeHUETo 3a yrnorpeda Ha JIeKapCTBEHUS
IPOAYKT [10/1aBa 3asBJICHUE 3a U3/1aBaHE HAa HOBO pa3pelIeHue 3a ynorpeba mnpu:

1. noGaBsiHE WM TNpeMaxBaHe Ha €JHO WM TOBEYE AKTUBHU BEILECTBA,
BKJIFOUUTEJIHO aHTUT€HHU KOMIIOHEHTH 3a BAKCUHUTE;

2. mpoMsiHa B Ka4€CTBOTO Ha aKTUBHOTO BELIECTBO, ITOCOYEHA B JIOCHUETO,
KOSITO TPOMEHS CBIIECTBEHO XapaKTEPUCTUKUTE 3a O€30MacHOCT U E€(PUKACHOCT Ha
JIEKapCTBEHMSI IPOJIYKT, U IPOMEHEHOTO BEIIECTBO CE ONPEEINs KaTO HOBO;

3. nobaBsiHE Ha HOBO WJIM INPOMsSHA Ha CBUIECTBYBAIOTO IOKAa3aHUE 3a
JeyeHue, NpopUIaKTUKaA UM JUarHOCTHKA B Ipyra TepaneBTUYHa 001acT.

(2) (Homa - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [Ipurexatenar Ha
paspelIeHneTo 3a ynorpeba Ha JIeKapcTBEHUS NMPOYKT MOjaBa 3asBJICHHE 3a U3/1aBaHe Ha
HOBO pa3pelIeHue 3a yrnoTpeda, Koraro 3asBICHHETO 3a MIOJAHOBSBAHE HAa PA3PEIICHUETO
3a yrnotpeda He e MoJa/IeHo B CpokKa 1o wi. 59a, ain. 1.

(3) (Ilpeaumna an. 2 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
3asBIEHHUETO ce MPHUAPYXkKaBa OT JOKYMEHTalus, ONpeiesieHa B HapeadaTa 1o wi. 42.

(4) (IIpegumna an. 3, nom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
B ciydaunTe o an. 1 u 2 ce npunara nporenypara mo ui. 49 - 51.

Un. 68. (U3m. - IIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1)
[Mputexxatenar Ha paspelieHue 3a yHoTpeda/yIoCTOBEPEHHETO 3a pPEerucTpamnus Ha
JIEKapCTBEH MPOIYKT € JUThXKEH JIa:

1. oTYMTa TOCTHKCHHITA HA HAYYHO-TEXHHYCCKHS MPOTPEC W Ja BBBEKIA
BCHYKM HEOOXOIWMH MPOMEHU B JOKYMEHTanusaTa mo wi. 27, an. 1, 7. 7 u 8 ¢ uen
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JIEKapCTBEHUAT MPOJIYKT Ja C€ MPOU3BEXJAa M KOHTPOJIMpA CHIJIACHO OOLIONPHETUTE
Hay4YyHHU METOJM; IPOMEHNUTE CE U3BBPILIBAT 110 PE/la Ha IJ1aBU TpeTa U I1eTa;

2. mogaBa He3abaBHO B MAJI Bcsika HOBa MHQOpMAaIus, KOSITO MOXKE Ja
HaJIOKU MPOMSIHA B JAHHUTE U IOKYMEHTHUTE 10 Wwi. 27 - 32 1 B KpaTKaTa XapaKTepruCTUKa
Ha MPOJYKTa;

3. uadpopmupa Bennara MAJI 3a Besika 3a0paHa WM OrpaHUYEHHE, HATO0KEHO
OT peryJaTOpHU OpraHu Ha APYI'H AbP’KaBHU, B KOUTO JIEKAPCTBEHUAT IMPOLYKT € ITyCHAT Ha
nasapa, 3a IpUUMHUTE, IOpPaJd KOUTO ca HAJIO)KEHU TE€3M MEPKH, KaKTO U 3a BCsAKa Jpyra
HOBa MH(pOpMaIMs, KOATO MOXKE J1a MOBJIMsAE HAa OLEHKaTa Ha IOJ3UTE M PUCKOBETE Ha
CHOTBETHHS JIEKAPCTBEH MPOAYKT; HHPOPMALIUATA BKIIOUBA KAaKTO MOJIOKUTEITHUTE, TaKa
U OTPULIATENIHUTE PE3YITaTH OT KIMHUYHUTE M3NUTBAHUSA WIM JPYrd MPOYYBAHUS Ha
BCUYKHU IIOKa3aHMs U IOMYJallMM, HE3aBUCUMO JAJU Ca BKJIIOYEHU B Pa3pelIEHHETO 3a
ynoTpeba, KakTo M JaHHM 3a ynoTpedara Ha JIEKapCTBEHMs MPOJYKT, KOraTro Tasu
yrnoTpeda € U3BBH YCIOBHATA HAa Pa3pelICHUETO 32 YIOTpeOa;

4. cpXpaHsBa M aKTyalu3upa MHPOpPMALUATA 3a JIEKAPCTBEHUS HPOAYKT C
TEKYIIUTE HAyyHU I[IO3HAHUS, BKIIOYUTEIHO 3aKIIOYEHMUSTAa OT OLICHSABAHETO U
npenopbkuTe, MyOnuKyBaHM Ha EBpomelickus HMHTEpHET MOpTal 3a JIEKapCTBEHU
NPOAYKTH, Ch3JaleH B CHhOTBETCTBUE ¢ wieH 26 oT Permament (EO) Ne 726/2004 na
EBponeiickus napiameHT u Ha CbBera;

5. pasmpocTpaHsBa JIEKapCTBEHUS MPOJIYKT C MOCIENHO 0J00peHaTa KpaTka
XapaKTepUCTHKA Ha MPOIYKTA U JIMCTOBKA 32 NAlUEHTAa;

6. (HoBa - /IB, Op. 18 ot 2014 r.) undopmupa MAJI 3a Bcsko mpeanpuero ot
HEro JeiicTBUE, CBbP3aHO C BPEMEHHO CIUpaHE Mpe/UlaraHeTo Ha Ma3apa Ha OIlpeJesieH
JIEKapCTBEH NPOAYKT, U3TETJISIHE OT Ia3apa Ha OMPE/IEIIECH JIEKAPCTBEH MIPOIYKT, UCKAHE 3a
IpeKpaTsBaHe Ha pa3pelleHue 3a ynoTpeda Win 3asBEHO HAMEPEHHUE 3a HENOJHOBSBaHE
Ha paspelieHrueTo 3a ynoTpeba, KakTO M Ja I[OCOYU TNPUYMHUTE, MOPagud KOUTO €
NpPEINPUETO TOBA JEHCTBUE; B TE3U CIy4au MPUTEKATENAT HA pa3pelIeHHeTo 3a yrnorpeoda
JieKJIapypa Jajly NpeAlIprueTuTe OT HEro JeUCTBUS Ce ABJDKAT Ha HAKOE OT OCHOBAHMSTA
1o wi. 276 van no ui. 277,

7. (HoBa - IB, 6p. 18 ot 2014 r.) unpopmupa UAJI, ako aelictBudara 1o T. 6
ca MpeANpHeTH B TpeTa AbpikaBa U Ce IbJDKAT Ha HAKOE OT OCHOBaHUATA 110 4iI. 276 win
o wi. 277,

8. (HoBa - JIB, Op. 18 ot 2014 r.) undopmupa EBponeiickara areHuus mo
JIeKapCcTBaTa, KOraTo JASHCTBUATA IO T. 6 U 7 ca MpeAnpUeTH Ha OCHOBaHUeE 1. 276 u 277;

9. (noBa - JIB, 6p. 18 ot 2014 r.) ocurypsiBa AOCTaTbUYHU KOJIUYECTBA OT
JIEKapCTBEHUSI MPOAYKT 32 3a/I0BOJIIBAHE HA 3/[paBHUTE MOTPEOHOCTH HA HACEJIEHUETO Ha
Peny6nuka benrapus;

10. (noBa - 1B, Op. 84 ot 2018 r., B cmiia ot 12.10.2018 r.) npexocTtaBs Ha
NAJI, execenMUUHO WIM NpPU NPOMsiHA Ha OOCTOSATENICTBATA, Upe3 CleUaIn3upaHaTa
€JIeKTPOHHA cucTema 1o wi. 2176, an. 1 uadopmanus 3a:

a) JOCTaBEeHMTE Ha TepuTopuara Ha PenyOnmka bbarapus komuuecTsa,
MOCOYEHHU TI0 JIEKAPCTBEHU MPOAYKTH, BKIOUeHH B [103UTHBHUSA JIeKapCTBEH CIUCHK, Ha
KOMTO € IIPUTEKATEI Ha pa3pelIeHneTo 3a ynorpeoa;

0) ThpProBUUTE HA €/IpO, Ha KOUTO ca JOCTAaBEHU KOJUYECTBATA JIEKAPCTBEHU
HpOAYKTH 1o OykBa "a";

B) J1aTaTa, Ha KOSATO ca U3BBPIICHU JOCTaBKUTE 1Mo OykBu "a" u "0";
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I) HaJUYHUTE B CKJIAJOBETE KOJIMYECTBA, IIOCOYCHU [0 JICKAPCTBEHH
MMPOAYKTH, BKIIIOYCHU B Ilo3uTtuBHUSA JICKApPCTBCH CIIMCBHK, HAa KOUTO € IMPUTCKATCI Ha
paspenieHueTo 3a ynorpeoa;

11. (moBa - IB, 6p. 103 ot 2020 r., B cuzna ot 01.01.2021 r.) npexocraBs Ha
WAJI 3a BCHYKH JIGKAPCTBEHU MPOJYKTH, Pa3pelIeHU 3a yrnoTpeda Ha TepUTOpHUsATA Ha
CTpaHaTa, BKIIIOYHMTEIIHO INPH MPOMSHA Ha OOCTOSTEICTBATA, Ype3 CIECIHaIM3UpaHaTa
€JIEKTPOHHA crcTeMa 1o wi. 2176, an. 1 uHopmMarus 3a koja Ha IPOAYKTA IO CMUCHIIA
Ha 4. 4, OykBa 0), noarouka i) ot Jlenerupan pernament (EC) 2016/161 3a nekapcTBeHuTe
NIPOJIYKTH, OTIPENICIICHU B HETO.

(2) Iputexarenar Ha pa3peUICHUETO 3a YMOTpeOa/yIoCTOBEPEHUETO 3a
perucrpanms € ITbxKeH rnpu noucksane ot MAJI na npencrasu:

l. JaHHU B MOJKpeNa Ha TOJIOKUTEIHOTO CHOTHOIICHUE II0JI3a/pHCK 3a
JICKapCTBEHUS TIPOIYKT;

2. (m3m. - IB, Op. 18 or 2014 r.) manHu 3a obema Ha MPOJAKOWTE HA
JICKApCTBCHHS TMPOJYKT W BCSAKAaKBa Jpyra WHQPOpPMAIHUs, C KOSITO TPUTESIKATEIAT Ha
paspeleHreTo 3a ynorpeda pasmnosiara, OTHOCHO 00eMa Ha JICKapCKHUTE MPEANUCAHUS 32
POZYKTa;

3. KOmHMe OT OCHOBHATA JIOKYMCHTAIlMs Ha CHCTEMaTa 3a MpOCJCIsIBaHE Ha
JeKapcTBeHara 0€30MacHOCT.

(3) IlpurexarensaT Ha paspemieHUETo 3a ynorpeda mpemoctaBs Ha WAJI
JOKYMEHTAIUSATA 0 al. 2, T. 3 B 7-THEBEH CPOK OT MOJTy4aBaHEe Ha HCKAHETO.

Uin. 68a. (Hos - JIB, O6p. 67 ot 2020 r.) [Iputexxarenar Ha pa3pelnicHUe 3a
ynotrpeba ocUrypsiBa BbBEKJAHETO Ha MHAUBUAYATHUS UAECHTU(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.) [Tpurexarenar Ha pa3pelieHue 3a
ynorpeba Ha BaKCHHA WJIM HAa MMYHOJIOTMYEH JIEKApCTBEH IMPOJYKT, NMpEeAHA3HAUYEH 3a
UMYHU3AIMs, Tpeau MyCKaHeTO Ha BCsKa MapTuia OoT MPOJIyKTa Ha ma3apa € JIbKEeH Ja
npeacrasu B MAJT:

1. 3asBIeHME MO 00pasell, yTBbPAEH OT U3IBbIHUTENHUA AupekTop Ha MAJT;

2. MOCTpU OT KpaWHUS MPOIYKT H/MIM MOCTPH OT MPOAYKTa B HACHITHO
CBCTOSIHUE/HEPA3NAT MPOAYKT, W/WIM MOCTPU OT MEXKIMHHU U M3XOJHHU TMPOJYKTH B
KOJINYECTBA, MIOCOYEHH B PBKOBOACTBOTO 3a OCBOOOXKJaBaHE Ha MapTUAA JIEKAPCTBEH
HOPOAYKT OT o(uIMalieH KOHTPOJIEH OopraH, m3jaaneHo ot EBponeickust aupekTopar mo
Ka4eCTBOTO Ha JIEKAPCTBEHUTE NMPOTYKTU U 3/1paBEOa3BaHE;

3. IPOTOKOJIM 32 MPOM3BOJCTBOTO M KadeCTBEHHUS KOHTPOJI HA MapTHATa,
U3JIaJICHU OT IPOU3BOIUTENS, KOUTO ca ChOOPa3eHH KaTo MUHUMYM C JaHHUTE, TOCOUYEHU
B o0paszena OT aJIMUHHMCTpAaTUBHATa IMpolenypa Ha EBpomneilckusi IupeKkTopar 1o
Ka4yecTBOTO Ha JIEKApCTBAaTa M 3/paBeona3BaHE 3a OCBOOOXKIaBaHE Ha MapTHIA OT
ouIaneH KOHTPOJIEH OpraH.

(2) IpurexaTenar Ha pa3pelIeHueTo 3a ynorpeda Ha HOBU MMYHOJOTUYHH
JIEKapCTBEHU MPOJYKTH WJIM Ha UMYHOJOTMYHH JIEKApCTBEHU MPOJIYKTH, POU3BEIECHH C
HOBH WJIM TIPOMEHEHH TEXHOJIOTHH WIIM C TEXHOJIOTHH, HOBH 32 OTJENICH MPOU3BOINUTEL,
U3ITBJIHABA 33 JbJDKEHUATA 110 all. | 32 KOHKPETHUsI MEepHo/], IOCOYEH B pa3pelIeHHeTo 3a
ynorpe0a.
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(3) (Hom. - /1B, 6p. 67 ot 2020 r.) B cpok 60 aaM OT AaTaTa Ha MPEJOCTABSIHE
HA MBIHUS KOMIUIGKT JokyMeHTH WAJl wu3BBpIIBa OIEHKAa HA MPOTOKOIUTE OT
MIPOU3BOJICTBOTO W KAuyeCTBEHHUS KOHTPOJ Ha >KUBU BAKCHUHHU, UMYHOJIOTMYHU U HOBU
UMYHOJIOTHYHU JICKAPCTBCHHM TMPOJYKTH W HW3MHTBAHE HA MPEAOCTABEHUTE MOCTPH B
akpeauTupaHa jaboparopus wiM Apyra odunmamHa gabopartopus 3a KOHTPOJ, 3a Ja
YCTaHOBU JaJIK JICKAPCTBEHUTE MIPOAYKTH IO all. 1 U 2 ca MPOU3BEACHH B ChOTBETCTBHE C
0/I00pEeHUTE CTIeU(pUKAIIIH.

(4) (U3m. - B, 6p. 67 ot 2020 r.) IIpu nosioxkuTeNIeH pe3yaTaT OT OllEHKaTa
u u3nutBaHeTo no ain. 3 MAJI uznasa ceprudukar 3a ocBoOOXK1aBaHe Ha MApTUAATA.

(5) (U3m. - 1B, 6p. 67 o1 2020 1.) CepTudukar 3a ocCBOOOXK1aBaHe Ha MApTUIA
ce u3JaBa OT W3NBIHUTENHUS aupekrop Ha MAJl wim OT ompaBOMOIIEHO OT HEro
JUTHKHOCTHO JIMIIE ¥ TIPS ITyCKaHETO Ha MapTUAATa OT JEKapCTBEHHSI POAYKT Ha Ta3apa
B JPYrd ABPKAaBH - MO HCKAaHE Ha NpPUTEXATeNs Ha pa3pelleHueTo 3a yrnoTpeba Ha
JICKapCTBEHHS MPOIYKT. KBbM 3asBICHHETO c€ MPEICTaBAT MOCTpH Mo ain. 1, T. 2 u
MIPOTOKOJIM 32 MPOU3BOACTBOTO M KAueCTBEHUS KOHTPOJ Ha MapTHUjaTa, U3JaJeHU OT
MPOU3BOJUTEIISI, KOUTO Ca CHhOOpa3eHHM KAaro MHUHUMYM C JIaHHHUTE, ITOCOYCHU B
PwvroBoscTBOTO Ha CBETOBHATA 3/IpaBHA OpPraHU3AIIMs 32 OCBOOOKIaBaHEe Ha MAPTUAM OT
HAI[MOHAJICH PETYJIATOPEH OpTaH.

(6) (U3m. - JIB, 6p. 67 ot 2020 r.) KoraTo oneHkaTa ¥ U3MUTBAHETO 110 . 3
3a CHOTBETHATA IMMAPTHJA JICKAPCTBEHU TMPOIYKTH Ca W3BBPIICHU OT OQUIIHATHA
naboparopus 3a KOHTPOJ Ha JIEKQpCTBEHU MPOAYKTH B JApyra AbpiKaBa WICHKa Mpeau
MyCKaHEeTO Ha MapTHUaTa Ha Ta3apa B CTpaHaTa, MPUTESKATEIAT HA Pa3pelICeHUETO 3a
ynotpeba npeacrass B UAJI ceptudukara 3a ocB0O0K1aBaHEe HA TApTUIATA JIEKAPCTBEHU
NPOAYKTH, W3JaJICH OT peryJaTOpHHsS OpraH Ha Jbp)KaBara qICHKA, KaKTO U
uH(popMalmoHeH (opMyIsap 3a mpojaxda mo obpasell, YTBBPIAEH OT WU3MbIHUTEIHUS
nupextop Ha MAJL.

(7) B cniydaute o an. 6 MAJI He u3BbpIIBa ACHHOCTHTE 110 ai. 3 u 4.

Yn. 70. (1) (U3m. - [IB, 6p. 67 ot 2020 r.) [Ipurexxarensr Ha pa3perieHue 3a
yrnoTpeba Ha JEKapCTBEH MPOAYKT, MOJYyYeH OT YOBEIIKa KPHB MM YOBEIIKA IUIa3Ma,
Ipeay MyCKaHeTO Ha BCsAKa MapTuja OT MPOAYKTa Ha Ma3apa € JUIbKEH J1a IPeACTaBu B
NAJIL:

1. 3asBIeHME MO 00pasel, yTBbPAEH OT U3IBbIHUTENHUA AupekTop Ha MAJT;

2. MOCTpU OT KpaWHUS MPOJYKT HW/MIU MOCTPH OT MPOAYKTa B HACHITHO
CBCTOSIHUE/HEPA3NAT MPOAYKT, W/WIM MOCTPU OT MEXKIWHHU U M3XOJHHU TMPOJYKTH B
KOJINYECTBA, TIOCOYCHH B PBHKOBOJICTBOTO 3a OCBOOOXKIaBaHE Ha MapTUAA JIEKapPCTBEH
OPOAYKT OT o(uIMaieH KOHTPOJIEH OpraH, u3faaneHo oT EBpomeiickus aupexTopar mo
Ka4eCcTBOTO Ha JIEKapCTBATa M 3/IpaBeora3BaHe;

3. IPOTOKOJIM 32 MPOM3BOJCTBOTO M KadeCTBEHHUS KOHTPOJI Ha MapTHaTa,
U3aJICHU OT IPOM3BOIUTENS], KOUTO ca ChOOpa3eHn KaTO MUHUMYM C TAHHHUTE, TOCOYCHU
B o0paszena OT aJIMUHHMCTpAaTUBHATa Ipolenypa Ha EBpomelckus AMpEeKTOpar Io
Ka4ecTBOTO Ha JIEKapCTBaTa M 3JIpaBeola3BaHEe 3a OCBOOOKIAaBaHE Ha IMMApPTHIA OT
ouaneH KOHTPOJIEH OpraH.

(2) (Hom. - [IB, 6p. 67 ot 2020 r.) B cpok 60 qaM OT AaTaTa Ha MPEJOCTABSIHE
Ha WBIHUS KOMIUIEKT J0KyMeHTH WAJl wu3BbpIIBa OLEHKAa Ha MPOTOKOJIUTE OT
NPOM3BOJICTBOTO M KAYeCTBEHWS KOHTPOJ Ha JIEKApCTBEHHs TPOIYKT, MOIYYeH OT
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YOBEIIKAa KPHbB WJIM YOBCIIKA IJIa3Ma, M W3MUTBAaHE HA TNPEAOCTABEHUTE MOCTPH B
aKpeIuTHpaHa J1abopaTopusi WM Apyra oQHIMaiHa JIabOpaToOpus 3a KOHTPOJ, 3a 1A
YCTAHOBH JIAJIM JIEKAPCTBEHUAT TMPOIYKT MO aj. | € MpOW3BENeH B CHOTBETCTBHE C
0J100peHUTE CrieHU(PUKAIINH.

(3) (M3m. - IB, 6p. 67 ot 2020 r.) IIpu monokuTENICH pe3yaTaT OT OIleHKaTa
u u3nuTBaHeTo 1o an. 2 MAJI uznasa ceprudukar 3a ocBoOOXKIaBaHEe Ha MAPTUAATA.

(4) (Otm. - [IB, 6p. 67 ot 2020 T.)

(5) (M3m. - JIB, 6p. 67 ot 2020 r.) Koraro omeHkara u H3MUTBAHETO IO aJl. 2
3a CBOTBETHATAa MApTHIA JICKAPCTBEHW TMPOIYKTH ca H3BBPIICHH OT oduimaiHa
7abopaTopus 3a KOHTPOJ Ha JIGKAPCTBEHM NMPOIYKTH B JIpyra JbpikaBa 4ICHKa HpPEan
MyCKaHETO Ha TapTHJaTa Ha Ia3apa B CTpaHaTa, MPHUTEXKATEISIT HA Pa3peIICHHETO 3a
yrnorpeba npencrass B UAJI ceptudukara 3a ocBoO0K1aBaHe Ha ApTHUIATa JICKAPCTBEHH
NOPOAYKTH, W3M3JCH OT peryJaTOpHHUs OpraH Ha Jbp)KaBaTa 4WICHKA, KaKTO U
uH(popManoHeH (GopMyJIsIp 3a mpojax0a 1Mo oOpasel, YTBBPACH OT H3IBJIHUTCITHHS
nupexTop Ha MAJL

(6) B cnyuaute no an. 5 MAJI He u3BbpIIBa AEMHOCTUTE 110 aJl. 2 U 3.

Un. 70a. (Ho - JIB, 6p. 67 ot 2020 r.) M3mbaHuTenHaTa areHIUs IO
JeKapcTBaTa MOXE J1a M3BBPIIM JTOIBIHUTEIHN M3IUTBAHUS Ha MOCTPH OT JICKApCTBEH
OPOAYKT 1o wi. 69 u 70 B cieqHuTe Ciayvau:

1. 3HAUMTETHA IPOMSIHA B IPOLIeca Ha TPOU3BOACTBO, KJIacupHUIMpaHa 110 pej,
orpezesieH B Hapeaoara mo wi. 42;

2. IpoMsiHa Ha MSICTOTO Ha IMPOU3BOJICTBO;

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

4. 3HaYUTEJIHU OTKJIOHEHHS B ITPOU3BO/ICTBEHHS ITPOLIEC;

5. IPOMEHU B MPOLIEAYPUTE 32 U3MUTBAHE HA TIPOU3BOTUTEIIS;

6. HeoyaKBaHa MPOMEHJIMBOCT B PE3YIATATUTE OT U3NUTBAHUITA [0 KOHTPOJIA
Ha KaueCTBOTO, M3BBPIICHU OT MPOU3BOJUTENS MM OT O(PHIIMATHUS KOHTPOJIEH OPTaH;

7. KpUTUYEH JOKJaJ OT U3BBPIICHA HHCIIEKIUS Ha IPOU3BOIUTENS.

Un. 706. (Hos - JIB, Op. 67 ot 2020 r.) (1) 3a uznaBane Ha ceprudukar 3a
0CBOOO’KJ]aBaHE HA MapTHUJa MPUTEXKATEIAT HA pa3pelleHue 3a ynorpeda mpencTaBs B
NAJI nokyMeHT 3a TuiaTeHa Takca B pa3Mep, onpezelieH B Tapudara mo wi. 21, an. 2.

(2) Pa3zxoauTe 3a M3BBPIIBAHE HA M3MUTBAHUATA MO wi. 69 u 70, KakTo H
pa3xoauTe 3a JOMBIHUTEITHN U3MUTBaHM o Wwi. 70a ca 3a cMeTKa Ha 3assBUTENS.

(3) CeptuduxarsT 3a 0cBOOOKIaBaHE Ha MapTUa ce U3aBa Ha OBIATapCcKH
€3WK Ha IMETO Ha IPUTEKATEIISI Ha pa3pelISHUETO 3a yoTpeda Ha IeKapCTBEHUSI IPOTYKT,
a 110 HETOBO MCKaHE - U Ha aHTJIMHUCKH €3UK.

(4) Korato B cimyuaute 1o wi. 69 u 70 mapTuaara Ha JIEKapCTBEH MPOIYKT HE
€ B ChOTBETCTBUE C OJJOOPEHUTE CrielU(PUKAINY, U3MTBTHUTETHUAT qupektop Ha MAJT unu
OTIPABOMOIIIEHO OT HEro JIIBKHOCTHO JIMIE MPaBM MOTHBUPAH OTKa3 3a M3JaBaHE Ha
ceptudukat 3a 0cB0OOOXK/1aBaHe HA MAPTUAATA.

(5) UzmpaauTeHATA areHIMs 110 JISKapcTBaTa M3Ipalia JaHHU 3a 0TKa3a 1o
an. 4 B cuctemMaTa Ha OQUIIMATHUTE KOHTPOIIHU JIEKAPCTBEHH JTA00pAaTOPUU HA THPIKABUTE
wieHku 1 Ha Kondenepanus IBelinapus.

(6) OtkazpT mo an. 4 mnomiexu Ha oOXalaBaHe IO peaa Ha
AJIMUHHCTPAaTUBHOIIPOIIECYATHUS KOJIEKC.
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Un. 71. (1) Ilputexarenar Ha pa3pelieHHe 3a yrmoTpeba € IbXEH aa
HNOJIbpKa CUCTeMa 3a OJOKHMpaHe M M3TErJsHe OT Ia3apa Ha JIGKAPCTBEHU INPOIYKTH,
KOHMTO HE OTIOBapsIT Ha M3MCKBAHMATA 32 KAUECTBO, 0€30MacHOCT M e(hPUKACHOCT.

(2) Ilpurexatenar Ha pa3pellleHuE 3a ynorpeda € JUIbKeH Ja OJoKupa u
U3TETIIM JICKAPCTBEHHUTE TMPOJYKTH, IOKa3ajld HEChOTBETCTBHE C HM3UCKBAaHUATA 32
KauecTBO, €UKACHOCT U OE30MMACHOCT, 10 pea Ha Hapeadara mo wi. 274, an. 1.

Yn. 72. (Otwm. - [IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.)

UYn. 73. (1) [Ipurexxarenar Ha pa3pelieHUETo 3a yoTpeda MOKe Ja MPEXBbPIU
mpaBaTa BbpPXY pa3pelIeHHeTO 3a yrnoTpeda Ha JIEKapCTBEHUS MPOIYKT Ha JIPYyro
IOPUINYCCKO JIMIC WM Ha O6€[[I/IHGHI/I$I, KOWUTO HC Ca IOPpUANYCCKHU JIMla, YCTAHOBCHU Ha
TEPUTOPHSITA HA AbPIKABUTE YICHKH.

(2) lputexarensT Ha pa3pemieHHETo 3a yrnoTpeda nogasa B MAJI 3asBienue,
KbM KOETO INpHJiara JOKyMEHTallUs, OnpeeieHa B HapeadaTa mo wi. 42, KaTo mocoysa
IIPEJJI0KEHHE 3a J1aTa Ha IPEXBBPIISIHETO.

(3) IIpu ycraHoBsiBaHE Ha HEMBIHOTH B JOKyMeHTauus 1o an. 2 HAJI
yBEIOMSIBA IUCMEHO NpPUTEXKATeNs Ha pa3pelleHHeTo 3a ynorpeba jaa IpencTaBu
HeoOxoaumaTa JombiHuTenHa nHpopMmarus B cpok 30 mau. CpokbT Ho aji. S5 coupa aa
TEYe OT JIaTaTa Ha YBEJIOMIIEHHETO JI0 MPEIOCTaBsIHE Ha MICKaHaTa HH(popMaIus.

(4) Axo B cpoka 1o aji. 3 mpuTexaTeNsiaT Ha pa3pelIeHUeTo 3a yrnorpeda He
JIOITBJIHU JOKYMEHTAIUATA, IPOLeAypaTa 110 IPEXBbPIISIHE HA pa3pellieHueTo 3a ynorpeda
Ha JIGKApCTBEHUS MPOAYKT Ce MpeKpaTsBa.

(5) B cpox 30 nHu oT maTtata Ha TOJaBaHE Ha 3asBJICHUETO MO all. 2
U3IBJIHUTETHUAT aupekrop Ha MAJl m3naBa paspelieHue 3a NpoMsiHA, C KOETO ce
0100psiBa TpexXBBPIsSHETO. B paspemieHnero 3a mpomsiHa ce IOcouBa W JaraTa Ha
NPEXBBPIISIHE HA Pa3peIICHUETO 3a yrnoTpeoda.

(6) HoBusAT mpuTexaren Ha pa3pelIeHHeTo 3a yrmorpeda moeMa H3IUI0
npaBaTa U 3aJbJDKEHUSATA Ha MPEIUIIHNS IPUTEKATeN Ha pa3pelIeHueTo 3a ynorpeoa.

(7) Tlpu mpexBBPIASHETO HA Pa3pEIICHUETO 3a ynoTpeda Ha JIEKapCTBEH
HPOAYKT IO pesia Ha al. 1 - 6 CPOKBT My HE ce IPOMEHS.

Pazgen VII.
IIpoueaypa no B3anMHO NPU3HABAHE U JIeLIEeHTPAJTU3MPAaHA NPoleaypa

Un. 74. (1) Korato numero mo 4i. 26, an. 1 uma M3IaieHO pa3pernieHue 3a
yrnotpeba B Ipyra IbprkaBa WICHKA 3a ChIIUS JEKApCTBEH MPOAYKT MO CMUCHIIA HA WL 45,
ai. 3, 3a KOWTO € ToJajo 3asBJICHHE 3a pas3pemieHue 3a ynorpeda qo MAJI, To monasa
MCKaHEe JI0 PEryJaTOpHUsl OpraH Ha MOCOYEHA OT HEro B 3asBJIEHUETO JbprKaBa UJICHKA,
HapUyaHa MO-HaTaThbK "pedepeHTHa AbpkaBa', J1a W3TOTBU OLIEHBYEH JOKIAJ WIHM Jia
aKTyaJIu3upa ChIIECTBYBAIIUS.

(2) Covc 3asBnenmero nuiero mo ai. 1 momaBa B MAJI mocue, koeto e
UJCHTUYHO Ha TOJAJeHOTO B pedepeHTHaTa AbpKaBa W B JIPYTUTE IbPKAaBU UICHKH,
MIOCOYEHU B 3asIBJICHUETO, HAPUYAHU NTO-HATAThK "3aCEerHATH Ibp>KaBu'".
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(3) MsnpaHUTENHATA areHIUs 10 JICKapCTBaTa M 3asBUTEIAT MOJIydaBaT IO
ciyxeOeH BT OT PerylaTOpHUS OpraH Ha pedepeHTHATa AbpiKaBa Mo aji. | ONeHbYHUS
JIOKJIaJI 3a€JTHO C 0JI00peHaTa KpaTKa XapaKTepUCTHKA Ha IIPOIYKTa U C OI00PEHUTE MaKeT
Ha OIAaKOBKAaTa M Ha JINCTOBKATA 32 MAlUEHTA.

(4) I3smpHUTENHATA areHITHsI 110 JISKapCTBaTa Pa3riieykaa JOKYMEHTHTE IO aJl.
3 u nucmeHo uHopmupa pedepeHTHaTa IbpKaBa 3a B3€TOTO pelieHue B cpok 90 qHu OT
JlaTata Ha OJy4aBaHETO UM.

(5) B cpok 30 nHU OT mosiydyaBaHETO Ha YBEJOMJICHHE 3a MPUKIIOYBAHE HA
nporenypara or pedepeHTHaTa IbpKaBa U3MBIHUTETHUAT qupektop Ha WAJl uznasa
pa3peiieHue 3a yrnotpeda Ha JIGKAPCTBEHUS MPOJIYKT HA TepUTOpHsATa Ha PemybOnuka
Brirapust ¢ onoOpeHnTe KpaTKa XapaKTepHCTUKA Ha MPOAYKTa, MaKeT Ha OMAKOBKaTa U
JMCTOBKATA 32 MAIMEHTA.

Uin. 75. (1) Koraro nuiero mo 4. 26, an. 1 monasa ennoBpemenno B MAJI u B
JPYTU IbP’KaBU WICHKU 3asBJICHHUE 32 pa3pelieHue 3a ynorpeda Ha JIeKapCTBEH MPOIYKT,
3a KOMTO HsIMa M3/1aJIeHO pa3pelleHue 3a ynorpeda Ha TEpUTOPUITA HA IbpKaBa WICHKa,
TO IIOCOYBA B 3asBJICHHUETO PEryJaTOPHMs OpPraH Ha Abp)KaBaTa YiICHKAa, Hapu4yaHa I0-
HaTaThK "pedepenTHa rppxkaBa’, KONTO 1a M3TOTBH MPOEKT HA OIEHBYEH JOKIA, TPOEKT
Ha KpaTKa XapaKTepUCTHKa HAa IPOAYKTA U MPOEKT Ha MAaKET HAa OIIAaKOBKAaTa U JIMCTOBKATa
3a MalueHTa.

(2) Cnc 3agBienneto ymiero 1o ai. 1 mogaBa B MAJI mocue, HIEHTUYHO Ha
[10/1aJICHOTO BbB BCUYKHU JPYTH IbPKaBU YWIEHKH, IOCOUYEHH B 3as1BJICHUETO, HApUYaHU 110-
HAaTaThK "3aCerHaTH AbpKaBH'".

(3) UznbpanutenHaTa areHuus Mo JeKapcTBaTa U 3asBUTENAT MOJydyaBaT IO
ClIy’)ke0€H BT OT PeryJaTOpHHUs OpraH Ha peepeHTHaTa IbpKaBa MPOEKTa Ha OLIEHbYEH
JOKJIaJ, MPOEKTa Ha KpaTKa XapaKTepUCTHKa Ha MPOAYKTa M IMPOEKTa Ha MaKeT Ha
OIIAKOBKaTa YW Ha JINCTOBKATA 3a MAI[UEHTA.

(4) U3npaHuTeTHATA areHIus 10 JIEKapcTBaTa pas3riex/1a JOKYMEHTHUTE O ajl.
3 n nucMeHo nHpopmupa pedepeHTHaTa JbprkaBa 3a B3€TOTO pelieHue B cpok 90 1HU OT
JaTaTa Ha MOJy4yaBaHETO UM.

(5) B cpox 30 nHu OT mosyyaBaHETO Ha yBEIOMJICHHE 3a NMPHUKIIOUBAHE HA
npoueaypara oT pedepeHTHaTa AbpikaBa M3NBJIHUTETHUAT aupektop Ha MAJI uznasa
paspernieHue 3a ynorpeba Ha JEeKapCTBEHMs NPOJIYKT Ha TepuTopusara Ha PemyOnuka
bearapus ¢ onobpeHuTe KpaTka XapakTepUCTHKa Ha MPOJYKTa, MaKeT Ha OMAaKOBKaTa U
JIMCTOBKATA 3a MallUEHTA.

UYn. 76. (1) Korato Peny6nuka bearapus e pedepentHa abpkasa 1o 4i. 74,
NAJT:

1. B cpok 90 nHuM OT Aarara Ha NOAAaBaHE HA BaJIMJHA JOKYMEHTALM U3IIpalla
Ha PeryJaTOPHUTE OPraHU HA 3aCeTHAaTUTE AbP)KaBU M Ha 3asSBUTENS OLIEHBYHUS TOKIIA,
OpUIpPYKEH ¢ of00peHaTa KpaTka XapakTeprUCTHKa Ha MPOAYKTa U C 0JJOOPEHUTE MaKeT
Ha OIMaKOBKaTa M Ha JINCTOBKATa 3a MallMeHTa;

2. 3aKpuBa IIpolielypaTa 1 yBEI0OMsBa 3asBUTEISI U 3aCETHATUTE IbP/KABU, aKO
BCUYKH 3aCErHATU JbpPXKaBH ca s 0I00pUIIH.

(2) B cpok 30 gHM OT 3aKkpuBaHETO Ha Imporexypara mo ai. 1, T. 2
M3MBJIHATETHUAT aupekTop Ha MAJI u3naBa paspermienne 3a ynorpeda Ha JeKapCTBEHUS
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MPOIYKT Ha TepuTOopusaTa Ha PenmyOnuka briarapus ¢ onoOpeHnTe kpaTka XapakTepucTUKa
Ha MPOJYKTa, MAKET HAa OTIAKOBKATA M HA JIMCTOBKATA 32 MAI[UEHTA.

(3) Koraro Penyonuka bearapust € pedepentHa apprkana o wi. 75, MAJI:

1. B cpok 120 n1HuU OT JaTaTa Ha MOJJaBaHe Ha BajuAHA JOKYMEHTAIUs H3Ipalia
HA pEryJaTOpHUTE OpraHu Ha 3acerHaTuTe AbpP)KaBH M Ha 3asBUTEN IPOEKTa Ha
OIICHBYHMS JOKJIA], IPOSKTA Ha KPaTKa XapaKTEPUCTUKA HA MIPOIYKTA U MPOCKTA HAa MaKET
Ha OIMAaKOBKaTa M Ha JINCTOBKATA 3a MAllMeHTa;

2. 3aKpuBa MpolLeypaTa U yBeIOMIBa 3asIBUTEIIS M 3aCETHATUTE IBPIKABHU, KO
BCUYKH 3aCErHATU JbPHKABH Ca 5 0JI00pUIIH.

(4) B cpox 30 nHuM OT 3akpuBaHE Ha Ipoueaypara mo ait 3, T. 2
U3MBIHUTETHUAT qupekTop Ha MAJI u3nasa paspemienue 3a ynorpeda Ha JeKapCTBEHUs
MPOIYKT HA TepUTOpHATa HA PemmyOnuka brarapus ¢ omoOpeHnTe KpaTka XapakTepruCTUKa
Ha MPOAYKTa, MaKET Ha OMAKOBKATa M HA JTUCTOBKATA 3a MallMeHTa.

Un. 77. (1) Korato MAJI He ogo6pu mpencTaBeHaTa JOKYMEHTAIUS 110 4. 74,
an. 3 wiu no wi. 75, an. 3 no cboOpakeHus 3a MOTEHIUAIEH CEPUO3EH PUCK 3a 3[IPABETO
Ha HAaCEeJICHUETO, U3TOTBsI MOIPOOEH OKIIA] C MOTUBH /10 peepeHTHATA IbprKaBa YICHKa,
JI0 IPYTUTE 3aCETHATU JbPXKABU U JI0 3asBUTEISL.

(2) CnopuuTe BbIpocu 1o an. 1 ce pasraexaat ot KoopannannoHHara rpymna
Ha JbpKAaBUTE WICHKH. 3asBUTENAT MOXKE Ja IMpeICTaBu CBOATA IO3MLMS IO
pasriiexAaHuTe BHIPOCH MUCMEHO WM YCTHO.

(3) M3nbaHuTeNHATA areHus 1o JekaperBara yyactsa B KoopauHaiyionHaTta
rpyna o ai. 2 0 3aKpuBaHe Ha Ipoleaypara otT pedepeHTHaTa IbPKaBa.

(4) B cpok 30 gHu OT moJjiyuaBaHE Ha YBEJIOMIICHHE 3a 3aKpHUBaHE Ha
npolenypara oT pedepeHTHaTa IbpiKaBa M3MBJIHUTENHUAT qupektop Ha MAJI uznasa
paspelieHre 3a ynorpeba Ha JIEKapCTBEHMsS TMPOAYKT C OJOOpEeHUTE KpaTka
XapaKTepUCTHKa Ha MPOJyKTa, MaKeT Ha ONaKOBKAaTa M HA JIMCTOBKATa 3a MallUEHTA.

Yn. 78. (1) Korato B npouenypa npea Koopaunanuonsara rpymna mno 4i. 77,
all. 2 Ibp’KaBUTE YJIEHKU HE MIOCTUTHAT ChIVIacHUE, CIIOPHUTE BBIPOCH C€ pasriiekaar oT
Komurera 3a jgekapcTBeHM NMPOIYKTH 32 XyMaHHa ynoTpeba kbM EBpomneiickara areHius
10 JIeKapcTBaTa 1o apoutpaxksa nponeaypa. Komnve ot nokymeHTanusra ce u3npaiia Ha
3asBUTEIS.

(2) 3asBuTenst npexacrasa B EBponeiickata areHIus 1o JiekapcTBaTa JJ0CHETO
Ha JISKapCTBEHMsI MPOAYKT U KpaTKaTa XapaKTepUCTHKa Ha MPOIYKTa.

(3) B cnyuaute o an. 1, ako MAJI e ogoOpuia olleHbUHMSI JOKIIAI, MPOSKTA
Ha KpaTKaTa XapakTepUCTHKa Ha MPOJyKTa U MAaKeTa Ha OIAaKOBKATa W Ha JMCTOBKATa 3a
nanueHTa, MPeIoCTaBeHH OT pedepeHTHaTa Abp)KaBa, U3IMBIHUTEITHUAT TUPEKTOpP Ha
NAJI no monba Ha 3asBUTEIISI MOKE J1a M3/1a/1€ pa3peleHne 3a yrnoTpeda Ha JIeKapCTBEHUS
MPOIYKT, IPEJU Aa € 3aBbpIIniia apOuTpa)xKHaTa rmpoueaypa mno ai. 1.

(4) Cnen mnpukiarouBaHe Ha apOMTpaskHATa MPOLEAYpa H3IIBIHUTEITHUST
nupexktop Ha WMAJl mpuBexna HM3AaJ€HOTO paspelieHue 3a ymnorpedba mo ail. 3 B
CBHOTBETCTBUE C pelIeHneTo Ha EBpornelickara koMmucus.
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Ui 79. (1) Koraro perynatropHuTe OpraHd Ha €{Ha WJIM Ha HAKOJIKO JTbP>KaBH
YJICHKH Ca MPHUEJH Pa3IMyHH PEIIeHHUs 10 OTHOIICHHE HA Pa3pelIeHHeTo 3a ynoTpeda Ha
€MH U CBIII JIEKAPCTBEH MPOAYKT WJIM 10 OTHOIIEHHWE HAa HErOBOTO BPEMEHHO CIUpPAHE
uiau Ha oTHemaHeTo My, MAJI otHacs Bbipoca 10 KomuTera 3a iekapcTBEHU MPOAYKTH 32
XyMaHHa yrnoTtpeba kbM EBporelickara areHuus 1o JekapcTBara 3a MpujaraHe Ha
apOuTpakHa mporeaypa. 3assBUTENAT WM MPUTESKATEIAT Ha pa3pelIeHUueTo 3a ynorpeda
MO3Ke J]a oTHece BbhIpoca A0 KomuTeTa 3a nekapcTBeHU MPOIYKTH 3a XyMaHHa yrnoTpeda
kbM EBpomneiickara areHus 1o JiekapcTpaTa 3a mpuiarane Ha apOuTpaskHa npoueaypa 1mo
CBOS MpeEIEHKA.

(2) (Or™. - IIB, 6p. 102 o1 2012 1., B cmma ot 21.12.2012 1.)

(3) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cinyuaute mo
an. 1 HWAJl wnm 3agBUTENAT/IIPUTSKATEST HA pa3pelieHueTo 3a ymorpeba Ha
JIeKapCTBEHUsI MPOAYKT MpenocTaBs Ha EBponeiickaTa areHius o JiekapcTBaTa IsaTa
HAJIMYHA THPOPMAIUS TI0 ChOTBETHUS BBIIPOC.

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

(5) (Otm. - B, 6p. 60 ot 2011 r., B cruta 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 peuleHneTo Ha EBpormeiickaTa KOMHUCHS cilel HpPUKIOYBaHE Ha
apourtpaxna npouenypa MAJI B cpok 30 1HU OT 1MoTyyaBaHe HAa YBEOMIICHHETO:

1. u31aBa, BpeMEHHO CIIMpa WM IIPEeKpaTsBa pa3pelieHue 3a ynorpeda, win

2. M3HCKBA J1a CE€ U3BBPIIAT IPOMEHH B U3/aJICHOTO pPa3peIIeHHE 3a IOCTUTaHE
Ha ChOTBETCTBHE C peleHueTo Ha EBponelickata KoMucus.

(2) UzmpnauTenHaTta areHIus IO JieKapcTBaTa yBeaoMsABa EBpomeiickaTta
Komucus U EBporieiickaTa areHIus 1o jekapcTBaTa 3a U3JaleHus akT 1o ai. 1.

Un. 796. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B
CIy4auTe, KOTaTo ca 3acerHaTH MHTepecuTe Ha EBpomneickus chio3 U IIpean B3eMaHe Ha
pellieHre 3a W3/laBaHe Ha pa3pelleHre 3a ymnoTpeda Ha IJEeKapcTBEH MPOIYKT, 3a
BPEMEHHOTO MY CITMpaHe, 3a MPEeKpaTsIBaHETO WM 3a mpoMsiHaTa my, UAJL, 3aaBuTemnsT
WM TIPUTEKATENST Ha pa3pelleHue 3a yrnoTpeda MoraT Jia OTHecaT BbIIpoca 10 KOMUTETa
mo 4. 79, an. 1 3a mpuiiarane Ha apOUTpaskHa MpoIeaypa.

(2) B cmyuauTe 1o ai. 1, Korato ce3upaHeTo € B pe3y/ITar Ha OlleHKa Ha JIaHHH,
CBBP3aHM C MPOCIEAsBaHE Ha JICKapCTBEHATa OE30IMacHOCT Ha paspelieH 3a ymorpeda
JIEKapCTBEH MPOAYKT, BRIIPOCHT CE OTHACS O KOMHUTETA Mo Wi. 56a, an. 1, T. 1 u ce mpunara
npouenypara rno wi. 194q winm 194m.

(3) (M3m. - IB, Op. 18 ot 2014 r.) M3mbIHUTENHATA ar€HIIUSA 10 JIEKapcTBaTa
mpuIIara mporeaypara 1o riaBa ocma, pazaesn [V, korato € He00X0IUMO TPUIIaraHeTo Ha
€7lHa OT MEpPKUTE, MOCOUeHHU B wi. 194y, an. 2 u 3.

(4) (Homa - IB, Op. 18 ot 2014 r.) He3aBucumo ot an. 1 - 3, xoraro e
HEOOXOUMO CIIEIIHO JEMCTBHE 3a 3allliTa Ha OOIIECTBEHOTO 3/[paBe HAa HAKOW eTaml OT
apobutpaxxnata mpouenypa, MAJI moxe ga crmpe OeHCTBHETO Ha pa3perieHUueTo 3a
yrnotpeba u 1a 3abpanu ynorpedara Ha ChOTBETHHUS JIEKAPCTBEH MPOAYKT HA TEPUTOPHAITA
Ha PenyOnuka bbarapus 10 npreMaHeTo Ha OKOHYATEIHOTO pellieHue.
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(5) (Homa - JIB, 6p. 18 ot 2014 r.) B ciayuyaute no ain. 4 UAJI undopmupa
EBporneiickara komucus, EBponelickara areHUMs IO JIEKapcTBaTa U APYTUTE JIbPHKABHU
YIEHKH 32 MOTUBUTE 32 CBOETO PEIICHHE HE MO-KbCHO OT clie[Balius paboTeH JIeH.

Ui 80. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) YcnoBusta u
peIbT 32 U3BBPILIBAHE HA IPOMEHHU B U3/Ja/ICHUTE Pa3peLIeHUs 110 TO3H Pa3JIell ce Ypexaar
¢ Permament (EO) Ne 1234/2008 na EBpomeiickara komucus ot 24 HoemBpu 2008 r.
OTHOCHO PAa3TJICKIAHETO HA MPOMEHHUTE B YCIOBUATA HA Pa3pelICHHUSTA 32 THPrOBUS C

JICKApCTBEHH TPOJIYKTH 3a XyMaHHa yrnorpeOa M BETCpUHAPHH JICKAPCTBEHU MPOTYKTH
(OB, L 334/7 ot 12 nexemBpu 2008 r.).

I'naBa yerBBpTA.
KIMHUYHU USIIUTBAHUA

Pazgea I.
OO0mu pasnopendu

Un. 81. (U3m. - 1B, 6p. 84 or 2018 r. (*)) (1) Knuanuno u3nutBaHe Ha
teputopusita Ha PenyOnuka beiarapus moxe na ce mpoBexia ciiel] MojydyaBaHE Ha
paszpelieHue, U3JaeH0 Ipu ycioBusaTa u no pena Ha Permament (EC) Ne 536/2014 na
EBpomneiickus napiameHT U Ha CobBeta oT 16 anpun 2014 r. OTHOCHO KIMHUYHMTE
U3IUTBaHUS HA JIEKAPCTBEHU MIPOAYKTH 32 XyMaHHa yrnoTpeoa, 1 3a OTMsAHa Ha /lupexTuBa
2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), Hapnuan no-HaraTbk "Permament (EC) Ne
536/2014", u Ha TO3H 3aKOH.

(2) U3npaHuTenHaTa areHuus IO JieKapcTBaTa M3IBbJIHABA JEWHOCTUTE HA
JIOKJIa/IBallla, ChOTBETHO HA 3acerHaTa Jbp>kaBa U JOIMBIHUTEIHO 3acerHaTa JIbpxkKapa 1o
cmuchia Ha Permament (EC) Ne 536/2014, 1 € HallMOHAIHOTO 3BEHO 32 KOHTAKT 110 4. §3
ot Permament (EC) Ne 536/2014.

Un. 82. (U3m. - IB, Op. 84 ot 2018 1. (*)) (1) 3a u3naBaHe Ha pa3pelieHue 3a
NPOBEXJaHEe HAa KIMHUYHO M3NUTBAHE W 3a HM3/aBaHE HA pa3pelIeHHE 3a ChIIECTBEHA
IPOMSIHA B pa3pellieHo KIMHUYHO U3MUTBAHE BB3JIOKUTEIAT 110/1aBa 3asiBJICHUE U JIOCHE
cbriacHo raasa [V ot Pernament (EC) Ne 536/2014 upes [loprana Ha EBponeiickus cbro3
(EC) o un. 80 ot Permament (EC) Ne 536/2014.

(2) 3a nmonaBaHe Ha 3asdBlieHHE IO aj. | M 3a OLIEHKa Ha JIOKYMEHTAalUATa,
NPUJI0KEHA KbM HETO, BB3JIOKHUTEIAT 3aIulallia Takca B pa3Mep, olpeiesieH ¢ Tapudara 1o
1. 21, am. 2.

Un. 83. (M3m. - [IB, Op. 84 or 2018 r. (*)) Komucusra mo uwr. 103, an. 1
M3BBPIIBA OIIEHKA HA €TUYHHUTE aCTEKTU Ha KIMHUYHOTO M3MHUTBAHE U HA ChIIECTBEHATA
MpOMsiHA Ha KIIMHMYHOTO M3IMUTBAaHE MpH ycioBusita U no peaa Ha Permament (EC) Ne
536/2014 1 U3roTBsI MOTUBUPAHO CTAHOBUIIE, KOEeTO TIpeacTans Ha MAJL.

Un. 84. (U3m. - JIB, 6p. 84 ot 2018 1. (*)) (1) 3mpaHuTEeTHATA areHIIUS IO
JeKapcTBaTa M3/laBa pa3pelleHre 3a KIWHUYHO W3MUTBAHE, Pa3pelleHre 3a KIMHUYHO
W3IATBAHE P ONPEJICIICHN YCIIOBHS, pa3pelIeHNe 3a ChIIIECTBEHA MPOMSIHA Ha KIIMHUYHO
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U3MUTBAaHE, pa3pellieHUEe 3a ChUIECTBEHA MPOMSHA Ha KIMHUYHO W3MHUTBAHE MpU
OIpEENICHU YCIOBHSI MJIM OTKAa3Ba U3aBAaHETO HA pa3pelIeHME IIPU YCIOBUATA U 10 peaa
Ha Permament (EC) Ne 536/2014.

(2) OrtkazpT mo an. | momiexu Ha oOXkanBaHe IO pega Ha
AJMUHUCTPATUBHOINPOLIECYATHUS KOJCKC.

. 85. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) C napenba Ha MUHHCTHpPaA Ha
3/IpaBEOIIa3BaHETO CE OMPEACIIAT:

1. ycnoBusiTa M penbT 3a MojaBaHe Ha naHHu U uHopmarus ot MAJI u ot
ETtnunarta komucus 3a xinHu4YHYU u3nutBaHus B [loprana va EC no ui. 80 ot Persmament
(EC) Ne 536/2014;

2. noctbbT Ha MAJI u Ha ETnunaTa KOMHUCHS 3a KIMHUYHU U3IMATBAHUS 1O
basara manau Ha EC mo uit. 81 ot Pernament (EC) Ne 536/2014;

3. yCIOBHSITA U PEIBT 3a MPEACTaBsIHE HA CTAHOBHINATA 1O 4i. 83 U peabT 3a
B3aumozeiicteue mexay MAJI u ETndnara komucust 3a KITMHUYHU U3MUTBAHMUS;

4. noxymenture u ganaure ot [Ipunoxenue I u [Ipunoxenune I ot Pernament
(EC) Ne 536/2014, xouto ce onensiBat ot MAJI u or Etnynara xomucus 3a KIMHUYHU
W3MHUTBAHUsA, KAKTO U €3UKBT, HA KOHUTO C€ MPECTaBIT.

Uin. 86. (1) (dom. - AB, 6p. 84 ot 2018 r. (*)) Becuuku nuna, nmpoBexaaniun
KIMHUYHO W3MHUTBaHE, TPsAOBa J1a MMAaT ChOTBETHAaTa Npod)eCHOoHaTHA KBalu(UKAIHS,
0o0y4YeHHeE ¥ OIIHT, 32 Ja U3ITBJIHABAT CBBP3aHUTE C M3MUTBAHETO 33/1a4H B CHOTBETCTBHUE C
npasuiiata 3a J{oOpa kinuHuuHa npaktuka cbriacHo Permament (EC) Ne 536/2014.

(2) KnuHMYHO M3NMTBaHE HA JIEKAPCTBEH NPOAYKT CE€ H3BBpIIBA IO
PBHKOBOJICTBOTO Ha JIeKap WIM JieKap MO JCHTadHa MEAWIIMHA C MpHU3HATa MEAUIIMHCKA
CIEMAITHOCT B ChOTBETHATA 00J1aCT, KOMTO € 3aM03HAT C HATMYHUTE TPEAKINHIYHY 1/ITH
KIMHUYHU JaHHM 32 MPOYKTa U PUCKOBETE U MPOIEAYPUTE MO MPOYIBAHETO.

(3) Ilo Bpeme Ha KIMHUYHO W3MUTBAHE 3a MEIUIIMHCKUTE TPUXKH,
MPEIOCTaBsIHM Ha yYaCTHHKA B M3MHUTBAHETO, M 32 B3EMAaHETO Ha MEIMIIMHCKH PEIIeHUs
HOCH OTTOBOPHOCT JIeKap C TOAXOASANIa KBaTU(HUKAIMS WIA JIeKap MO JEHTallHa
MEIHUIINHA.

Un. 87. (1) (U3m. - IB, 6p. 59 o1 2010 1., B cuna ot 31.07.2010 r., uzm. - /1B,
op. 60 or 2011 r., B cuna ot 05.08.2011 r., mom. - [AB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) KnuHU9YHO M3MUTBAaHE MOXKE Ja C€ MPOBEXKAa B JICUCOHH 3aBElCHUS 3a
OOJTHUYHA TTOMOII, IIEHTPOBE 3a TMCUXHYHO 37paBe, IEHTPOBE 3a KOXHO-BEHEPHUECKHU
3a00JIIBaHMsI, KOMIUIEKCHH OHKOJIOTUYHH [IEHTPOBE, TUAIU3HH [IEHTPOBE, TUATHOCTHYHO-
KOHCYJITATUBHU IIEHTPOBE, MEAMWIIMHCKH IICHTPOBE, JEHTAJTHU IIEHTPOBE M MEIUKO-
JNEHTAIHU [EHTPOBE, KaKTO U B MHIUBUAYATHH W TPYMOBU NMPAKTHKU 3a MBPBUYHA U
crienMaau3upana MEIUIIMHCKA TTOMOIII, TTOJTYIHITH paspereHue 3a
JIEHOCT/yIOCTOBEPEHHE 32 PErHCTpaIlys 1O pela Ha 3aKoHa 3a JiedeOHUTE 3aBECHHUS.

(2) (HoBa - 1B, Op. 84 ot 2018 r., B cria ot 12.10.2018 r.) Knuauuno
U3MUTBAHE C JIEKAPCTBEHHU MPOIYKTH, ChABPKAIIA HAPKOTHYHHU BEIECTBA, MOXKE Jia Ce
MPOBEX/Ia caMO B JIeueOHW 3aBeJeHUs 3a OOJTHUYHA TOMOII, IIEHTPOBE 3a ICHUXUYHO
3/IpaBe, IEHTPOBE 32 KOXXHO-BEHEPHUYECKH 3a00JsBaHUS M KOMIUIEKCHH OHKOJIOTUYHH
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IIEHTPOBE, B CTPYKTYypaTa Ha KOUTO € Pa3KpUTa anTeKa, MPUTEeKaBalla JIMIEH3HUS ChIIIacHO
ui. 33, an. 1 oT 3akoHa 3a KOHTPOJ BbpXY HAPKOTUYHUTE BELIECTBA U MPEKYPCOPUTE, WIIN
KOWTO Ca CKJIIOYWJIM JIOTOBOP C JIPYro JIEYeOHO 3aBe/ieHHEe, B CTPYKTypaTa Ha KOETO €
pa3KpuTa anTeka, IpuTexaBalla JUIEH3Us ChIiacHo wi. 33, an. 1 oT 3akoHa 3a KOHTPOJI
BBbpPXY HAPKOTUYHUTE BEIECTBA M IPEKYPCOPHUTE.

(3) (Ilpeaumna ain. 2, uzm. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.)
KinuandHO M3nMTBaHE MOXE Ja Ce MPOBEKAA CaMo B JIEYeOHO 3aBElICHHE, B KOETO MMa
OIIPEENICHO JULIE 3a KOHTAKT 110 wi. 107a, an. 1.

(4) (IMpepumna an. 3 - JAB, 6p. 84 or 2018 r., B crma ot 12.10.2018 1.)
PwvroBoguTENAT Ha 1€4eOHOTO 3aBEICHHE, B KOETO IIIe CEe MPOBEX/1a KIMHUYHO U3MUTBAHE
Ha JIEKapCTBEH MPOAYKT, /1aBa ChIVIACHETO CH 33 YYaCTHETO Ha IJIaBHHA M3CIEI0BaTEN U
3a MPOBEXKIAHETO HA U3IMUTBAHETO.

Y. 88. (1) Knuau4HO M3nUTBaHE BbPXY XOpa C€ U3BBPIIBA ChC!

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

2. paspemenu 3a ynorpeba B Penybnuka briarapus nekapcTBeHH MPOAYKTH,
KOTaTo Cc€ M3MUTBAT 3a Hepa3pelleHO MOKa3aHHe, 3a JeKapcTBeHa (Gopma, pasjinyHa OT
paspelieHata, B HEM3CJI€BaHa /10 MOMEHTA Ipyla MNalUeHTH WIM 3a I0JIydaBaHE Ha
JOII'BJIHUTENHA UH(OpMAaLIKS.

(2) Pazpemenn 3a ynorpeba B Perry6nuka brirapus mo cMuchna Ha an. 1, T. 2
ca JIeKapCTBEHM IPOAYKTH, HOJIYUYMIIM pa3pelleHue 3a ynoTpeda o peaa Ha TO3M 3aKOH
v 1o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHnt u ChBerta.

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

Un. 91. BB37I0KUTENAT U TJIABHUSAT W3CIIENOBATEN CKJIIOYBAT 3aCTPaxOBKa,
IOKpHBAIla OTTOBOPHOCTTAa UM 33 NIPUYMHEHUTE NPU WJIM MO ITOBOJ MPOBEXKIAHETO HA
KIIMHUYHOTO U3MMHUTBAHC HCUMYIICCTBCHU U UMYIICCTBCHU BPEAN HA YUACTHHULUTEC.

Un. 92. (1) (U3m. - JIB, Op. 84 ot 2018 1. (*)) BB3moxutensar HOCH
OTTOBOPHOCT B ClIy4ail Ha YBpPEKJIaHUS Ha 3/IpaBETO HIIM HA CMBPT, IPUUUHEHU NPU WIH
IO TTOBOJT TIPOBEXK/IAHETO HA KIMHHYHOTO M3MUTBAHE, KOTaTO U3MUTBAHETO € MPOBEKIAHO
CBIIIACHO U3UCKBAHUATA U MIPOLEAYPUTE HA 0JJ0OPEHHS MPOTOKO.

(2) M3m. - 1IB, 6p. 84 ot 2018 r. (*)) I'maBHuAT wu3ciemoBaresn HOCU
OTTOBOPHOCT B CIIydail Ha YBpPEKJaHUS Ha 3/IpaBETO WM HAa CMBPT, MPUIMHEHU MIPU WIH
0 TIOBOJT HAa MPOBEKIAHETO HA KIMHWYHOTO HM3IHUTBAHE, KOraTo HE ca CHa3eHU
M3HUCKBAHUATA U IPOLIEAYPHUTE HA OJOOPEHHUS MPOTOKOI.

Un. 93. (U3wm. - IB, 6p. 84 o1 2018 . (*)) (1) KoraTto KIMHUYHOTO U3NUTBAHE
ce MpoBexJa caMo Ha Tepuropusara Ha PenyOnuka bbarapust miam Ha TepuTopusiTa Ha
Peny6inka bearapusi 1 Ha TepuTOpuUATa Ha TPETAa AbP)KaBa, BH3JIOKUTEIAT ONpEAess
NpEeJCTaBUTENl Ha TepUTOpHUsATa Ha PemyOnmuka Bhiarapus 3a KOHKPETHOTO KIMHUYHO
U3IIUTBaHE.
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(2) Jlumero mo an. 1 e ampecaT Ha KOMYHHKAIUATa C BB3JIOKHTES,
npensuaeHa B Pernament (EC) Ne 536/2014.

Ui 94. BB3i0oxkuTensT ocurypsisa 0€3Bb3ME3JHO U3MHUTBAHUS JIEKAPCTBEH
NPOAYKT/TIPOIYKTH U BCSIKO U3JIENINE, HEOOXOAMMO 32 MPUIIAraHETO MY.

Ui 95. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Yn. 96. (1) (M3m. - [IB, 6p. 84 or 2018 r. (*)) Kiimauuno m3nuTBaHe Ha
JICKApCTBEHH TPOJYKTH CE€ JIOIYCKa CaMO BBPXY JIHIIEC, KOCTO € Jaj0 CBOETO MHUCMEHO
UH(POPMHUPAHO CHIIIACHE.

(2) (OT™m. - 1B, 6p. 84 oT 2018 1. (*))

(3) (U3m. - 1B, 6p. 84 ot 2018 1. (*)) MHDOpMHUpaHO chrilacue 1o riaaBa V oT
Pernament (EC) Ne 536/2014 moxe ma maBa caMo JieecriocoOHO JInIle, KOeTo pa3zdupa
CBITHOCTTA, 3HAUEHHETO, 00XBaTa M €BEHTYAIIHUTE PUCKOBE OT KIIMHUYHOTO M3IUTBAHE.
WNHpopMHupaHOTO ChIiIacue 3a y4yacTue B KIMHHUYHO U3IMUTBAHE MOXKE J1a ObJIe OTTETIICHO
10 BCSIKO BpEME.

(4) (U3wm. - 1B, 6p. 84 ot 2018 1. (*)) UadopMupano chriacue mo riasa V ot
Permament (EC) Ne 536/2014 3a HegeecrmocOOHO ITBITHOJIETHO JIUIIE CE 1aBa OT 3aKOHHUS
My mpejacraButen. ChriacMeTo Ha 3aKOHHHUS IMPEICTABUTE] TPsOBa Ja NpeAcCTaBisiBa
npezroiaraeMaTa BoJIsl Ha YYaCTHHKA M MOKE J1a ObJie OTTETJICHO IO BCSIKO Bpeme 0e3
OTPHIIATEIIHYU TIOCJICACTBUS 32 yYaCTHUKA.

(5) B cimyuante mo un. 162, an. 3 or 3akoHa 3a 37paBeTo WHPOPMHUPAHO
ChIJIACUE JIJaBa HA3HAYCHOTO OT ChJa JIHIIC.

(6) Ha HeneecniocoOHOTO IBJIHOJIETHO JIMIIE C€ MPeNoCcTaBsi HHpOpMalus 3a
U3IUTBAHETO, EBEHTYAIHUTE PUCKOBE U MOJI3UTE B ChOTBETCTBHE C HETOBATa CIIOCOOHOCT
3a pa3oupane.

(7) U3puuHOTO X€IaHKEe Ha HEJEeCIIOCOOHOTO ITBJIHOJIETHO JIUIIE /1a OTKaXe
Jla y4acTBa WJIK J]a C€ OTTETIIH IO BCSIKO BpeMe OT KIIMHUYHOTO U3MUTBaHE TPsiOBa 1a Ob1e
B3€TO MPEIBU OT U3CIE0BATENS, a IPH HEOOXOAUMOCT - OT IJIaBHUS U3CIIe0BaTEl.

Un. 97. (1) (U3m. - [IB, 6p. 84 ot 2018 r. (*)) KnuHn4yHO M3NMUTBAaHE BBHPXY
MaJIOJICTHO JIUIIE CE MPOBEXK/IA CIIe MOTydaBaHe Ha MUCMEHO WH()OPMHUPAHO ChITIaCHe Ha
JIBaMaTa POJIUTENN WIM Ha HACTOMHMIIMTE Ha JIMIIETO MPHU Cla3BaHe Ha riaBa V oOT
Pernament (EC) Ne 536/2014 u uin. 96, an. 3.

(2) Cprioacuero Ha POAUTENUTE W HACTOWHUIIUTE TPSOBA J1a TMPECTABIISABA
mpeJIoJiaraeMara BoJisl Ha MaJIOJISTHOTO JIUIIE U MOXKe J1a ObJIe OTTETJICHO IO BCIKO BpeMe
0e3 OTpHUIATEeNTHU MOCIEICTBUS 32 MAJIOJIETHOTO JIHUIIE.

(3) M3puuHOTO XeIaHke Ha MAJIOJIETHOTO JIUIIE J1a OTKaXKe Ja y9acTBa WA Ja
CE OTTETJIM IO BCSIKO BpeMe OT KIMHUYHOTO U3MUTBaHE TPsOBa 1a ObJie B3€TO MPEABHI OT
W3CIIeIOBATENS, & IPU HEOOXOIUMOCT - OT TJIaBHUS U3CJICI0OBATEIL.

(4) (Uzm. - [IB, 6p. 84 ot 2018 r. (*)) KnuHMYHO H3MHUTBaHE BBHPXY
HEI'BJTHOJICTHO JIMIIE CE TTPOBEXK 1A CJIE] IMOTyYaBaHe Ha MUCMEHO WH()OPMHUPAHO ChIIacHe
OT JIMIIETO W OT JIBaMaTa POJUTENM WIM OT TOMEYHUTENs MPHU Clia3BaHe Ha riiaBa V OT
Pernament (EC) Ne 536/2014 u un. 96, an. 3. Korato equHUAT poauTeN € HEU3BECTEH,
MOYMHAN WU € JIUIIEH OT POJUTENICKH MpaBa, WK He ca My MPEA0CTaBEHU TaKKBa MpaBa
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B CJIy4auTe Ha pa3Boji, MUCMEHOTO HHPOPMHUPAHO CHIVIACUE CE JIaBa OT HEII'BJIHOJIECTHOTO
JIMLE U OT POJUTENS, KOUTO YIIPaKHABA POJUTEIICKUTE IIPaBa.

(5) Ceoriacuero Ha HEMBIHOJETHOTO JIMIE, HA POJUTEIUTE WM Ha
MOTICYUTEIISI MOJKE J1a ObJIe OTTETJICHO MO BCAKO BpeMe 0e3 OTpUIaTeIHH MOCIIEICTBHS 3a
HEITBJTHOJIETHOTO JIHIIC.

(6) U3puyHOTO kKenaHue Ha HEMbJIHOJIETHOTO JIUIE /1a C€ OTTETJIU IO BCSIKO
BpeMe OT KJIMHHYHOTO M3MUTBaHE TPsiOBa Ja ObJie B3E€TO MPEIABUI OT WU3CICIOBATENS, a
py HEOOXOIUMOCT - OT TJIaBHHSI U3CIIeI0BaTE.

(7) Ha Maj101€THOTO MJIM HEM'BITHOJIETHOTO JIMIIE CE TIPEOCTaBs HH(MOPMAIIHSI
3a U3MUTBAHETO, 32 EBEHTYATHUTE PUCKOBE U 3a MOJ3UTE 10 pa3dupaeM 3a HEr0 HaYMH OT
JeKap, KOWTO UMa OIKT C MaJIOJICTHU M HEIIbJTHOJICTHH JIUIIA.

Un. 98. (Otm. - IB, Op. 84 o1 2018 1. (*))
Ui 99. (Otwm. - IB, Op. 84 ot 2018 1. (*))

Paszpneu I1.
KinHn4Ho u3nuTBaHe ¢ ya3BUMHU rpynu nauuentu (Orm. - /1B, 0p. 84 ot
2018 r. (*))

Yn. 100. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 101. (Orm. - IB, Op. 84 oT 2018 1. (*))
Yn. 102. (Otm. - IB, 6p. 84 ot 2018 1. (*))

Paznea I11.
ETnyna komucus 3a KIMHUYHU n3nutBanusa (3arua. usm. - JIB, op. 84 ot 2018
r., B cuia ot 12.10.2018 r.)

Un. 103. (U3m. - B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) KbMm
MUHHCTBpPA Ha 3/IpaBE0Na3BaHETO ce ch3AaBa ETUUHA KOMUCHS 32 KIMHUYHU U3MIUTBaHUS,
YUITO CHCTaB CE ONpPEAEs ChC 3all0BE/l HA MUHUCTBPA Ha 3/IpaBEOINa3BaHETO U BKIIIOUBA
PEIOBHM M PE3E€pPBHU WICHOBE. Pe3epBHUTE UJIEHOBE YYacTBAaT B 3acelJaHUsATa Ha
KOMHUCHSITA M UMAT MPABO Ha TJIac MPU OTCHCTBUETO HA PEJIOBHUTE YJICHOBE.

(2) Komucusitao ain. 1 ce cbetou oT 7 10 12 pe1oBHU YI€HOBE, BKIIIOUUTEITHO
npeJceaaTes U 3aMeCTHUK-TIPEIce1aTell, KOUTO UMaT KBATH(DUKAIMS U OIUT Ja pa3rieaar
U OLEHAT HAYYHUTE, MEAUIIUHCKUTE U €TUYHUTE ACMEKTH Ha MPEMJIOKEHOTO KIMHUYHO
n3nuTBaHe. M3nckBanuaTa KbM KBaTH(UKAIKMATA HA WICHOBETE HA KOMHUCHATA TI0 aj. 1,
KAaKTO M YCJIOBUATA U PEIBT 3a ONPECITHETO HAa TOMMEHHUSI ChCTAaB HAa KOMHUCHUATA CE€
ypexaaT ¢ mpaBWiIHHKA 1o wi. 106, am. 1.

(3) Komucusita mo an. 1 BKIIIOUBa HE MO-MAJIKO OT JBaMa PEIOBHU WICHOBE C
HEMEIUIIMHCKO 00pa3oBaHue - MPEICTaBUTENN Ha JIBaTa MoJa.

(4) 3a HyxnuTe Ha cBOsITa paboTa KOMHCHATA MO al. 1 MOXKe Aa MpHUBINYA
BBHIITHU CIIEIIUATTUCTH.

(5) Camo uneHoBeTe Ha KOMHCHSTA MO al. 1, KOUTO HE ca B KOH(PIUKT Ha
WHTEPECH, HE ydacTBAaT B KOHKPETHO WM3IUTBAHE W Ca HE3aBUCHUMH OT BB3JIOKHUTEIS,
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7e4eOHOTO 3aBeJeHHE, KbJETO C€ MPOBEXJa KIMHUYHOTO H3MHUTBAHE, U OT IJIABHUA
M3ClieI0OBaTe, MOraT Ja y4acTBaT B OLIEHKaTa Mo 4i. 83, KakTo W Ja rjacyBaT W Ja
y4acTBaT B 00CHKIAHETO.

(6) 3a BBHIIHU CICIUATUCTU MO ai. 4 MoraT Ja ObJaT MPUBJIMYAHU JIUIIA,
KOUTO HE ca B KOHGIMKT Ha MHTEpECH, HE ydyacTBaT B KOHKPETHO HM3MUTBAaHE MU ca
HE3aBUCUMU OT BB3JIOKUTEINS, JIeUEOHOTO 3aBEJCHUE, KBACTO CE MPOBEXKAa KIMHUYHOTO
U3MUTBAHE, U OT TJIaBHUS U3CJIeI0BaTell.

(7) YnenoBere Ha KOMHUCHSTA IO al. | ¥ BHHILIHUTE CIIELUATUCTH 110 al. 4 He
MoraT Jia UMaT 4YacTeH MHTepec WK obyiara, KOUTO OMXa MOTJIH Ja MOBIUSAT Ha TAXHATa
0e3MpUCTPacTHOCT MPH OLICHKATa 1Mo 4. 83.

(8) 3a ymocroBepsiBaHE Ha OOCTOSITENICTBAaTa MO al. 5 - 7 YICHOBETE Ha
KOMHUCHSITA MO aj. | ¥ BRHIIHUTE CIEUATUCTH 0 ajl. 4 MOAMUCBAT ASKIapalus mo pea u
oOpas3er, onpeiesieHy B paBuiiHKKa 1mo wi. 106, ai. 1.

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

Y. 105. (1) (U3m. - /1B, 6p. 84 ot 2018 1., B cruma ot 12.10.2018 r.) Mangatet
Ha 4iIeHOBETE Ha KoMucusTa 1o wi. 103, an. 1 € ¢ npoabIKUTETHOCT 4 TOJIUHH.

(2) (U3m. - ]IB, Op. 84 ot 2018 1., B cmima ot 12.10.2018 r.) Ha Bceku nBe
TOJIMHM €JTHa BTOpa OT ChCTaBa Ha KomucusaTa 1o wi. 103, an. 1 ce oOHOBsBA.

(3) (U3wm. - IB, 6p. 84 o1 2018 1., B cuma ot 12.10.2018 r.) Unen Ha koMucusiTa
mo wi. 103, an. 1 He Moke Aa ObJe Ha3HayaBaH B ChIaTa KOMUCHS 3a IIOBEYE OT JBa
IOCJIEIOBATEIIHN MaH/aTa.

Y. 106. (U3m. - JIB, 6p. 84 ot 2018 r., B cuna or 12.10.2018 r.) (1)
MUHUCTBEPBT HA 3paBEONA3BAHETO YTBBP)KJAaBa NPABUIHMK 3a YCIOBHATA U pela 3a
pabota Ha komucusiTa o wi. 103, an. 1.

(2) KomucusTa no ui. 103, an. 1 nuzpaborBa 1 npuemMa NuCMEHHU CTaHAAPTHU
olepaTHUBHU MPOIEAypU B CHOTBETCTBHUE C MpaBuiaTa 3a J[oOpa KIMHUYHA TPAKTHKA.

(3) Bacemanusra Ha KomucusTa 1o uwi. 103, an. 1 ca 3akpurtu.

Y. 107. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Uin. 107a. (Hos - IB, 6p. 84 o1 2018 1. (*)) (1) PpKOBOIUTENTMTE HA JIeueOHUTE
3aBEJICHUs, B KOUTO C€ U3BbPIIBAT KIMHUYHU U3MUTBAHUS, ONPEACIIAT JIUIIE WK JIULA 32
KOHTAKT.

(2) JIumero mnm nuIiata 3a KOHTAKT MO al. | UMaT KBaTM(HUKAIUSI U ONUT Aa
OCBINIECTBSIBAT MOHUTOPHHT BBPXY MPOBEKIAHWUTE B JICUEOHOTO 3aBECHUE KIMHUYHHU
M3MUTBAHUS 32 CTIa3BaHe Ha MpaBuiaTa Ha JloOpara KITMHUYHA TPAKTHKA.

(3) UsuckBanusaTa KbM KBaTH(UKAIMATA HA JIMIATa 32 KOHTAKT 1O aji. 1 ce
ypexaar B paBWIHUKa 1o wi. 106, an. 1.

(4) I[Ipu kOHCTaTHPAHU OTKJIIOHEHHUS OT OJ00PEHUS MPOTOKOJI W/HITA HEXKETTaH!
JIEKApCTBEHM PEaKIIMU B X0/1a Ha KIMHUYHOTO M3MUTBAHE, KOUTO HE ca JOKJIAJABAaHU IO
pena Ha Permament (EC) Ne 536/2014, nuniero 3a koHTakT 1o an. 1 yBegomsisa UAJI u
koMucHsTa mo 4. 103, ai. 1.

Ui 108. (Otm. - IB, 6p. 84 oT 2018 1. (*))
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Paznea IV.
Pa3pemienue 3a npoBe:kaaHe HA KJIMHUYHO U3NUTBaHe

Ui 109. (Otm. - IB, 6p. 84 o1 2018 1. (*))
Yn. 110. (Otm. - IB, 6p. 84 ot 2018 1. (*))
. 111. (Orm. - IB, Op. 84 oT 2018 1. (*))
Y. 112. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Ui 113. (Orm. - IB, 6p. 84 oT 2018 1. (*))

Yn. 114. (1) (U3m. - 1IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a
NOJTy4aBaHe Ha CTAHOBUIIIE 110 WI. 83 BB3IIOKUTEIAT 110/1aBa 3asBJICHUE 10 KOMUCHSTA 110
1. 103, an. 1.

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

(3) (Ot™m. - 1B, 6p. 84 o1 2018 1. (*))

(4) (Homa - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - JIB, Op. 84
ot 2018 1. (*))

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

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

Y. 126. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Un. 127. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 128. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 129. (Otm. - /1B, 6p. 84 ot 2018 1. (*))
Y. 130. (Om. - [IB, 6p. 84 ot 2018 1. (*))
Un. 131. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
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Pazngea VI.
CnunpaHe Ha KIMHUYHOTO u3nuTBane (OTm. - 1B, 6p. 84 ot 2018 1. (*))

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

Paznean VII.
IIpocaensiane Ha 0e3onacHocrra (OTm™m. - [IB, Op. 84 o1 2018 1. (¥))

Ui 135. (Orm. - IB, Op. 84 ot 2018 1. (*))
Yn. 136. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 137. (Orm. - IB, Op. 84 ot 2018 1. (*))
Y. 138. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 139. (Orm. - IB, Op. 84 ot 2018 1. (*))
Yn. 140. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 141. (Orm. - IB, Op. 84 o1 2018 1. (*))

Pazgen VIIIL.
YBenomiieHue 32 NPUKJIKYBAHE HA KINHUYHOTO u3nutBane (OTm. - 1B, 0p.
84 o1 2018 1. (*))

Un. 142. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Ui 143. (Otm. - /1B, Op. 84 ot 2018 1. (*))
Un. 144. (Otm. - /1B, 6p. 84 ot 2018 1. (*))

I'naBa yerBbpTa "a'".
HEUHTEPBEHIIMOHAJIHU IPOYYBAHUSA (HOBA, IPEAUIIEH
PA3JAEJI IX "HEMHTEPBEHIIMUOHAJIHO ITPOYYBAHE" - IB, BP. 12
OT 2011 T., BCHUJIA OT 08.02.2011T".)

Un. 145. (1) (Hom. - B, 6p. 12 or 2011 r., B cuna ot 08.02.2011 r.)
HewnTepBeHIIMOHAIHO TIPOYYBaHE e MPOBEXK/IA ¢ pa3pelicHn 3a ynorpeda B Perry0mmka
bearapus nekapcTBEHU MPOAYKTH, KOTaTO C€ U3MUTBAT 3a MOJy4YaBaHE HA IOMBIHUTEIIHA
uH(poOpMaIrs 3a MPOJYKTa, MPEIIUCBAH M0 OOWYAHHUS HAYUH B CHOTBETCTBUE C
yCIIOBUSATA, OMNpeAeNieHn B paspemieHneTro 3a ynorpeba. Ha ydactHuiute B
HEWHTCPBECHIIMOHAIHU MPOYYBAHMS HE Ce MPHJIAraT JUArHOCTUYHH WM MPOCTIC/ISBAIIN
MPOLEAYPH, PA3IUYHU OT oOMUaifHaTa MPAKTUKA, KaTO 3a aHAU3 Ha MOJYYCHUTE NaHHU
CE M3I0JI3BAT CMUICMHOJIOTUIHHA METOTH.

(2) (U3m. - [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.)
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(3) (U3wm. - JIB, 6p. 12 ot 2011 1., B cua ot 08.02.2011 r., ot™m. - JIB, 6p. 102
ot 2012 1., B cuna ot 21.12.2012 1.)

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

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

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

Un. 145a. (Hos - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1)
HewnHTepBEeHIIMOHAIHN TOCTMAaPKETUHTOBY MTPOYYBaHUS 32 0€30MaCHOCT C€ IPOBEKIAT 110
WHUIMATHBA HAa TMPUTESKATENISI HA pa3pelIeHUeTO 3a ynorpeda WM B HM3MBIHCHUE HA
yCIOBHATA MO Wi. 55a u 56a U ca CBbp3aHH ChC CHOMpAHE HA JIaHHU IO JIEKapCTBEHA
0€30MMacCHOCT OT MAIMEHTH ¥ MEITUIIUHCKU CIICITHATUCTH.

(2) (U3m. - IB, 6p. 17 ot 2019 r.) Koraro npu mpoy4BaHETO ce IUIaHUpPa
CbOMpaHeTO Ha JaHHMU OT TAlMEHTH, ClieABa Aa ObJE IMOJYYeHO TSIXHOTO ChIJIACHE.
JlnuHWUTE NaHHU Ha NAIIMEHTHTE ce 00pabOTBAT MPH CIIa3BaHE U3UCKBAHUATA 32 3alUTa HA
JUYHUTE JIAHHU.

(3) MenuuuHCKUTE CHCHUATMCTH HE TOJTydaBaT (PMHAHCOBU WM JIPYTH
CTUMYJIM 32 Y4YacTHC B HCHHTCPBEHIIMOHATHHUTE NPOYYBAHHUS 3a OE30MAaCHOCT OCBEH
KOMIICHCAIIMH 33 U3Pa3X0JIBAHOTO BPEME U CPEJICTBA.

Uin. 1456. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) ITo
BpeMe Ha MPOBEXKAaHe Ha TpoyuIBaHeTo 1o wi. 1458, ann. 1 u un. 145e, an. 1 npurexarenst
Ha pa3pelIeHneTo 3a yrnoTpeda OChIIeCTBIBa MOHUTOPUHT Ha OJYYEHNUTE JaHHU U OTYUTA
BJIIMSTHAETO UM BBPXY CHOTHOIIICHUETO TI0JI3a/PUCK 32 JIGKAPCTBEHUS TPOIYKT.

(2) IpuTexaTenaT Ha pa3pelieHneTo 3a ynorpeda crobmmasa Ha MAJI Besika
HOBa HMHQOpMaIs, KOATO OW MOrjia Ja MOBIHWSE HAa CHOTHOIIEHUETO MOJ3a/pPHCK 3a
JIeKapCTBEHUS MTPOAYKT.

(3) 3agbmxeHueTo Mo aji. 2 He 0CBOOOXK/AaBa MPUTEXKATENS Ha pa3pelieHueTo
3a ynotpeba OT U3UCKBaHEeTO Ha Wwi. 1943 3a mpenocraBsiHe Ha HH(OpPMAIHATA 0 all. 2 U
Ype3 NePUOTUIHUTE aKTyaTU3UPaHH TOKJIAIH 32 O€30MaCHOCT.

Uin. 1458. (Hos - JIB, Op. 102 ot 2012 1., B cmma ot 21.12.2012 1.) (1) (U3M™m. -
B, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 r.) Koraro mpoyuBaHeTo ce MpoBexa camo
Ha TepuTopusita Ha PemyOiuka bbiarapus B u3mbiHEeHHE HA 3aabKeHUE TO wi. 56a,
NPUTEXKATENIAT Ha pa3pelIeHneTo 3a yrnorpeda npenctass B MAJI mpoekT Ha IpOTOKOJIa Ha
npoy4BaHeTo. [IpoekThT Ha MPOTOKOIA, MPUAPYKEH C MUCMEHO chIulacue 1o wi. 145a, an.
2, ce peAcTaBsl U B KomucusTa no wi. 103, an. 1.

(2) U3nbnaurennust gupekrop Ha MAJL B cpok go 60 quu OT marata Ha
M0JIy4yaBaHEe Ha JOKYMEHTALMATa 10 al. | n3npara Ha MpUTEXKATENs Ha Pa3pelliEHUETO 3a
yrnotpe0a yBe1oMJIEHHE 32 0100psiBaHE HAa MPOYYBAHETO WJIM NPAaBU MOTUBHUPAH OTKa3.

(3) Uznbauutennuar jpupekrop Ha HWMAJl oTka3Ba TpoBEXIaHE Ha
IIPOYYBAHETO C €IMH WJIM NIOBEYE OT MOTUBHUTE IO uil. 145e, amn. 2, T. 2.
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(4) (U3wm. - /1B, 6p. 84 o1 2018 ., B cmna ot 12.10.2018 r.) Komucusita mo 4.
103, an. 1 B cpok no 60 nHM OT AaTaTa Ha MOJydyaBaHE HA JOKyMEHTalusATa mo ai. |
u3Mpalla Ha MpUTeXarelas Ha pa3pelieHueTo 3a ynorpeda MOJIOKUTETHO WU
OTPHULIATEIIHO CTAHOBUIIIE.

(5) (U3wm. - /1B, 6p. 84 o1 2018 1., B cmma ot 12.10.2018 r.) [IpoBexganeTo Ha
MIPOYYBAHETO MOJKE JIa 3al0YHE CJIe]] MoTydaBane Ha ogoOpenue ot MAJI v monoxXuTeaHo
CTaHOBHIIIE OT KoMHucHATa 1o wi. 103, an. 1.

(6) 3a onenka Ha nokymeHTanusAra no ain. 1 MAJI ceOupa Ttakca B pasmep,
ompeneseH B Tapudara mo wi. 21, an. 2.

Ui 145r. (Hos - 1B, 6p. 102 o1 2012 1., B cruta ot 21.12.2012 1) (1) (M3Mm. -
1B, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) IIpuTexkarensT Ha pa3pelmieHUETO 3a
yrnotpeba mpuiara MmiaHUPaHd CHUIECTBEHH MPOMEHH B MPOTOKOJA B CIy4auTe IO Y.
1458, an. 1 caen npeaBaputenHoro uM onobpsiBane ot MAJI u ot komucusta mo wi. 103,
an. 1.

(2) (U3m. - ]IB, 6p. 84 ot 2018 1., B cruma ot 12.10.2018 1.) [Ipurexarensar Ha
pazpemieHueTo 3a ymnorpeba mpencraBs B MAJI m B komucusara mo uwin. 103, am. 1
JIOKYMEHTAIMATA, CBbP3aHa C IPOMEHUTE, © MOTUBUTE 3a TOBA.

(3) Usnbnaurennust qupektop Ha MAJL B cpok 10 30 1HM OT mony4yaBaHe Ha
JIOKYMEHTAIMATA 110 all. 2 0J100psiBa MPOMEHEHUS POTOKOJI WIIH M3/1aBa MOTHBHPAH OTKa3
U YBEIOMsIBA MpUTEKATENS Ha pa3pelIeHUeTo 3a yrnorpeoa.

(4) (U3m. - 1B, 6p. 84 o1 2018 1., B cruta ot 12.10.2018 r.) Komucusira mo .
103, an. 1 B cpok no 30 nHM OT Aarara Ha MOJy4YaBaHE Ha JOKYMEHTAlMATa MO ail. 2
W3Mpaila Ha TMPUTSXKATENs Ha pa3pelieHueTo 3a ynorpeda TMOJIOKUTEITHO —WITH
OTPHULIATEIIHO CTAHOBUIIIE.

(5) Uznbnaurennust nupextop Ha MAJI oTkazBa npomenure no ain. 1 ¢ eaun
WJIM IOBEUYE OT MOTHUBUTE, IOCOYCHHU B ui. 145¢, am. 2, T. 2.

(6) (U3m. - JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [Ipurexkarenar na
pa3pelIeHueTo 3a ynorpeda Moxe J1a MPUIIOKH MPOMEHHUTE 1o all. 1 cjen moixyvyaBaHe Ha
onobpenue ot MAJI 1 momoXUTEIHO CTAaHOBUIIE OT KoMucusiTa o wi. 103, ai. 1.

(7) 3a ouenka Ha nmokymeHnrtanuara mno ain. 1 MAJI ceOupa Takca B pa3mep,
omnpezeneH B Tapudara no wi. 21, an. 2.

Un. 145x. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1)
[TputexxaTenar Ha pa3pelieHHueTo 3a ymoTpeda MpeicTaBs OKOHYATEJeH TOKIa] OT
npoyuBaneTo Ha MAJI B cpok 10 12 Mecena cien NpuKIIIOYBaHe ChOMPAHETO HA JTaHHMU.
KbM noknaza ce npusara v pe3roMe Ha pe3yJITaTuTe OT MPOYUBAHETO.

(2) Iputexarenst Ha paspelleHHeTo 3a yrnoTpeba Moke Ja mojaje
MoTuBUpaHo uckane 10 MAJI 3a ornarane Ha cpoka o aji. 1 Haii-mMaJIko TpU Mecela npean
JaTara 3a Mpe/cTaBsHe Ha OKOHYATETHUS J0KJIa/, TOCOYEeHa B IPOTOKOJIA.

(3) UsmbiHuTenmHaTa areHIMSA IO JIeKapcTBaTa oa00psiBa WM TPaBU
MOTHBUpPAH OTKa3 Ha UCKAHETO 1O aJl. 2 U YBEIOMSIBA MIPUTEKATEIS HA Pa3pEIICHUETO 3a
ynoTpeoa.

(4) Koraro mpuTexaTeNsiT Ha pa3pelieHueTo 3a yrnmorpeda Bb3 OCHOBA Ha
JOKJIaja mo ain. 1 mpereHu, ye € HeoOXouMa MpoMsiHa B pa3peleHueTo 3a yrnorpeda, Tou
nonasa 1o MAJI 3asBiieHre 3a mpoMsiHa IO pejia Ha riiaBa Tperta, pasaen VI
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(5) Uznpnautennusar qupexrop Ha MAJI cbe 3anmoBes cimpa IeHCTBUETO WITH
npeKpaTsiBa pa3peuieHueTo 3a ynorpeda, korato MAJI B3 ocHOBa Ha JTokiIaaa 1o ai. 1 u
clell KOHCYNTalMsd C MpUTEXKATeNIs Ha pa3pelieHUueTo 3a yrnoTpeda MpereHu, 4ye e
HE00X0IMMO CIIMpaHe WM MPEKpaTsIBaHe HA pa3pelIeHueTo 3a ynorpeoa.

Un. 145e. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Koraro
MIPOYUYBAHETO CE MPOBEXKJA KaKTO Ha TepUTOpHsATa Ha PemyOnuka bbirapus, Taka u Ha
TEPUTOPUSTA U HA APYTU AbPKABU WICHKH, 32 JICKAPCTBEHU MPOAYKTH, Pa3pelIeHH IO
pena Ha Pernmament (EO) Ne 726/2004 na EBpomnetickus nmapiameHT 1 Ha CbBeTa WM 110
pena Ha riiaBa Tpera, paszaen VII B u3nbiiHeHUE Ha 33IbJDKEHUSTA 110 WI. 552 Wiv 1o 4l
56a, mpuTe)aTEIAT HA pa3pelIeHUETO 3a yrnorpeda mojaBa 10 KOMUTETA 1Mo wi. 56a, ai. 1,
T. | mpoekTa Ha MPOTOKOII.

(2) B cpok mo 60 mHu OoT naTata Ha MoJlydyaBaHe Ha JOKYMEHTAIMsATA 1Mo ai. |
KOMUTETHT MO Wi. 56a, ann. 1, T. 1 U3rOTBsI CTAaHOBUIIEC W W3Mpallla HAa MPUTEXKATENS Ha
pa3pelieHueTo 3a yrnorpeoda:

1. yBenomieHue 3a o100peHue, uin

2. MOTHBHUPAH OTKa3, KOTaTo:

a) KOHCTaTHpa, Y€ IPOBEXKAAHETO HA IPOYUYBAHETO HAChpUaBa yrnorpedaTa Ha
JIEKapCTBEHUS IPOIYKT, U/ UITU

0) mpereHy, 4e U3aiHbT HAa TPOYYBAHETO HAMA JIa MIOCTUTHE 3JI0)KCHHUTE B
MIPOTOKOJIA TIeNH, 1/IIN

B) IIPOYYBAHETO MMa XapaKTep HA KIMHUYHO U3IUTBAHE.

(3) (U3m. - 1B, 6p. 84 o1 2018 1., B cmuta ot 12.10.2018 r.) B cayyauTe mo an.
2, T. | mpuTexaTesaT Ha pa3pelIeHHeTo 3a ynorpeda npeacTass ypeaomienuero 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 qHM OT naTata Ha TOJTydyaBaHe Ha YBEAOMIICHUETO IO al. 3 u3mpaiia
Ha TIPUTEXATeNss Ha pa3pelieHUueTo 3a ymoTpeda MONOKHUTETHO WIA OTPHUIIATETHO
CTaHOBHIIIE.

(5) (U3m. - 1B, 6p. 84 o1 2018 1., B cua ot 12.10.2018 r.) [IpoBexxaneTo Ha
IIPOYYBAHETO MO’KE Jia 3allo4HE cJie] MOJy4yaBaHE Ha IMOJIOXKUTEITHO CTAHOBHILIE OT
komucusaTa 1o ui. 103, am. 1.

(6) Cpappxkanuero u (opmara Ha MPOTOKOJIA MO al. 1 ce ompenemnsT c
Pernament 3a n3mbnaenue (EC) Ne 520/2012 na Komucusta ot 19 ronu 2012 r. oTHOCHO
U3BBPIIBAHETO Ha JiedHOocTUTE B o0jacTra Ha (apMakoJOoTrH4YHaTa OJUTENTHOCT,
npensuaenu B Pernament (EO) Ne 726/2004 na EBponeiickus napiaameHT U Ha CbBeTa u
B Jlupextuna 2001/83/EO na EBponeiickus napnament u Ha CoBeta (OB, L 159/5 ot 20
tonu 2012 r.), Hapu4aH no-HaraThK "Pernament 3a usmbaHenue (EC) Ne 520/2012".

Un. 145%. (Hoe - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
[TputexxaTenar Ha pa3pelieHueTo 3a ynorpeda B ciaydyaute no wi. 145e, an. 1 npunara
IJIaHUPAHU ChIIECTBEHU MTPOMEHH B MPOTOKOJIA HA MPOYUYBAHETO CIE MIPEABAPUTEIIHOTO
UM 0/100psiIBaHE OT KOMHUTETA 1Mo Wi. 56a, an. 1, 1. 1.

(2) lpuTexarensT Ha pa3pelIeHHETO 3a yHoTpeda mpeacTaBsi Ha KOMUTETA 10
4. 56a, ain. 1, T. | noOKymMeHTanusATa, CBbp3aHa ¢ MPOMEHHUTE, 1 MOTHBH 32 TOBA.
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(3) (M3m. - 1B, 6p. 84 oT 2018 1., B cruta ot 12.10.2018 r.) Korato kKoMUTETHT
no 4i. 56a, an. 1, T. 1 oqoOpu mpoMeHUTE B MPOTOKOJIA, IPUTEKATEIAT HA PA3PEIICHUETO
3a ynorpe6a yBegomsisa MAJI u komucusra mmo wi. 103, an. 1.

(4) (U3m. - ]IB, 6p. 84 ot 2018 1., B cmuma ot 12.10.2018 r.) [Ipurexatensar Ha
pa3pelIeHueTo 3a ynorpeda Moxe J1a MPUIOKH MPOMEHHUTE 1o ajl. 1 cjen rmoixy4yaBaHe Ha
MOJIOKUTEIHO CTAHOBHUIIE OT KoMucHsATa 1o wi. 103, ain. 1.

Un. 1453. (Hos - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1)
[TputexkaTenar Ha paspelIEeHUETO 3a yHoTpeda MpeAcTaBs IO ENEKTPOHEH IbT Ha
KoMHuTeTa Mo wi. 56a, an. 1, T. 1 OKOHUarTeleH MOKJaJ, MPUIPYKEH C pe3loOME Ha
pe3yiTaTuTe OT MPOYYBAHETO, B CPOK 10 12 Mecena cieli MpUKIIIOYBAaHE ChbOMPAHETO HA
JAaHHU.

(2) IlputexaTenaT Ha pa3peUIeHHETO 3a YIoTpeda MOXe Ja Mojaaje
MOTHUBHPAHO MCKaHE 10 KOMUTETa Mo Wi. 56a, an. 1, T. 1 3a ornarane Ha cpoka mo ain. 1
Hall-MaJIko TpU Mecela IpeAM JaraTa 3a IpeACTaBIHE Ha OKOHYATEIHMsS JOKJas,
MOCOYEHA B MIPOTOKOJIA.

(3) KomurersT no ui. 56a, an. 1, T. 1 ogo6psiBa win mpaBu MOTUBHUPAH OTKa3
Ha MCKAHETO MO aj. 2 ¥ YBEAOMsBA MIPUTEKATENSI Ha Pa3pelIeHUETo 3a yrnoTpeoa.

(4) Coappxanuero u popmaTa Ha ToKJIaa 1o aji. 1 ce onpenenst ¢ Permament
3a usnbiaHenue (EC) Ne 520/2012.

Un. 145u. (Hos - JIB, Op. 102 or 2012 r., B cuna ot 21.12.2012 1.) (1)
KomutersT 1o wir. 56a, an. 1, T. 1 Bb3 OCHOBa Ha Jokiaga mo 4i. 1453, an. 1 m cien
KOHCYJTAllMsl C TpUTEXKaTelld Ha pa3pelieHHeTo 3a ymoTrpeda u3JaBa MOTHBHpaHA
Ipernopbka OTHOCHO pa3pelIeHUEeTo 3a yrnoTpeda Ha IEeKapCTBEHUs MPOAYKT U S U3Mpalia
J0:

1. KomuTera 1o jJeKapcTBEHUTE MPOAYKTH 32 XyMaHHA yroTpeba 1mo 4ui. 5 ot
Pernament (EO) Ne 726/2004 na EBponeiickus napiamenT u Ha CbBeTa, WK

2. KOOpAWHAIIMOHHATA Tpyma 1o wi. 77, an. 2.

(2) B cnyuaute no an. 1, T. 2, KoraTo KOMUTETHT 1O 4. 56a, anm. 1, 1. 1 e
npenopbyasl MpoMsiHa, CIMpaHE WIM NPEKpaTsSBaHE Ha pa3pelieHueTo 3a ymnoTrpeoa,
KOOpJMHAIIMOHHATA IpyTa, MPeICTaBIsIBaHa OT AbP:KaBUTE YWIECHKU, B KOUTO € TPOBEIEHO
IIPOYYBAHETO, N3/1aBa CTAHOBUIIE OTHOCHO HEOOXOAUMHUTE JEHCTBHS, KOUTO CJIE/[Ba Ja ce
mpeanpreMar 1Mo OTHOIIEHHE Ha pa3pelieHHeTo 3a ynorpeba, BKIIOUUTENHO Tpaduk 3a
U3ITBIHEHUETO MY.

(3) Koraro mpencraBeHUTE ObpKaBU WICHKH B KOOpPIWHAI[MOHHATA Tpyra
MOCTUTHAT KOHCEHCYC OTHOCHO CTAaHOBUIIETO IO aJl. 2, To ce myOianKyBa Ha EBponelickus
MHTEPHET MOPTaJl 3a JICKapCTBEHUTE MPOAYKTU Mo 4i. 68, an. 1, T. 4 U ce uzmpaimia Ha
IIpUTEXKATEIIs Ha Pa3pelIeHHeTo 3a ynorpeoa.

(4) Usmpnautenuusat qupektop Ha MAJI B ChOTBETCTBHE ChC CTAHOBHUIIIETO 110
aj. 2 cnupa IeWCTBUETO WU TIPEKpaTsIBa Pa3pelieHneTo 3a ynoTpeoa.

(5) Korato B cTaHOBHUIIIETO TIO ajl. 2 ca MpenopbyaHu MPOMEHHU B U3/1aJICHOTO
paszpelieHue 3a ynorpeda, MpuUTEXKaTeIsIT Ha pa3pelIeHueTo 3a yrnorpeda B paMKHUTE Ha
ompezeneHus rpaduk 3a u3nbIHeHUE mojasa 10 MAJI 3asBieHue 3a mpoMsHa Mo peaa Ha
I1aBa Tpera, pazzaen VI, BKIIOYBANIO akTyalu3upaHa KpaTKa XapaKTepUCTHKA Ha
MPOJYKTa U JINCTOBKA.
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(6) Koraro He Moxke na ObJe MOCTUTHATO ChIVIaCME€ B pPAMKHUTE Ha
KOOpJMHAllMOHHATa Ipyla, MO3UIMATAa HAa MHO3MHCTBOTO OT JbP)KaBUTE UJIEHKU C€
npenocrass Ha EBpomeiickata KkoMHCHs, KOATO MpUEMa pelIeHUE 3a MPOMsHA, CIIUpaHe
WIA TIpeKpaTsiBaHe Ha pa3pelieHHeTo 3a yrnoTpeda, HW3IaJAeHO OT CHOTBETHHUTE
peryJiaTOpHU OPTaHH Ha AbPIKABUTE YICHKH.

(7) Pemennero mo ain. 6 ce my6inkyBa Ha EBporieiickusi ”HTEpHET mopTan 3a
JIEKapCTBEHUTE MPOJAYKTH MO wi. 68, ain. 1, T. 4 u ce u3mpaima Ha OpUTEKATENS Ha
paspelieHneTo 3a ynorpeoa.

(8) U3mbaHuTenHaTa areHuus Mo JeKapcTBara Mpuiara BpeMEHHUTE W/WIH
OKOHYATEIHUTE MEPKU OT pelIeHueTo mo aji. 6 u uapopmupa EBponelickata areHIus mo
nekapcTBara u EBponeiickaTta KOMHCHS.

(9) B ciyuaure no an. 1, T. 1 KoMUTETHT 110 J€KapCTBEHUTE MPOIYKTH 3a
XyMaHHa yrnoTpeda B ChOTBETCTBHE C MpenopbKaTa Ha KOMUTETA 1o wi. 56a, an. 1, 1. 1
U3/1aBa CTAHOBUIIE OTHOCHO 3aI1a3BAHETO, U3MEHEHUETO, CIIUPAHETO UIIU NIPEKPATSIBAHETO
Ha BAJIMJTHOCTTA HA PAa3pEUICHUETO 32 YIOTpeda, BKIIFOUNTEIHO rpaduK 3a U3MbIHEHUE Ha
cra”HoBuieTo. CTaHOBUILETO ce MyOauKyBa Ha EBpomeiickusi MHTEpHET MHopTal 3a
JIEKapCTBEHUTE MPOAYKTH Mo wi. 68, an. 1, T. 4 u ce u3mpama Ha IpUTEXKaTens Ha
paspelieHueTo 3a ynorpeoa.

(10) KoraTo B CTaHOBHIIIETO IO all. 9 € U3pa3eHa MO3UIUS 33 MpeaIpUeMaHe
Ha pEryiaTopHU JEHCTBUS MO OTHOIICHHUE Ha pa3pelleHusTa 3a ynorpeda, EBponeiickara
KOMUCHS IpHeMa pelleHHe 3a MPOMSIHA, CIUpaHe WK MPEKpaTsBaHe Ha pa3pelIeHusTa 3a
ymorpeba, msnmaaeam mo pena Ha Permament (EO) Ne 726/2004 wa Empomefickus
napiameHT u Ha CpBera.

Un. 145k. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) (M3M™. -
B, 6p. 84 ot 2018 1., B cuima ot 12.10.2018 r.) HenntepBeHIIMOHATHN TIPOyYBaHUS Ha
TeputopusTa Ha PenyOnuka bbarapus ce npoBexaaT Mpu YCIOBUS U TIO PEJl, ONIpeieNIeHU
¢ Hapen0a Ha MUHUCTBPA Ha 37paBEOIa3BaHETO.

(2) Tlpu mpoBexIaHe Ha HEMHTEPBEHIMOHAIHM MPOYYBaHHUS Mo an. 1 ce
MOCOYBA M3TOYHUKBT HA (PMHAHCHUPAHE.

I'naBa nera.
MNMPOU3BOACTBO U BHOC HA JIEKAPCTBEHMU ITPOAYKTHU U
AKTHUBHU BEIIECTBA (BAI'JI. U3M. - /IB, bP. 102 OT 2012 I'.,, B CHJIA
OT 02.01.2013T".)

Pasznea I.
IIpousBoacreo

Un. 146. (1) (U3m. - IIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.)
ITpon3BOACTBOTO HA BCUYKH BHUJIOBE JIEKAPCTBEHU MPOAYKTH 10 CMUCHJIA HA TO3U 3aKOH,
U Ha JIGKQpCTBEHUW NPOAYKTH, MpeIHA3HAYeHW 3a KIMHUYHO HW3MHUTBAaHE, MOraTr Jaa
U3BBPIIBAT HAa TepuTOpHsATa Ha PemyOmnuka bbarapus camo Gpu3nuecku WM 10pUInUecKu
JUIa, PErUCTPUPAHU KAaTO THPrOBLM HAa TEPUTOPHUATA HA IbpKaBa 4IEHKAa, KOUTO ca
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MOJYYHITH pa3pelieHne 3a POM3BOJICTBO, U3aICHO OT JAUPEKTOpa Ha M3mbiaHHTEHATA
areHIys 10 JIeKapCcTBaTa.

(2) PaspemieHne 3a MPOU3BOACTBO C€ HM3WCKBA W B CIIy4auTe, KOTaTo
NPOAYKTHTE 1O aJl. 1 ca mpeaHazHaueHH caMo 3a U3HOC.

(3) (M3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3pemenue 3a
MIPOM3BOJICTBO C€ M3UCKBA W 3a JIMIIA, KOUTO MU3BBPIIBAT €AHOBPEMEHHO HIIA TIOOTACITHO
€/IHa OT CIICJIHUTE IEHHOCTH: IIBITHO WJIM YaCTHYHO MPOU3BOJICTBO, PA3JIMUHH IIPOIECH HA
pa3dacoBaHe, OIAaKOBaHE, TIPEONAKOBAaHE, ETHKETHpaHe, KAayeCTBEH KOHTPOJI U
OCBOOOXK[IaBaHE HA TWAPTUAM JICKAPCTBCHW MPOAYKTH H JICKAPCTBEHH TPOJYKTH,
npeHa3HAuYeHU 32 KIIMHUYHO U3IUTBAHE.

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

(5) He ce m3uckBa paspelieHue 3a IMPOM3BOJCTBO, KOraTo IMPOIECHTE Ha
pa3dacoBaHe, CMECBaHEC WJIM OIIAKOBAHE CE€ W3BBPIIBAT 110 MAarucTpaliHa WU
(dapmakormneiina perentypa B anreka.

Un. 147. (M3m. - B, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.)
M3nbpiaHuTenHATA areHIMs MO JIeKapcTBaTa BBBEXIa HH(POpMAIMsi 3a H3JaJCHUTE
paspelieHns 3a MPOM3BOACTBO HA JIEKAPCTBEHU IMPOAYKTH M ceprudukaru 3a Jlobpa
IPOM3BOJICTBEHA MPAKTHKA B 0a3ara jaHHHM Ha EBpomeickus chro3.

Ui 148. 3a nonyyaBaHe Ha pa3penieHue 3a MPOU3BOJACTBO JIULETO MO uil. 146
TpsiOBa Ja pasmoJara:

1. c mepconan ¢ moaxoasiia KBaTU(PHUKAIMS B 3aBUCUMOCT OT criendukara Ha
MIPOU3BEKIAHUTE BHJIOBE JICKAPCTBEHU MPOJIYKTH U JIEKAPCTBEHU (POPMHU;

2. 10 BCSKO BpeMe Hal-MaJKo ¢ €HO KBaU(UIIMpaHO JHIlE, KOETO OTrOBaps
Ha ycioBusTa o 4i. 159;

3. c moMenIeHus 3a MPOU3BOJICTBO, KOHTPOJ U ChXPaHEHHE Ha JIEKAPCTBEHUTE
MPOJIYKTH, CHAOJEeHN C HEOOXOJAMMOTO TEXHUYECKO O00Opy/BaHE W C JIabOpaTopuu 3a
KOHTPOJL.

Ui 149. PpkoBoauTenuTe Ha MPOU3BOACTBO U KOHTPOJ BbPXY Ka4€CTBOTO Ha
JIEKapCTBEHU MPOIYKTH B MPEANPUATHUATA 32 IPOU3BOJICTBO ca JULA:

1. xouTO MpHUTEkKABaT 00pPa30BATEIHO-KBATU(PHUKAIIIOHHA CTENEeH "MarucTsp"
no creuuanHocT "dapmarusa”, "xumus" win "Ouonorusa" W HaM-MaJIKO JBE TOAUHU
NPaKTUYECKH ONUT BbB (PapMalleBTUYHOTO MPOU3BOICTBO;

2. KOUTO OTrOBapsAT HAa U3UCKBAHUATA 10 T. | ¥ UMAT JON'BJIIHUTEIHO MTPU3HATA
CHELHATHOCT 0 PaAMOOMOJIOTUSl WM PaJUOXUMHUA - 33 paanodapMaleBTUId WIK 32
JIEKapCTBEHU MPOIYKTH, MOJI0KEHU Ha HOHU3UPALLH JIbYCHHUS,;

3. ¢ mpu3HAaTa CHEUUAIHOCT IO KIMHUYHA XEMAaToJIOTHs, MEAMIIMHCKA
MUKpPOOHOJIOTHS, BUPYCOJIOTHS WJIM UMYHOJIOTHS - 32 IPOU3BOJICTBOTO HA UMYHOJIOTHYHHU
JIEKapCTBEHU MPOJYKTH - BAKCUHH, TOKCUHH, CEPYMH, 32 OMOTEXHOJOTHYHU MPOAYKTH U
3a JIEKapCTBEHU MPOJYKTH, MTOJyYE€HU OT YOBEIIKA IIa3Ma WM OT YOBEIIKa KPbB.

Y. 150. (1) JIuuero no wi. 146 npexacrass B MAJI 3asBnenue no obpaser,
YTIBBPJIEH OT IUPEKTOpA Ha areHLUsATA.
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(2) 3aeaHO CHC 3asBICHUETO MO al. | 3asIBUTEINAT NPEACTaBs U:

1. (mom. - IB, 6p. 103 ot 2017 r., B cuuta ot 01.01.2018 1., u3m. - 1B, 6p. 67
ot 2020 r.) aumioma 3a BHcIIe oOpa3oBaHHE, JOKYMEHT 3a IMpua0o0uTa CHEelHaHOCT,
JIOKYMEHT 3a TPYAOB CTaX U TPYAOB JOTOBOp 3a uuara no wi. 148, 1. 2 u ui. 149;

2. Komus OT AOTOBOPH 3a Bb3JIaraHe Ha MPOU3BOJCTBOTO M/MIIM KOHTPOJA Ha
3asiBEHUTE 3a IPOU3BOJICTBO MPOAYKTH - B CIIydauTe 1o uwi. 151;

3. (w3m. - JIB, 6p. 71 ot 2008 ., B cua ot 12.08.2008 r., u3m. - /1B, 6p. 60 ot
2011 r., B cunma or 05.08.2011 r.) mamam 3a EnuHHUS MAeHTH(UKAIMOHEH KO/ Ha
ThpProBelia Win Koornepanusita oT TsproBcKus perucTsp, a 3a APY>KecTBaTa, pErUCTPUPAHH
B JIbprKaBa - wieHKa Ha EBponeiickus chio3, WK B AbpxkKaBa - crpaHa no CriopazyMeHHueTo
3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO - TOKYMEHT 3a aKTyalHa PETUCTpalus 1o
HAllMOHAJTHOTO 3aKOHOJATEJICTBO, M3[aJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHaTa
bpKaBa;

4. (u3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., m3m. - JIB, 6p. 102
or 2012 1., B cuna or 02.01.2013 r.) cnuchKk Ha MPOU3BOJCTBEHHUTE IECHHOCTH H
JeKapcTBeHUTE (hOPMHU, KOUTO I TPOU3BEKIAT;

5. cxeMu Ha NMOMEIIEHUsATA 32 MPOU3BOICTBO, KOHTPOJ U ChbXPAHEHHE U JIOCHE
Ha IPOU3BOCTBEHATA MOIIIHOCT;

6. OlleHKa 3a BBH3JICHCTBUE BHPXY OKOJHATA cpela MpH MPOU3BOACTBOTO Ha
JIEKapCTBEHHM TMPOAYKTH B TPEIBHICHHTE B 3aKOHA 3a OIMA3BaHE Ha OKOJHATa cpena
clIyJau;

7. paspernieHue oT ATeHIUATa 3a SIAPEHO PeryjMpaHe, KOorato 3asiBJICHUETO ce
OTHacsd /0 TMPOM3BOJACTBO Ha paauodapMalieBTUIM WM Ha JIEKAPCTBEHH MPOIYKTH,
MO/JIOKEHU Ha HOHU3UPAILU JTHUYCHHS TIPU TTPOU3BOICTBOTO UM,

8. (ot™. - IB, 6p. 67 ot 2020 1.)

9. (u3m. - JIB, 6p. 98 o1 2010 1., B cuna ot 01.01.2011 r., oT™m. - [IB, 6p. 60 ot
2011 r., B cuna ot 05.08.2011 1.)

10. TOKyMeHT 3a IuIaTeHa Takca B pa3Mep, onpezesieH B Tapudara mo ui. 21,
an. 2.

(3) Ilpu npou3BOACTBOTO Ha HAPKOTUYHM BEILIECTBA U JIEKAPCTBEHH (POPMH,
KOUTO ChABPIKAT TaKMBa BEIECTBA, CE CMa3BaT M M3MCKBAHUATA HA 3aKOHA 3a KOHTPOII
BBPXY HAPKOTUYHUTE BEIIECTBA U IIPEKYPCOPUTE.

(4) (Homa - /IB, 6p. 103 ot 2017 ., B cuna ot 01.01.2018 ., u3m. - /IB, 6p. 67
or 2020 r.) W3nbanurenHnata areHUMsl IO JieKapCcTBaTa YCTAaHOBSIBA CIIYXEOHO
o0cTosITeNCTBATa OTHOCHO CHIUMOCTTA Ha JIULIETO 1O Wwi. 148, T. 2 1 Ha nunaTa o ui. 149,
KOrato ca ObJIrapcku rpakJaHu. 3a JuiaTa, KOUTO He ca OBIrapcKku Ipa’kJaHH, ChC
3asBJICHUETO C€ TPEACTaBsl CBUICTEICTBO 3a CHAMMOCT WM AQHAJIOTUYCH JIOKYMEHT,
W3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA JbpPIKaBa.

(5) (Hosa - JIB, 6p. 67 ot 2020 r.) 3mbiHUTETHATA areHITHsI IO JICKapCTBaTa
CITy»Ke0HO yCTaHOBSIBa OOCTOSTEIICTBATa OTHOCHO HAJIMUMETO Ha pa3pelIeHUe 3a MOJI3BaHe
WIH yIOCTOBEPEHHE 332 BHBEXKIaHE B CKCIUIOATAIIMS Ha TIOMEIICHHSTA 32 TIPOU3BOJICTBO,
KOHTPOJI ¥ ChXpaHeHNe, U3aICHH 10 Pe/ia Ha 3aKOHa 32 YCTPONCTBO Ha TEPUTOPHSTA, UITH
Ha JIPYT BAIUJEH JTOKYMEHT M0 CMHCHJIa Ha 3aKOHA 32 YCTPOMCTBO HA TEPUTOPUSITA.

Un. 151. KoraTo HAKOM OT €TanuTe Ha MPOU3BOJCTBOTO MM KOHTPOJIHHTE
W3MUTBAHUS B MPOU3BOJICTBEHUSI MPOIEC CE M3BBPIIBAT IO JOTOBOP B JIPyr oOEKT Ha
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tepuTopusTa Ha PermyOnnka beirapus uinu u3BbH Hes, JiMnara no wi. 146 ca 1bskHU 1a
MOCOYaT MECTOHAX0XKICHUETO Ha TO3U OOEKT U KOMHUE OT JIOrOBOPA, B KOUTO CE ONPEEIIST
OTTOBOPHOCTUTE HA BCAKA OT CTPAHHUTE MO OTHOIICHHE Ha Cla3BaHE M3MCKBAaHUATA Ha
JobOpata mpou3BOACTBEHA MpaKTHKa Ha JIEKAPCTBEHU NPOJIYKTH U 3abJDKCHHUSTA Ha
KBATH(HUIIUPAHOTO JHIle o wi. 148, T. 2.

Ui 152. (M3m. - JIB, 6p. 102 ot 2012 r., B cmia ot 02.01.2013 1.) (1)
[Tpuniunure U u3uckBaHusATa 3a J{oOpa mMpou3BOACTBEHA MPAKTHUKA 332 BCUYKH BHJOBE
JIEKapCTBEHU NPOAYKTH, HA JIEKAPCTBEHU NPOAYKTH 33 KIIMHUYHO U3IIUTBAHE U HA AKTUBHU
BELIECTBA CE ONPEAEIAT ¢ Hape0a Ha MUHHUCTbpa Ha 3/IpaBEOIa3BaHETO U C aKTOBE U
PBKOBOJICTBA, IPUETH OT EBponelickaTa KOMUCHS.

(2) IlpyHuMUTe ¥ M3MCKBaHUATA 3a O(PHIMANHA OICHKA Ha PHCKA C el
ycraHoBsiBaHe Ha J[oOpa mpon3BoICTBEHA IPAKTUKA 32 TIOMOIIIHHU BEILECTBA CE ONPEIEIIAT
¢ Hapeznbara 1o an. 1 u ¢ ppKOBOJCTBa, IpueTH oT EBpornelickara KOMUCHs.

Un. 153. (1) Ilpu mocrenBane Ha 3asBieHue mo 4wi. 150 MAJL onensia
nojajicHaTa JIOKyMEHTAIlUs W W3BBPIIBA IPOBEpPKAa HAa MSCTO Ha OOCKTUTE 3a
NPOM3BOJICTBO, KOHTPOJI U ChXpPAaHEHHE, BKIIOYHTEIHO W B ciiydawte mo wi. 151, 3a
YCTAHOBSIBAHE HA ChOTBETCTBUETO MEX/Iy MPEICTaBEHATA IOKYMEHTAIIUS U YCIOBHUsATA 32
IMPOU3BOACTBO, KOHTPOJI U CBbXPAHCHNUEC HA U3XOAHHUTC MAaTCPHUAJIM 3a IIPOMU3BOACTBO U HaA
TOTOBHTE JICKAPCTBEHU TPOAYKTH M CHOTBETCTBHETO MM C HM3UCKBaHusTa Ha JoOpara
IMPONU3BOACTBCHA IIPAKTHUKA.

(2) Pa3zxoaute 1o U3BBPIIBaHE HA MMPOBEPKA Ha MSCTO 1O ajl. | ca 3a cMeTka
Ha 3asIBUTEJIS.

(3) 3a u3BbpIIBaHE HA TPOBEPKA HA MSICTO MO ajl. 1 3agBUTENAT 3aIuialia Takca
B pa3Mmep, omnpezesneH B Tapudara no wi. 21, an. 2.

Un. 154. (1) Korato MAJl ycraHOBM HENBJIHOTH B TIpeACTaBEHaTa
JOKYMEHTAllUsl W/WIN HEChOTBETCTBUE MEXAY ChABPKAHMETO Ha MpeicTaBeHara
JIOKYMEHTAalUsl U ChCTOSIHUETO Ha OOEKTa WJIM M3UCKBAHMATA 3a KBaJU(UKAIMITA Ha
NEpPCOHAJIA, YBEIOMBA IIMCMEHO 3asBUTENS U 1aBa IUCMEHH YKa3aHHUS.

(2) B cnyuaure mo an. 1 cpoxksT mo wi. 155, an. 1 cnupa ma tede 1o
NpUBEX/1aHe Ha O0EKTa WM Ha IOKyMEHTALUATa B ChOTBETCTBUE C U3UCKBAHMATA.

Un. 155. (1) (U3m. - B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 1.)
M3nenaurennuar gupexktop Ha MAJI B cpok 60 mHM OT gatata Ha TOJaBaHE Ha
3asBIeHueTo no ui. 150:

1. u3gaBa pa3pernieHne 3a Mporu3BOACTBO, UITH

2. mpaBU MOTHUBHUPAH OTKA3.

(2) (U3m. - 1B, 6p. 60 ot 2011 r., B cuita ot 05.08.2011 1., usm. - /1B, 6p. 102
ot 2012 r., B cuna ot 02.01.2013 r.) Pa3pemenue 3a mpou3BOACTBO CE€ M3JaBa CaMoO 3a
MMOCOYEHNUTE B 3asBJICHUETO IPOU3BOJICTBEHH JCHHOCTH W JIEKApCTBEHU (POpMHU, H
JIEKApCTBEHU MPOJAYKTH, MPEIHA3HAYEHHU 3a KIMHUYHO M3MUTBAHE, M 3a MOMEUICHUSATA,
KBJIETO III€ C€ U3BBPIIBAT MPOU3BOJCTBOTO, KOHTPOIBT U CHXPAHEHUETO.

(3) AxToBere 10 an. 1 ce BpbUBAT Ha 3asIBUTETIS.
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(4) Pa3zpemenueTo 3a mpou3BOACTBO € O€3CPOYHO.
(5) Otkazpr mo an. 1, 1. 2 momnexxu Ha oOXkajnBaHe MO peda Ha
AJIMHHUCTPATHBHOIIPOIIECYATHHSI KOJCKC.

Ui 156. (1) IlpurexarensT Ha pa3pelieHHE 3a TPOU3BOACTBO I10/1aBa
3asiBJICHUE TIPU MPOMSIHA Ha:

1. aunero mo un. 148, T. 2;

2. nmunara 1o wi. 149;

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

4. MECTOHAXOXKJEHUETO WM MPEYCTPOHCTBO HA HAKOW OT OOEKTUTE 3a
IIPOU3BOJICTBO, KOHTPOJI UJIN ChbXPaHEHUE;

5. (u3m. - [IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) mpou3BOACTBEHUTE
JEUHOCTH;

6. (m3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., m3m. - JIB, 6p. 102
ot 2012 1., B cuna ot 02.01.2013 r.) mpou3BeKIaHUTE JICKAPCTBEHU (HDOPMHU;

7. (m3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) ThproBckara
perucTpanus.

(2) (U3m. - IB, 6p. 67 ot 2020 r.) KbM 3asBiienueTo mo an. 1 ce mpuiarat
JIOKYMEHTH, CBBP3aHU C MPOMsIHATa, KOUTO ca OINpeleieHu B Wwi. 156a U JOKYMEHT 3a
rJIaTeHa Takca B pa3Mep, onpesereH B Tapudara mo wi. 21, amn. 2.

(3) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH cpok
OT HACTBhIIBAHE HAa NPOMSHA Ha OOOPYIBAHETO NPUTEKATENAT Ha PpaA3pEIICHUETO 3a
MIPOU3BOJICTBO yBeAoMsiBa mucMmeHo MAJL.

(4) (Homa - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) [Ipurexatendar Ha
pa3pelieHue 3a MpoU3BOJACTBO mofaBa B HMAJl yBenomieHue mpu 3amodyBaHe Ha
IIPOM3BOJICTBO 3a BCEKH HOB pa3pelleH 3a yrnorpeda JeKapCTBEH MPOIYKT.

(5) (IIpegumna an. 3 - 1IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)
PazpemienneTo 3a mpou3BOACTBO CE MPEKPATABA, B CIIyUall 4e MPUTEKATEIAT My TIPEKpaTH
JeHOCTTA CH, 32 KOETO € ANBKEeH MucMeHo fa ysegomu MAJL

Un. 156a. (Hos - /IB, 6p. 67 ot 2020 1.) (1) IIpu npomsiHa o . 156, an. 1, 1.
1 1 2 3a9BUTEIST NPECTABSA:

1. qumuioma 3a 3aBBPILIEHO BHUCIIE 00pa30BaHNUE;

2. TpyZIOB JIOTOBOD;

3. JOKYMEHTH, YAOCTOBEPSBAIH JOMBIHATEIHA KBAIU(DUKAIIHS;

4. TIOKYMEHT 3a TPYJOB CTAK.

(2) M3nbaHuTenHaTa areHIUs O JIeKapcTBaTa YCTAaHOBSIBA CIIy)XeOHO
00cToATEeICTBaTa OTHOCHO CHANMOCTTA Ha JIMIETO 10 wiI. 148, T. 2 v Ha nunara no ui. 149,
KOraTto ca OBJIrapCcKu TpakJaHHW. 3a JUIaTa, KOUTO HE ca OBITapCKU TPaKIaHH, ChC
3asBJICHUETO CE€ TPEACTaBs CBHUJAETEJICTBO 3a CHAUMOCT WJIM aHAJOTHYEH JOKYMEHT,
M3/1aJIeH OT KOMIIETEHTEH OpraH Ha CbOTBETHATA JbpPKaBa.

(3) Ilpu mpomsiHa 1o 4. 156, an. 1, T. 4 3a9BUTENAT TPEACTaBs CleaHaTa
JIOKyMEHTaIUs, CBbP3aHa ChC ChOTBETHATA IPOMSIHA!

I. cxema 3a wuW3rpakJaHe WIM NOPEYyCTPOMCTBO Ha MOMENIEHUATa 3a
MIPOU3BOJICTBO, KOHTPOJ U ChXPAHEHHUE;
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2. OIICHKA Ha BB3JICHCTBUETO BHPXY OKOJHATA Cpe/ia MPH MPOU3BOACTBOTO HA
JIEKapCTBEHU MPOAYKTH - B IPEABHICHUTE B 3aKOHA 3a ONa3BaHE Ha OKOJIHATa cpena
cilydau;

3. OCHOBEH IUIaH 3a BaJWAMpAHE, BKIIOYBAI MOMEIICHHUATA, 3as{BEHU 32
POMSIHA;

4. xomue OT JOTOBOpa 3a BB3JaraHe, KOraTo HSKOM OT JEHHOCTHUTE IO
IPOM3BOJICTBO, KOHTPOJI U ChXPaHEHUE Ha JIKAPCTBEHUTE MPOIYKTH CE H3BBPIIBAT B IPYT
00ekT Ha TepuTopusTa Ha PenyOnuka beirapus mim u3BbH Hesl.

(4) IIpu mpomsna mo wi. 156, an. 1, 1. 4 MAJI cioyxeOHO ycTaHOBSIBa
00CTOSTENICTBATa OTHOCHO HAIIMYHETO HA pa3pellieHHe 3a MOJI3BaHE WM YAOCTOBEPEHHUE
3a BBBEXKIAHE B EKCIUIOATAallMs Ha I[IOMENICHUATA 3a MPOU3BOJCTBO, KOHTPOJI U
ChbXpaHEeHHe, W3/1aJICHU 10 pe/ia Ha 3aKOHA 332 YCTPOMCTBO HAa TEPUTOPUSATA, MU HA APYT
BaJIMJICH JOKYMEHT 110 CMUCHJIa Ha 3aKOHA 32 YCTPONUCTBO HA TEPUTOPHUSITA.

(5) Ilpu mpomsina mo 4. 156, an. 1, T. 5 3agBUTENAT TpeACTaBs CleaHaTa
JOKYMCHTAITUS:

l. cnMchK HaA CTAaHAAPTHUTE ONEPATHBHHU MPOIEIypH 3a IMPOU3BOICTBO,
KOHTPOJI U IOYHCTBAHE;

2. OCHOBEH IUIaH 3a BaJHMJIUpaHe, BKIIOYBAI IPOIECHTE, 3asBEHU B
NPOMSIHATA ¥ MTOJJIC)KAIIY Ha BaJMIMPAHE.

(6) Ilpu mpomsina mo 4. 156, an. 1, T. 6 3agBUTENAT TpEACTaBs CleaHaTa
JOKYMCHTAITUS:

1. cnMChK ¢ MEXAYHAPOTHUTE HENMATEHTHH HANMEHOBAHUS U THPTOBCKHUTE
HAaMMEHOBAHHUS Ha JICKAPCTBCHUTE TPOJIYKTH, JICKapCTBEHATa UM (OpPMa, ChIIbPIKAHUE HA
AKTUBHOTO BEUIECTBO B JI030Ba €IMHHIIA U KOJMUYECTBO B KpalfHATa OMMAKOBKa;

2. CIIUCBK Ha TPOLEIYpPUTE 3a MPOU3BOACTBO, KOHTPOJI U ChbXpaHEHUE Ha
JIEKapCTBEHUTE TPOTYKTH.

(7) Ilpu mpomsina mo un. 156, an. 1, 1. 7 MAJl ycraHoBsBa cityxe0HO
00CTOSITENICTBATA IO 3aIBEHUTE TPOMEHH B THPTOBCKATa PETUCTPAIIHS.

Un. 157. (1) (U3m. - AB, 6p. 67 ot 2020 r.) [Ipn nznaBane Ha pa3penieHueTo,
C KOETO ce JIoNycKa MpoMsiHaTta, ce MmpuiaraT pasnopeaoure Ha wi. 155, KaTo CpoKbT 3a
U3JIaBaHETO MY € JI0:

1. 14 nuu - B cayyaute o wi. 156, an. 1, 1. 1,2 u 7;

2. (u3m. - ]IB, 6p. 60 ot 2011 r., B cunia ot 05.08.2011 r.) 30 nHu - B ciiydauTe
mo wi. 156, am. 1, 1.4 - 6.

(2) (U3m. - IB, 6p. 60 o1 2011 r., B cuna ot 05.08.2011 r.) Koraro npomenute
no wi. 156, an. 1, T. 4 - 6 He Morar z1a ce OLEHSAT 1o ToKyMeHTH, TAJI n3BbpiBa npoBepka
Ha MsCTO. B Te3m cinydam cpoksT mo ain. 1, T. 2 cnmpa na Tede 10 3aBbpIIBAaHE HA
poBepKara.

(3) Pa3xoaute no u3BbpIIBaHE HA MMPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKa
Ha 3asiBUTEJIS.

(4) 3a u3BbpIIBaHE HA TPOBEPKA HA MSICTO I10 aj. 2 3asBUTENAT 3aIljialla Takca
B pa3Mep, olpeieNieH B Tapudara no ui. 21, an. 2.

Y. 158. (1) U3nbaHuTenHATa areH1us 10 JeKapcTBaTa BOJIU PETUCThP IO Wil
19, an. 1, 1. 1 Ha U3gaAEHUTE pa3peIICHUs 3a TPOU3BOJICTBO, KOMTO ChAbpIKA:
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1. HoMep U J1aTa Ha pa3pelIeHrueTo 3a MPOU3BOICTBO;

2. uMe, CeJNIMIIE U apecC Ha YIPaBIECHUE HA JIMLIETO, [TOJIYUUIIO Pa3pelIcHUE
3a MPOU3BO/ICTBO;

3. agpec Ha TMOMENICHUSATA 3a MPOU3BOJICTBO, KOHTPOJ U CHXPAaHEHHUE Ha
JIeKapcTBaTa;

4. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) NekapcTBEHUTE
NPOAYKTH U (HOPMHUTE, 32 KOUTO € MOTYYCHO Pa3pelIeHHETO;

5. uMe Ha auneTo 1o wi. 148, 1. 2;

6. UMeHa Ha iaunara 1o 4. 149;

7. naTa Ha 3aJIMYaBaHE OT PETUCTHbPA HA PAa3pELIEHUETO 3a IPOU3BOJICTBO U
OCHOBaHHE 3a TOBA.

(2) JanauTte OT perucTbpa Ha U3JAJACHUTE pa3pelICHUs 3a MPOU3BOJCTBO CE
nyOnuKyBat Ha cTpanunata Ha MAJI B unTepHer.

(3) IIpu noucksane ot EBponeiickata KOMUCHS WIH OT PETYJATOPEH OpraH Ha
nbpxkaBa wieHka WAJl mpemoctaBs wuHbopManus 3a U3JAJACHO pa3pelieHue 3a
MIPOU3BOJICTBO.

Un. 159. (1) IlpurexarensT Ha pa3pelieHHE 3a MPOU3BOJICTBO HaeMa IO
TPYJOB JOTOBOp Hail-Manko enHO KBanuduimpaHo nuie mno ui. 148, 1. 2, koeto e
MOCTOSTHHO Ha HETOBO Pa3MOJIOKECHHE.

(2) Kpanmdunupanoro snuie mo aid. | TpsOBa ma oTroBapsi Ha CIICIHUTE
W3HCKBaHUS:

1. ma e mMarucTbp Mo MeAUIMHA, dapMalus, XUMHUS, OHOTEXHOJOTUS WU
OuoJIorus;

2. 1a UMa Haii-MaJKo JBE TOJAMHU MPAKTUYECKU OMHUT BHB (hapMarleBTHUHOTO
MPOU3BOJICTBO W/MJIM B W3BBPIIBAHETO HA KAYeCTBEH W KOJMYESCTBCH AaHAIU3 Ha
JIEKapCTBEHUTE MPOJYKTH U aKTUBHU BEIIECTBA.

(3) Koraro mputexatensar Ha pa3pelieHneTo 3a MPOU3BOACTBO HA JIEKAPCTBEH
MPOIYKT OTTOBAps HA U3MCKBAHUSATA 110 all. 2, TOM MOXKE J]a U3II'BJIHSABA 3aIBKEHUETO Ha
KBATH(UIIUPAHO JIUIIE.

(4) (HoBa - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r1.)
KpanmuunmpanoTo nuie OTroBaps 3a TOBAa, Y€ BBHPXY OIAKOBKATa Ha JICKAPCTBEHUS
MPOIYKT Ca HAHECEHU MOKa3aTeInTe 3a 0€30MacHOCT mo wi. 168, an. 8.

(5) (Ilpeaumna an. 4 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.)
Kpanudunupanoro nuie u3aaBa cepTHPHUKAT 32 OCBOOOXTaBaHE Ha BCAKa MapTHA,
yIOCTOBEPSIBAILl, Y€ MApTHIaTa JEKAPCTBEH MPOAYKT € MPOU3BEACHA M KOHTPOJIUPaHa B
CHOTBETCTBUE C M3UCKBAHUATA HA pa3pelICHUETO 3a yHoTpeda Mo peaa Ha TO3U 3aKOH.

(6) (ITlpeaumna ain. 5 - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r., u3m. -
B, 6p. 84 or 2018 r. (*)) KBanuduuumpanoro mnume wu3gaBa cepTUPHUKAT 3a
0CBOOOXaBaHEe Ha BCSKA MApTH/IA, YIOCTOBEPSBAII, Y€ TTApTH/IaTa JIEKAPCTBEH MPOIYKT,
npelHa3HaueH 3a KJIMHUYHO U3MUTBAaHEe, € MPOU3BeIeHa M KOHTPOJIUPAaHA B ChOTBETCTBHE
¢ u3ucKkBaHuATa Ha J[oOpara mMpou3BOACTBEHA MPAKTHUKA, C TIPOM3BOJICTBEHOTO JIOCHE Ha
MPOIYKTa U ¢ JOKYMEHTAIIUATA 32 U3IUTBAHUS JICKAPCTBEH MPOAYKT ChIlIacHO PermameHT
(EC) Ne 536/2014.
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(7) (Ilpegumna an. 6 - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 1.)
KBanuduuupanoTo auiie BOIU PETUCTHP Ha U3aICHUTE CEPTUPHUKATH 32 OCBOOOKTaBaHE
Ha BCSIKA MapTUA OT JCKAPCTBEHUS IPOIYKT.

(8) (ITpemumrna an. 7, u3m. - /1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.)
JlaHHUTE OT perucThpa Mo al. 7 ce ChbXpaHABAT HAW-MAJIKO 5 TOAWHU CIE] TOCICIHOTO
BITMCBAHE U CE NMPECTABAT HA KOHTPOJIHUTE OPraHU IPHU MTOMCKBAHE.

(9) (ITpeaumrna an. 8 - JIB, 6p. 102 oT 2012 1., B cruta ot 21.12.2012 1.) [Ipm
o0Opa3yBaHe Ha aIMUHUCTPATUBHOHAKA3ATEIHO TPOM3BOJICTBO 32 HAPYIICHHS, U3BBPIICHU
NpU M3ITBIHCHUE Ha 3abJDKEHUsATa Ha KBanuduuupanoro juie, MAJl pasnopexna Ha
NPUTEXKATEIS HA Pa3pelIeHUeTO 3a MPOU3BOACTBO J1a OTCTPAHU BPEMEHHO OT JITBKHOCT
KBAJTU(HUIIUPAHOTO JIUIIE.

(10) (Ilpepumna an. 9 - IIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.)
Kpurepunre 1 n3ucKBaHUsATa KbM KBaTH(pUKaLUATa U 00YYCHUETO Ha JIUIATa 1Mo wi. 148,
T. 2 ce onpenensT B HapeadaTa no ui. 152.

Uin. 160. (1) Ilpurexxarenst Ha pa3pelieHre 3a MPOU3BOICTBO:

1. (uam. - JIB, Op. 84 ot 2018 r. (*)) ocurypsBa H3BBHPIIBAHETO Ha
NPOM3BOJICTBEHUTE OMNEpalii B CHOTBETCTBME C U3UCKBaHUATa Ha JloOpara
IPOM3BOJICTBEHA IIPAKTHUKA U B ChOTBETCTBUE ¢ 0j100peHaTta oT MAJI undopmarnus mno ui.
27,an. 1, 7. 71 §, a B cllyuauTe Ha JICKAPCTBEHU MPOJIYKTH 3a KIMHUYHO U3MUTBAHE - B
CbOTBETCTBUE C JOKYMEHTALUATa 3a M3MUTBAHUS JIEKAPCTBEH MPOIYKT CBIJIACHO
Pernament (EC) Ne 536/2014;

2. (m3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) u3non3ea camo
AKTHUBHH BEIECTBA, KOUTO Ca MPOM3BE/ICHN B ChOTBETCTBHE C M3NCKBaHUATA Ha JJoOpara
NPOM3BOJICTBEHA IPAKTUKA 32 aKTUBHU BEIIECTBA,

2a. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ce yBepsBa, ue
IIOMOIIIHUTE BEIECTBA, BJaraHu B JIEKAPCTBEHUTE MPOJYKTHU, ca IMPOU3BEIECHU B
CBHOTBETCTBHUE C TOAXOIAIINTE T00PH IPOU3BOJICTBEHN MPAKTUKH 32 TOMOIIIHHU BEUIECTBA,
orpeneneHy Ha 0a3zaTa Ha OQHIMaIHA OILIEHKA Ha PUCKA B ChOTBETCTBUE C MPUIIOKUMUTE
PBKOBOJCTBA, IPUETH OT EBpomneiickaTa KOMHUCHS;

3. ocurypsBa IOCTOSIHHO KBalM(UIMpPaH NEepCOHaN 3a IMPOU3BOACTBO HU
KOHTPOJI ChITIACHO M3UCKBAHUATA HA Hapeabara 1o wi. 152;

4. (m3m. - 1B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) pa3nonara camo ¢
JIEKapCTBEHH MPOAYKTH, KOWTO HMAT pa3peuieHne 3a yrnoTrpeda, MpH cra3BaHe Ha
U3MCKBAaHUATA HA TO3U 3aKOH;

5. (oM. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.)

6. yBenoMmsiBa He3a0aBHO KOHTPOJHHUTE OpraHM B Clyyail Ha cMsHa Ha
KBaJIM(ULIMPAHOTO JuIe 1o 4. 148, 1. 2;

7. ocurypsiBa IO BCAKO BpEeME JOCThII Ha KOHTPOJHUTE OpPraHd [0
MIOMEIICHUTA U JOKYMEHTAIIHSTA;

8. ocurypsiBa Ha KBanU(UUIUPAHOTO JHie Mo wi. 148, T. 2 HeoOXoaUMHUTE
YCITIOBHS 32 U3ITBIIHEHHUE HA 3aIBIDKCHHUATA MY,

9. (noBa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undopmupa
HezabaBHO WMAJl u mnputexarens Ha pa3pelieHHeTo 3a ymnoTrpeba, ako MOoJIydu
uHpopMalus, Y€ JEKapCTBEHUTE NMPOAYKTH, KOUTO MOMaAaT B 0OXBaTa Ha HErOBOTO
paspenieHne 3a MPOU3BOJCTBO, ca (almupHUIMPaHd WU CHIIECTBYBAaT ChbMHEHHS 32
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danmupunupane, He3aBUCUMO OT TOBa Jalld TE3U JIEKAPCTBEHH MPOAYKTH ca Ounu
pa3npoCTpaHsBaHM B PaMKHTE Ha 3aKOHHATAa BEpUra Ha JIOCTABKAa WJIM IO HE3aKOHEH
HAUMH, BKJIIOYUTEIHO I[IOCPEACTBOM HE3aKOHHA Mpojaaxbda upe3 ycIyrure Ha
UH(POPMALIMOHHOTO OOILECTBO;

10. (voBa - /IB, 6p. 102 ot 2012 1., B cuia ot 02.01.2013 1.) mpoBepsiBa nanu
MPOU3BOIUTENIUTE, BHOCUTEINTE WIH ThPTOBLUTE, OT KOUTO MOJy4YaBa aKTUBHHU BEIECTBA,
ca perucTpUpaHu OT KOMIIETEHTHHS OpraH Ha IbpKaBara YjeHKa, B KOSTO Ca YCTAHOBEHU;

11. (moBa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsBa
ABTEHTHUYHOCTTA U Ka4YECTBOTO HAa aKTUBHUTE U HA MIOMOIIHUTE BEILIECTBA.

(2) (Hosa - JIB, 0p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Iputexarenst
Ha pa3pelIeHHETO 3a MPOM3BOACTBO U3BBHPIIBA OJAUTH B OOEKTUTE 3a MPOU3BOJCTBO U
THPrOBHUsI C aKTUBHM BEILIECTBA 3a cra3BaHeTo Ha J[oOpaTra mpou3BOJACTBEHA MPAKTUKA H
JoOGpara quctpubyropcka npaktuka. [IputexxarensT Ha pa3pelieHueTo 3a IPOU3BOJCTBO
MOJK€ J1a CKJIFOUHU JIOTOBOP C TPETO JIMLE J1a U3BBPIIM OJUTA OT HEFOBO UME U 3a HEroBa
CMETKa.

(3) (Hosa - JIB, 6p. 102 ot 2012 1., B cumna ot 02.01.2013 r.) IIpurexarensr
Ha Pa3pelIeHUETO 3a MPOU3BOACTBO JOKYMEHTHPA MpeANpUeTuTe Mo ai. 1, T. 2 1 2a MepKHu.

(4) (Ilpepumna an. 2 - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 ., u3m. -
B, 6p. 84 ot 2018 1. (*)) IIpuTekarenar Ha pa3pelIeHHUE 3a MPOU3BOJICTBO ChXpaHsIBa
MOCTPUTE ¥ JIOKYMEHTAlMsATa 32 MPOU3BEICHHUTE OT HETO JICKApCTBEHH IMPOIYKTH M
AKTHMBHHU BEIECTBA IIPHU YCJIOBUS U IO PeJl, onpeesieHu B Hapeabara mo wi. 152, an. 1.

(5) (ITpegumna an. 3 - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., oTM™.
- JIB, 6p. 84 ot 2018 1. (*))

(6) (Ilpemumua an. 4 - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.)
JlokyMeHTaIusTa 3a BCsKa CKII0UEHa CIeNIKa Ce ChXpaHsiBa 5 TOAMHU U ChIbpXKa JaTa,
HAaUMEHOBAHME Ha JIEKAPCTBEHUS MPOAYKT, JOCTAaBEHO KOJIMYECTBO, UME M aJpec Ha
HoJIyJaTens U MapTHIEH HOMep.

(7) (Ilpeaumna an. 5 - JAB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.)
[TputexxatenaT Ha pa3pelleHre 3a MPOM3BOJICTBO OCUTYpPSBAa W HOJABp)KA CHCTEMa 3a
0JIoKHpaHe 1 U3TErJIHE OT M1a3apa Ha JEeKapCTBEHU MPOIYKTH, [TOKa3ajIl HEChOTBETCTBHE
C U3MCKBaHMATA 32 KaU4eCTBO.

(8) (Ilpeaumna an. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.)
[TputexxaTenat Ha pa3pelieHue 3a MPOU3BOJCTBO € JUIBKEH Ja OJIOKUpa U J1a U3TErsIn
JIEKapCTBEHUTE TPOIYKTH, TMOKA3ald HECHOTBETCTBHE C HW3HMCKBAHUATA 33 KA4eCTBO,
epuKacHOCT U 6E€30MaCHOCT, IO peJa Ha HapenbaTa o wi. 274, an. 1.

(9) (Ilpeaumna an. 7 - JAB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.)
[TputexxaTenaT Ha paspelleHue 3a MPOU3BOACTBO € JIIBKEH Ja OChbBpPEMEHsIBA
NIPOM3BOJICTBEHHTE METOJIM B CHOTBETCTBHE C PAa3BUTHETO HAa HOBUTE TEXHOJOTHH M
pa3paboTBaHETO Ha JIGKAPCTBEHU MPOJYKTH 32 U3MUTBAHE.

(10) (Hosa - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., mpenumnrHa ain. 8,
u3M. - /1B, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) BB3 ocHOBa Ha pa3pelieHueTo 3a
MIPOU3BOJICTBO, HU3JAJCHO MO pela Ha TO3U pas3jiel, MPUTESKATeIIT My MOXKe Ja
OCBIIECTBSIBA BHOC Ha IOMOIIHHU BELIECTBAa, HEOOXOMUMM 3a MPOHM3BOJCTBOTO Ha
JIEKapCTBEHUTE MPOAYKTH, TOCOYEHU B Pa3pelieHUETO 3a MPOU3BOJCTBO.

(11) (Hosa - 1B, 6p. 67 ot 2020 r.) [lpurexaTtenar Ha pa3pelieHue 3a
NIPOM3BOJICTBO TIOCTaBsi BBPXY BTOpPHYHATA OINAKOBKA, a aKO HsAMa TaKaBa - BBPXY
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I'bPBUYHATA ONIAKOBKA Ha JIEKAPCTBEHUTE MIPOYKTH, OIIpe/ieiicHH B Jlenerupat periiaMeHT
(EC) 2016/161, moxa3zatenuTte 3a 6e30macHOCT 1o wi. 168, a. 8.

Un. 160a. (Hos - B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1)
Wznbaaurennusat aupekrop Ha MAJL cbe 3amoBes oTHEMa M3aJ€HOTO pa3pelieHue 3a
IIPOU3BOJICTBO, KOTaTO HE Ca HAJIMIIE YCIIOBUATA 110 Wi. 148 1 He ca cria3eHy U3UCKBAHUATA
Ha JloOpaTa mpou3BOICTBEHA NMPAKTHKA, OTPE/ICICHH 10 peaa Ha wi. 152.

(2) Mznpanurennust aupekrop Ha WMAJl cbc 3amoBen mpekparsBa
pa3perIeHueTo 3a MPOU3BOJICTBO:

1. MO MUCMEHO UCKAaHE HA IPUTEXKATEIIS MY;

2. IpM MpeKpaTsiBaHe Ha JEHHOCTUTE, 32 KOUTO € U3JIaJICHO;

3. npu 3aJiM4aBaHe pErucTpaumsITa Ha ThProBeua;

4. pu cMBPT HA (PU3UUECKOTO JIHIIE - €AHOIHYEH ThPToOBell.

(3) 3amosenra mo an. 1 Moxe pga ce oOxanBa IO pera Ha
AMUHUCTPATUBHONPOIIECYATHUS KOJECKC, KaTO 00)KAIBAHETO HE CIIUPA U3IMTbIHEHHUETO.

Paznea II.
Bnoc Ha gekapcTBenn npoayktu (3aru. uzm. - IB, 6p. 102 ot 2012 r., B cusia
or 02.01.2013 r.)

Un. 161. (1) (U3m. - IB, 6p. 102 oT 2012 1., B cuna ot 02.01.2013 r.) BHoC Ha
TepuTopusTa Ha PenyOiinka bbirapus oT Tpera IbpxKaBa Ha BCHUKH BHJIOBE JIEKAPCTBEHU
MPOJYKTH, U HA JIEKAPCTBEHU NPOAYKTH, IPEIHA3HAYEHH 32 KIMHUYHO U3MHUTBAHE, MOTaT
Jla U3BBPIIBAT caMO (PU3MUECKHU WM FOPUIUUECKH JIUIA, PETUCTPUPAHU KATO THPTOBLH 10
3aKOHOJATEJICTBOTO Ha JIbp’KaBa WIEHKA, KOUTO Ca MOJYYWJIM pa3pelleHue 3a BHOC,
U3/1aJIEHO OT U3IBJIHUTENHUS AupekTop Ha MAJL

(2) 3a na moxyum paspelieHre 3a BHOC, IMLETO 1o al. 1 TpsOBa aa pa3nosnara:

1. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mo Bcsiko Bpeme
Hall-MaJIKoO C €IHO KBaIU(UIIMPAHO JIMLE, KOETO OTroBaps Ha M3MCKBaHUATA Ha wi. 159,
aim. 2 u 10;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) c 1aboparopust 3a
KOHTPOJI Ha KaueCTBOTO B ChOTBETCTBHE C M3MCKBaHMATAa Ha Hapeabarta mo wi. 152 u
MOMEILEHUS 32 ChbXpaHEHHE Ha JIEKapCTBEHUTE MPOAYKTH, U Ha JIEKAPCTBEHUTE MPOJYKTH
3a KIMHUYHO W3MUTBaHe, CHA0JEeHHM C HEoOXOAMMOTO TEXHHYECKO o0opynBaHE, B
CHOTBETCTBHE C M3MCKBAHMATA HA HapeaOaTa mo wi. 198.

Ui 162. (1) 3a nomyyaBaHe Ha pa3pelieHre 3a BHOC JIMLETO 1o 4. 161, an. 1
nonaBa B MAJI 3asBrneHue mo oOpaseln, YTBBPACH OT HW3MBIHUTEITHHUS JUPEKTOp Ha
areHIMITA.

(2) KM 3asBiennero no ain. 1 ce mpumnarar:

1. (m3m. - JIB, Op. 71 ot 2008 ., B cumna ot 12.08.2008 r., m3Mm. - [IB, 6p. 60 ot
2011 r., B cuma ot 05.08.2011 r.) manHu 3a EguHHMS uIeHTUPUKANHMOHEH KOJ Ha
THhProBela WM KOoTepausaTa oT ThbproBCKusl perucThp, a 3a IPYKeCcTBaTa, pETUCTPUPAHU
B IbprKaBa - WieHKa Ha EBporeiickus chio3, WK B IbpkaBa - cTpaHa o CropazyMeHUeTo
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3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO - TOKYMEHT 3a aKTyalHa PETUCTpalus 1o
HAIIMOHAJTHOTO 3aKOHOJATEJICTBO, M3/aJeH OT KOMIETEHTEH OpraH Ha CbhOTBETHATa
IbpKaBa;

2. (u3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1., usm. - 1B, 6p. 67
ot 2020 r.) COUCBHK C MEXKIYyHApOJHUTE HEMATeHTHW HAMMEHOBAaHUS U THPrOBCKUTE
HaMMEHOBAHUS Ha JICKAPCTBEHUTE MPOAYKTH, JIEKapCTBEHATa UM (POpMa, ChIAbPIKAaHUETO
Ha aKTUBHOTO BEIIECTBO B /1030Ba €IMHUIIA U KOJIMYECTBO B KpailHaTa OMaKoBKa;

3. (mom. - IB, Op. 71 or 2008 r., B cunma ot 12.08.2008 r.) xomme OT
pa3peleHueTo 3a MPOM3BOJACTBO, H3/A3JEHO OT PEryjJaTOpHHS OpraH Ha Jbp)kKaBara
U3HOCUTENI M CepTU(UKAT, YIOCTOBEpSBAIl CHOTBETCTBUETO Ha YCJIOBUATA 3a
MIPOU3BOJICTBO, KOHTPOJ U ChXPAaHEHUE ChC CTAaHAAPTH, HA-MaJIKO €KBUBAJCHTHU Ha
crangaptute Ha JloOpara mpou3BOJACTBEHA MPAKTHKA;

4. TOKyMEHTH, C KOUTO C€ YA0CTOBepsiBaT obcTosTencTBaTa mo wi. 159, an. 1
U 2 32 KBATH(DUITUPAHOTO JIHIIE;

5. nanHu 3a agpeca Ha Jaboparopus Ha Tepuropusra Ha PernyOnuka boirapus
3a M3BBPIIBAHE HA ITBJIEH KOJIWYECTBEH M KAYECTBEH aHAIN3 Hali-MaJKO HAa aKTUBHUTE
BEIIECTBA U HA BCHUKH JPYTH TECTOBE U MPOBEPKU 3a JI0KAa3BaHEe HA KAYECTBO HA BCSKA
BHECEHA MMapTH/a JIEKAPCTBEH MPOIYKT B CHOTBETCTBUE C M3UCKBAHUATA HA PA3PEIICHUETO
3a yrnoTtpeda Mo pesia Ha TO3H 3aKOH U a/Ipec Ha MOMEIIECHHUATA 32 CbXPaHECHHE;

6. TOTOBOp, B KOWTO Ca OMpE/eSIeHH OTTOBOPHOCTUTE HA BCSIKA OT CTPAaHUTE
[0 OTHOIIIEHHE CMAa3BaHETO Ha MpHHIUNUTE Ha [loOpara mpoW3BOACTBEHA MPAKTHUKA OT
U3IIBJIHUTENS, U HAUUHBT, 10 KOWTO KBaIM(ULIKpPaHOTO jaule o wi. 161, an. 2, 1. 1 me
U3IIBJIHABA 33bJKCHUSTA CH, B CITy4auTe, KoraTo JuieTo mo wi. 161, an. 1 He pa3nonara
ChbC COOCTBEHA JIA0OPaTOPHSI;

7. IOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpe/ieieH B Tapudata mo ui. 21, am.
2.

(3) (HoBa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [Ipu nocthnBane
Ha 3asBiieHue 1o an. 1 MAJI oueHsBa nojaieHara JOKyMEHTalUs U U3BBPIIBA [TPOBEPKA
Ha MSCTO Ha TJabopaTopHsTa 3a KOHTPOI U MOMEIICHUATA 32 ChXpaHEHHE Ha JIEKapCTBEHU
NPOAYKTH M Ha JICKAPCTBEHH TNPOIYKTH, NPEAHA3HAYCHH 3a KIMHUYHO M3MHTBAHE, 32
YCTaHOBSIBAHE HA CHOTBETCTBHUETO MM C HM3UCKBaHMATAa Ha JloOpaTa MpoOM3BOJCTBEHA
npakTuka u Ha JloOpara quctpubyTopcka mpakTUKa.

(4) (ITpenumna an. 3 - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro
MIOMEIICHUATA 3a TPOU3BOACTBO Ca pA3MOJOKEHH B TpeTa AbpKaBa, C KOSTO
EBpormeiickata OONIHOCT MMa MOAMKMCAHO CIIOpa3yMEHWE 3a B3aMMHO MpPHU3HABAaHE Ha
ceprudukatu 3a JloOpa Mpou3BOACTBEHA MPAKTHKA, JuIara mo wi. 161, an. 1 npunarar
KbM 3asBIICHHUETO aJpeca Ha BCSIKO IOMEIICHHWE 3a MPOHM3BOACTBO HA JIEKApCTBEHU
NIPOJIYKTH, aKTUBHH BEIIECTBA HITH JICKAPCTBEHH MPOAYKTH, TPEeTHA3HAUCHH 32 KIIMHUIHO
U3MHUTBAaHE, HAUMEHOBAHWE, CEAIMINE U aJIpeC Ha YIpaBleHUE Ha JHUIETO, MOIYyYUIIO
paspemnieHne 3a TPOHM3BOJCTBO, CEPTH(HKAT, YIOCTOBEpSBAIl CHOTBETCTBHETO Ha
YCIIOBUSTA 332 IPOU3BOJICTBO, KOHTPOJI U ChbXpPAaHEHHE ChC CTaHIAPTH, CKBUBAJICHTHH Ha
CTaHJApTUTE, YTBBPACHU C W3WCKBaHUATa Ha JloOpaTa TpOW3BOJCTBEHA MpAKTHKA, U
UMETO Ha KBATU(UIIUPAHOTO JIHIIE.

(5) (ITpegumrna ain. 4, uzm. - IIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.)
B cnyuaute, paznuunau ot an. 4, MAJI uzpbpiiBa npu HE0OOXOJUMOCT MTPOBEPKaA HA MSCTO
3a YCTaHOBSIBAHE HA CHOTBETCTBHE Ha JIOKyMEHTAIMATA C YCIOBHUATA 32 MPOM3BOJICTBO,
KOHTPOJI U CHhXpPaHEHHE Ha JIEKAPCTBEHUTE MPOIYKTH B IbpikaBara u3HOcUTenl. llpu
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yCTaHOBsIBaHE Ha ChOTBeTcTBUE C JloOparta mpousBojactBeHa mpaktuka MAJl m3nasa
cepTUdUKAT.
(6) (ITpegumrna ain. 5, u3m. - IIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.)
PaszxonuTe 3a M3BBpIIBAHE HA MPOBEPKATA HA MACTO IO all. 5 ca 3a CMETKAa Ha BHOCUTEIIS.
(7) (Ilpegumina ain. 6, u3m. - IIB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 1.)
3a u3BBpIIBaHE HA MPOBEPKA HA MSICTO 1O aJl. 3 WJIM 1O ajl. 5 3asBUTEINAT 3aIlialia Takca
B pa3Mep, onpeseneH B Tapudarta mo wi. 21, an. 2.

Un. 163. (1) Keamudpunupanoro mume mo wi. 161, an. 2, 1. 1 uzmasa
ceprudurar 3a OCBOOOXKIaBaHE Ha BCSAKA MapTHAA, yJOCTOBEpsIBAIl, Y€ BHECEHATa
napTuja JIGKapCTBEH NPOAYKT OT TpeTa Ibp)KaBa, HE3aBUCUMO Jajl MPOAYKTHT €
MPOU3BEJICH WJIM HE B Jpyra IbpkaBa WICHKA, MPEJU Jla ce IMyCHE Ha ma3zapa Ha
TeputopusTa Ha PenmyOnuka bearapus, € moagokeHa Ha IbJIEH KaYeCTBEH U KOJIMYECTBEH
aHaJIN3, Hal-MaJIkO HAa AKTHUBHUTE BEIIECTBA, W Ca HW3BBHPIICHU BCHYKH HEOOXOIUMHU
U3MUTBAHUA U IPOBEPKU B CHOTBETCTBUE C M3MCKBAHMTA 32 M3aBaHE HA pa3pelIeHue 3a
yrnoTpeda 1o peaa Ha TO3H 3aKOH.

(2) Koraro mapTtumara JeKkapcTBeH MPOAYKT, BHECEHA OT TpPeTa AbP)KaBa, €
MOJJIOKEHa HAa aHajJu3WTe MO ajl. | B JApyra abppkaBa WICHKAa M CE€ MPUIAPYXKaBa OT
ceptudukat 3a 0cBOOOXKIaBaHe Ha MApTUIATA, TIOJIUCAH OT APYro KBATU(GUIIUPAHO JUIIE,
HE C€ M3UCKBAa MPOBEXKJIaHE HAa KOHTPOJIHHM W3MUTBAHUS HA TepUTOpUATa HA PemyOnmka
bbarapus.

(3) Koraro nmaptuaara nekapcTBEeH MPOAYKT € BHECEHA OT TpeTa AbpiKaBa, C
kosiTo EBpomeiickara oOIIHOCT MMa MOJMUCAHO CIIOpAa3yMEHHE 32 B3aMHO MpPU3HABaHE
Ha ceptudukara 3a JloOpa npon3BOJCTBEHA NMPAKTHUKA, KBAIU(DUIIMPAHOTO JIUIE U3aBa
ceptudukar 3a ocBOOOKJaBaHE Ha MApTUATa Bb3 OCHOBA Ha MPUAPYKaBalara mapTuaara
JIOKyMeHTaIus, 0e3 J1a ce Hajara Jia U3BbPIIBa KOHTPOJIIHA U3MUTBAHUS HA TEPUTOPHUSTA
Ha PenyGnuka beirapus.

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

(5) (Orw™. - 1B, 6p. 84 ot 2018 1. (*))

(6) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., ot™m. - /IB, Op. 84
ot 2018 1. (*))

(7) Kpanmudunmpanoto auie mo ajn. 1 chXpaHsBa JOKyMEHTAIUATA 32 BCSKA
BHECEHA TMapTUIa JIeKapCTBEH NPOAYKT Hal-MajiKo 5 TOAUHM M S TPEACTaBs MpuU
MOMCKBaHE HAa KOHTPOJIHUTE OPTaHH.

(8) IIputexxaTensat Ha pa3pelIeHUe 3a BHOC OCUTYPsSiBa M TOJIbpkKa CUCTEMA
3a OJOKMpaHE U WU3TETJISTHE OT TMa3apa Ha JICKAPCTBEHUW TMPOMYKTH, IOKa3alu
HECHOTBETCTBUE C M3UCKBAHMSITA 32 KAUECTBO.

(9) [IpuTexaTensT HA pa3pelieHue 3a BHOC € JUTHKEH /1a OJIOKKpa U J1a U3TETIN
JIEKapCTBEHUTE MPOAYKTH, MTOKA3aTl HECHOTBETCTBUE ¢ M3UCKBAHUATA 32 0€30MaCHOCT U
e(hUKacHOCT, ChIVIACHO Hapeabara mo wi. 274, an. 1.

(10) (M3m. - IB, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.) Paznopendure Ha
1. 160, an. 1, T. 4 u 7 ce nmpunaraT U M0 OTHOIIEHUE HA IPUTEKATEIUTE HA Pa3pelICHHE
3a BHOC.

(11) ITpurexarensaT Ha pa3pelIeHHEe 32 BHOC OCUTYPSiBa Ha KBAJIM(ULIUPAHOTO
mure o 4i. 161, an. 2, T. 1 HeoOX0IUMUTE YCIIOBUS 32 U3IIBIHCHHUE HA 3abJDKCHUATA MY
¥ yBeJIOMsIBa He3a0aBHO KOHTPOJIHUTE OPTaHU MPU HETOBaTa MPOMSHA.
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(12) IIpu oOpa3yBaHe Ha agMUHUCTPATUBHOHAKA3aTEIHO MPOU3BOJICTBO 3a
HAPYIICHUS, U3BBPIICHU TPHU H3MBJIHEHUETO HA 3aBJDKCHHITA HA KBATU(QHUIIUPAHOTO
mune, MAJl pasmopexkna Ha mpuUTeXaTesls Ha pPa3pelIeHHEeTO 3a BHOC Ja OTCTPaHU
BPEMEHHO KBAJTM(PHUIIMPAHOTO JIUIE OT JUTHKHOCTTA.

Un. 163a. (Hos - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.) (1) Koraro
HUAJI ycTaHOBM HENbIHOTH W HEIAOCTAaTBIM B NpeJICTaBeHAaTa JIOKYMEHTAlUs, TS
YBEOMSIBA ITUCMEHO 3asIBUTENIS U JaBa MUCMEHU yKa3aHHUs.

(2) B cayuante mo an. 1 cpoksT mo wi. 164, am. 1 cnupa nma tede a0
MPUBEXKIaHE Ha TOKYMEHTAILUATA B ChOTBETCTBUE C U3UCKBAHUSTA.

Un. 164. (1) Usnbanutennusar nupexktop Ha MAJI u3nasa pasperieHue 3a BHOC
B cpok 30 AHM OT Jarara Ha MOJAaBaHE HA 3asABJICHUETO MO Wi. 162 MM MOTHBUpPAHO
OTKa3Ba.

(2) OtkazpT mno an. | mommexu Ha oOXkaldBaHe IO pega Ha
AIMUHUCTPATUBHOIIPOIIECYATHUS KOICKC.

(3) Pazpemienuero 3a BHOC ce M3/laBa camo 3a MOCOUYECHUTE B 3asBJICHHETO
JICKapPCTBEHH MPOIYKTH, TEXHU (JOPMHU aKTUBHU BEIIECTBA U 33 TIOCOYCHUTE JICKAPCTBEHU
MPOAYKTH, IPEeIHA3HAYCHH 32 KIMHUYHO W3MHUTBAHE, U 32 MOMEIICHUSTA, KBIETO IIIe Ce
U3BBPIIBAT KOHTPOIBT U CHXPAHCHUETO.

(4) Pa3zpemenuero 3a BHOC € 6€3CpOYHO.

Uin. 164a. (Hos - JIB, Op. 67 ot 2020 r.) [IpuTexkaTenar Ha pa3penieHue 3a
BHOC OCHTYpsIBa TIOCTaBSIHETO BHPXY BTOPHYHATA OMAKOBKA, a aKO HAMAa TakaBa - BBPXY
IbpBUYHATA OINAKOBKA, Ha JIEKAPCTBEHHWTE MPOAYKTH, ompeneneHu B J[lemerupan
pernament (EC) 2016/161, noka3zaTtenure 3a 6e3omacHocT 1o wi. 168, an. 8 u ocurypssa
BHBEXKJIAHETO Ha WHAMBHUIYaHUS HACHTU(UKAIMOHEH Oeler Ha BCAKa OMAaKOBKa B
cucTeMara OT perucTpu B cboTBeTcTBHE C [lenerupan pernament (EC) 2016/161.

Yn. 165. (U3m. - [IB, 6p. 67 ot 2020 r.) (1) [Ipurexarensr Ha pa3pelieHue 3a
BHOC OT TpeTa IbpskaBa nmojaasa B MAJI 3asBieHue npu npomsiHa Ha:

1. nuuero mo ui. 161, an. 2, 1. 1;

2. ciMchKa C MEXJIYHAPOJHUTE HENATEHTHU HAUMEHOBAaHUS U ThPrOBCKUTE
HAaUMEHOBAHUS Ha JIEKAPCTBEHUTE MPOAYKTH, JIeKapCcTBEHaTa UM (opMa, ChAbPKaHUE Ha
AKTHBHOTO BEIIECTBO B J]030Ba €MHUIIA U KOJIMYECTBO B KpaifHaTa ONaKOBKa,

3. aapeca Ha naboparopusita mmo uwi. 161, an. 2, 1. 2;

4. THProBCcKaTa perucTparms.

(2) KpM 3asBienuwero mo an. | ce mpuiarat JOKYMEHTHUTE, CBBP3aHH C
MpoMsIHaTa, ONPEACIICH! B Wil. 165a, 1 JOKYMEHT 3a MJaTeHa Takca B pa3Mep, ONpeaesieH
B Tapudara no ui. 21, an. 2.

Un. 165a. (Hos - /IB, 6p. 67 ot 2020 1.) (1) IIpn mpomsiHa o . 165, an. 1, 1.
1 3asBUTEIAT MPEJICTaBS ClIeTHATA JOKYMEHTAITUS:

1. qumuioma 3a 3aBBPILEHO BHUCIIE 00pa30BaHNUE;

2. TpyI0OB JOTOBOpP;
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3. JOKYMEHTH, YAOCTOBEPSABAILY JON'BIHATEIHA KBAIU(DUKAIIHS;

4. TOKYMEHT 3a TPYJIOB CTaX.

(2) M3nbiaHuTenHaTta areHUus IO JIeKapcTBaTa YCTAaHOBSIBA CIIY:KeOHO
o0cToATeICTBaTa OTHOCHO CHLAMMOCTTA Ha jJuImeTo mo ui. 161, am 2, 1. 1, koraro ¢
OBJATrapcKy TpakJaHUH. 3a JIMIIaTa, KOUTO HE ca OBJIrapcKu rpakKIaHu, ChC 3asBICHUETO
Ce MpPEACTaBs CBUICTEICTBO 3a CHAUMOCT WM AHAJIOTMYEH JOKYMEHT, HM3JaJIeH OT
KOMIIETEHTEH OpraH Ha ChOTBETHATA IbPKaBa.

(3) Ilpu mpomsina mo 4. 165, an. 1, T. 2 3asBUTENAT IpEACTaBs CleaHaTa
JIOKYMEHTaIus:

1. cUChK ¢ MEXKIYHAPOJHUTE HEMATCHTHW HAUMEHOBAHUS U THPTOBCKHUTE
HAaUMEHOBAHUS Ha JIEKAPCTBEHUTE MPOIYKTH, JIeKapcTBeHaTa UM (opMa, ChAbpKaHUE Ha
AKTUBHOTO BEIIECTBO B JJ030BA MHUIIA U KOJIMUYECTBO B KpaifHaTa OMAKOBKa,

2. CIHCHK Ha TPOLEAYPHUTE 3a MPOU3BOJCTBO, KOHTPOJI U CHhXpaHEHUE Ha
JICKaPCTBCHHUTE TTPOYKTH.

(4) Ilpu nmpomsHa mo wi. 165, an. 1, T. 3 3asIBUTENAT NMPEACTaBs JaHHUTE I10
. 162, an. 2, T. 5 ¥ KONMe OT JOrOBOpa B ciydaute 1o wi. 162, an. 2, T. 6.

(5) Ilpu mpomsina mo un. 165, an. 1, 1. 4 UAJI ycraHoBsiBa ciy:keOHO
00CTOSITeNICTBATA 110 3aIBEHUTE TPOMEHU B THPTOBCKATa PETUCTPAITHSI.

Un. 166. (1) [Ipu u3naBaHe Ha pa3penIeHUueTo, ¢ KOETO Ce JOMyCKa MPOMSIHATA,
ce mpuiaraT pasnopenoute Ha wi. 164, kaTo CpOKbT 3a U3/1aBAHETO MY €:

1. B cnydaute o un. 165, an. 1, 1. 1,2 u 4 - no 14 quu;

2. B ciyvante o wi. 165, an. 1, 1. 3 - no 30 nuu.

(2) Korato npomsiHata mo 4wi. 165, an. 1, T. 3 He MOXKe Ja Ce OLIEHH IO
nokymenTtu, MAJI n3bpmiBa npoBepka Ha MsacTo. B Te3u ciyyau cpoksT mo ai. 1, 1. 2
crupa Jja Te4e J10 3aBbpIIBAaHE Ha IPOBEPKATA.

(3) Pazxoaute 1o u3BBPIIBAHE HA MPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKa
Ha 3asBUTEJISL.

(4) 3a u3BbBpIIBaHE HA TPOBEPKA HA MSICTO I10 aj. 2 3asBUTENAT 3aIjiala Takca
B pa3Mep, olpeieNieH B Tapudara no ui. 21, an. 2.

Un. 167. (1) U3neaHUTETHATA ar€HIIUS 10 JIeKapCcTBaTa BOJIU PETUCTHP IO UIl.
19, an. 1, 1. 2 Ha U3MAZCHUTE Pa3pEIICHUS 3a BHOC, KOMTO ChAbpIKA!

1. HOMep U 1aTa Ha pa3pelIeHUuETO 3a BHOC;

2. HaMMEHOBaHUE, CeJIAJIMILIE U JPecC Ha yIPaBICHUETO Ha JINLETO, TOTYYUIIO0
paspeleHue 3a BHOC;

3. azpec Ha TMOMEUIEHMSTA 32 KOHTPOJI M ChXpAaHEHUE Ha JIEKApCTBEHUTE
IPOJTYKTH;

4. (m3m. - [1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nekapcTBeHUTE
IPOAYKTH U (POPMUTE, 32 KOUTO € TOITYUYEHO Pa3peIIeHUETO;

5. mMme Ha nunero mo 4. 161, an. 2, 1. 1;

6. 1aTa Ha 3aJIMYaBaHe OT PETUCThPA HA PA3PEIICHUETO 3a BHOC U OCHOBAaHUE
3a TOBa.

(2) JlanHu oT perucTbpa ce myoIuKyBaT Ha cTpanuiara Ha IAJI B uHTepHET.

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



Pa3znen 111.
IIpou3BoaCTBO, BHOC M THProOBHS Ha epo ¢ akTuBHM BemecTBa (Hos - B,
op. 102 ot 2012 r., B cua1a ot 02.01.2013 r.)

Un. 167a. (HoB - B, 6p. 102 ot 2012 r., B cuma or 02.01.2013 r.)
[Tpon3BOICTBO, BHOC HIIM THPIOBUSI HA €IPO C aKTUBHHU BEIECTBA MOTAT Ja W3BHPIIBAT
camMo (M3WYECKH WM OPUIANYECKH JIMIA, PETUCTPUPAHH KAaTO TBHPTOBLUU TIO
3aKOHOJIATEJICTBOTO Ha JIbp)KaBa WICHKA U BIIMCAHU B PETUCTHpa 1Mo wi. 167T.

Y. 1676. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) (1) 3a
BIIMCBAaHE B pPerucTbpa mo wi. 167r 3assurenst nonasa B MAJI 3asBienue mo odpaser,
YTBBPJCH OT U3MBJIHUTENHUS qupekTop Ha AT, koeTo chabpxka:

1. ume, cenanuine U aapec Ha yIpaBieHUE Ha JIMIETO 1o Wi. 167a;

2. CIUCHK Ha aKTUBHUTE BEIECTBA, KOWUTO III€ C€ BHACAT, IPOU3BEIKIAT HIIN
THPryBar;

3. 1eMHOCTUTE, KOUTO JIUIETO 10 Wi. 167a 111e U3BbpIIBA;

4. agpec Ha TOMENICHUATa M JaHHU 32 TEXHUYECKOTO OOOpyJBaHE 3a
OCBINIECTBSIBAHE Ha JICHHOCTTA Ha JUIaTa 1o 4wi. 167a.

(2) KbMm 3asBnenuero mno ai. 1 ce mpunarar:

1. maHHW 3a eAWMHHUSA UACHTU(GUKAIMOHEH KOJ Ha ThpProBena, a 3a
JIPY>KeCTBaTa, PETUCTPUPAHH B Ibp)KaBa YWICHKA - IOKYMEHT 3a aKTyaJHa PErucTpaIus 1mo
HallMOHAITHOTO 3aKOHOJATEJICTBO, M3JaJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
I'bPKaBa;

2. TOKYMEHT 3a IJIaTeHa Takca 1o wi. 21, an. 2.

(3) B cpok 60 nHU OT MOCTHIIBaHE HA 3asIBICHUETO U TIOKYMEHTALUATA IO ajl.
1 u 2 NAJI B3 OCHOBA Ha OLIEHKA Ha PUCKa:

1. BoucBa nuiero mo wi. 167a B peructhpa mo uia. 167T, 3a KoeTto To
YBEIOMSIBA, WIH

2. yBelOMsiBa 3a JlaTaTa Ha U3BBPIIBAHE HAa WHCIICKIIUS 32 YCTAHOBSIBAHE Ha
ChOTBETCTBUETO Ha YCJOBHMATAa 3a U3BBPIIBAHE Ha JeHHOCTHTE Mo 4wi. 167a ¢
n3ucKkBaHuATa Ha JloOpaTa mpou3BOACTBEHA MpakTUKa Mo 4. 152, an. 1 u Ha JloGpute
JUCTPUOYTOPCKH MPAKTUKU HA aKTUBHU BellecTBa mo wi. 198.

(4) Korato B pe3ynrar Ha uHCHeknuara mno air. 3, T. 2 MAJl ycraHoBu
CHOTBETCTBHUE C M3UCKBaHUsATa Ha JloOpaTa mpou3BOACTBEHA MpaKTHKa 1Mo wi. 152, an. 1 u
Ha JloOpute nucTpuOyTOpPCKM MPaKTUKU Ha aKTUBHU BellecTBa Mo wi. 198, T4 BhucBa
3asIBUTENS B PETUCTHpa 1O wi. 167T, 3a KOETO ro yBeI0MsIBa.

(5) PazxomuTe 3a M3BBpIIBaHE HA MHCIIEKIUATA 10 all. 3, T. 2 ca 3a CMEeTKa Ha
3asIBUTEIS.

(6) 3a u3BBpIIBaHE HA UHCIEKIUATA 1O al. 3, T. 2 3asBUTETAT 3aIUIala Takca
B pa3mMmep, omnpezeneH B Tapudara no wi. 21, an. 2.

(7) B cnyuaute mo an. 3, 1. 1 U an. 4 3agBUTENAT MOXE Ja 3amoyHe Ja
OCBIIECTBSIBA JEUHOCTTA CH CJIE]I BHIUCBAHETO B PErUCTHpa Mo wi. 167r.

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



Ui 1678. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Koraro B
cpoka mo 4i. 1676, an. 3 MAJI He yBemomu, 4e mie ObJe HM3BBPIICHA HHCIICKIHS,
3asBUTEIISAT MOXKE Ja 3aII0YHE OCHIIECTBSIBAHETO HA JICHHOCTTA.

Un. 167r. (HoB - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1.) (1)
W3mbaHUTENTHATA areHIUs 10 JIEKapcTBaTa BOJIU IMYOJIWYCH PETUCTHD HAa BHOCUTEIHTE,
MIPOU3BOUTENIUTE U THPTrOBIUTE HA €APO C aKTUBHU BEILECTBA, KOUTO ChIAbpXKA:

1. ume, cenanuine U aapec Ha yIpaBieHUE Ha JIULETO o wi. 167a;

2. CHUCHK HAa AKTUBHUTE BEILECTBA, KOMTO CE€ BHACHT, MPOU3BEXKIAT WU
TBPTyBar;

3. IeMHOCTUTE, KOUTO JIMIETO 10 Wi. 167a 111e U3BbpIIBA;

4. amipec Ha TOMEILIEHUSTA, B KOUTO C€ U3BBPIIAT ACHHOCTUTE;

5. 3a0enexKu Mo BIUCAHUTE OOCTOSATENICTBA.

(2) U3npaHuTENHATA areHU s 110 JIeKapcTBaTa BbBeK/1a B 0a3ara JaHHU 110 4Jl.
147 undopmarius 3a perucTpUupaHUTEe BHOCUTENN, TPOU3BOJUTENN U THPIOBIH HA PO C
aKTHBHU BEIIECTBA.

Uin. 167xa. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.) (1) JIunero
o wi. 167anonasa B UAJI exeronno 10 31 sstHyapu yBeTOMIIEHHUE 32 HACTHIIUIM IPOMEHU
B MH(OpMaluATa, BIUCAHA B perucTbpa no wi. 167r.

(2) Ilpu HacThIIBaHE HA MPOMEHHU, KOMTO MOTAT Jia TOBJIHUAAT Ha KAYECTBOTO
WM Ha 0E€30MacHOCTTa HA aKTUBHHUTE BEIIECTBA, KOUTO CE MPOU3BEXKIAT, BHACIT HIH
pas3npocTpaHsBar, JuIeTo no wi. 167a yenomsia MAJI nezabaBHo.

Un. 167e. (Hos - 1B, 6p. 102 ot 2012 1.) (1) (B cuma ot 02.01.2013 1.)
[Tpon3BOACTBOTO, BHOCHT U THPrOBUSTA HA €1PO C aKTUBHHU BEIIECTBA HA TEPUTOPUATA HA
Peny6nuka bbiarapus, BKIIOUYMTETHO HA aKTUBHH BELIECTBA, IPeIHA3HAUYEHH 32 U3HOC, Ce
uU3BbpIIBA B cbhoTBeTCTBHME ¢ JloOpara mpousBojacTBeHa mnpakTuka u JloGpure
TUCTPUOYTOPCKU MPAKTUKHU 32 aKTUBHHU BEILIECTBA.

(2) BHocuTenuTe Morat /1a BHacsT aKTUBHH BEILIECTBA CAMO aKoO €a CIa3eHU
CJIETHUTE YCIIOBHUS:

1. (B cuma ot 02.01.2013 r.) akTUBHHUTE BEIIECTBA ca OWJIM MPOU3BEIACHHU B
CBHOTBETCTBUE ChC CTaHAapTH 3a JJoOpa nMpou3BoACTBEHA MPAKTUKA, KOUTO ca Hal-MaJIKo
€KBUBAJICHTHU HA YCTAHOBEHUTE OT EBpONENCKHS CBIO3, U

2. (B cuna or 02.07.2013 r.) akTHBHUTE BellecTBa Ce€ NPHUAPYXKaBaT OT
MUCMEHO MOTBBPXKICHNE OT KOMIETEHTHUSI OpraH Ha JbpKaBaTa U3HOCUTE, Ye:

a) crangaptute 3a JloOpa MpOM3BOACTBEHA MPAKTHUKA, MPUIOKHUMHU KbM
00eKTa 3a MPOU3BOICTBO HA M3HECEHUTE aKTUBHHU BEIIECTBA, Ca Hali-MaJIKO €KBUBAJICHTHH
Ha YCTAaHOBEHUTE OT EBpONENCKHU CBIO3;

0) ChOTBETHUAT OOEKT 3a MPOU3BOJACTBO MOJIEKU Ha PEJOBEH KOHTPOJI U B
Hero ce npuiara epextuBHO J[oOpara mMpou3BOACTBEHA MPAKTHUKA, KATO TOBA BKIIIOYBA
MHOTOKpPAaTHU U BHE3aIlHM WMHCIIEKIIMH, C LI€J rapaHTUpaHe 3aKpuia Ha OOIIECTBEHOTO
3/1paBe, Hali-MaJIKO PABHOCTOMHA Ha Ta3u B EBpOIENCKUs CbIO3, U

B) B Cilyyaill Ha KOHCTaTUPAaHO HeECMa3BaHE Ha HM3UCKBAHMSTA IbprKaBaTa
u3HOCHUTE 111e nHpopmupa HezabasHo MAJL.
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(3) (B cuma ot 02.07.2013 r.) M3uckBaneTo Ha ai. 2, T. 2 HE Ce Ipuiiara, ako
JbprKaBaTa M3HOCUTEIN € BKIIIOUEHA B crirchKka 1mo wi. 1116 ot Jupextuna 2001/83/EO.

Un. 167x. (Hos - B, 6p. 102 ot 2012 r., B cuia ot 02.07.2013 r.) (1) Ilo
M3KJIIOUEHHUE, KOraTo € He0OX0IMMO /1a C€ OCUTYPH HAIUYUETO HA JIEKAPCTBEHHU MPOYKTH,
BHOCHTEJISAT MOXKE /1a BHACSI aKTUBHOTO BEIIECTBO 0€3 MHCMEHOTO MOTBBPXKACHUE 110 YII.
167¢, an. 2, T. 2 3a CPOK HE MO-IBJIBI OT CPOKA HA BAIMTHOCT Ha cepTudukaTa 3a Jloopa
IIPOM3BOJICTBEHA IIPAKTHKA, KOraTo OOEKTHT 3a MPOU3BOJCTBO HAa aKTHBHO BELIECTBO B
I'bprKaBaTa U3HOCUTEI € OMJI MHCIIEKTUPAH OT PEryJIaTOpPEeH OpraH Ha IbpKaBa WCHKA U €
YCTAaHOBEHO, Y€ clla3Ba IPHUHLMIIUTE W pbKoBoAcCTBaTa 3a [loOpa mnpou3BOACTBEHA
MPaKTHKA.

(2) B ciiyuante no an. 1 MAJI ysenomssa EBponeiickaTta KOMHCHS.

Un. 1673. (HoB - B, 6p. 102 or 2012 r., B cuma ot 02.01.2013 r.)
[IpurexxaTenure Ha pa3peuieHHs 3a MPOU3BOJCTBO, BKIIOUUTEIHO TE3U, KOUTO
M3MBJIHABAT IEUHOCTUTE 10 4. 1680, an. 2, ce cMsATaT 32 MPOU3BOIUTENH 10 CMUCHIIA Ha
§ 13, T. 3 OT HONBJIHUTENHUTE pa3nopeadr Ha 3aKOHA 3a 3allMTa HA MOTPEOUTETUTE U
HOCSIT OTTOBOPHOCT 32 BpEIU, MPUUMHEHU OT A€PEKT HAa CTOKUTE, TPEIBUICHA B HETO.

I'1aBa mecra.
OINAKOBKUA U JIMCTOBKH HA JIEKAPCTBEHU ITPOAYKTHU

Un. 168. (1) OnakoBkaTa Ha JIEKAPCTBEH NMPOJYKT CE€ ChCTOU OT IIbPBUYHA
W/WIM BTOPUYHA OMAKOBKA U OT JIMCTOBKA 3a MallUEHTa.

(2) (U3m. - B, 6p. 61 ot 2011 r., B cuna ot 10.11.2011 r.) Bropuunara
OIIaKOBKA HA JIEKApPCTBEHU MPOAYKTH, ChbpKAIlX BEIIECTBA, IOCOUYEHU B CIIMCHKA IO YII.
3, an. 2, T. 2 oT 3aKOHa 3a KOHTPOJI BbPXY HAPKOTUYHUTE BELIECTBA U IIPEKYPCOPUTE, CE
MapKupa AMAroHaJlHO C JIB€ YEPBEHU JICHTH, a BTOpUYHATA OMAKOBKA HA JIEKApCTBEHU
IPOAYKTH, ChABPIKAILM BELIECTBA OT CIUCHKA IO Wi. 3, ai. 2, T. 3 OT 3aKOHa 3a KOHTPOJI
BbPXY HAPKOTHYHHUTE BELIECTBA U IPEKypCOpUTE - C JABE CHHM JieHTH. OmnakoBKaTa
3aIbJDKATENIHO ChIbpXKa yKa3aHUE, Y€ JIEKapCTBEHUAT MPOLYKT CE€ OTIyCKa camo IO
CHEIMAJIHO JIEKAPCKO MPEANHCAHUE.

(3) (U3wm. - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JIucroBkara Ha
JIEKapCTBEHUTE MPOJAYKTH, BKJIIOYEHH B crnuchka nmo wi. 23 ot Permament (EO) Ne
726/2004 na EBporneiickus napiameHT 1 Ha CbBeTa, Chbpika HH(POPMAIIUS ChC CIETHUS
TekcT: "To3u JeKapCTBEH MPOIYKT TOJJICKH Ha JOMbIHUTETHO HaOmonaeHue". [lpex
TEKCTa Cce MOCTaBs 3HAK B UEPEH IBAT chIlacHO wieH 23, maparpad 5 ot Pernament (EO)
Ne 726/2004 na EBpomneiickus napiameHT u Ha CbBeTa, IpUIPYKEH OT OOsSCHUTEIHA
Oenexka.

(4) (U3m. - 1B, 6p. 102 o1 2012 1., B cua ot 21.12.2012 r.) B nucroBkara Ha
JIEKapCTBEHUTE NPOAYKTH CE€ BKJIIOYBA CTAHAAPTEH TEKCT, C KOWTO IALIUEHTUTE C€
IIPUKaHBAT Ja JOKJIAJABaT Ha MEAUIIMHCKUTE CIeNUaIUCTH win qupekTHo Ha MAJI Beska
N0JI03MpaHa HeXKeJlaHa JIGKapCTBEHA peakiys chIiaacHo obpasiure no wi. 185, an. 2, 1. 4.

(5) Koraro nexkapcTBEeHMAT NpPOAYKT ce€ paspemaBa 3a ynorpeba Ha
teputopusita Ha PemyOnuka bbarapus, BbpXy BTOpHYHAaTa My OINAKOBKa C€ MOCTaBs
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MapKUpPOBKa 3a pa3/e)IHO ChOMpaHe U PEIHMKIMpaHe ChITIAaCHO 3aKOHA 3a YIIPaBJICHUE Ha
OTMAIBIIUTE U AKTOBETE 110 MPUIATAHETO MY.

(6) Koraro mekapcTBeHHMST TPOAYKT C€ paspeliaBa 3a yHnoTpeoa,
HAUMEHOBAHMETO My BBPXY BTOPHUYHATA OMNAKOBKA, JIeKapcTBeHara Qopma U
ChIBPIKAHMETO HAa aKTMBHOTO BEIISCTBO B J030Ba CIMHHUIA CE M3MHCBa U ¢ bpaiinoBa
az0yka.

(7) U3uckBaHusaTa Ha ajg. 6 HE ce mMpuiaraT 3a BaKCHHU M JICKAPCTBCHH
MPOJYKTH B OOTHUYHH OTIAKOBKH.

(8) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Bwpxy
BTOpUYHATA OIAKOBKA, a aKO HsIMa TakaBa - BBpPXY ITbPBUYHATA OIAKOBKA Ha
JICKAPCTBEHHUTE MPOAYKTH, C U3KIIOUCHHE HA panodapMalieBTUIN, CE HAaHACST:

1. wuHIUBMAyaneH WACHTU(UKAIMOHEH Oeler 3a I[OKaszaTelauTe 3a
0€30MacHOCT, KOWTO JIJaBa Bh3MOXKHOCT ThPTOBIIUTE HA €pO U JIpeOHO Jia:

a) MPOBEPSBAT ABTEHTUYHOCTTA Ha JICKAPCTBEHUS TIPOYKT;

0) uaeHTU(PHUITMPAT OTACITHA ONAKOBKH;

2. CpencTBo, ¢ KOETO Ja C€ H3BBPIIBA IMPOBEPKAa HA OMNAKOBKAaTa Ha
JICKApCTBEHUS IIPOAYKT Jlaiu € Onta moJpaBeHa.

Un. 168a. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Bepxy
OIIAKOBKAaTa Ha JIEKApCTBEH IPOJYKT, KOMTO CE€ OTIIyCKa IO JIEKAPCKO IPEIIUCaHUE, Ce
HAHACAT MOKa3aTesu 3a Oe3omacHoCT mo wi. 168, an. 8, ¢ U3KITIOYEHHE Ha CllydyauTe, B
KOUTO JIEKapCTBEHUSAT NMPOJAYKT € BKJIKOYEH B CHMCBHKa, onpeaeneH oT EBpomelickara
KOMHUCHSI C JISJICTHPaH aKT 1mo wi. 16806.

(2) Bppxy omakoBkaTa Ha JIEKapCTBEH HPOJYKT, KOMTO ce oTmycka Oe3
JeKapcKo MperrcaHue, He ce HaHACAT Moka3aTenu 3a 6e3onmacHocT no wi. 168, an. 8, ¢
U3KJIIOUYEHUE Ha CIIy4auTe, B KOUTO JIEKaPCTBEHUAT MPOAYKT € BKJIIOUYEH B CIHCHKA,
omnpeneneH ot EBponeiickara koMucus ¢ aenerupan akT mo 4i. 1680, cie KaTo e OleHeH,
Yye € M3JI0’KEH Ha PUCK OT danmuduiupane.

(3) M3nbanurenHata areHuMs Mo JekapcTBaTa yBenomsiBa EBpomeiickara
KOMHCHSI:

1. 3a IeKapCTBEHH MPOAYKTH, KOMTO C€ OTITyCKaT 0e3 JeKapCcKo MpeancaHue,
3a KOUTO € YCTaHOBWJIA, Y€ CHINECTBYBA PUCK OT (hanmupuinpane;

2. 3a JeKapCTBEHU MPOJIYKTH, 3a KOMTO € YCTaHOBMJIA, Y€ HE ChIIECTBYBA PUCK
oT anmmduumpane, Npyu OTIUTAHE HA CICTHUTE KPUTEPUH:

a) IIeHa U 00eM Ha NMpoJaKOUTe Ha JIEKapCTBEHUS IPOAYKT;

0) Opoil 1 yectoTa Ha ciyyau Ha (ammuPUIMPaHU JIEKApCTBEHU MPOAYKTH,
pEerUCTpUpaHu B paMKuTe Ha EBpornelckus Chio3 U B TPETU AbpKaBU, U IPOMSAHA B Opost
Y 4eCTOTa Ha MOJOOHU Clyd4au B UCTOPUYECKH ILJIaH;

B) crieU(UYHU XapaKTEPUCTUKU Ha CHOTBETHUTE JICKAPCTBEHH MPOAYKTH;

I') TeXKeCT Ha 3a00JIsIBaHUATA, YUETO JICUEHHUE CE LIETIH;

1) APYTH MOTEHLUAIIHU PUCKOBE 32 OOIIECTBEHOTO 3paBe.

Un. 1686. (Hos - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 1.) (1)
[TpaBuiiaTa OTHOCHO MOKa3aTenuTe 3a 6ezomacHOCT mo 4wi. 168, an. 8 ce ompenensr ot

EBponeiickata KoMHCHS C JIellerMpaHUTe akTOBe 10 WwieH S54a, naparpad 2 ot JupexruBa
2001/83/EO.
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(2) INoxazarenute 3a 0E30MACHOCT HE CE€ IMpPEeMaxBaT, HUTO C€ 3aKpUBAT
YaCTUYHO WJIM U3LISUIO0, OCBEH aKO Ca M3I'BJIHCHU CIICTHUTE YCIOBUS:

1. mpUTe)aTEeNAT HA Pa3pElICHUETO 3a MPOU3BOJACTBO, MPEAU YACTUYHO WUIIU
HAI'BJIHO JIa TMPEeMaxHEe WM 3aKpHe IMOKa3aTenuTe 3a Oe30MacHOCT, MpOoBepsiBa Jalld
CHOTBETHUSAT JIEKAPCTBEH MPOAYKT € aBTEHTHYEH U JIaI1 He € OUJI MOIpaBeH;

2. TmpuTeXaTeNSAT Ha pa3pelieHHe 3a MPOU3BOJICTBO NIPU  CIlla3BaHe
M3UCKBaHMATA Ha 4Wi. 168, am. 8 MoXe Ja 3aMEHHM TOKa3aTeluTe 3a 0e30ITacHOCT C
PaBHOCTOMHM Ha TAX [0 OTHOIICHHWE Ha BB3MOXKHOCTTAa 3a TapaHTHpaHe Ha
ABTEHTUYHOCTTA, HWJCHTHU(QHUKAIUATA UM OCHUTYpPSBAaHETO Ha JIOKazaTeicTBa 3a
MOJAMPABSIHETO HA JIEKAPCTBEHUSI MPOAYKT.

(3) IlokazaTenuTe 3a 6€30MAaCHOCT C€ CMSATAT 32 PABHOCTONHU, aKo:

1. oTroBapsT Ha U3UCKBAHUSATA, ONPE/ICICHH B JCJIETUPAHUTE aKTOBE IO WICH
54a, maparpad 2 ot Jupextuna 2001/83/EO, u

2. ca CBIIO TOJIKOBa €QEKTUBHH, KaTO TIO3BOJISBAT IpOBEpKAaTa Ha
ABTEHTUYHOCTTA U UACHTHU(PHUKAIUATA HA JIEKAPCTBEHUTE MPOAYKTU M OCUTYpPSBAHETO HA
JIOKa3aTeJICTBA 3a MOJNPABIHETO UM.

(4) 3amsHata mo an. 2, T. 2 ce U3BBpIIBA, O€3 Ja ce OTBaps IbpBUYHATA
OTaKOBKa Ha JIEKApCTBEHUSI MPOJYKT U B CHOTBETCTBUE ¢ JloOpaTta mpom3BOJICTBEHA
MIPAKTHKA 32 JIEKAPCTBEHU MPOAYKTH.

(5) MsmpaHuTeNHATA areHIUs MO JIEKapCTBaTa OCBIIECTBSBA HAI30P BBPXY
3aMsHaTa Ha MoKas3aTenuTe 3a 0e30MacHOCT.

Un. 169. (1) HNudopmanuara BHPXYy ONAKOBKHTE W B JHCTOBKAaTa Ha
JIEKapCTBEH MPOAYKT TpsOBa Na € B ITBJIHO CHOTBETCTBHE C JIaHHUTE B KpaTKara
XapakTepUCTHKa Ha MpoaykTa, ogoopeHa or MAJIl npu m3naBaHe Ha pa3pelieHHETO 3a
ynotpe0a, 1 J1a OTroBapsi Ha U3UCKBAHUATA, ONIpe/ieTieH B HapeabaTa o ui. 170.

(2) Undopmanusra BbpXYy ONAKOBKUTE W B JIMCTOBKAaTa MOXe Ja ObJe Ha
HSKOJIKO €3HKa, HO 33IbJDKUTEITHO SMHUAT TPsOBaA Aa € Obarapcku e3uk. ChIbpKaHUETO
Ha MH(pOpMaIMsITa Ha Pa3InYHU €3UIH TPsIOBa /1a € UCHTUYHO.

(3) HaumeHoBaHMETO Ha JIEKAPCTBEHUS MPOAYKT 3aABJDKUTEITHO CE€ M3MHUCBA
Ha OBJITAPCKHU €3HUK, a MEXIYHApPOJAHOTO HENAaTeHTHO HAaMMEHOBAaHHE Ha JIEKAPCTBEHOTO
BEIIECTBO CE€ M3MHICBA ChOOPa3HO AHATOMO-TEPANEBTUYHO-XUMHUYHATA KIacu(UKaIus Ha
C30. Nmero u aznpechT Ha MpUTEKATENS Ha pa3peleHHEeTo 3a yrnoTrpeda Moxke Aa ce
M3IUIIAT Ha JTaTHHUIIA.

(4) Undopmanusara BbpXY ONAKOBKUTE M B JIUCTOBKUTE TpsiOBa Ja € Ha
pa3bupaeM 3a ManueHTa e3uK, Ja € YeTIIMBA U Ja € He3aTnInMa.

(5) (Hosa - IB, 6p. 18 ot 2014 r.) JlucroBkara Tpsi6Ba 1a € odopMeHa 1o
TaKbB HAYWH, Y€ JIa € siCHA U pa3Oupaema, KaTo MMO3BOJISBA HA MAIMEHTA Ja MpearnpueMe
MOJXOASAIIM JeHCTBUSA, TPH HEOOXOAMMOCT, C TOMOIITA HA MEUIIMHCKH CIIEIIHATUCTH.

Un. 170. (1) (ITpenumen tekct Ha wi. 170 - JIB, 6p. 102 ot 2012 1., B cuna ot
21.12.2012 r.) U3uckBaHusiTa KbM OINAKOBKUTE M JIMCTOBKHUTE HA JIEKApCTBEHUTE
IPOAYKTH Ce€ ONPENeIIAT B Hape10a Ha MUHUCTbpa Ha 3/JpaBEOIa3BaHETo.

(2) (Homa - IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r., nom. - IB, 6p. 18
ot 2014 r.) Korato nekapcTBeH MpOAYKT, pa3pelieH 3a yrnoTpeda 1o peaa Ha TO3H 3aKOH,
HE € MpeIHa3HayeH 3a JMPEKTHA JI0OCTaBKa Ha MallMeHTa WM HE € HaJM4YeH Ha Ia3apa B
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Peny6iuka benrapus, MAJI moxe na paspemin ynorpedara My, KOraTo HIKOHW OT JaHHUTE,
OTIpeNieNIeH! B HapenOara 1o ail. 1, He ca HAHECEHU BbpPXY OMAKOBKAaTa WM B JINCTOBKATA.

(3) (Homa - JIB, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) B cayyaure mo
an. 2 uHpOpMaIUATa BBPXY OMMAKOBKUTE U B INCTOBKATa MOXKeE J1a He ObJe mpeaocTaBeHa
U Ha OBJIrapcKu e3UK.

(4) (Homa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) YcnoBusra u
penbT 3a IOCTaBKa Ha JICKAPCTBEHUTE MPOIYKTH IO ajl. 2 ce ONpeAensaT ¢ Hapeadara 1o
1. 198.

I'1aBa ceama.
KIJACUPUKAIUS HA JEKAPCTBEHUTE ITPOJAYKTU

Un. 171. (1) B 3aBucHUMOCT OT HauMHA Ha OTITYCKaHE JIEKaPCTBEHUTE MPOAYKTH
ce Kiacu(uImpar KaTo:

1. nexapcTBEHU NPOAYKTH, OTITYCKAHH IO JIEKAPCKO MPEIMUCAHHE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU O€3 JIEKapCKO IMPEIIUCaHHE.

(2) (Hdom. - JIB, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r.) PexxumbT Ha
OTIIyCKaHE Ha JIEKapCTBEH NpoAyKT ce ompenens or MAJl B paspemienuero 3a
yrnoTpe0a/y0CTOBEPEHUETO 3a PEerucTpalis Wik pa3pelieHueTo 3a mapajieieH BHOC Ha
JIEKapCTBEHMSI MPOAYKT Ha TepuTopusita Ha PenyOnuka boirapus.

(3) JIuuero mo ui. 26, an. 1 mocoysa pexuMa Ha OTITyCKaHe Ha JIEKapCTBEHUS
NPOAYKT B 3asBJICHUETO 3a pa3pelieHue 3a yrnoTpeda/y0CTOBEPEHUETO 32 PErHCTpanus,
3a MPOMSHA Ha Pa3pelIeHUETO 3a YnoTpeda Uil Mpu MOJTHOBSIBAHETO MY.

Un. 172. JlekapcTBenute npoayktu no wi. 171, an. 1, 1. 1 ce pasmensart B
CJIEIHUTE KaTETOPHH:

1. nexkapcTBEHM TIPOAYKTH C OFPAaHUYEHO JIEKAPCKO MpEANNCAHUE,
IpeJHAa3HAYCHH 3a yoTpeda caMo B HAKOU CIIEUAIN3UPAHU 00JIacTH;

2. IeKapCTBEHU MPOAYKTH - OOEKT Ha CIELUAIHO JEKapCKO MpeUCaHuE;

3. neKapCTBEHH MPOAYKTH 3a MHOTOKPATHO WJIM €THOKPATHO OTIIyCKaHE IO
€IHO U CBLIO JIEKAapCKO MPEIINCaHUE.

UYn. 173. Tlo nekapcko mpeanucaHue ce OTIYCKAT JIEKAPCTBEHU NMPOJYKTH,
KOHTO OTTOBApPAT Ha CIACAHUTC NU3NCKBAHUA:

1. mMorar na mpejacTaBisgBaT IpsKa WIK KOCBEHA OMACHOCT 3a 3ApaBETO Ha
XopaTa JIopY IIpU MpaBUIIHA yIIoTpeda, ako ce mpusarat 6e3 MeIUIUHCKO HaOII0eHHE;

2. 4YecTo M MHOTO IIMPOKO C€ MpHJaraT HeMpaBUJIHO U B pe3yaTaT Ha TOBa
MOTar Jia MPEJCTABIABAT OMACHOCT 3a 37[paBETO Ha XOPaTa,

3. chIOBpKAT BEIIECTBA, YMATO AKTUBHOCT H/WIM HEXeNaHH JEKapCTBEHH
pEaKIINK N3UCKBAT MOCIJIEIBAIIO JOIBIHUTEIHO IIPOYYBAHE;

4. 0OMKHOBEHO ce IPEANUCBAT OT JIEKap 3a HapeHTEePaTHO MPUIIOKEHHUE.

Un. 174. JlexkapcTBeHUTE NPOAYKTH MOAJEKAT HA CHELHUAIHO JIEKAPCKO
IIPEIIIUCAaHUE, KOTATO OTIOBAPSAT Ha HIAKOE OT CIEAHUTE YCIOBUS:
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1. chIBbpKAaT HAPKOTUYHY BEILECTBA 10 CMUCBHJIA HA 3aKOHA 332 KOHTPOJ BEPXY
HapKOTHYHHUTE BEIIECTBA U MPEKYPCOPUTE B KOJIMYECTBA, TOMYCTUMH 32 YIOTpeOa;

2. mpu HempaBWJIHA ymnoTpeba Morar Ja cb3faJaT 3HAYUTENEH PHUCK OT
3710ynoTpeda, 1a JOBEJAT 10 JIEKapCTBEHA 3aBUCUMOCT MJIH Ja CE U3I10JI3BAT 33 HE3aKOHHU
LeIH;

3. cpabpKaT HOBM JIEKAPCTBEHH BELIECTBA, YMHUTO XAPAKTEPUCTUKHU HE ca
JOCTaThYHO W3BECTHH M MOPAaaU Ta3d IpPUYMHA C NPEBAHTUMBHA IeJ1 MoraTr aa ObjaaT
OTHECEHU KbM I'pyliaTa JIEKapCTBEHU MPOAYKTH 1O T. 2.

Un. 175. JlekapcTBeHUTE MPOAYKTH MOJIEKAT HA OTPAHUYCHO JIEKAPCKO
IpeucaHue, Korato OTroBapsT Ha HAKOE OT CICAHUTE YCIOBHUS:

1. orpaHuueHu ca 3a NPUIOKEHHE CaMO B OOJHUYHM YCJIOBHUS IOPAAH
OTpaHHMYEH OIHUT 3a yIoTpeda UIIM B MHTEpeC Ha 0OIEeCTBEHOTO 3/PaBe;

2. mpeHa3HAYeHH ca 3a JICYCHHE Ha OOJIECTHU CHCTOSIHHSA, KOMTO MOTaTr Ja
ObJIaT AMATHOCTULIMPAHU CaMO B JICUCOHHUTE 3aBEICHUS, HE3aBUCUMO Y€ MPUIaraHeTO UM
¥ TIPOCIIE/IIBAHETO HA XO/1a Ha JICYCHUETO MOJXKE J]a C€ OCBHIIECTBSABAT U B JAPYTH 3[pPaBHU
3aBeJICHUS;

3. mpeHa3HAYCHU ca 3a JICUeHHe Ha aMOyIaTopHO O0JIHH, HO yroTpebaTta um
MOXK€ Ja TMpeAu3BUKAa CEPUO3HHM HEXENaHW JIEKApCTBEHU pEeaKlMM, Hajaraiu
NpenrcaHue OT CIEIUATUCT M HAOII0CHNE TI0 BpeMe Ha JICYCHUETO.

Un. 176. (1) U3nbiHuTenHaTa areHus 1o JieKapcTBaTa MOKe Jla He 0J100pu
IIOMCKaHMS OT 3asBUTENS 10 WI. 26, an. | pexuM Ha OTIyCKaHE Ha JIEKapCTBEH NMPOIYKT
Bb3 OCHOBA Ha MPEIICHKA Ha:

1. MakcuMaIHaTa €IMHUYHA 1033, MAKCUMaJIHaTa JHEBHA J103a, KOJINYECTBOTO
AaKTHUBHO BEIIECTBO B €/1HA J1030Ba €AMHMIIA, JIEKapCcTBeHaTa Gopma, cieliuuyueH BUI Ha
I'bPBUYHATA ONIAKOBKA HA MPOJYKTA, U/UIIH

2. npyru crienupUYHY YCIOBUS Ha ynoTpeoa.

(2) U3npnHuTENHATA areHIUs 110 JeKapcTBaTa MOXe J1a He TIOCOYM TOYHaTa
KaTeropus Ha JIEKapCTBEHUS MPOJYKT 1o wi. 172, HO chriacHO KpuTepuute no wi. 174 u
175 ompenens Aanu JeKapCTBEHUAT MPOAYKT ce KiIacu(uIHpa KaTo MPOIyKT, OTIYCKaH
€aMo I10 JIEKAPCKO MPEANHUCAHNUE.

Un. 177. JlekapcTBEHUTE NPOJYKTH, KOUTO HE OTTOBAPAT HA U3UCKBAHUSITA 11O
ui. 173, 174 u 175 u Ha kputepuure, onpeeseHd B Hapeadata o wi. 178, ce oTmyckat
0e3 JIeKapCcKo MpeanrcaHue.

Un. 178. Kpurepuure 3a kiacupukalus Ha JIEKapCTBEHHUTE IMPOIYKTH M
U3MCKBAaHUATA KbM JOKYMEHTAIUATA 332 U3BBPIIBAHE HA MPOMSHA B Kiacu(pukanusTa ce
oIpesieNAT B Hapen0a Ha MUHHUCTBPA Ha 3]JpaBEOIa3BaHETO.

Un. 179. (1) U3nbaHuTenHaTa areHIus 1o JekapcTBaTa U3roTBs U MyOJuKyBa
Ha CTPaHMIIATA CH B MHTEPHET CIUCHK HA JIEKAPCTBEHUTE MPOIYKTH, KOUTO CE OTIIYCKAaT
0 JIEKapCKO MpeANnucanue Ha TepuTopusTa Ha PenyOnuka bbarapus.
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(2) CiucbkbT MO am. 1 ce akTyanu3upa eXeroaHo.

Un. 180. ITpu Hanm4ue HA HOBU JIaHHU 3a JICKAPCTBEH MPOJIYKT, 38 KOUTO UMa
U3JaJICHO paspelieHne 3a ynorpeba WM yAOCTOBepeHue 3a peructpanus, MAJI
mpepasriiexia, a Koraro € HeoOXoauMo, TMpPOMEHsI KilacHu(pUKaluusiTa ChIIacHO
M3MCKBaHUATA HA Wi. 173 U KpuTepuuTe, NOCOYeHH B HapeadaTa mo wi. 178.

Un. 181. B cmydauTe, KoraTto € paspelieHa mpoMsHa B Kiacu(UKanusTa Ha
JIaJIeH JIGKapCTBEH MPOAYKT Bb3 OCHOBA HA 3HAYMTEIHH MPEIKIMHUYHH WM KIMHUYHU
M3IUTBAHUSA, CJIEBAII 3asSBUTEI WM MPUTEKATET HA pa3pelIeHue 3a ynorpeda He MOKe
Jla ce TI030BaBa B CPOK €/IHA I'OJIMHA OT JaTara Ha Pa3pelIeHUETO 3a MPOMSHA, U3/aJICHO
OT peryJaTOpeH OpraH Ha JAbpKaBa WICHKA, P MOJIaBaHe Ha 3asABJICHUE 32 MMPOMSHA Ha
KiIacu(uKanusaTa Ha ChIIOTO BEIIECTRO.

Y. 182. M3nbiaHuTeNHATa areHUus IO JIEKapcTBaTa €XEroJHO yBEIOMSBa
EBpomneiickara KOMUCHUS M DPETYJIATOPHUTE OPraHM Ha JPYIUTE IbPKABU WICHKU 3a
HACTBHIIMJIU IPOMEHHM B CIIUCHKA 11O wI. 179.

I'naBa ocma.
MNMPOCJIEJSABAHE HA IEKAPCTBEHATA BE3OIIACHOCT

Paszgea L.
O0mm mosnoxenus (Hos - /IB, 0p. 102 ot 2012 r., B cuaia ot 21.12.2012 r.)

Yn. 183. (M3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1)
M3nbiHuTEeNHAaTa areHus Mo JieKapcTBaTa OpraHu3Mpa M MOJIbp)Ka CHCTEMa 3a
npociie/IsiBaHe Ha JIeKapcTBEHATa 0€30MacHOCT 32 M3IMIBITHEHNE Ha 33/IbJDKEHHSTA TI0 Ta3u
TJIaBa.

(2) Cucremara no an. 1 ce u3non3pa 3a cbOUpaHe Ha UHPOPMALUS OTHOCHO
PHUCKOBETE OT JICKAPCTBEHHUTE MPOAYKTH 3a 3[[PABETO HA MAIUEHTUTE U 32 OOIIECTBEHOTO
3npase. MHpopmanusaTa o6xBamia chOOIIEHUS 32 HEXKEJIaHU JIEKAPCTBEHU PEaKLUU IpU
yrmoTpeba Ha JIEKAPCTBEH TPOIYKT B CHOTBETCTBHE C yTBBpJEHATa KpaTka
XapakTepUCTHKa, KaKTO M HHpopManus 3a 370ynoTpeda u ynorpeba, KOATO HE € B
CHOTBETCTBHE C YTBBpACHATa KpaTKa XapaKTEpUCTHKA Ha MPOAYKTA, BKIFOYUTEITHO
uHpOpMalKs 32 HEXKEJIaHW JICKapCTBEHH peakiMy, HaOMIoJaBaHU MPH U3IIBJIHEHHE Ha
pOoECHOHATHA 38 TbIIKEHUSI.

(3) M3mbpanurenHata areHIMs IO JIeKapcTBaTa Bayluaupa, oOpaboTBa H
kinacuduipa nHpOpMaIMATa Mo aja. 2, MpaBW HAy4YeH aHAIW3 HAa CHOpAaHUTE JaHHU C
oryie]] OlIEHKa Ha BB3MOXKHOCTUTE 3a HaMalsgBaHE W MpeNOTBpATsIBaHE Ha pHUCKA U
npearnpruemMa HeoOXOMMHUTE ASUCTBUS TI0 OTHOIIEHHE Ha pa3pelieHneTo 3a ynorpeda Ha
JIeKapCTBEHUS TPOAYKT.

(4) 3npriHUTETHATA areHIUS 110 JIEKapCcTBaTa U3BBPIIBA OJTUTH HAa CHCTEMATa
no an. 1 ¥ Ha BCceKkM JIB€ TOJMHM M3mpamia Ha EBpomeiickata KOMHCHS JIOKJIAJ C
pe3yATaTUTE OT THAX.
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(5) M3nbpiaHuTeNHATAa areHIMsA 10 JIeKapcTBaTa IIpwiiara ajeKBaTHA M
e(eKTUBHA CHCTEMA 10 Ka4eCTBO, 3a Ja OCUTYPH ChOTBETCTBUE HA CHCTEMaTa 1o ai. 1 ¢
M3HCKBaHUATA HA TO3W 3aKOH. MUHUMAIHUTE M3UCKBAHUS 33 CHCTEMAaTa 110 Ka4eCTBO Ce
onpexaensar ¢ Pernament 3a u3mbaaenue (EC) Ne 520/2012.

Un. 184. (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1)
MeauuuHCKUTE CHEIMATUCTH ca ATbKHU Ja ChOOIIaBaT He3a0aBHO Ha MPUTEXKATENs Ha
pa3pemienueTo 3a ymorpeba mnum Ha MAJL 3a Bcsika momo3mpaHa CEpHO3HA HEXKeJlaHa
JIEKapCTBEHA peaKklus U J1a MPEIOCTaBsT NpY MOUCKBaHE AOMBIHUTEIHA HHPOPMAIUS OT
MPOCIIEIIBAHETO HA CITyYasl.

(2) HauenTtute MoraT Aa chOOIABAT HEXKEJINAHU JIEKAPCTBEHU PEAKIUH 10
BCSIKO BpeMe Ha MEIUIIMHCKUTE crienuanucty uin Ha MAJL

(3) B cayyaute o an. 1 u 2, korato chOOIIEHUETO Ce OTHACS 32 OMOJIIOTUYEH
JICKapCTBEH TPOAYKT, MPEANKCAH, PA3POCTPAHCH WJIM TPOJABaH HA TEPUTOPHUSTA HA
PenyOnuka bbarapus, Toil TpsOBa sicHO Aa Obae UASCHTHUPHUIHMPAH OT CHOOIIUTENS C
TBPTrOBCKOTO My HM€ M IMAPTHIHHUS HOMEP MU Ta3u uHpopMalus 1a Ob1e npeaocTaBeHa
[PU JOMBIHUTEIHOTO MPOCIIEsBaHE.

Un. 185. (M3m. - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 1.) (1)
W3nbaHuTenHaTa areHuus 1o JieKapcTBaTa Mo/ Ibpka HallMOHAJIEH MHTEPHET MopTall 3a
JIEKApCTBEHU IMPOAYKTH, CBbp3aH C EBpONENCKUs MHTEPHET MOpTal 3a JIEKApCTBEHUTE
OPOAYKTHU 1o wi. 68, ai. 1, T. 4.

(2) U3nbaHuTeNnHaTa areHIus 1o JIeKapcTBaTa MpeIocTaBs ype3 mopraja mno
an. | Hali-manko cienHaTa HHpOpMaIus:

1. nyGIMYHNTE OLEHBYHU AOKJIAIM 10 Wi. 53, ajl. 2 U TEXHUTE PE3IOMETa;

2. KpaTKUTE XapaKTEPUCTUKH Ha IPOAYKTUTE U JINCTOBKUTE;

3. pe3oMe Ha IUIaHOBETE 3a YIPABJIECHHWE Ha pPHUCKa Ha JIEKAPCTBEHUTE
MIPOJIYKTH, Pa3pelieHH 3a yrnoTpeda Ha Teputopusta Ha Penmy6nuka benrapus;

4. obpa31u Ha CTaHIapTU3UpPaHU GOPMYIIAPH 3a JOKIJIAJABAHE HA MOJ03UPAHH
HE)KeJIaHU JIEKAPCTBEHH PEaKUU OT METUIIMHCKHU CTIEIUAIUCTH U MAallUEHTH, U3TOTBEHU B
ChOTBETCTBHE C W3HCKBaHUsATa Ha wieH 25 ot Permament (EO) No 726/2004 Ha
EBpomnelickus napiameHT 1 Ha CbBeTa;

5. aKkTyaJn3upaH CHUCHK Ha JIEKAPCTBEHUTE MPOAYKTH IO wWieH 23 0T
Pernament (EO) Ne 726/2004 na EBponeiickus napiameHnT u Ha CbBeTa;

6. chOOIIEHUS, TPEAOCTABSIM HH(OpMAIMS Ha IKUpOKaTa OOIIECTBEHOCT 3a
OIlaceHus OTHOCHO 0€30MacHOCTTa OT ynoTpedara Ha J1aJieH JIEKapCTBEH MPOIYKT;

7. yKa3aHus 32 BCHYKM HAYMHU UM (QOpPMH 3a CHOOIIaBaHE Ha MOAO3UPAHU
He)KeJIaHU JIEKAPCTBEHHU PEaKlUy OT MEJUIIMHCKYU CIIEIUAINCTH U NAl[UeHTH.

Un. 186. (U3m. - JIB, Op. 102 ot 2012 1., B cuma ot 21.12.2012 r.)
W3nbaHUTENTHATa areHmusl 10 JIeKapcTBaTa W3BBPIIBA CIEAHUTE JEHHOCTH 3a
JICKapCTBEHHUTE MIPOAYKTH, ITyCHATH Ha Mma3apa Ha PemyOimka bearapus:

1. MOHHUTOPUHT Ha pe3ylnTaTa OT MEPKUTE 3a HaMalliBaHEe Ha pHCKa 3a
JIEKapCTBEH MPOAYKT, ChABPIKAIIN CE B IIaHA 32 YIIPABICHHE Ha PHCKa,
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2. MOHUTOPHUHT Ha pe3yaTaTa OT U3M'bJIHEHUETO HA YCIOBUS, IOCOUYEHU B YJI.
55a, 56 nim 56a;

3. olleHsIBaHE aKTyalu3alusaTa Ha CUCTeMara 3a yIpaBlieHUe Ha PUCKa;

4. wmonutopuHr Ha Oaszata gnanHu "EudraVigilance", cw3gameHa B
crotBeTcTBUE ¢ wieH 24 ot Pernmament (EO) Ne 726/2004 na EBponeiickusi mapiaMeHT |
Ha CbBeTa, 32 HOBM PUCKOBE WJIM 3a MPOMsHA BbB BEYE YCTAHOBEHHU M 3a NPOMSIHA B
CHOTHOILIEHUETO IM0JI3a/PUCK.

Un. 187. (M3m. - JIB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 1.) (1)
W3neaHuTEeTHATA areHIus Mo JiekapcTBaTa wHpopmupa EBporeiickara areHIus IO
JeKapcTBaTa M IMPUTEKaTeNsl Ha paspelieHue 3a ynorpeda Mpu UIACHTHUQHUIMpAHE Ha
CUTHAJIM 32 HOBHM PUCKOBE WJIM 3a IPOMsIHA HA YCTAaHOBEHUTE PUCKOBE, WM IIPU IIPOMSHA
Ha CbOTHOIIEHUETO MOJ3a/PUCK Ha JIEKAPCTBEH MPOIYKT.

(2) KomurersT mo wi. 56a, am. 1, T. 1 aHamu3upa U OPHOPUTU3UPA
BAJIMJUPAHUTE CUTHAJIU 32 HOBU PUCKOBE WJIM 3a NMPOMSHA BbB BEUE YCTAHOBEHUTE U 3a
POMSIHA HA ChOTHOIIEHUETO I0JI13a/PHCK.

(3) Koraro KomuterbT mo wi. 56a, an. 1, T. 1 mpemopbuBa mocieaBaniu
JEUCTBUSI, KOOPAMHAIIMOHHATA Tpymna 1no wi. 77, an. 2 win cboTBeTHO KoMUTETHT 1O
JICKapCTBEHUTE MPOIYKTH 3a XyMaHHa YMoTpeda H3roTBS CTAHOBHILE 33 PEryIaTOPHU
JIeMCTBUS TI0 OTHOILIICHHE HA Pa3pelICeHUETO 3a ynoTpeda B paMKuTe Ha rpaduK, ChCTaBEeH
B ChOTBETCTBUE ChC CEPUO3HOCTTA U CTEIIEHTA Ha ONACHOCT.

(4) U3nbpaHuTenHaTa areHuus IO JieKapcTBaTa Ipuiara NpernopbyaHUTE B
CTAHOBULIETO HA KOOpAMHAI[MOHHATA rpyna no wi. 77, an. 2 Wik B PELIEHUETO Ha
EBpornelickata KOMUCHS BPEMEHHU W/UJIM OKOHYATEIIHU MEPKHU.

Yn. 188. (M3m. - JIB, Op. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1)
W3nbaHuTenHaTa areHIus mo JekapctBata uH(popmupa EBpormelickara areHmus o
JIeKapcTBaTa, peryJiaTOpHUTE OpPraHW Ha JPYrHTe JbpKaBU wWwieHKH W EBpomeiickara
KOMUCHS Hali-Manko 24 yaca npeau myOiInyHOTO choOlaBaHe Ha WH(OpMaIKs OTHOCHO
OTIaCeHMsI, CBbP3aHH C MPOCIIEISIBAHETO Ha 0€30IaCHOCTTA Ha JICKAPCTBEH MPOIYKT, OCBEH
B ClIydauTe, KOraro OIa3BaHETO Ha OOILECTBEHOTO 3[paBe W3HCKBAa He3a0aBHO
OTIOBECTSABaHE HA WH(POPMAIIHATA.

(2) M3nbanuTenHaTta areHUus IO JIeKapcTBara MyONMKyBa HH(poOpMaIus,
CBBbp3aHa C aKTUBHU BEIIECTBA, ChABPIKAIIN CE B JIEKAPCTBEHHU TPOAYKTH, pa3peuieHn 3a
ynotpeba W B JAPYrd AbPKaBH UICHKH, KaTO M3I0JI3Ba XapMOHU3HMpAH MPOEKT Ha
CHOOIIEHNETO U TpaduK Ha MyOJMKAIUATA, IPEAJIOKEHN OT EBporelickaTa areHius 1o
JIeKapcTBara.

(3) B cnyuante mo an. 1 u 2 uapopManusTa, ChabpKalia JUIHA JaHHU WIH
Mpe/CTaB/sIBallla ThPrOBCKA TaifHa, ce 3aJiMyaBa, OCBEH aKo MyOJMKYBaHETO Ha Te3U
JTAHHU € He0OXOMMO 3a OTa3BaHeTO Ha OOIIECTBEHOTO 3/paBe.

Un. 189. (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
M3nbiHuTenHaTa areHIus Mo JeKapcTBaTa MOXeE Ja JieJierMpa HAKOM OT IpaBaTra U
3aBJDKCHUATA TI0 Ta3W IJIaBa Ha PEryNaTOPEeH OpraH Ha Jpyra JbpkaBa WICHKA Ypes3
CKJIFOUBaHE Ha CIOpa3yMEHHE.
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(2) B caywaute mo an. 1 HAJI uadopmupa EBpomeiickata KOMHUCHA,
EBporelickara areHIus 1o jJeKapcTBara U peryjlaTOpHUTE OPTaHH Ha JPYTUTE IbPiKABU
YJICHKW 3a JEJIETHPAHETO Ha IMPaBOMOUIMATA M IMyOIHMKyBa ChOOIICHHWE HAa HHTEPHET
nopraina o wi. 185, an. 1 win Ha UHTEpHET CTpaHUIIaTa CH.

Yn. 190. (M3m. - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) (1)
[TputexxaTensaT Ha pa3pelieHue 3a ynorpeda € JUIBKEH Jia pasroliara ¢bCc CHcTeMa 3a
npociiesiBaHe Ha JIeKapcTBEHaTa 0e30MacHOCT 32 M3MBJIHEHHE Ha 33bJDKCHHUATA CH T10
Ta3y TJIaBa.

(2) IlpurexarensaT Ha paspelleHue 3a ynorpeba ype3 cucremara 1no ai. |
npaBd Hay4yHa OIIEHKa Ha chOpaHara HWHQOpMAIUs OTHOCHO O€30MacHOCTTa Ha
JCKapCTBEHUTE MPOAYKTH, TPEIECHABA BB3MOXKHOCTUTE 32 MUHHMAJIM3UpPAHE WU
NpeJ0TBPATABAaHE HA PUCKA U MPearprueMa HeOOXOMMUTE MEPKH.

(3) Mpurexarensr Ha paspelieHHe 3a ynorpeba mpuiara ajacKBaTHa M
e(eKTHUBHA CHCTEMa TI0 KaueCTBO, 3a Jla OCUTYPH ChOTBETCTBHE HAa CHCTEMara Io ail. 1 ¢
M3MCKBAaHUATA HAa TO3M 3aKOH. MUHUMAITHUTE M3UCKBAHMS 33 CHCTEMaTa 10 KayecTBO Ce
onpezaenst ¢ Pernament 3a usnbianenue (EC) Ne 520/2012.

(4) Iputexarensar Ha pa3pelieHue 3a yrnoTpeda U3BbPIIBA PEIOBEH OAWT HA
cucremara 1o aji. 1. Madopmalus 32 OCHOBHUTE KOHCTATAallUU OT OJIUTA CE OTOEISI3Ba B
OCHOBHATA JIOKyMEHTAIIMS HA CHCTeMaTa M CIIY)KU 32 M3TOTBSHE Ha IUIaH 3a MpujlaraHe Ha
HOJXO/ISIIN KOPUTHpAIU JeicTBUsA. Ta3u mHbopMmanus MOXe 1a Oblie 3aJIM4YeHa Cie[
IUTOCTHO M3ITBIHEHUE HAa KOPUTHUPAIIUTE JCHCTBUSI.

Yn. 191. (M3m. - 1IB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1)
[TputexxaTenat Ha paspelieHde 3a yrnoTrpeda ompenens KBaIM(UIUPAHO JUIE C
NoJXo/s11a KBau(UKalys, OTTOBOPHO 3a IPOCIIEIsiBaHE Ha JIEKapcTBEHaTa O€30MacHOCT.

(2) JIuneto no an. 1 e ycTaHOBEHO Ha TEPUTOPUsATA Ha Jbp)KaBa YICHKA U €
MIOCTOSIHHO W HETPEKBhCHATO Ha Pa3IOJIOKEHHE Ha TPHUTEkKATEs Ha Pa3pelieHUueTo 3a
ynoTpeoa.

(3) 3a moanomarane AeMHOCTTa Ha KBATU(PHUIIMPAHOTO JIULE IPUTEKATENSIT Ha
paspelIeHneTo 3a ynorpeba ornpesess Juile, yCTaHOBEHO Ha TepUTopusaTa Ha PemyOnuka
Bbrirapusi. HasHauaBaHeTo Ha TakoBa JIMIle He OCBOOOKIaBa KBATM(UITUPAHOTO JIUIIE TI0
al. 1 OT OTTOBOPHOCTUTE MY IO Ta3M I1aBa.

(4) IlpurexarensT Ha paspelieHHeTo 3a ynorpeda mnpexacraBs Ha WAJL
naHHUTe 1o wi. 27, an. 1, T. 12, 6yksu "a" - "B" 3a nuiara o an. 1 u 3.

(5) lputexatenar Ha pa3penieHHeTo 3a ynorpeda ysenomsa MAJI mpu Besika
NpOMsIHA B JAHHUTE 110 all. 4.

(6) [IputexxaTenar Ha pa3peLIeHUETO 3a yroTpeda Mpe1oCcTaBs JaHHUTE 110 ajl.
4 3a kBanuduIMpaHoTo Jule Ha EBponeiickara areH1us 1o JekapcTpara.

Un. 192. (M3m. - OB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
[TpuTexxaTensaT Ha pa3peIeHueTo 3a ynorpeda € JUIkbKeH Ja:

1. mogabpka u mpegocTass npu nouckane oT MAJl ocHOBHUS JOKYMEHT Ha
cucTeMaTa 3a mpociie/IsBaHe Ha JeKapCcTBeHaTa 0€301acHOCT;

2. mpuiiara cucteMa 3a yrnpaBJeHHe Ha PUCKa 32 BCEKH JIGKAPCTBEH MPOAYKT;
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3. ochlIecTBsIBA MOHUTOPUHT Ha pe3yiTara OT MEPKHUTE, ChAbPXKAILIU CE B
IUIaHA 32 YIPaBJICHUE HA PHCKA, WIN

4. ochIIECTBSIBA MOHUTOPUHT Ha pe3yiTaTra OT U3IbJIHEHHETO Ha yCIOBHUITA
mo wi. 55a, 56 nim 56a;

5. akTyanu3upa cucTteMarta 3a YIpaBlIeHHEe Ha pUCKa;

6. OCBIIECTBSIBA MOHUTOPUHT Ha JJAHHUTE OT cuctemara no 4i. 190, an. 1, 3a
Ja uaeHTu(duIrpa HOBU PUCKOBE WUJIM MPOMSHA Ha YCTAHOBEHHTE PUCKOBE, KaKTO U Ja
oTIpeies Jajli ca HACTHIIWJIA IPOMEHH B CHOTHOIIEHUETO T0JI3a/PUCK 32 HAOII01aBaHuUs
JICKapCTBEH MPOJYKT.

(2) CpappxaHueTo U peabT 3a NOJAbP)KAHE HA OCHOBHATA JJOKYMEHTALMSI Ha
cUCTeMara 3a Mpocie/AsiBaHe Ha JIeKapcTBeHaTa 0e30MacHOCT ce onpenensT ¢ Pernament
3a m3nbiaHeHue (EC) Ne 520/2012.

Un. 193.(U3m. - B, 6p. 102 or 2012 r.,, B cuma or 21.12.2012 r.)
[Tputexxatenar Ha pa3pemieHue 3a ynorpeda undopmupa UAJI u EBponeiickaTta arenuus
Mo JIeKapcTBaTa B Clydall Ha WJICHTU(UIIMPAHE HA CUTHAIM 32 HOBH PUCKOBE WIH 3a
MPOMsIHA Ha YCTAHOBEHUTE PUCKOBE, WJIHM IIPU MPOMSHA HA ChOTHOIIEHUETO MOJ3a/PUCK Ha
JIEKApCTBEH MPOAYKT.

Un. 194. (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
[TpuTtexaTtenaTt Ha pa3peleHue 3a yrnoTpeda eIHOBPEMEHHO WU MPeu J1a IPeJ0CTaBU Ha
oOuiecTBeHOCTTa HOBa UMH(pOpMalus 3a ONACEHHUs, CBBbP3aHM C MPOCIEIsSBAHE
0€30I1aCHOCTTA Ha JIa/IEH JIEKapCTBEH IMPOAYKT, pa3pelleH 3a ynoTpeda Ha TEpUTOpUATa Ha
Penyomuka bwarapus, yeBemomssa WAJL, EBpomeiickaTa areHuusi mo JeKapcTBaTta M
EBpomneiickara Komucus.

(2) Undopmanusara mo an. 1 TpsOBa na Obae OOEKTHBHA M Ja HE €
MOJIBEXKAAILA.

(3) Ilpenu na pasmpocTpaHu HHPOpPMAIMs, CBbpP3aHa C MPOCIEAsSBaHE Ha
JeKapcTBeHaTa 0e30MacHOCT, MPUTEXKATENAT Ha pa3pelleHre 3a ynorpeba s chriacyBa
npensaputento ¢ MAJI ¢ u3kiroueHue Ha ciiydyauTe 1o ai. 1.

(4) 3a u3BBpIIBaHETO HA OIIEHKA Ha MH(OpPMAIUATA 110 aJl. 3 ce 3aruiaiia Takca
B pa3Mmep, omnpezeneH B Tapudara no wi. 21, an. 2.

Un. 194a. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
[Tpunnunure u u3nckBanusaTa Ha JloOpaTta npakTHKa 3a MpocieasIBaHe Ha JeKapCTBeHaTa
0€30I1aCHOCT ce OIpeNeNaT B PbKOBOJCTBO, M3JaleHO oT EBpomeiickara areHuus Imo
JIeKapCTBaTa.

(2) Ilpu ocwbiiecTBsBaHE HA JEHHOCTUTE MO MpOCIeAsBaHE Ha JIEKapCTBEHATa

0e30ImacHOCT MPUTECIKATCIIAT HA PA3PCILICHUC 3a yHOTpeGa CIia3Ba z[06paTa IPpaKTHUKa 110 aJl.
1.

Pazgea II.
CbOupane u cpo01aBaHe HA MH(OPMALMS 32 TOA03MPAHU HEKeJIaHU
JexapcrBenu peakuuu (Hos - /IB, op. 102 ot 2012 r., B cuiia ot 21.12.2012 r.)
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Ui 1946. (Hoe - JIB, 6p. 102 or 2012 r., B cmwia ot 21.12.2012 r.)
[TpuTexxaTenaT Ha pa3pelIeHUeTo 3a yoTpeda B U3MBbIHEHNE HA 33bJDKEHUSATA CH 110 YJI.
190 e uIBXEH Ja JIOKYMEHTHpa BCHUYKH CBHOOIICHUS 3a IIOJ03UPAaHU HEXKEITAHU
JICKapCTBEHH PeaKINK, HAOIIOJaBaH Ha TEPUTOPUATA Ha EBPONICHCKIS ChIO3 UIIH B TPETH
J'bp>KaBH, JOKJIAIBAHU MY CIIOHTAHHO OT MEAMIIMHCKY CTICIIUATMCTH WITU OT MAIIMSHTH WU
BB3HHUKHAIIM B TIPOIECa HAa TPOBEKAAHE HA TTOCTMAPKETUHTOBY TIPOYUYBaHUSI.

Un. 1948. (HoB - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1)
[TputexxaTenar Ha pa3pelIeHUETO 3a yIoTpeda o/1aBa 1o eJIeKTPOHEH BT B 6a3ara JaHHU
"EudraVigilance" no ui. 24 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapiaMeHT
u Ha ChbBeTa ChOOIIEHHUS 32 CEPUO3HU MOJO3UPAHU HEXKENAHU JIEKAPCTBEHU PEaAKIIHH,
HACTBIIMJIM Ha TepUTOpUsATa Ha EBporelickusl Chl03 U B TPETU AbP>KaBH, B CPOK A0 15 nHu
OT JjaTaTa Ha MoJyyaBaHe Ha ChOOLICHUETO.

(2) IlputexxarensT Ha pa3pelICHUETO 3a yrnoTpeda 1mojaBa mo eJIeKTPOHEH BT
B Oazata nanHu "EudraVigilance" cpoOuieHuss 3a BCHYKH IOJO3MPAHU HEXKEJIaHU
JICKapPCTBCHH PEAKIIUU, PA3IMYHU OT TIOCOYCHUTE B ajl. |, HACTHIMIN HA TEPUTOPHUSITA HA
EBpomneiickus cb1o3, B cpok 10 90 1HH OT 1aTaTa Ha MOJIydaBaHe HA ChOOIIEHUETO.

(3) Iputexarenar Ha pa3pelICHHETO 3a ynorpeda cienu MmyOJuKaluuTe B
crieruanvM3upaHa MeIMIMHCKA JUTepaTypa u 1okji1aaBa B 06azara nanuu "EudraVigilance"
BCsAKA ONHUCAHA B Hes MOJ03WpaHa HEXelaHa JIEKAPCTBEHA PEaKius C M3KIIOYCHHE Ha
MOJIO3UPAHN HEXKEJaHW JIEKAPCTBEHU pEaKUUu OT JEKapCTBEHU TMPOIYKTH, KOHUTO
ChABPKAT aKTUBHU BEIIECTBA, TOCOUYEHHU B crnuchbka 1o uieH 27 ot Permament (EO) Ne
726/2004 nHa EBpomneiickus mnapiameHT W Ha ChbBeTa U ONHUCAHU B JUTEPaTypHU
W3TOYHUIM, IPOCIEASIBAHN OT EBporelickaTa areHnus 1o JeKapcTBara.

(4) IlputexaTensaT Ha pa3pelIeHUETO 3a ymoTrpeda Cbh3/AaBa MPOIEIYypU 3a
chOMpaHe Ha TOYHH U JOCTOBEPHH JaHHH, TIO3BOJISBAIIN HAyYHA OIEHKA Ha ChOOIICHHUTA
3a MOJIO3MPAaHM HEXKETaHW JIEKapCTBEHM peakiuu. lIpurexarensT Ha pa3pelieHHeTo 3a
ynotpeba cp0upa mnocieaBaiia nHGpopMalus BbB Bpbh3Ka ¢ T€3U ChOOIIEHUS U MPEOCTABS
oOHoBeHuTe nanHu B "EudraVigilance".

(5) ®opmata ¥ ChOBPKAHUETO HA MOKIAAUTE MO ai. 1 - 3 ce ompenensT ¢
Pernament 3a uanbianenue (EC) Ne 520/2012.

Un. 194r. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1)
V3meaHUTETHATA areHIMS 110 JISKapcTBaTa PerucTprupa B cuctemara mo wi. 183 Benuku
CHOOIICHUS 32 [TOI03UPaHH HEXKETIaHU JICKaPCTBEHU PEaKIIUU, HACTHIIIN Ha TEPUTOPHITA
Ha PemyOnuka beirapus, OT MEIUITMHCKA CIICIHATMCTH M OT TAIlUCHTH, U U3UCKBA, TIPU
HEO0OXOUMOCT, TOMBJIHUTENHA HH(OPMALIUS OT MPOCIIEAIBAHETO HA CIyYasl.

(2) Korato cpoOmieHusITa 3a MOJO3UPAHU HEXKEIIAHH JICKAPCTBEHU PEAKIINH,
HACTBIIUIIN HA Teputopusara Ha Pemybnuka bearapus, ca mogajgeHu oT MpHUTEKATENs Ha
paspernieHueTo 3a ymoTrpeba, TOW TPENOoCTaBs JOMBJIHUTENTHA WHGOPMAIHSI OT
MPOCIIeIIBaHeTO Ha CiTyvas mpu noucksane ot MAJL

Un. 194n. (Hos - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1)
W3mpiHUTETHATA areHIys 110 JIeKapcTBaTa 1Mo/aBa Mo eJIeKTPOHEH BT B 0a3ara JaHHU
"EudraVigilance" cboO1ieHus 32 BCHYKH CEpUO3HU MOJA03UPAHN HEXETAHU JICKApPCTBEHH
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peaKIMy, HACTHIIWIA Ha Teputopusra Ha PemyOnmka bwirapusi, B cpok no 15 gam ot
JlaTata Ha IOJy4aBaHETO UM.

(2) M3nbiiHUTETHATA areHIINS 110 JICKapCTBaTa 1Mo/aBa 1o eICKTPOHEH ITbT B
6azara nganau "EudraVigilance" cpoOmeHust 3a BCHYKM MOJO3MPAHH HEKEIaHU
JICKApCTBEHH PEAKIIMH, PA3JIMYHH OT TIOCOYCHUTE B aJI. |, HACTHIIWIIM HA TEPUTOPHSITA HA
Peny6iinka bwirapus, B cpok 10 90 1HU OT aTaTa Ha MOJyyaBaHe Ha ChOOIICHUETO.

(3) U3nbiiHUTETHATA areHIINS 110 JICKapCTBaTa 1Mo/1aBa 1o eICKTPOHEH ITbT B
6azara mannu "EudraVigilance" noknmaam 3a TOJO3MpaHM HEXKENAHU JIEKAPCTBEHU
peakiMu, HACThIIWIM Ha Tepuropusita Ha PenyOmuka bbiarapus, BcienctBue Ha
HempaBWwiIHA ynoTrpeba Ha JIEKapCTBEH MPOAYKT. M3mbIHUTENHAaTa areHuus 1o
JekapcTBara HHGOpMuUpa 3a ToBa MUHUCTEPCTBOTO HA 3PaBEONA3BAHETO U CHCIOBHHUTE
OpraHu3aIlyi Ha METUIIMHCKUTE CTICIIUATUCTH.

(4) Bceku opraH Wi MHCTUTYIHS, B KOSTO € MOCThIMIA MH(MOpMAIHS 32
NOJI03MpaHa HeXKeJlaHa JIEKapCTBeHA PEeaKIvs, HACThIIMIIA Ha TepUTOpHsTa Ha PeryOnmka
boearapus, uagopmupa MAJI 3a ToBa.

(5) Ceappxanuero u hopMarta Ha CHOOIICHHUATA U TOKIAIUTe o ail. 1 - 3 ce
onpenensat ¢ Permament 3a uznbianenue (EC) Ne 520/2012.

Un. 194e. (HoB - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1)
M3npiHuTENHATA areHIys Mo JIeKapcTBaTa MOJdydaBa MOoJajeHaTa OT IMPUTEXKATeNs Ha
paspelieHueTo 3a ymnorpeba HUHpOpMalus 3a CEpPUO3HU IMOJIO3UPAHH HEXEJIaHU
JICKapCTBEHH PEaKIIMU, HACTHIIWIA Ha TepUTOpHATa Ha EBpomneiickus chio3 WM B TpeTa
IbprKaBa, upe3 06azara qanuu "EudraVigilance".

(2) UsuckBanusTa 3a MOHUTOpHpaHe Ha HHpopmanusTa B 0azara JaHHU
"EudraVigilance" ce onpenenst ¢ PernmamenT 3a msnbanenue (EC) Ne 520/2012.

UYn. 194x. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B npoueca
Ha oOmeH Ha uH(popMmauus WMAJI, mputexarenure Ha paspelieHHe 3a yrnorpeda u
EBponeiickata areHius mo JiekapcrBara CU ChbTPYAHMYAT 32 OTKPHUBaHE Ha AyOJIUpaHU
CHOOIIEHHS 32 TTOJI03MPAHH HEXKEJIAaHH JICKAPCTBEHN PEaKIINH.

Pazgea I11.
Ilepuoauynu akTyaJusupanu Aokjaaau 3a 6esonacuoct (Hos - IB, 0p. 102 ot
2012 r., B cuiia ot 21.12.2012 r.)

Un. 1943. (Hos - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 1.) (1)
[TputexaTelaT Ha pa3pelIeHHeTo 3a yroTpeda € JUIHKEH J1a PEJ0CTaBs 10 eJIEKTPOHEH
nbT Ha EBpormeiickara areHIus Mo JeKapcTBaTa MepruoJUYHH aKTYaTu3UpaHu JOKIIAIu 32
0€30MacHOCT, KOUTO ChIbPIKAT:

1. 0000mieHuss Ha [aHHUTE OTHOCHO CBHOTHOIIEHUETO TON3a/pUCK Ha
JICKAPCTBEHHS TPOAYKT, BKIIOYHTEITHO PE3YJITATHTE OT BCHUYKH TPOYYBAHUSA, C OTJIE]
MOTEHIIMATHOTO UM OTPAKEHHE BHPXY pa3pelIeHueTo 3a ynorpeoa;

2. Hay4YHa OIEHKA Ha ChOTHOIIICHUETO T0JI33/pUCK Ha JICKAPCTBEHUS MTPOIYKT;
OIIEHKaTa c€ OCHOBABa HAa BCHMYKH HAJWYHH JAHHH, BKIIOYUTEIHO Ha JAHHHU OT KIIMHUYHU
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M3MUTBAHUA 32 HEpa3peIICHU MOKa3aHUs U 3a LIEJICBU I'PYNH, KOUTO HE Ca BKIIIOUEHU B
KpaTKaTa XapaKTEepPUCTHUKA HA TIPOAYKTA;

3. BCMUKM JIaHHU 3a o0eMa Ha MpojaxOuTe Ha JIEKapCTBEHHsI MPOAYKT U
BCSAKAaKBa Apyra wHGoOpMalus, ¢ KOSTO MPUTESKATEIAT HA Pa3pelICHUETO 3a ymoTpeda
pasrmosiara, OTHOCHO o0eMa Ha MPEeANHCAHUSTA, BKIIOUUTEIHO NpUOIU3UTeNeH Opoil Ha
JUIaTa, ynoTpeosiBaI JICKApCTBEHUS MPOAYKT HIIM M3JI0KEHH HA BB3JICUCTBUETO MY TIO
JIpyra npuyuHa.

(2) Cpabpxanuero u popMaTa Ha €ACKTPOHHUTE IEPUOTUYHH AKTyaTU3HPAHH
JIOKJIaaM 3a 6e30macHoCT ce onpenelst ¢ Permament 3a usmbianenue (EC) Ne 520/2012.

(3) Uadopmanmsita o an. 1 ce chOUpa U chXpaHsBa B peTUCTHP, Ch3IAICH T10
pena Ha wieH 25a ot Permament (EO) Ne 726/2004 na EBpomeiickus mapiiamMeHT U Ha
CnBeTa, 1 ¢ nocrbiiHa 3a MAJL

Un. 194u. (Hos - B, Op. 102 or 2012 r., B cuma ot 21.12.2012 r.)
[TpurexxaTenure Ha paspeuieHHs] 3a YynoTpeOa/yIoCTOBEpEeHHs 3a pPErucTpauus Ha
JeKapcTBeHU NpoAyktu mo wi. 28, 30, 35 u 37 nonaBaT NepuOAWYHHU AKTYaIM3UPAHU
JOKJIau 3a 6€30MacHOCT caMo B Cy4aH, Korarto:

1. mojmaBaHeTO Ha JOKIAJ € ycloBUE MO Wi. 55a uiau 56, BOHCAHO B
pa3pelIeHueTo 3a ynotpeda/y10CTOBEPEHUETO 3a PETUCTPaLUs, TN

2. VM3mpaHMTENHATA areHIMs 1O JeKapcTBaTa WM PEerylaTOPeH OpraH Ha
Ipyra IbpskaBa 4ieHKa M3MCKBA TOBA Bb3 OCHOBA HAa ChOOpaXKEHUS 3a 0€30MacHOCTTa Ha
JICKapCTBEHUS NMPOAYKT WJIHM MOPAJIN JIUTICA HA MEPHOANYHH aKTyaTH3UpaHH JOKIAIN 32
0€30MacHOCT 32 aKTUBHOTO BEIIECTBO, CHABPIKAIIO CE B JIEKAPCTBEHUS IPOAYKT, HA KOHUTO
€ M3/1aJICHO pa3pelieHne 3a ynorpeda/yJo0CTOBEpEHHE 3a PETHCTPALISI.

Un. 194k. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B
paspelieHneTo 3a ynorpe0da/yJoCTOBEpEHUETO 3a PErHCTpalys ce ONpeAess YecToTa Ha
[0/1aBaHe Ha MEPUOJINYHHUTE aKTyaIU3UpPaHU JOKIaAM 3a 0€301acHOCT.

(2) Jatute Ha mo/aBaHe Ha AOKJIAIUTE B 3aBUCUMOCT OT YecToTaTa mo aj. |
Ce M3UMCIABAT OT JaraTa Ha M3J/laBaHe Ha pa3pelIeHHeTo 3a ynoTpeda/y10CTOBEPEHUETO
3a perucTparms.

(3) lleprognuHuTe aKTyaIM3UPAHU TOKJIAIH 3a 0€30MMaCHOCT CE IMOaBaT mpe3
CIEHUTE BPEMEBU HUHTEPBAIM, C M3KIIOUEHHE Ha CIydauTe, KOraTo 4ecToTara Ha
NoJaBaHe Ha JOKJIAJUTe € YCIOBME 3a W3/laBaHe Ha pa3pelIeHHeTo 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PETUCTPALUs WM € OIpelesieHa B ChOTBETCTBHE C YII.
19411, 194Mm u 194H:

1. Ha Bceku 6 Mecema OT Jarara Ha M3[aBaHE HaA pPa3pEIICHUETO 3a
ynoTpe0a/y10CTOBEpEHUETO 3a perucTpaius Ha JIEKapCTBEH MPOAYKT N0 Jarara Ha
MyCKaHETO MY Ha Ia3apa;

2. Ha BCeku 6 Mecela Mpe3 MbPBUTE JBE T'OJAMHU OT JaTara Ha MycKaHe Ha
naszapa Ha JeKapCTBEHUs MPOAYKT;

3. BEIHBK TOJUIIHO MPe3 CIIeIBALUTE JIBE TOJUHMU;

4. BeOHBXK Ha TPU FOJAMHHM CJI€]l YETBbPTAaTa TOJUHA OT JaTaTa Ha MyCKaHe Ha
nasapa Ha JeKapCTBEHHUS MPOTYKT.
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(4) U3BbH ciyyaute mo an. 3, NEpUOJUYHUTE AKTyaIM3UpPAaHU JIOKJIAAU 32
0€30MacHOCT ce nojaBaT He3abaBHO npu nouckBaHe oT MAJI unu perynaropeH opras Ha
J'bp>KaBa YJIeHKa.

(5) Annnen 3 u 4 ce npwiarat U 3a JIEKapCTBEHU NPOAYKTHU, Pa3pELICHH 3a
ynoTtpeba camo Ha TepuTopusiTa Ha PenyOnuka bbirapus, Kouto He nonajar B o0XBaTa Ha
. 194:.

Uin. 194n. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Korato
JICKApCTBCHH TPOAYKTH, KOHMTO ChIbPXKAT €IHO W CHIIO AKTUBHO BEIIECTBO HIIH
KOMOWHAIHMS OT €HH M CHIU aKTUBHU BEIECTBA, Ca MOJTYYHMIIA OTACTHU Pa3pelIcHHs 3a
yInoTpeda/yI0CTOBEpEHUE 3a pPErHCTpanus, 4YecTroraTa ¥ JaTUTe Ha I[oJaBaHe Ha
NEPUOIMYHUTE aKTYaJIM3UPaHU JOKIAAU 332 0€30MacHOCT MOXe J1a ObJaT MPOMEHEHU U
XapMOHHU3UPAHU C OTJIe]l U3BBPIIBAHE HA CIUHHA OIICHKA Ha TE3U JIOKJIa IH.

Ui 194m. (Hos - JIB, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.) (1) HaTuTe
Ha TI0J]aBaHE HA TNCPUOJMYHUTE AaKTyalIM3WpaHH JOKJIagu 3a Oe30MacHOCT 3a
JICKApCTBEHUTE MPOAYKTH 10 Wwi. 19411 ce n3umncnsaBaT cboOpa3Ho pedepeHTHATA JlaTa Ha
EBponeiickus cpro3.

(2) Pedepenthara nata Ha EBponetickust ¢bro3 mo ain. 1 e:

1. maraTa Ha TBHPBOTO paspemieHue 3a ynorpeda B EBpomelickus cpro3 Ha
JICKapCTBEHHS TPOJIYKT, ChIbPIKAI ChOTBETHOTO aKTHBHO BEIIECTBO WJIM ChOTBETHATA
KOMOWHAIHSI OT aKTHBHU BEIIECTBA, WIIN

2. Hal-paHHaTa OT M3BECTHUTE JIaTH Ha pa3pelieHHsTa 3a ynorpebda Ha
JICKapPCTBEHHSI TIPOYKT, CHIBPKAI] ChOTBETHOTO aKTUBHO BEHIECTBO WJIM CHOTBETHATA
KOMOHMHAIMs OT aKTMBHU BEIIECTBa, aKO JaTara, rmocoyeHa B T. 1, He Moxe na Obae
yCTaHOBEHA.

Un. 194n. (Hos - IB, 6p. 102 or 2012 r., B cuia ot 21.12.2012 1.) (1)
[TputexxaTenar Ha pa3pelieHrueTo 3a yrnorpeda Ha JEKApCTBEHU MPOAYKTH Mo 4. 194n
MO’K€ Jla MoJajge MOTHBHpPaHO HCKaHe o Komwurera 1o jekapcTBEHHUTE MPOIYKTH 3a
XyMaHHa ymoTpeba, ChOTBETHO 1O KOOpAMHAIIMOHHATa Tpyma mo wi. 77, ain. 2 3a
omnpezensHe Ha pedpepeHTHa nata Ha EBponelickust ¢h103 WM 3a MPOMSIHA HA YECTOTaTa Ha
MoJIaBaHe Ha MEePUOJUYHU aKTyallMu3UpaHu TOKJIaIu 3a 6€30MacHOCT Ha €THO OT CIIEIHUTE
OCHOBAaHHUS:

1. mpuYMHHU, CBBP3aHU C OOILECTBEHOTO 3/PaBE;

2. 3a 1a ce nu3berne qyOaupaHe Ha OLICHKA;

3. 3a J1a ce MOCTUTHE MEKIyHapOIHA XapMOHU3AIIHS.

(2) KomuterpT mno JeKapcTBEHHTE IMPOAYKTH 3a XyMaHHa YroTpeoa,
CHOTBETHO KOOpJMHAIIMOHHATA Tpyna o wi. 77, all. 2 ciel KOHCYATAlluu ¢ KOMUTETa 110
4. 56a, an. 1, T. 1 0moOpsiBa MICKaHETO WJIM TIPaBU MOTUBUPAH OTKA3.

(3) YecroTara Ha momaBaHe u pedepeHTHATa nata Ha EBpomneiickus chio3 ce
ONPEAEIIAT Ce] KOHCYITaus ¢ KoMuTeTa no 4i. 56a, an. 1, 1. 1 ot:

1. Komutera mo jekapcTBEHHUTE MPOAYKTH 3a XyMaHHa ymnoTpeba - Korato
MOHE €IHO OT pa3peuleHHsATa 3a ynorpeda 3a JIEKapCTBEHH HPOAYKTH, ChIbpiKalld
CBOTBETHOTO aKTHBHO BEIIECTBO, € MPEJIOCTABEHO B CHOTBETCTBUE C LIEHTpaIM3UpaHaTa
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npouenypa, npeasuaena B as1 I, rmaBa 1 ot Permament (EO) Ne 726/2004 nHa
EBpomnelickus napiameHT 1 Ha CbBeTa, Win

2. KOOpJAWHAIIMOHHATA rpyna mno 4ia. 77, ajg. 2 - 3a cilyyad, pa3jiudHd OT
IIOCOYEHUTE B T. 1.

(4) CriucwKbT ¢ pedepeHTHUTE JaTh Ha EBpoOIIeiicKus Chr03 Ha JICKAPCTBEHUTE
MPOJIYKTH O Wwi. 1941 1 XapMOHU3MpaHaTa 4€CTOTa 3a MO/JAaBaHEe Ha MEPUOJUYHUTE UM
aKTyaJlu3UpaHu JIOKJIaau 3a 0e30macHOCT ce myOnuKyBaT Ha EBpomeiickusi MHTEpHET
noprai mo 4ui. 68, an. 1, T. 4.

(5) IlpurexaTensaT Ha pa3pelIeHUETO 3a yInoTpeda ciiel MmyOoJIMKyBaHETO Ha
nmaHHUTE 10 ai. 4 npenctass B MAJI 3asBieHne 3a MpoOMsIHA Ha pa3pelIeHUETo 3a ynorpeba
Ha CHOTBETHMSI JICKAPCTBEH NPOAYKT. Bcsika mpoMsHa Ha JaTuTe Ha IOJaBaHEe M Ha
YyecToTara Ha IMOJaBaHE Ha TMEPHOAMYHUTE aKTyaIM3UpPaHU JOKIAJU 3a 0e30MacHOCT,
ONpezieNieHn B pa3pelleHusiTa 3a ynoTpeba, BiIM3a B cuia 6 Mecela ciel naraTa Ha
MyOJIMKYBaHETO M.

Un. 1940. (Hos - JIB, Op. 102 ot 2012 r., B cmra ot 21.12.2012 1.) (1)
W3nbaHuTEenHATa areHIus MO JIeKapcTBaTa OLGHSBA MEPUOJUYHHUTE aKTyalIH3UPaHU
JIOKJIa U 3a 0€30I1acCHOCT 3a JIEKAPCTBEHUTE MPOIYKTH, 32 Ja ONPEENN AU Ca HAJIUILIE
HOBM PUCKOBE, HJIM IPOMSIHA B YCTAHOBEHHUTE PUCKOBE, WJIHM MPOMSIHA Ha CHOTHOILIEHUETO
T0JI133/pHUCK.

(2) U3nbnHuTeNnHATA areHIMs MO JeKapcTBaTa U3BBPILIBA €IMHHA OIEHKA Ha
MEePUOIUYHUTE aKTYATU3UPAHU JOKIaAH 3a O€30MacHOCT 3a JICKaPCTBEHUTE MPOIYKTH, 32
kouto Pemybnuka bbarapus e usnbiaHsBana QyHKuuuTe Ha pedepeHTHa AbpiKaBa IO
CMHUCHJIA Ha 4. 76, U € omnpeiesieHa OT KOOpAUHAIMOHHATA Tpymia 1o wi. 77, an. 2.

(3) Hoxmamuuk ot PemybOnuka bbirapus yyacTBa B €IMHHATa OIEHKAa Ha
MEPUOIUYHUTE aKTyaTu3UpaHU JOKJIATu 3a O€30MacHOCT 3a JIEKAPCTBEHH MPOIYKTH,
KOraTo MOHEe €IMH OT MPOJYKTUTE € pa3pelieH 3a ynorpebda mo pena Ha Pernament (EO)
No 726/2004 na Epomeiickusi napiamMeHT U Ha ChbBeTa, U € OINpPEIENICH 3a TaKbB OT
KOMHUTETA 110 4ujl. 56a, an. 1, T. 1.

Un. 194n. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B
ciaydyaute 1o 4. 1940, an. 2 u 3 UAJI, cboTBETHO JOKIaAUUKBT 0T Penmybnuka boarapus
B CpoK A0 60 1HM OT Jarara Ha NOJy4aBaHE Ha NEPUOAMYHUS aKTyaau3UpaH JOKJIaJ 3a
0€30MacHOCT M3rOTBA OLEHBYEH JOKIaJ M IO H3Mpalia MO eJIeKTPOHEH NbT Ha
EBpornelickata areHius IO JIEKapcTBaTa M Ha PETYJATOPHUTE OpraHd Ha JIbp)KaBUTE
wieHkH. [IpurexarensT Ha pa3pelieHueTo 3a ynorpeda rnoixydyaBa OLEHbYHUS JOKIIAL OT
EBpomnelickara areHius 1o jJeKkapcTpara.

(2) B cpox o 30 auu OT mosiydaBaHe Ha JIOKJaja 1o aj. | mpuTexareisaT Ha
pa3pelIeHneTo 3a yrnoTpeda WK peryaaTopHUTe OpraH Ha Abp)KaBUTE WIEHKHU MOTraT Ja
IIPEACTABAT CBOMTE KOMEHTapu 10 EBpomneiickara areHius no jekapersara u 1o MAJL

(3) B cpoxk 1o 15 nHu oT nataTa Ha ojiydyaBaHe Ha KoMeHTapuTe 1o ai. 2 MAJI
aKTyaJlu3Hupa OLEHbYHUS JTOKIa/l, KaTo B3eMa MIPEeIBU]l BCHUKH IIPEICTAaBEH! Bb3paKEeHMUS,
U IO M3MIpala Ha KOMHUTeTa 1Mo wi. 56a, ai. 1, 1. 1 3a oqo6peHue u npenopbKa.

(4) EBpomeiickara areHuMsi Mo JieKapcTBaTa BKJIIOYBA NPHUETHS OLIEHbYEH
JOKJIaJ U IIpENopbKaTa Ha KOMUTETa 0 WiI. 56a, an. 1, T. 1 B peructbpa no wi. 1943, an. 3
U TO M3Mpallla Ha MPUTEKATENS Ha Pa3pelIeHHETo 3a yrnoTpeoa.
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Uin. 194p. (HoB - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Korato
PenyOiiuka bbarapust He € TOKIaauMK B mponeaypara mo wi. 1940, an. 2, MAJI moxe ma
IpeJICTaBu KOMEHTapu B cpoka mo wi. 194m, an. 2 no EBponeiickata areHuus Io
JeKapcTBaTa U 10 PEeryjlaTOpHUsS OpraH Ha JIbp)KaBaTa WIEHKA, M3TOTBUJ OLIEHBYHUSA
JOKJIA.

Ui 194c. (Hos - 1B, 6p. 102 012012 1., B cunma ot 21.12.2012 1.) (1) B ciiyuaii
HAa €JUHHA OICHKAa HAa NEPUOAMYHU AaKTyalH3UpaHU AOKIAAM 3a Oe30MacHOCT Ha
JICKapCTBEHH MPOAYKTH MO Wi. 19471 U KOraTo HUTO €IHO OT pa3pelieHusITa 3a ynorpeda
Ha TE3W MPOAYKTH He € u3naneHo mo peaa Ha Permament (EO) Ne 726/2004 nHa
EBpomneiickus napaameHT 1 Ha CpBeTa, KOOpIMHAIMOHHATA TpyIia 1o Wi. 77, ajl. 2 B CPOK
10 30 qHU OT JaTara Ha MOJy4YyaBaHE Ha MPENopbKaTa OT KOMUTETA 1Mo wi. 56a, an. 1, 1. 1
U3/laBa CTAHOBMILIE OTHOCHO 3ala3BaHETO, IPOMSIHATA, CIIMPAHETO WUJIM MPEKPaTsIBAHETO
Ha CHOTBETHUTE pa3pelleHusi 3a ynorpeda, BKIIOYUTEIHO IpaduK 3a M3MBIHEHUE HA
CTaHOBHUILETO.

(2) Koraro mpencraBeHuTe AbprKaBH WICHKHA B KOOPAMHALIMOHHATA TPYyIIa 110
wl. 77, ajl. 2 HOCTUTHAT ChIJIaCUE OTHOCHO JAEUCTBUSATA, KOUTO TpsAOBa J1a ce peArnpuemar,
NAJI u3nbiHsBa MPUETOTO PEIICHUE.

(3) Koraro cranoBumiero mo ai. 1 e 3a crnupaHe WM NpeKpaTsBaHE Ha
pa3pelieHueTo 3a ynorpeda, u3NbJIHUTETHUT qupekTop Ha MAJI u3nasa 3amnoBen.

(4) KoraTo B cTaHOBHUIIETO 10 al. 1 ca mpenopbyaHU MIPOMEHH B U3/1aJIEHOTO
paszpeleHue 3a ynorpebda, mpuTexaTelaT Ha pa3pelieHrueTo 3a ynorpeda nojgasa go MAJI
3asiBJICHUE 3a IPOMSIHA, BKIIIOUBAIIO aKTyall3upaHa KpaTka XapakTepUCTHKa Ha IPOAYKTa
U JINCTOBKA, B PAMKHTE Ha OTNpeAeNeHus rpaduk 3a U3MbIHEHHE.

(5) Koraro He Mmoxe ma ObJie MOCTUTHATO ChIJIACHE B paMKHTE Ha
KOOpPJMHALIMOHHATA Tpyma 1o wi. 77, aj. 2, o3UlMsITa Ha MHO3UHCTBOTO OT AbP’KABUTE
WIEHKH ce npefocraBs Ha EBpomnelickata KoMHCcHs, KOATO IpUEMa pellIeHre 3a MPOMsHa,
CIIUpaHe WM MPEKpaTsBaHe Ha pa3pelleHusiTa 3a ynorpebda, u3iaaeHu OT ChOTBETHHUTE
perynaTopHU OpraHy Ha AbpKaBUTE YIECHKH.

(6) UsmbnHuTEeNHATA areHIus Mo JeKapcTBara Mpuiara BpEeMEHHUTE W/WIH
OKOHYATEJIIHUTE MEPKH OT PEUIEHUETO IO all. 5.

Y. 194T. (HoB - 1B, 6p. 102 012012 1., Bcunaor 21.12.2012 r.) (1) B cnyuait
Ha €JMHHA OIICHKa Ha TNEepUOJUYHU aKTyaJU3UpaHU JOKIaaud 3a Oe30MacHOCT Ha
JIEKapCTBEHH MPOJAYKTH 110 4. 19411 1 KOTaTo OHE €THO OT Pa3pelICHHsITa 3a YyIoTpeoa €
uznageno no pena Ha Permament (EO) Ne 726/2004 na EBpomelickus mapiaMeHT U Ha
CoBera, KoMuTeThT 10 JIeKapCTBEHUTE MPOIYKTH 3a XyMaHHa ynorpeba B cpok 10 30 1Hu
OT IIOJIy4aBaHETO Ha MPENopbKaTa OT KOMHUTETa o wil. 56a, ain. 1, T. 1 u3xaBa craHOBUILE
OTHOCHO 3aIla3BaHeTo, U3BMEHEHUETO, CIIUPAHETO WU MPEKPATSIBAHETO Ha BaJIUAHOCTTA Ha
CBHOTBETHUTE pa3pelieHus] 3a yrnoTpeda, BKIIOYUTETHO IpaduK 3a HM3MNbIHEHHE Ha
CTaHOBHILETO.

(2) Korarto B cTaHOBHIIETO IO all. 1 € u3pa3eHa mo3uuus 3a npeanpueMane Ha
peryiaTopHu AEWCTBUS MO OTHOLIEHHE Ha paspelieHusTa 3a ynortpeba, EBpomelickara
KOMUCHSL:
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1. mpuema penieHre 3a NIpOMsHA, CHOHpPaHE WIM TMpeKpaTsBaHE Ha
pa3pemieHusTa 3a ynorpeba, m3ganenu mo pena Ha Permament (EO) Ne 726/2004 nHa
EBporneiickust napsiameHT 1 Ha ChBeTa;

2. mpuema petieHue ¢ IpenopbKa 3a MpoMsHa, CIUpaHe WM MPEeKpaTsIBaHe Ha
pazpelieHusiTa 3a ynorpeda, W3laJeHH OT CHOTBETHUTE pEryJaTOPHU OpraHu Ha
TbPKABUTE YICHKHU.

(3) UsnbnHuTenHaTa areHuus Mo JjeKapcTBara Mpujiara BpeMEHHUTE W/WIH
OKOHYATEJIHUTE MEPKH OT PELIEHUETO 110 all. 2, T. 2.

Pazgen IV.
Cunemna npouenypa Ha nuso EBponeiickus cb1o3 (Hos - /1B, 6p. 102 ot 2012
r., B cuia or 21.12.2012 r.)

Un. 194y. (Hos - IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.) (1) Cnemna
npoienypa Ha HUBO EBpomnelickusi cbhio3 Moke aa Obae nHunuupana ot EBponelickara
KoMucus, oT EBponeiickaTta areHIus 1o jJekapcTBara Wid OT IbpKaBa WieHKa.

(2) (U3m. - B, 6p. 18 ot 2014 r.) MU3mbaHuTeHATa areHus 1O JeKapcTBaTa
WHUIMUpa CIEIIHA Mpoleaypa IO peda Ha TO3W pas3fell 4pe3 yBeIOMsBaHE Ha
peryiaToOpHUTE OpraHd Ha JpYyruTe AbpkKaBuW 4WieHKH, EBpomeiickara areHius Mo
nekapctBata u EBpomeiickata KOMHCHSA, KOraTo MO ChOOpaKeHHs, CBBpP3aHU C
IpOCJIE/IIBAaHE Ha JIeKapCTBEHaTa OE30MaCHOCT, MPELEeHH, Y€ 3a JAaJeH JIeKapCTBEH
MPOIYKT, MyCHAT Ha OBArapckusi maszap, € HEoOXOAUMO MIpeanpHeMaHe Ha HSAKOS OT
CJIETHUTE MEPKHU:

1. ciupaHe WM MpeKpaTsIBaHe Ha Pa3pelIeHHeTo 3a ynoTpeoa;

2. 3a0paHa Ha Pa3NpPOCTPAHCHUETO HA JIEKAPCTBEH MPOJIYKT;

3. u3aBaHe Ha OTKa3 3a MOJAHOBSIBAHE HA PAa3pPEIICHUETO 3a yrnoTpeda.

(3) (U3m. - IB, 6p. 18 ot 2014 r.) M3mbaHuTeIHATA areHIUs 1O JIEKapcTBaTa
WHULIMKMpA IpoLEeaypaTa Mo al. 2, Korato € yBeIoMeHa OT IPUTEXKATeIsd Ha pa3pelieHUeTo
3a ynotpeba, ye Mo ChOOpaKEHHs, CBBbP3aHU C IMpOCJeNsBaHE Ha JIEKapCTBEHATa
0€30MacHOCT, MPEYCTaHOBSBA PA3MPOCTPAHEHUETO HA JIEKAPCTBEHHUS MPOIYKT WU €
Ipearpuen, Wik Bb3HaMepsiBa J1a IpeanpreMe JeiCTBUS 3a U3TErNITHETO My OT mas3apa,
WM HSAMA J1a OpeanpueMe ACHCTBUSA 3a MOJHOBSIBAHE HAa W3JIaJIEHOTO pa3pelIeHue 3a
ynorpeoa.

(4) (M3m. - IB, Op. 18 ot 2014 r.) M3mbIHKUTENHATA aT€HIIUSA 110 JIEKapcTBaTa
MOKE Ja MHHUIMMpa Mpolenypara Mo aid. 2 ¥ B CllydauTe, KOraTo MpeleHH, 4ye IO
ChOOpaKEHUs, CBBP3aHH C MPOCTEAsSBaHE HA JIEKapCTBeHaTa O€30MacHOCT, 3a JaJieH
JIEKapCTBEH MPOJYKT TpsiOBa Ja ObAaT J00aBeHH HOBU MPOTHBOIIOKA3aHUS WIH Aa Oble
HaMaJIeHa TpernopbYBaHaTa 1032, WU MOKa3aHUATa Ja ObAaT OrpaHUYeHH.

(5) (U3m. - IB, 6p. 18 ot 2014 r.) U3mbaHuTEIHATA areHIMs 10 JIeKapcTBaTa
npenocraBs Ha EBponeiickara areHIus Mo JieKapcTBaTa U Ha PEerylaTOpHUTE OpraHu Ha
JIPYTUTE AbPXKABU UYICHKH IsUIaTa HaydHa WHGOpMAIMs, C KOSATO pas3roJiara, KakTo |
M3BBpILICHATA OLIEHKA HA JaHHUTE, U MOTUBHUTE 332 HUHUIIMMPAHE Ha IPOLeaypaTa 1o peaa
Ha TO3H pa3fell.

(6) (M3m. - IB, 6p. 18 ot 2014 r.) B cnyuaute mo an. 2 - 4 EBponeiickara
areHuus 1o JekapcrBara yBeaomsiBa MAJl 3a 3amouBaHe Ha mpouenypaTa, KOratro
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OIaceHHUATa BbB Bpb3Ka ¢ 0€30MaCHOCTTA C€ OTHACST U J0 APYTH JIEKApCTBEHU MPOIAYKTH,
KOUTO MPUHAJICKAT KbM €JHA U ChIIIa TePANeBTHYHA TPYIIA UM ChIBPKAT SIHO U CHIIO
AKTHBHO BEIIECTBO C MPOAYKTA, MOCOYEH B MH(OpMAIMATA MO aj. 5, UKW KOraTo TO3U
JICKapCTBEH MPOJYKT € pa3pellieH 3a yrnoTpeda u B Ipyra Uilu B IPYTU AbPIKABH WICHKH.

(7) (U3m. - ]IB, 6p. 18 ot 2014 1.) B cirygaute mo aii. 4, Korato He ce Hajiara
na ce mpennpuemar crienran mepku, MAJI npunara npoueaypara mo wi. 77 wim 790.

(8) (Homa - 1B, 6p. 18 ot 2014 r.) U3nbHATETHATA areHIIMS 110 JIEKapCTBaTa
uHpOpMHpa IPUTEKATENS HA pa3pelIeHUeTo 3a yrnorpeda 3a 3armouBaHe Ha Ipoleaypara
0 pe/ia Ha TO3H pas3/ell.

Ui 194¢. (Hor - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 1.) (1) B
ciayyaute no wi. 194y, an. 2, koraro mpeueHu, 4e € HeoOXOAUMO Jia ce MpeArpruemMar
CIEIIHM MEpKHU 3a 3amuTa Ha oOmiecTBeHoTO 31apase, MAJl moxke BpeMEHHO Ja crpe
paspenieHueTo 3a ynorpeba u ga 3abpaHu ynoTpedara Ha JICKApCTBEHUs MPOAYKT Ha
Teputopusita Ha PenyOnuka bbarapus 1o mpueMaHe Ha OKOHYATEIHO PEHICHHE MO YJl.
1944 unu 1941m.

(2) UzmpnauTenHaTa areHIMS O JieKapcTBaTta yBeAoMsBa EBpomeiickaTa
areHIys 1o JieKapcTBara, EBponeiickara KOMUCHS U PETYJaTOPHUTE OPTaHU Ha JIPYTUTE
IbpXKABU YJICHKU 3a MPEINpPHETUTE MEPKH MO al. 1 B CPOK OO eAuH paboTeH JeH OT
IpUJIaraHeTo UM U MOCOYBAa MOTHUBHUTE 32 TOBA.

(3) Koraro M3neiaHuTenHaTa areHIus M0 JIeKapcTBaTa yyacTBa B IIpolieypara
110 TO3M pa3ied, o uckane Ha EBponeiickata komucust MAJI npennpuema npenopb4aHuTe
BPEMEHHH MEPKH MO OTHOIICHHE Ha Pa3pelIeHUETOo 3a ynoTpeda Ha JIeKapCTBEH MPOAYKT,
WJTM KOTaTO JICKAPCTBEHUAT MPOIYKT € pa3peliieH 3a ynorpeda mo pena Ha Permament (EO)
Ne 726/2004 na EBponeiickus napaameHT U CbBeTa - 10 OTHOILIEHHE HA CaMUsl TIPOJIYKT,
JI0 IPUKJITIOYBAaHE Ha MPOIleTypara.

Un. 194x. (Hos - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.)
M3nbaHuTEeNHATa areHIUs Mo JieKapcTBaTa MyOJHMKyBa CHOOIICHHE HAa HAIIMOHAIHUS
WHTEpHET mopTai 1o ui. 185, an. 1 3a HaunHa, Mo KOUTO 3aMHTEPECOBAHUTE CTPAHU MOTaT
na mpeaoctaBat nHpopmanusa Ha EBponeiickus uHTepHeT moprani mo ui. 68, an. 1, 1. 4 3a
JIEKapCTBEHMSI MIPOAYKT - MPEAMET Ha Tpoieaypara mno 4wi. 194y, u 3a Bb3MOXKHOCTTA Ja
y4acTBaT B OOIIECTBEHO 00CHK/IaHe, aKO TAKOBa € 00SBEHO.

Un. 194u. (Hos - IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 1.) (1)
Komurerst mo wi. 56a, am. 1, 7. 1 B cpok g0 60 gHM OT marara Ha OOsBSIBaHE Ha
npouenypara Ha EBponeiickusi MHTEpHET MOPTaJl U3TOTBI MOTUBHpAHA MPENOPBKA.

(2) [IputexkaTenar Ha pa3pelIeHUETo 3a ynorpeda Moxe B cpoka 1o ai. 1 aa
MPEA0CTaBH MUCMEHU KOMEHTapH.

(3) [Ipenopbkata no an. 1 ce myonukysa Ha EBpomnelickusi ”HTEpHET mopTan
mo ui. 68, an. 1, T. 4 u chabpKa €AHO UM TTOBEYE OT CJIEIHUTE 3aKIFOUCHHUS:

1. He e HeoOXOJWMO AOMBIHUTEIIHO NPOYYBAaHE WA TPEANPUEMaHE Ha
JEHCTBHUS Ha OOIIHOCTHO HUBO;

2. TpUTeXaTelsiT Ha pa3peuleHHeTo 3a ymnoTpeda TpsOBa Ja H3BBPLIN
JOMBIHUTEITHO MTPOYYBAHE U aHAIIW3 HA JAHHUTE;
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3. TpuUTEeKATENAT Ha pa3pelIieHUeTo 3a yrnorpeba TpsOBa ga mpoBene
MOCTMAapKETUHTOBO POYYBaHE 3a 0€30MaCHOCT C MOCJIEABAIA OI[CHKA Ha Pe3yJITaTUTEe OT
HETO;

4. nppkaBaTa WICHKA WM MPUTEKATENAT Ha Pa3pelIeHUeTo 3a yrnoTpeda aa
NPUJIOKH MEPKH 32 HaMaJIsiBaHE HA PUCKA;

5. pa3pemieHueTo 3a yrnorpeda TpsOBa aa Oblie CIPSHO, MPEKPATSCHO WIH Ja
ObJIc M3/1JICH OTKA3 3a MOTHOBSIBAHETO MY;

6. pa3pelieHneTo 3a yrnorpeda TpsoBa 1a Ob/1e IPOMEHEHO.

(4) KoHkpeTHUTE MEPKH 110 aJl. 3, T. 4, KAKTO M YCJIOBHUATA U OTPAaHUYCHUSATA,
KOMTO cjeaBa Ja ObJaT BKIIOYEHH B pPa3pelICeHHMETO 3a ymoTpeda, ce IMocouBarT B
npenopbKara.

(5) B ciayuaute mo ai. 3, T. 6, KOraTro MPOMEHUTE Ca CBHP3aHU C U3MCHECHUE
wini o0aBsHe Ha MH(OpMAIMS B KpaTKaTa XapaKTePHCTUKA, BbPXY OIMAaKOBKAaTa WM B
JUCTOBKATa Ha JICKAPCTBCHHUSI TPOIYKT, B MPENIOPHKATa ce BKIIOYBAT (POPMYIHpOBKATa HA
NpOMEHEHaTa WM Jo0aBeHaTa MHQOpPMALHUsS M MSCTOTO, KBJIETO ClieaBa TS 1na Oble
HaHECeHa.

Y. 1944. (Hos - 1B, Op. 102 ot 2012 1., B cuita ot 21.12.2012 1.) (1) Korato
B 00XBara Ha npoueaypara o wi. 194y He e BKIIIOUYEH JIEKAPCTBEH MPOIYKT, Pa3pelieH 3a
yrnorpeba o pena Ha Permament (EO) Ne 726/2004 na EBpormeiickus mapiaMeHT U HA
CpBeTa, KOOpIMHALIMOHHATA Ipyna 1o 4. 77, ai. 2 Bb3 OCHOBA Ha MpEnopbKara 1o 4.
19411 B cpok no 30 nHM OT Aarara Ha IOJIY4aBaHETO I H3/1aBa CTAHOBUILIE OTHOCHO
3ara3BaHeTo, IPOMSHATa, CIIUPAHETO, IPEKPATIBAaHETO HA BaJIMHOCTTa HA ChOTBETHUTE
paspemnieHns 3a ynorpeda MM OTKa3 3a MOJHOBSIBAHETO WM, BKJIIOYHTETHO rpaduk 3a
U3IIBJIHEHHE Ha CTAHOBHUIIIETO.

(2) KoraTo B cTaHOBUIIETO € IPENOPBHUYAHO MPEATNpUEMaHe Ha MEPKUTE 110 YJI.
1941, ain. 3, 1. 5, u3neaHUTENHUAT JupekTop Ha TAJI cbe 3anoBen civpa 1eiCTBUETO WK
IpeKpaTsBa pa3penieHueTo 3a ynorpeda, Wik 0TKa3Ba IMOHOBSIBAHETO MY.

(3) Koraro B craHOBHIIETO 1O ajl. 1 ca Mpenopbr4aHu NPOMEHHU B U3aI€HOTO
paspetnenue 3a ynorpeda, mpuTeKaTesIsaT Ha pa3peleHrneTo 3a yrnorpeoda nogasa g0 MAJI
3asBJICHHE 3a IPOMSIHA, BKIIIOYBAILO aKTYaJIM3UpaHa KpaTKa XapaKTepUCTHKA Ha MPOYKTa
U JINCTOBKA, B pAMKHUTE Ha ONpeesieHus rpaduK 3a U3IIbIIHEHHE.

(4) Koraro B cTaHOBHILETO 1O aJl. 1 € mpenopbuyaHo NpeArnprueMane Ha MEpKU
no wi. 194u, an. 3, 1. 2 - 4, npuTeXareaAT Ha pa3pelIeHUETo 3a yrnorpeda mpeamnpuemMa
HeoOxonumuTe aerctBus U uHpopmupa MAJl u perynaropHuTe OpraHu Ha Jpyrurte
TbpPYKABH WICHKH.

(5) Koraro B paMkuTe Ha KOOpAMHAIIMOHHATA TPyIa 10 Wi. 77, ajl. 2 HE MOXe
na Ob/ie TOCTUTHATO ChIVIACHE, MO3UIMATa HA MHO3WHCTBOTO OT JBbP)KABUTE UICHKH CE
npefoctaBs Ha EBpomeiickara KOMHCHS, KOATO IpHEMa peEIIeHHWEe C Mpernopbka 3a
NpOMSIHA, CIIMpaHe WM TPEKpaTsBaHE Ha pa3pelieHHeTo 3a yrmoTrpeda, M3AageHO OT
CBHOTBETHUTE PETyJaTOPHU OPraHU HA JbP>KaBUTE YJICHKH.

(6) V3mpaHHUTENHATA areHIMs IO JIeKapcTBaTa Mpujara NpernopbuaHUTe B
PELICHUETO MO0 al. 5 BpeMEHHU M/UIM OKOHYATEIHU MEPKH.

Y. 194m. (Hos - /1B, 6p. 102 o1 2012 1., B cunma ot 21.12.2012 1.) (1) Korato
B 00XBaTa Ha mpoleaypaTta o wi. 194y e BKIIIOYEH JIEKapCTBEH MPOIYKT, pa3pelieH 3a
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ynotpeba o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickust mapjiaMeHT M Ha
CoBera, KoMHUTETHT MO JIGKAPCTBEHU MPOAYKTH 3a XyMaHHa ynorpeba Bb3 OCHOBa Ha
npenopbkara mo wi. 194u, an. 3 B cpok 10 30 AHM OT Jarara Ha MOJy4aBAHETO M U37aBa
CTAaHOBHWIIIE OTHOCHO 3alla3BaHETO, MPOMsIHATA, CIHUPAHETO, MPEKPATIBAHETO Ha
BaJIMIHOCTTA HA ChOTBETHUTE Pa3pelIeHHs 3a yoTpeda UM 0TKAa3 3a OJAHOBIBAHETO UM,
BKITFOUMTEITHO TpayK 33 U3IIBIHCHUE HA CTAHOBUIIIETO.

(2) Korato B cTaHOBUIIETO 1O ajl. 1 € u3pa3zeHa Mno3ulus 3a npeanpueMane Ha
peryliaTopHu ACWCTBHS MO OTHOIICHHWE Ha pa3perieHusTa 3a ynorpebda, EBponeiickaTta
KOMUCHSI:

1. mpueMa perieHne 3a mpoMsiHa, CIIUPaHE WK MPEKPaTsIBaHe BAJIHIHOCTTA Ha
paspenieHusiTa 3a ynorpeba, mzmanenu mno pena Ha Permament (EO) Ne 726/2004 nHa
EBpomnelickus napiameHT u Ha CbBeTa;

2. mpuemMa peleHue ¢ MpenopbKa 3a MpoMsiHa, CIIMpaHe WK MIPeKpaTsIBaHe Ha
BaJIMIHOCTTa Ha pa3pelicHUATa 3a ynorpeda, W3NaJCHH OT CHOTBETHHUTE PETYJIATOPHU
OpraHH Ha AbPIKABUTE YWICHKH.

(3) UznbpanutenHaTa areHuus Mo JieKapcTBara Ipuiara NpernopbyaHUTE B
pemenuero Ha EBpormeiickata koMucus mo ai. 2, T. 2 BpEMEHHU W/WUJIM OKOHYATEIHH
MEPKH.

Un. 194m. (Hos - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.)
[Ipenopbkata mo wi. 194n, an. 1, craHoBuiero mo 4i. 194m, an. 1 u peumeHUeTo Ha
EBponeiickara komucust o ui. 1944, an. 5 u un. 194m, an. 2 ce myOiaukyBar Ha
EBporneiickus uHTEpHET nopTaji mo wi. 68, ain. 1, 1. 4.

I'maBa neBera.

TBPI'OBUSA HA EAPO C JIEKAPCTBEHU ITPOAYKTHU U
MHNOCPEJHUYECTBO B OBJIACTTA HA JIEKAPCTBEHUTE
MNPOAYKTHU (BAT'JL. U3M. - JIB, BP. 71 OT 2008 I'., B CUJIA OT
12.08.2008 I'., U3M. - /IB, BP. 102 OT 2012 I'., BCHAJIA OT 02.01.2013T".)

(3arn. "Paznen 1. TeproBus Ha epo ¢ JekapcTBeHH npoaykTH" 3ai. - /1B, Op.
71 ot 2008 1., B cuna ot 12.08.2008 1.)

Y. 195. (1) TeproBus Ha epo ¢ IEKapCTBEHU MPOAYKTH MOTaT Ja U3BbPIIBAT
(bU3MYECKU U IOPUIMYECKH JIUIA, TPUTEKABAIIM pa3pelIeHNe 3a Ta3u ACHHOCT, U3/1aJIeHO
OT peryJaTOpeH OpraH Ha ChOTBETHATA JIbp)KaBa WICHKA.

(2) Koraro nuuero no an. 1 uMa CKJIaJJoBU MOMEIICHUS HA TEPUTOPUATA Ha
Peny6nuka bwirapusi, To Moke J1a U3BBPIIIBA THPTOBHS HA €IPO C JIEKAPCTBEHU MPOTYKTH
cJe1 Mody4yaBaHe Ha pa3pelieHue OT U3MbJIHUTENHU qupekTop Ha MAJL

Un. 195a. (Hos - JIB, 6p. 67 ot 2020 r.) Jluie, moxy4uso paspeuieHue 3a
TBPTrOBUS Ha €ApO C JICKApCTBEHHM IPOJYKTH, HE MOXKE Ja ObJe MPHUTEeKATET Ha
pa3pelieHue 3a ThProBus Ha ApeOHO ¢ IEeKapCTBEHH MPOAYKTH B alTeKa, U3/1aJieHH 10 peaa
Ha TO3H 3aKOH.

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



Ui 196. (1) IlpousBoauTeN Ha JIEKAPCTBEHH MPOAYKTH MO CMHCHJIA HA TO3H
3aKOH MOXE J1a U3BBPIIBA THPrOBHs Ha €1pPO CaMO C JIEKApCTBEHUTE IIPOLYKTH, 38 KOUTO
¥Ma U3/a/ICHO pa3pelieHre 3a MPOU3BOJICTBO.

(2) BHocuren Ha nekapCcTBEHU IPOAYKTH 10 CMUCHIIA HA TO3HM 3aKOH MOXKE J1a
U3BBPIIIBA THPrOBUs HA €IPO CAMO C JICKAPCTBEHUTE MPOAYKTH, 32 KOUTO UMa U3/1aJIeHO
pa3peleHue 3a BHOC.

Un. 197. JIumara no wi. 195 TpsdBa 1a pa3moiarat cbe:

1. momxomsiy TOMEIIEeHHUs, 00OpylIBaHE M CHOPBHKEHUS M TOAXOJISIIN
TPAHCIIOPTHU CPENICTBA, OCHUTYPSIBAIM MPABUIHOTO CHXPAHECHUE, PA3MPOCTPAHEHHUE H
TPAHCIIOPTHPAHE HA JIEKAPCTBEHUTE IMPOJYKTH, B CHOTBETCTBHE C HM3UCKBAHHITA Ha
JloGpara qucTpuOyTOpCKa MPaKTUKA;

2. KBaJM(UIMPAH IEPCOHAT U OTTOBOPEH MarucThp-(hapmaieBT ¢ Hall-MaKo
JIBE TOJMHU TPYIOB CTaX IO CHEIUATHOCTTA, YHUTO 3aIBJDKCHUS CE OIpPEIesaT B
HapeaOara 1o 4. 198.

Ui 198. (M3wm. - [IB, 6p. 102 o1 2012 1., B cuma o1 02.01.2013 1.) [TpuaImnuTe
U M3UCKBaHMsATa 32 JloOpuTe TUCTPHOYTOPCKU MPAKTUKK HA JIGKAPCTBEHU MPOJIYKTH U Ha
AaKTUBHU BEIIECTBAa C€ IMpHeMaT ¢ Hapeada HA MUHUCTbpPa Ha 3[paBEeONa3BaHETO U C
PBKOBOJCTBA, IPUETH OT EBporelickaTa KOMUCHS.

Y. 199. (1) JIunara no uin. 195, an. 2 nonasar B UAJI:

1. 3asBleHUE, KOETO ChIBpP)KA HAMMEHOBAaHWE, CENAIMIIE M aJpec Ha
yIpaBJIeHUE HAa THPrOBEIA; aJ[pec W ONHCAaHWE HA MOMEUICHUSATAa W CHOPHKEHHSTA 32
ChbXpaHEHHE Ha JICKAPCTBEHUTE MPOIYKTH;

2. (m3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) nannu 3a Enqunnus
UACHTU(HUKAIIMOHEH KO/ Ha THProBela UM KOOMepaluaTa oT ThbproBCKHs perucThp, a 3a
JPY’KeCTBaTa, peruCTPUPAHU B AbPiKaBa - WieHKa Ha EBponelickus chr03, UM B Tbp)KaBa
- ctpaHa no Cnopa3ymenuero 3a EBpomneiickoTo HMKOHOMHYECKO IPOCTPAHCTBO -
JOKYMEHT 32 aKTyaJlHa PETHUCTpAIUs MO0 HAI[MOHAIHOTO 3aKOHOIATENICTBO, M3MAJCH OT
KOMIIETEHTEH OpraH Ha ChOTBETHATA JIbPKaBa;

3. (mom. - 1B, 6p. 103 o1 2017 r., B cuna ot 01.01.2018 1.) ume, CBUACTEICTBO
32 CHAUMOCT WM aHAJIOTWYEH JOKYMEHT Ha JIMIIETO, aKO HE € OBIArapcKu rpakJaHuH,
JUTIIOMA 33 BHCIIE 00pa30oBaHME U JOKYMEHT 3a TPYIOB CTaX Ha OTTOBOPHHS MarucThbp-
dapmarnieBt 1o wi. 197, T. 2 1 Konue OT TPyIOBUS MY JJOTOBOD;

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

5. (ot™. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

6. JOKYMEHT, YAOCTOBEpSBAall IPABHOTO OCHOBaHHWE 3a TIOJ3BaHE Ha
MOMEIIEHUSTA,;

7. (m3m. - JIB, 6p. 98 o1 2010 1., B cunma ot 01.01.2011 r., oT™. - [IB, Op. 84 ot
2018 r., B cuna ot 12.10.2018 r.)

8. IOKYMEHT 3a IIaTeHa TaKkca B pa3Mep, onpesiesieH B Tapudara mo 4i. 21, a.
2.

(2) JIunata mo un. 195, an. 1 nonasar 3aasnenue B MAJI 3aeqHo che:
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1. xomue OT pa3peuIeHUeTo 3a ThProBUs Ha €Ipo, U3JaJICHO OT PeryaaTopeH
OpraH Ha Jbp)KaBa 4JICHKA,

2. UMe ¥ ajJpec Ha JUIETO 3a KOHTAKTH Ha TepuTopusTa Ha PemyOnmka
boirapus;

3. ampec Ha MOMEIIEHUATA 32 CbXPAHEHUE HA JIGKAPCTBEHUTE MPOIYKTU Ha
TEPUTOPUSATA HA IBPKABUTE YIICHKH.

(3) IIpu TproBus Ha eApPO C HAPKOTUYHU BELIECTBA, KAKTO U C JIEKAPCTBEHU
dopmH, CHIbpXKAIIM TAaKWBa BEIIECTBA, C€ NMPHJIAraT M HM3MCKBaHMATA HAa 3aKOHa 3a
KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MPEKYPCOPUTE.

(4) (Orm. - 1B, 6p. 17 o1 2020 1.)

(5) (Hosa - JIB, 6p. 103 ot 2017 ., B cmma ot 01.01.2018 r.) MU3nbaauTeIHaTA
areHIys 0 JISKapCTBaTa YCTAHOBSIBA CIIY)KEOHO OOCTOSTENICTBATa OTHOCHO CHAMMOCTTA
Ha JIMLETO Mo an. 1, T. 3, korato e OBJIrapcKu rpaskJaHuH.

(6) (Homa - [IB, 6p. 67 ot 2020 r.) B neHs Ha mocThIIBaHE HA 3asBICHUETO 110
an. 1 umm 2 MAJI usnpama no cinyxeOeH pel HCKaHEe 10 YIPaBUTEIHUS CHhBET Ha
beirapckusi gapmaneBTHYEH CBHIO3 3a HM3/aBaHE HA YAOCTOBEPEHHE 3a BIMCBAHE B
HarmonanHus eneKTpoHeH perucThp Ha WwieHoBeTe Ha brarapckus papMaieBTH4YeH Chio3
- 3a MarucTbep-apmanenta no 4i. 197, 1. 2, kakTo U 3a mperocTaBsiHe Ha UH(pOpMaLUs
OTHOCHO HAJIOKEHU HakKa3aHus MO pela Ha 3aKkoHa 3a ChCIOBHATa OpraHu3alus Ha
MarucTbp-(hapmaneBTuTe U Ha 3aKOHA 32 3APABETO.

(7) (HoBa - JIB, Op. 67 ot 2020 r.) YOopaBUTETHHUST ChBET IPEIOCTaBs
JOKYMEHTHUTE 110 ajl. 6 B CPOK 5 paOOTHU JHU OT MOCTHIIBaHE HA UCKAHETO.

Un. 200. WM3npanuTenHara  areHOWss IO JIeKapcTBaTa  OLICHSBA
JTIOKYMEHTAIMATA U U3BBHPIIBA IPOBEPKA HA MACTO HAa 0OCKTUTE, IOCOUYCHH B 3asBJICHUETO,
3a yCTaHOBSIBAaHE Ha CHOTBETCTBHETO MM C M3MCKBaHUATa 3a J[oOparta auctpubyropcka
MpaKTUKa.

Un. 201. (1) U3nenHuTEHATA areHus 1o JeKapcTBaTa yBeAOMsBa MMCMEHO
3asBUTEIS, KOTaTO YCTAaHOBU HEMBJIHOTH B IpeACTaBeHaTa JOKYMEHTAIHS.
(2) B cniydaunte o an. 1 cpoxsT o ui. 202, an. 1 cnupa ga teye.

Y. 202. (1) (U3m. - [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpoxk
no 60 mHM OT jaraTa Ha IoJaBaHe Ha 3asABJICHUETO Mo 4i. 199, an. 1 M3IBIHUTETHHUAT
nupexrop Ha MAJI n3nasa pazpenieHue 3a TbproBus Ha €1p0 WU IIPaBU MOTUBHUPAH OTKa3.

(2) OrtkazpT mo an. | mommexu Ha oOXkanBaHe IO peaa Ha
AJIMUHHCTPAaTUBHOIIPOIIECYATHUS KOJIEKC.

Un. 203. B cpok 10 15 nHM OT narata Ha OJaBaHe HA IOKYMEHTAIUTA 1O YI.
199, an. 2 n3neaautenHusaT qupektop Ha MAJI n3naBa ynocroBepeHue 3a perucTpanus 3a
THProBUS Ha €po Ha TepuTopusTa Ha Penybonuka bbirapus Ha nuuero no ui. 195, an. 1.

Un. 204. (1) Pa3pemenueTo 3a TbproBus Ha €Ipo C JEKapCTBEHU MPOJIYKTH €
0e3CpoYHoO.
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(2) Paspemenuero mo un. 202 wiam yaocroBepeHuero mo wi. 203 ce
MIPEKpaTsABA, aKO MPUTEKATEIAT MY MOUCKA MHUCMEHO TOBA OT U3IIBIHUTEIHUS TUPEKTOP
Ha MAJL

(3) JIuero mo wi. 195 e mrbxHO Aa yBeaoMu nucmero MAJL B 7-1HEBEH CpPoOK
OT IIpeKpaTsBaHe Ha AEHHOCTTA CH 10 ThPTOBUS Ha €JIPO C JIEKapCTBEHU MPOAYKTHU. B Te3n
clyyau  WBOBJHUTENHUAT  jnupekrop Ha  WMAJI  mpekparsiBa  U37ajICHUTE
pa3peleHus/y10CTOBEPEHHS 3a ThPTOBUS Ha €/IpO C JIEKAPCTBEHU MPOAYKTH.

Ui 205. (1) M3mbaHuTeHaTa areHIMs IO JIEKapCTBaTa BOJAHM PETHCTHD HA
U3JIaJICHUTE pa3pelieHns 3a ThbProBUs Ha €IpO C JIEKAPCTBEHU MPOLYKTH 1o 4ui. 202, ai.
1, KOWTO ChABPIKA:

1. HoMep U /1aTa Ha pa3pelIeHUETo;

2. HaMMEHOBaHME, CelajluIle U aJpec Ha YIpaBIeHHE Ha JUIETO, MOTYyYHIO
pa3peleHueTo;

3. ajpec Ha MOMEIICHUATA 32 ChbXPAHEHHE Ha JICKAPCTBEHUTE MPOIYKTH;

4. naHHUTE 3a OTTOBOPHUS MarucTbp-papmanesT no wi. 197, 1. 2;

5. CHHUCBK Ha JIeKapCcTBaTa, ChIbpXAIIM HAPKOTHYHU  BEIIECTBA,
paarodapMareBTHIN, UMYHOJIOTHYHHU JICKAPCTBEHU MTPOYKTH U JICKAPCTBEHH MPOTYKTH,
MOJIyYeHHU OT YOBEIIKA IIa3Ma U YOBEIIKA KPbB;

6. naTa Ha 3aJMYaBaHEe Ha Pa3peIICHUETO OT PErucThpa U OCHOBAHUE 3a TOBA;

7. 3a0eNeXKKH MO BIUCAHUTE OOCTOSITENICTRA.

(2) U3mpiiHuTETHATA areHIIMs 110 JICKapCTBaTa BOJAM PETUCTHP HA U3/1aJICHUTE
ynoctoBepeHus: mo wi. 203 3a THProBuUsi Ha €IpO C JIEKAPCTBEHU NPOAYKTH, KOHTO
ChABpKA:

1. HOMep M 1aTa Ha yI0CTOBEPEHUETO;

2. HOMEp Ha pa3pelIeHNeTo 3a ThProBHs Ha €pO C JIEKAPCTBEHH MPOIYKTH U
opraHa, KOMTO ro € u3fai;

3. HaUMEHOBaHHUE, CelaJIMILE U apec Ha YIpPaBJIEHHWE Ha JULETO, MOITYIHIIO
YZIOCTOBEPEHUETO;

4. naHHY 3a JUIeTo no wi. 199, an. 2, 1. 2;

5. nara Ha 3aJu4aBaHE HA YJOCTOBEPEHHUETO OT PETHCThpa U OCHOBAaHHUE 3a
TOBA;

6. 3a0€NeKKH MO BIHCAHUTE OOCTOSITENICTRA.

(3) dannu ot peructpute ce myonukyBart Ha cTpanuiiata Ha MAJI B uHTEpHET.

(4) (Homa - /1B, 6p. 102 o1 2012 1., B cuna ot 02.01.2013 r.) U3smpaHuTEenHATA
areHITUs 110 JIEKapCcTBaTa BbBEXK 1a B 0azara JaHHu 1o wi. 147 undopmanus 3a u31aJIeHUTE
paspenieHus 3a ThProBUs Ha €JIpoO C JIEKAPCTBEHU MPOAYKTH.

(5) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipu mouckBane
ot EBpormeiickara koMucusi Win OT AbpkaBa wienka MAJI mpenocrass uHpopmaius 3a
W3/1aJICHO pa3peIlieHne 3a ThPrOBHS Ha €IPO C JIEKAPCTBEHH MPOIYKTH.

Un. 206. (1) IIpu mpomsina Ha 0OCTOSATEICTBATA, CBBP3aHU C H3TAIACHOTO
paspenieHue 3a TbproBus Ha e1po, MPUTEXATENAT My Toj1aBa 3asBieHue 10 MAJI o pena
Ha wi. 199, KkbM KOETO mpuiiara CBbp3aHara ¢ MpoMsiHaTa JOKYMEHTAIUA.
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(2) Pa3pemienuneTo 3a mpoMsiHA Ce€ U37aBa IPU YCIOBUATA U 110 peaa Ha 1. 200
- 202. Ilpu npoMsiHa Ha NOMELIEHUATA 32 CbXPAHEHUE CE Mpuiara cpoksT 1o wi. 202, a B
OCTaHAJIUTE clly4au CPOKBT € 14 nHu.

Ui 207. (1) TlpurexatensT Ha pa3pelieHHe 3a THPrOBHS Ha €Apo, KOWTO
U3BBpIIIBA IEHHOCTTA CH Ha TepuTopusara Ha PenyOinka bbarapus, e urbxkeH na:

1. ocurypsiBa IOCThII 1O BCSKO BpeM€ Ha KOHTPOJHHUTE OpraHu 0
IIOMEILEHUSATA 33 CbXPAHEHUE Ha JIEKAPCTBEHUTE MIPOIYKTH;

2. ThpPryBa camo C pa3peuIeHH Mo pesia Ha TO3H 3aKOH JIEKAPCTBEHU MPOIYKTH;

3. ThpryBa C JIEKQpCTBEHU IPOJYKTH, YMMTO ONAKOBKHU M JIMCTOBKH ca B
CHOTBETCTBHUE C U3/aJICHOTO pa3pelieHne 3a yrnorpeda, Npu yCIOBUATA U TI0 pelia Ha TO3U
3aKOH U CPOKBT UM Ha FOJJHOCT HE € U3TEKDII;

4. ce cHab1ABa C TIEKAPCTBEHH MTPOIYKTH CaMO OT IPOU3BOJUTENN, BHOCUTEIU
WIHM THPrOBIM HA €JpO C JIEKAPCTBEHU MPOJYKTH, MOTYUHIIN Pa3peLICHUE 3a U3BbPIIBAHE
Ha Ta3M JIEWHOCT MO pe/ia Ha TO3H 3aKOH;

4a. (noBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3wm. - [IB, 6p. 67
ot 2020 r.) mpoBepsiBa JaJiy MOJIyYEHUTE JICKAPCTBEHU MPOAYKTH OT JIUIIaTa 10 T. 4 HE ca
¢anmmpuuupand, Kato IpOBEpsiBa AaBTEHTUYHOCTTa Ha JIEKAPCTBEHUTE NPOAYKTH,
onpexaenenu B Jlenerupan pernament (EC) 2016/161, upes nokazatenute 3a 6€301acHOCT
no wi. 168, an. 8 B ciyuaute, onpenenenu B [enerupan pernament (EC) 2016/161;

46. (voBa - /IB, Op. 67 ot 2020 T.) mpoBepsiBa IMOKa3aTEIUTE 3a 0€30MMaCHOCT U
JIe3aKTUBUPA HHIUBUIYATHHS UACHTU(DUKAIIMOHEH Oelier Ha JIEKapCTBEH MPOAYKT, IIPEIu
Jla IOCTaBH TO3U JIEKapCTBEH MPOAYKT B CIIy4auTe, onpeesieHu B Hapeadara mo wi. 198;

5. cHa0asBa ¢ JeKapCTBEHH MPOIYKTH APYTU IPUTEKATETU HA pa3pelIeHUE 3a
THProBUs Ha €O, AITEKH U JPOTepUH, OTKPUTH I10 PEAA HA TO3H 3aKOH;

Sa. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - /IB, Op. 84
ot 2018 r., B cuya ot 12.10.2018 r.) cHaOs1Ba ¢ IeKapCTBEHU MPOTYKTH 32 33JJ0BOJISIBaHE
Ha COOCTBEHHUTE UM HYXIIH:

a) Ie4eOHM 3aBEJICHHUS,

0) BUCIIM YYWINIIA, KOUTO OCBIIECTBSIBAT JiedeOHa JEHHOCT ChIIIAaCHO Wi. 2a
0T 3aKoHa 3a JeuyeOHUTE 3aBe/ICHHS;

B) MHCTUTYyHIMHUTE O 4wi. 26, am. 1, T. 1 u 3 or 3akoHa 3a 37apaBeTo 3a
CH3/1aJICHUTE B TAX 3/IpaBHU KaOMHETH;

I') KOpaOONIPUTEKATEH 32 IIEJIUTE Ha OCUTYPSIBAHE HA JIEKAPCTBEHU MPOTYKTH
Ha Oopza Ha kopabuTte cbriacHo Kogekca Ha ThbproBcKOTO KOpaboIlIaBaHe;

6. cHabngBa C JIEKapCTBEHM MPOAYKTH JIeKapu W JeKapu IO JCeHTalIHa
MEAMIIMHA, KOTaTO B HACEJIEHOTO MACTO HAMA alTeKa, TP YCIOBHS U 10 PEJ, OIPEAECIICHN
B Hapea0a Ha MUHUCTbpa Ha 37paBeoNa3BaHETo;

6a. (HoBa - /1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., mom. - /IB, 6p. 84
ot 2018 r., B cmina ot 12.10.2018 r.) BiricBa B JOKyMEHTHUTE 3a I0CTaBKa MapTHIHUS HOMED
Ha JOCTAaBEHUTE JIEKAPCTBEHU ITPOJYKTH, KaKTO M aJ(peca Ha JOCTaBKa Ha JIEKAPCTBEHUTE
IIPOJTYKTH,

60. (aoBa - JIB, 6p. 102 ot 2012 1., B cumna ot 02.01.2013 r.) uma muiax 3a
JefiCTBUE B U3BBHPEAHHU CUTYallMU, KOUTO ChAbpkKa e(EeKTUBHU MEPKHU 3a U3TETJISHE HA
JIEKapCcTBEH MPOAYKT OT Mazapa mo pasmopexaaHe Ha MAJI unu mo vHMIIMATHBA Ha
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MPOU3BOJIUTENI WM MPUTEXKATENS Ha pa3pelieHHeTo 3a yrnorpeda Ha ChOTBETHUS
JIEKapCTBEH MPOYKT;

6B. (HoBa - JIB, Op. 18 ot 2014 1.) ocurypsiBa CHaOIBaHETO HA JOCTATHYHU
KOJINYECTBA JICKAPCTBEHM INPOIYKTH 3a 33/J0BOJISIBAHE HA 3ApPAaBHHUTE MOTPEOHOCTH HA
HaceseHueTo Ha Penmy6nuka beiarapus;

7. (m3m. - IB, 6p. 102 ot 2012 r., B cmuta ot 02.01.2013 r.) chXpaHsBa TaHHU
3a BCSKA CHAENKAa C MOJYYeHH, JOCTAaBEHH WM PEAM3HpPaHU UYpe3 IMOCPEIHUYECTBO
JEKapCTBEHH NPOAYKTH Ton ¢opmaTa Ha (QGakTypud 3a MOKYIKO-TIpoAak0a WU B
€JIEKTPOHEH BHJI, WX MOJI HAKAaKBa Apyra ¢popma, KaKTo clie/iBa:

a) JlaTa Ha II0Jy4yaBaHEe U MPEJOCTaBsHE;

0) HauMEHOBAaHUE Ha JIEKAPCTBEHUS POAYKT;

B) MOJY4YEHO, JIOCTaBEHO WM PpEAIM3UPAHO Upe3 IOCPEIHUYECTBO
KOJIMYECTBO;

I) UIME U aJIpeC Ha JIMIIETO, OT KOETO € IOJIyY€H WMJIM Ha KOETO € JOCTaBeH
JICKapCTBEHUST MIPOIYKT;

1) TapTUASH HOMEp M HOMEp Ha cepTUdHUKaTa 3a OCBOOOXKIaBaHE Ha
napTujaTa, U3AaneH OT KBaTU(UIUpPAHOTO jume mo ui. 148, T. 2, ChOTBETHO OT
kBaMuupanoro Jymme mo wi. 161, an. 2, 1. 1, u HOMep Ha ceprudukara 3a
ocBoOOKaBaHe Ha nmaptuaata, udaaneH ot MAJI - B cnydaute no wi. 69 u 70;

8. (mom. - 1B, Op. 67 ot 2020 r.) chXpaHsBa JOKyMEHTALUS 32 TOKYIKHTE
W/WIM IpOoAaKOUTEe HAa BCUYKHU JIEKAPCTBEHH MPOIYKTH, BKIIOYUTETHO M (haKTypute 3a
MOKYIIKO-TTPOAaXK0a, B KOUTO CE TTOCOYBAT MEXKTYHAPOAHOTO HETTATEHTHO HANMEHOBAHHE,
THPrOBCKOTO HAaMMEHOBaHHWE Ha JIEKapCTBEHHUS TMPOAYKT, JieKapcTBeHaTa Qopma,
KOJIMYECTBO Ha aKTHBHOTO BELIECTBO U ONAKOBKA;

9. cnma3Ba u3uckBanusTa Ha JloOpara 1ucTpuOyTOpCKa MPAKTHUKA, OTIPEACTICHU
B HapenOara o uwi. 198;

10. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) momabpxka
CHUCTEMa 3a KayecTBO, OINpEJeNdlla OTFOBOPHOCTUTE, MPOIECUTE U MEpKUTEe 3a
yIpaBleHUE Ha PUCKA, CBbP3aHU C IEHHOCTTA MY;

11. (noBa - IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) undopmupa
He3zabaBHO MAJI 1 mpuTexarens Ha pa3pelieHNeTo 3a ynorpeda, KoraTto € yCTaHOBHII HITH
UMa CbMHEHHE, Y€ JIEKAPCTBEHUAT MPOAYKT, KOWTO € MOJYYMJI WM My ce Ipejjiara, €
danmudpunupan;

12. (voBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa nanu
THPrOBEIBT HA €IPO, OT KOTOTO € TOTYYHII JICKAPCTBEHUS MPOIYKT, Cla3Ba MPUHITUIINTE
U pbKoBojcTBaTa 3a J[oOpu AUCTpUOYTOPCKM MpaKTUKU Mo 4ui. 198, kakTo M janu
MPUTEKABa pa3pelleHne 3a ThProBHUs Ha po;

13. (moBa - /IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa nanu
MPOU3BOIUTENAT WM BHOCUTENST, OT KOTOTO € TONYYWJ JIEKapCTBEHUS MPOIYKT,
MpUTEXKaBa pa3pelieHne 3a MPOU3BOICTBO/BHOC;

14. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa nanu
MOCPEAHUKBT, Ype3 KOTOTO € MOTYUHJI IEKapCTBEHUSI IPOAYKT, OTTOBaps HA U3UCKBAHUATA
Ha Ta3W T71aBa;

15. (noBa - 1B, Op. 84 ot 2018 r., B cmiia ot 12.10.2018 r.) npenocTtaBs Ha
N AIJI exxenHeBHO upe3 cuctemara mo uwi. 2176, an. 1 uadopmarus 3a:
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a) JocTaBeHUTEe Ha (U3UYECKUTE W IOPUIMYECKHUTE JUIa Mo T. 5, 5a u 6
KOJIMYECTBA, [IOCOYCHH I10 JICKAPCTBEHU MPOYKTH, BKJItOUeHU B [103UTUBHUS JIeKapCTBEH
CITUCDHK;

0) pusndecKuTe M IOPUAMUESCKUTE JIUIA TI0 T. 5, 5a ¥ 6, Ha KOUTO ca JOCTABCHH
KOJIMYeCTBaTa JICKAPCTBEHHU MPOYKTH 10 OykBa "a";

B) HaJUYHUTE B CKJIAJIOBETE MM KOJMYECTBA, MOCOYEHHU IO JEKAPCTBEHU
MPOJYKTH, BKIIIOUEHU B [103UTHBHUS JIEKAPCTBEH CIUCHK;

I) KOJUYecTBaTa, IOCOYEHH IO JIEKAPCTBEHH IMPOJYKTH, BKIIOUEHHU B
[To3uTHBHUS JIEKAPCTBEH CIHCHK, 32 KOUTO C€ IUIAHMpA W3BBPIIBAHE HA HW3HOC, U
I'bP3KaBUTE, B KOUTO C€ IJIaHUPa U3BbPIIBAHE HA U3HOCA;

1) KOJIMYecTBaTa, IOCOYEHH IO JIEKAPCTBEHU MPOIYKTH, BKJIIOYEHH B
[To3uTHBHUS JIEKAPCTBEH CIUCHK, HA KOUTO € M3BBPIICH U3HOC, U IbpXKABATa, B KOSTO €
U3BBPIIECH U3HOCHT.

(2) HoxymenTtamusita o ain. 1, T. 7 u 8 ce cbhbXpaHsBa 3a CPOK Hal-MaIKO 5
TOJIMHU U C€ MPEIOCTaBsl MPU MOMCKBaHe Ha KOHTPOJIHUTE OPTaHU.

Ui 208. (Hom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - /IB,
op. 102 or 2012 r., B cuna ot 02.01.2013 r., u3m. - JIB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) Pasnopendure Ha wi. 207, an. 1, 1. 2 - 15 u an. 2 u un. 209a ce npwiarat u
3a ThProBLUUTE Ha €1po 1o wi. 203, KaKTO U 3a BHOCUTEIUTE U IIPOU3BOJUTENINTE, KOUTO
THPryBaT ¢ IPOU3BEICHUTE OT TSAX JIEKAPCTBEHU MPOTYKTH.

Un. 209. 3a ThproBus Ha €ApO C JICKAPCTBEHU MPOJIYKTH, ChIAbpIiKAIIU
HApKOTUYHHU BEIECTBA WJIU TMOJYyYE€HH OT KPbB, C HMYHOJOTHYHU TMPOAYKTH H C
paanodapMalleBTUIIN Ce TIPUIaratT v CrelualIHiuTe U3UCKBAHUS Ha IPYTH 3aKOHH.

Un. 209a. (Hos - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) (1)
TbproBuute Ha €po € JIEKapCTBEHUW MNPOAYKTH MoraT Ja CHaOAsBaT C JIEKapCTBEHU
IPOIYKTH:

1. Ipyru THProBIM HA €APO C JEKAPCTBEHU MPOIYKTH;

2. anlTeKU U APOTEpUH;

3. MuHuctepcTBOTO Ha OTOpaHata M MMHHUCTEPCTBOTO HAa BBTPEIIHUTE
paboTu 3a cOOCTBEHH HYX/U, C U3KIIOUEHUE HAa BEJOMCTBEHUTE UM JICUeOHU 3aBEJICHUS,
KakTo U J{ppkaBHaTa arenuus "/bp>kaBeH pe3epB 1 BOCHHOBPEMEHHH 3amacu';

4. MUHUCTEPCTBOTO Ha 37paBE0Na3BAHETO ChC:

a) BAaKCHMHHM, TOKCHHH U CEpyMH, HEOOXOIMMH 3a HU3MBIHEHHETO Ha
HNmynuzanmonnus kaneHnap Ha PenyOnuka bbiarapusi, KakTo M OpU M3BBHPEIHU
eNUJAEeMUYHU CUTYallHH;

0) JlekapCTBEHU MPOJYKTH, NMpPEAHA3HAYEHU 3a JIeYeHHEe Ha 3a00JsBaHUS,
KOMTO C€ 3aljlaliaT Mo peda Ha 3akoHa 3a 3[paBeTo, KAKTO M 3a OCUTypsiIBaHE
U3IIBJIHEHUETO HA HAlIMOHAIHU POrpaMu B cepaTa Ha 3/paBeona3BaHETO.

5. (aoBa - JIB, 6p. 60 ot 2012 1., B cuna ot 07.08.2012 r.) neueOHu 3aBeaeHUs
3a U3BBHOOJTHIYHA OMOIL, CKITIOUMIIM J0T0BOp ¢ HarroHanHaTa 34paBHOOCUTYpPUTETHA
Kaca, C JIEKapCTBEHU MPOJYKTH, HEOOXOIMMH 3a U3MbJIHEHUE Ha 3JpaBHUTE AEHHOCTH MO
. 82, an. 2, T. 3 ot 3aKoHa 3a 3/paBeTo.
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(2) JlexkapuTe W JeKkapuTe MO JCHTAlHA MEIUIIMHA B HACEJIICHUTE MECTa,
KbJIETO HSIMA anTeKa, MOoraT Jia ce CHaOAsIBaT C JICKapCTBEHU MPOAYKTU OT ThProOBIUTE Ha
eapo 1o pena Ha HapenbaTa 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
TBPrOBUS Ha €IpO C JICKAPCTBEHU MPOJIYKTH B TPETH IbpKaBU HE CE MpHiarat
n3uckBanuaTa Ha wi. 207, an. 1, T. 2, 5 1 6, KaKTO M U3NCKBAHMATA Ha IjIaBa neseTa "a'.

(2) (U3m. - 1B, 6p. 67 ot 2020 r.) Koraro nexkapcTBeH NPOAYKT CE MOJIyyaBa
JTUPEKTHO OT TpeTa AbpiKaBa, HO HE € BHECEH Ha TepuTopusaTa Ha Pemybnuka brarapus,
HE ce mpuiiaraT u3uckBanuara Ha wi. 207, an. 1, 1. 4, 4a u 40.

(3) (Homa - /IB, 6p. 18 ot 2014 r.) B ciyuauTe 1o ajn. 1 TbproBiuTe Ha €apo
YIOCTOBEPSBAT ChC CHOTBETHHUTE IOKYMEHTH, Y€ JICKAPCTBEHUTE MPOIYKTHU Ca MOIYICHU
OT JUI[a, KOUTO MMAaT pa3pelieHue WM MPaBO Ja OCTABST JIEKAPCTBEHU MPOAYKTH B
CHOTBETCTBHUE C MPUIOKUMOTO HAIIMOHATHO 3aKOHOIATEIICTBO HA TPETaTa JbpiKaBa.

(4) (Hosa - IB, Op. 18 ot 2014 r.) Koraro ThproBembsT Ha €IpO JTOCTaBs
JICKapCTBEHH MPOIYKTH Ha JIUIA B TPETU JAbPKAaBH, TOH YIOCTOBEPSBA ChC CHOTBETHHUTE
JIOKYMEHTH, Y€ JIOCTaBKUTE ca camo 3a JIMla, KOUTO MMaT pa3pelieHue WIM IpaBo Ja
MOJTy4aBarT JICKapCTBCHH POAYKTH, MPETHA3HAYCHH 32 THPTOBUS HA €IPO HIJIH 32 JIOCTaBKa
HA HACENIEHHUETO B CHOTBETCTBUE C MPUIIOKUMOTO HAIIMOHATHO 3aKOHOJATEICTBO Ha
TpeTara JbprKaBa.

(5) (Ilpegumna an. 3 - JIB, 6p. 18 ot 2014 r.) TeproBen Ha eapo, KOUTO
JIOCTaBsl JIGKAPCTBEHU MPOIYKTH JO JHUIA OT TPETH IbpPKABU, KOUTO MMAT IPABO IO
CHOTBETHOTO HAI[MOHAJTHO 3aKOHOAATEJCTBO Ja JIOCTaBAT JIEKAPCTBEHU MPOAYKTH Ha
MOTpeOUTENUTE, U37]aBa JOKYMEHT, KOMTO yI0CTOBEPSIBA:

1. naTta Ha penOCTaBsHE;

. HAUMEHOBaHME U (hopMa Ha JICKAPCTBEHUS ITPOTYKT;

. IOCTaBEHO KOJIUYECTBO;

. M€ | aJIpec Ha JINIIETO, Ha KOETO € JIOCTABCH JICKAPCTBEHUSAT IMPOIYKT;
. TapTUJIEH HOMED.

N =W

Un. 210. (U3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) (1)
[TputexkaTenar Ha pa3penieHUeTo 3a ynorpeda W/Hiu JIMLIETOo Mo wi. 26, an. 2 Moxe Ja
IPEOCTaBsl MOCTPH OT pa3pelleHH 3a ynorpeda JIeKapcTBEHH MPOJIYKTH Ha:

1. nexapu u jeKapu o JIeHTaJIHa MEANIINHA;

2. BUCIIM MEUIMHCKH YUMIIHIIA U METUIIMHCKH KOJIEXKH.

(2) B cayunte no an. 1 BbpXy onmakoBKaTa Ha JEKapCTBEHUTE MPOIYKTH CE
nocTaBsl Haanuc "Moctpa'.

(3) Ha numara mo an. 1, T. 1 Moxe /1a ce JOCTaBsAT HE MOBEYE OT JBa Opost
MOCTPU OT €JJHa M ChIlla JeKapcTBeHa (opMa Ha JIEKAPCTBEHUs NMPOIAYKT Mpe3 elIHa
KaJIeH/JapHa roIMHa B Hali-MalikaTa ChIIECTBYBallla OMAKOBKA Ha IMPOM3BOAMTEN, a Ha
BHUCUINTE MEIMLMHCKH YYWJINIIA U HAa MEIUIMHCKUTE KOJEKU - CaMO B KOJINYECTBA,
HEOOXOMMHU 32 IETUTE Ha 00yUEeHHUETO.

(4) Ipurexarenar Ha pa3pelIeHUETO 3a ynorpeda W/MiH JHMIETO Mo Wi. 26,
aJl. 2 BOAST OTYET 32 BCUYKH JIMI[A, HA KOUTO ca JIOCTABsUTM MOCTPH, 33 BU/1a, KOJTMYECTBOTO
Y BPEMETO Ha JIOCTABKUTE WM NPU MOUCKBAHE MPEAOCTABAT TE3U JaHHU HA KOHTPOJIHUTE
OpraHH.
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Un. 211. (1) TwproBuure Ha expo TpsAOBa Aa IpUTEKaBaT CHCTEMa 3a
OJIOKMpaHe M U3TEIJIsIHE Ha JIEKApCTBEHUTE IPOJYKTH, IOKa3ajJld HEChOTBETCTBUE C
M3UCKBAHUATA 32 KAU€CTBO, 0€30M1aCHOCT U €(hPUKACHOCT.

(2) IlpuTexaTensaT Ha pa3pelieHue 3a ThProBUs Ha €APO € ATbKEeH Aa OI0Kupa
H Ia U3TCIJIM JICKAPCTBCHUTC MMPOAYKTH, IMOKA3aJIM HECHOTBCTCTBUC C M3HMCKBAHUATA 34
Ka4yecTBO, 0€30I1aCHOCT U €(hUKACHOCT 110 peia, onpeeseH B Hapendara no wi. 274, an. 1.

Ui 212. (1) 3neaautenausT qupektop Ha MAJI yBenomsBa EBponetickara
KOMUCHS, pEryJIaTOPHUTE OPraHM Ha APYTUTE AbpKaBU WieHKH U EBpornelickara areHuus
I10 JIEKApCTBATa 3a U3AA/ICHUTE Pa3pelIeHus 3a ThProBus Ha €/1p0, 38 BPEMEHHO CIIPEHUTE
WIM OTHETUTE PAa3pELICHMs] U 3a IPUUYMHUTE 32 TOBA.

(2) (U3m. - B, 6p. 102 ot 2012 r., B crta ot 02.01.2013 r.) Korato
M3IBIHUTETHUAT qupektop Ha MAJI yctanoBu, ue nuuero no ui. 195, an. 1 He u3nbiaHsABa
3aapokeHusaTa no wi. 207, an. 1, T. 2 - 14, Toil yBeqoMsBa peryjaaTOpHHsI OpraH Ha
J’bpKaBaTa WIEHKa, W3Jajla pa3pelIeHHeTO 3a ThProBus Ha €apo, u EBpomneiickaTta
KOMHUCHSI.

(3) Koraro perynaTopHUAT OpraH 1Mo aj. 2 BPEMEHHO CIIpE HJIM OTHEME
pa3penieHueTo 3a ThProBHS Ha €Ipo Ha juleTo mo ui. 195, an. 1, Toil yBemomsBa
u3nbiaHUTENHUS nupektop Ha MAJI u EBponeiickata koMucusi.

Ui. 212a. (Hos - 1B, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) (1) (U3Mm. -
1B, 6p. 18 ot 2014 r.) [TocpeanunuecTBO B 00JIaCTTa HA JIEGKAPCTBEHUTE MPOAYKTH MOTatT
Jla U3BbpIIBAT (U3NYECKH U IOPUIAMYECKU JIMIA, PETUCTPUPAHU KaTO TBHPrOBCKU
NOCPETHUIM O CMHUCBHJIA HAa ThproBckus 3akoH Ha PenyOnuka bwarapusi, kouto ca
perucTpupaHu 3a U3BbPIIBAHETO Ha Ta3u AeiiHocT oT MAJL.

(2) Jlumara mo an. 1, KOMTO MCKAT Ja C€ PErUCTPUPAT KATO MOCPETHUIIH,
nonasat B MAJI yBenomienue no obpasel, yIBbpAECH OT U3IIBIHUTEIHHS AUPEKTOpP Ha
NAJIL, xoeTo cbhabpixa:

1. uMme, cenanuiie 1 agpec Ha yrpaBJiIeHUE;

2. TaHHM 32 KOHTAKT.

(3) KbM yBEeIOMIIEHHETO 110 . 2 Ce Mpujiarar:

1. maHHY 32 €MUHHUS UISHTU(UKAIIMOHEH KOT;

2. TOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpeesneH B Tapudara mo 4. 21, ai.
2.

(4) U3nbaHUTENHATA areHUus 110 JeKapcTBaTa BIKCBA B IyOJINYEH PETUCTBP
JIMIIaTa, OCHIIECTBSABAIIN TOCPETHUYECTBO B 00JIACTTA HA JIEKAPCTBEHH MPOIYKTH.

(5) JInmata 1o ait. 1 Morar J1a OChIIECTBSABAT MOCPEAHUIECTBO B 00JaCTTa HA
JIEKapCTBEHM MTPOIYKTH CJIEA MTOAAaBaHE HA yBeIOMIIeHHETO 110 ail. 2 B MAJL.

(6) Jlumata o an. 1 yBegomsiBar UAJI B 7-1HEBEH CPOK OT HACThIIBaHE Ha
IPOMsIHA B HIKOE OT 0OCTOSATENICTBATA MO all. 2.

Un. 2126. (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1.) (1) JIumara
mo ui. 212a, an. 1 ca JIbKHH:
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1. nma ocebliecTBABaT JEMHOCTTa CH CaMO C pas3pelleHd 3a ynorpeda
JIEKapCTBEHH MTPOAYKTH;

2. fa uMaT IUIaH 3a JeWCTBUE B M3BBHPEAHU CUTYAllMH, KOWTO ChIbpKA
e(eKTUBHI MEPKH 32 U3TETJIIHE Ha JIEKapCTBEH MPOAYKT OT Ma3apa Mo pa3nopexkaaHe Ha
NAJI unu no mHULMATHBA HA MPOU3BOAUTEINIS WM MPUTEXKATENsl Ha Pa3pelIeHueTo 3a
yrnoTpeda Ha ChbOTBETHHS JICKAPCTBEH MPOIYKT;

3. 1a cbXpaHsABaT JaHHU, BKJIIOYBALLY ClI€JHATA HH(OpMALMs 3a BCAKA CIEIIKA
C peau3upaHu Ype3 MOCPEAHUYECTBO JICKAPCTBEHH MPOIYKTH:

a) JarTa Ha C/eJKaTa;

0) HaMMEHOBaHUE HA JIEKAPCTBEHUS IPOJIYKT;

B) peaJIM3UPAHOTO Ype3 MOCPEAHUYECTBO KOJIHUECTBO;

') UM€ U aJIpec Ha JIUIATa, MOJIYYWIN U IOCTAaBUIIN JIEKAPCTBEHUS IPOIYKT;

1) HapTUIEH HOMED;

4. na cria3Bat u3uckBaHusATa Ha JloOpara aucTpuOyTopcKka MpakTUKa, IpueTa
¢ HapenOaTa 1o wi. 198;

5. Ja mommbpXKAT CHUCTeMa 3a KAdecTBO, OINPEACisIia OTTOBOPHOCTHUTE,
IPOLIECUTE U MEPKUTE 3a YIPaBJICHHUE HAa PUCKA, CBbP3aHU C JIEMHOCTTa MY;

6. He3abaBHO na mHpOpMupar MAJl um mputexaTens Ha pa3pelIeHHeTo 3a
ynoTpeba, Korato € ycTaHOBHJI WM MMa CbMHEHHUE, Y€ JIEKAPCTBEHUAT IPOAYKT - IPEIMET
Ha IMOCPETHUYECTBOTO, € panmmpuunpan;

7. a npoBepsiBaT Jajld ThPrOBELbT MPUTEKaBa pa3pelieHue 3a ThproBUs Ha
€/IpO C JIEKapCTBEHH MPOIYKTH;

8. ma mpoBepsABaT AadM NPOU3BOJAMTENSAT WIM BHOCHUTENAT MPUTEXKaBa
paspeuieHne 3a Mpou3BOJCTBO/BHOC;

9. na cexpaHsBaT JaHHUTE MO T. 3 3a CPOK HaW-MaJIKO 5 TOAMHU M Ja TH
NPEJOCTABST MPH MOUCKBAaHE HA KOHTPOJIHHUTE OPTaHH.

(2) U3suckBaHuATa KbM JIEHHOCTHTE IO MOCPETHHUYECTBO B 00JIACTTa Ha
JIEKapCTBEHUTE TIPOJIYKTU CE€ OMpEAeNAT ¢ HapenbaTta mo 4i. 198 u B ppKOBOJCTBA Ha
EBpomneiickara komucus.

I'naBa neBera "a'".
IAPAJIEJIEH BHOC HA JIEKAPCTBEHU INTPOJAYKTU (ITPEUIINEH
PA3JAEJIII - IB, BP. 71 OT 2008 I'., B CUJIA OT 12.08.2008 T'.)

Un. 213. (U3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [Tapanenen
BHOC Ha JIEKapCTBEHH MPOAYKTH Ha Teputopusta Ha PemyOnumka bbiarapus moxe na
M3BBPIIBA (PU3NUECKO WIIH FOPUIUIECKO JIUIIE, PETUCTPUPAHO TI0 THPTrOBCKUS 3aKOH, TIO
3aKOHO/IATEJICTBOTO HA IbpKaBa YiEeHKa, Clie]] oJlydaBaHe Ha pa3pellieHne 3a napajieiacH
BHOC, U3J]aJICHO OT U3MBJIHUTEIHUS qupekTop Ha MAJL.

Ui 214. (1) JlekapcTBeH MPOAYKT, pa3pellieH 3a yrnoTpeda B Apyra abpkaBa
YJIeHKa, MOXE Jla Ce BHACS MapasieliHo Ha TepuTopusTa Ha Pemybnuka bwirapus, koraro e
€THAaKbB WJIM TOA00EH Ha JICKapCTBEH MPOJYKT, pa3pelieH 3a ynorpeda B PemyOmumka
bwarapus mo pena Ha TO3U 3aKOH.
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(2) (U3m. - [IB, 6p. 71 ot 2008 1., B cuiia ot 12.08.2008 1., u3m. - JIB, Op. 12
or 2011 r., B cuna ot 08.02.2011 r.) [To cmucwia Ha an. 1 emHakbB WM ToM00EH
JICKapCTBEH MPOAYKT € TO3U, KOWTO MMa €THAKHB KAYECTBCH W KOJMYECTBEH CHCTAB II0
OTHOILICHHE Ha aKTHBHOTO BEUIECTBO/aKTHBHHUTE BEIECTBA, Mpe/Jiara ce B €Ha U ChIIa
JekapcTBeHa (opma, Impeliara ce B €IHa M ChIla IIbPBUYHA OMAKOBKA, C IOJ00CH
rpaduyeH AnU3aiiH Ha OIIAKOBKATa.

Uin. 215. (1) (U3m. u gom. - IB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r.) 3a
MoJlyuyaBaHe Ha pa3pelieHue 3a nmapajiejeH BHOC Ha JIEKApCTBEH MPOIYKT Ha TEPUTOPHUSITA
Ha PenyOmuka bearapus mmmero mo uin. 213 mojaBa 3asBICHHE 0 HM3MBIHUTEITHUS
mupektop Ha WMAJL, B KoeTo mocouBa IIbp’kKaBaTa WIEHKA, OT KOSATO II€ H3BBHPILIBA
napajesieH BHOC Ha JIEKapCTBEH MIPOJYKT.

(2) KM 3asBi€HHETO Cce puiaraT CIeAHUTE JaHHU U JOKYMEHTH:

1. HauMeHoBaHuUe, JeKapcTBeHa (hopMa, KOJIMUYECTBO Ha aKTUBHOTO BEILIECTBO
B JI030Ba €IMHHIIA Ha pa3peuieHus 3a ynorpeda B PemyOnuka bbarapus nekapcTBeH
IPOJYKT;

2. HauMEeHOBaHMe, JIeKapcTBeHa (popma, KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO
B JI030Ba €JMHUIIA HA JIEKApPCTBEHUS IPOAYKT, IIpEeIHA3HAYEH 3a apajesieH BHOC;

3. (mom. - /IB, 6p. 12 o1 2011 ., B cruta ot 08.02.2011 1.) mMe Ha mpHUTEKRATEIISA
Ha pa3pellieHueTo 3a ynorpeba M Ha NPOU3BOAMTENS, AaKO € JIMLE, PA3JIUYHO OT
MpPUTEXKATEI Ha Pa3pelICHUETO 3a yroTpeda, Ha JeKapCTBEHUS MPOAYKT, MpeaHa3HAYECH
3a rapajiejieH BHOC;

4. HOMEp Ha pa3pelIeHHeTO 3a YMoTpeda Ha JIEeKapCTBEHUS MPOIYKT B
Penybnuka bearapus 1 Homep Ha pa3peleHUeTo 3a ynoTpeda Ha JIEeKapCTBEHUS IPOAYKT
B IbpKaBaTa WICHKA, OT KOSITO CE U3BBPIIBA NapajiesieH BHOC;

5. Iekyapaius 3a yCTaHOBsIBaHE Ha oOcTosiTesicTBara mo wi. 217, 1. 1;

6. KomMe OT JIMCTOBKA 3a MAallMeHTa U MOCTpa OT JIEKAPCTBEHUS NPOIYKT BHB
BHJIa, B KOMTO ce mpojaBa B AbprKaBaTa UiIEHKa, OT KOATO CE U3BBPILIBA MapalielieH BHOC,
IPEBOJI Ha ChABPKAHUETO Ha JINCTOBKATa Ha OBJITapCKH €3HK, MPUIPYKEH C JIeKIapanus,
Yye NMPEeBOIBT € B ChOTBETCTBHE C OPUTHHAJIA HA JIUCTOBKATA;

7. TpeUIoKEHHME 3a JIMCTOBKA 3a MAIMEHTa Ha Mapajle]lHO BHACSHUS
JIEKapCTBEH NPOAYKT, MPUAPYKEHO C JIEKJIapalus, Y€ ChIbpKAHUETO Ha JIMCTOBKAaTa €
UJICHTUYHO ChC ChABP)KAHMETO Ha JIMCTOBKAaTa Ha MPOAYKTa, pa3pelleH 3a yrnorpeda B
Penybnuka bearapus, ¢ u3kitoueHne Ha cleHUTE JaHHU:

a) HaMMEHOBaHME M aJpec Ha YyIpaBlieHHEe Ha JMIETO, H3BbPIIBALIO0
napa’elieH BHOC;

0) HaMMEHOBAaHUETO Ha MPOU3BOJMTENS, KOraTo € paszjMyueH 3a JBara
POAYKTa;

B) NMEPHOJ Ha CTAOMIIHOCT, KOTaTo € Pa3IMyeH 3a JIBaTa MPOAYKTa;

I') TOMOIIHH BEIIECTBa, KOTaTO Ca pa3JInYHU B JIBaTa MPOAYKTA;

8. B cilydaii Ha IPEONaKOBaHe:

a) (m3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., m3m. - [IB, Op. 67 ot
2020 r.) MakeT Ha JEKapCTBEHUs MPOLYKT BbB BH/A, B KOMTO I1I€ c€ IyCKa Ha mas3apa B
bearapus;

0) Komue OT JOrOoBOpa MEXAy JHIIETO, M3BBPIIBAIIO MapajieieH BHOC, U
JUIaTa, U3BbPIIBAIY YaCTUYHA TPOU3BOJICTBEHA IEHHOCT - OTIAKOBAHE, ETUKETHUPAHE;
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B) cepruduxat 3a [JoOpa mpon3BoACTBEHA MPAKTHUKA, KOraTO MPOIECUTE Ha
MIPEONaKOBaHE CE€ M3BBPIIBAT U3BBH TepUTOpHUsITa Ha PenyOnuka brirapus;

I') KOraTo ce W3BBPIIBA OT JIMLETO MO Wwi. 213 - Komue OT pa3peuieHueTo 3a
IIPOU3BOJICTBO, U3JAaJIEHO OT PErylaTOpHUs OpraH Ha Jbp)KaBaTa 4J€HKa, KBJAETO Ce
U3BBPIIIBA IPEONTAKOBAHETO;

9. IOKYMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpeieicH B Tapudata mo wi. 21, am.
2.

(3) (U3m. - IB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro mexmy
JIEKapCTBEHUsI MPOJYKT 3a MapajielieH BHOC M HPOAYKTa, pa3pelieH 3a ymnorpeda Ha
TepuTopusTa Ha PemmyOnuka bbarapus, ceiiecTByBaT pa3nuku (B ChCTaBa HAa IOMOIHHUTE
BElIeCTBA U JAPYTH), JIULETO M0 ajl. 1 mpeacTass JOKa3aTeNCTBa, Y€ Te HE Ce 0Tpa3sBar Ha
TEpareBTUYHUTE Ka4eCTBA Ha JIEKAPCTBEHUS IPOAYKT 3a IapajieieH BHOC.

(4) B cnydaute mo an. 3 nuuero mo an. 1 mocoyBa BHPXY OMAKOBKAaTa U B
JIMCTOBKATA 3a MalleHTa Ha Mapajie]IHO BHACSHUS JIEKAPCTBEH MPOAYKT PA3JIUKUTE.

(5) Koraro nuniero mo wi. 213 u3BbpIBa MPEOMAKOBAHE W/WIIH €TUKETUPAHE
Ha JIEKapCTBEHUS MPOYKT HAa OBITapCKH €3HK Ha TepuTopusiTa Ha Penyonuka brirapus,
TO TpsiOBa Ja MpuUTekaBa pa3pelieHue 3a MPOU3BOJCTBO, M3AA[ECHO OT H3I'BJIHUTEITHUS
nupextop Ha MAJL.

(6) IlapanmenHo BHECEHHMST MPOAYKT CE€ U3MOJ3Ba IMpPU YCIOBUATA Ha
U3JIaJICHOTO pa3pelleHre 3a ynorpeda Ha JIEKapCTBEHMsI MPOAYKT Ha TEPUTOpPUSATA Ha
PenyOnuka bbarapus.

Un. 216. (1) Pazpemienmero 3a W3BBPIIBAHE HA TMapajiejeH BHOC Ha
teputopusTa Ha PenyOnuka bbirapus ce n3nasa B cpok 45 AHM OT AaTara Ha IOJIaBaHE Ha
nokymeHnTanusita B MUAJL

(2) Korato MAJI n3ncka ot 3aBUTENS TOMBIHUTENHA TOKYMEHTALNS, CPOKBT
no an. 1 cnupa J1a Tede 70 NojdydaBaHe Ha HCKaHATa HHPOpMaLHUs.

(3) Korato MAJI u3ucka oT peryiaTopHHsi OpraH Ha Jbp)KaBaTa WieHKa, OT
KOSTO C€ W3BBbpUIBA MapajelieH BHOC, HWHQOpMalus, CBbp3aHa C M3JaBaHE Ha
paspelieHrneTo 3a ynorpeba Ha BHACSHUS JIEKAPCTBEH IMPOAYKT, CPOKBT IO ai. 1 ce
yabikaBa ¢ 45 qHu.

(4) Axo B cpoka mo ain. 3 UAJI He monyuyum uCKaHaTa JOKYMEHTAIWs,
npoueaypara 10 M3/1aBaHE Ha DPa3pelieHHe 3a NapajelieH BHOC Ha TEPUTOpHUATA Ha
Penybnuka bearapus ce npekparsisa.

(5) Wsnamenute paspemieHMs 3a H3BbBpIIBaHE Ha MapajelieH BHOC Ha
teputopusita Ha PenyOnuka bwarapus ce myOnukyBar Ha crpanunara Ha MAJL B
WUHTEPHET.

(6) Pa3pemienneTo 3a U3BBPIIBAHE Ha MAapajIeieH BHOC € ChC CPOK 5 TOIUHHU.
Hogo pazpemenue ce n3nasa o peaa Ha ui. 215.

(7) Pa3pemienvero 3a M3BbpLIBAHE Ha MapajelieH BHOC HE ce IMpeKpaTrsBa
aBTOMATHYHO, KOTaToO MPHUTEXATeIIT Ha pa3pelleHUeTo 3a ynorpeda Ha JIeKapCTBEHUS
MPOJYKT, IyCHAT Ha Ma3apa Ha TepuTopusTa Ha Pemybnuka bwarapus, ro orreriu mo
IIPUYMHU, KOUTO HE Ca CBBbP3aHM C OMACHOCT 3a 3/[paBETO HA HACEJIEHUETO.

Un. 216a. (Hos - B, 6p. 105 ot 2020 r., B cuia ot 11.12.2020 r.) (1) Ilpu
00sIBEHO M3BBHPEIHO IOJIOKEHUE TIOPaa eMHUIEMHYHO Pa3NpOCTpaHEHUE Ha 3apa3Hu
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Oosecty 1o wi. 61, an. 1 unu 3 oT 3akoHa 3a 3ApaBETO WM MPU 00SBEHAa M3BBHPEIHA
enuIeMIuYHa 00CTaHOBKA MOPaau eNMUIEMHYHO Pa3NpOCTpaHEHHE Ha 3apa3Ha 0oJecT 1o
il 61, an. 1 oT 3akoHa 3a 3/[paBeTo pa3pelIeHUETO 3a U3BBPILBAHE Ha MapaliejieH BHOC ce
u3J1aBa B CpoK 14 qHM OT 1aTaTa Ha [10JlaBaHe Ha JJOKyMeHTauusara no wi. 215 8 MAJL

(2) Koraro MAJI u3ucka oT 3asBUTEIIS AOITBIHUTEIHA IOKYMEHTAIUS, CPOKBT
no an. 1 cnupa z1a Tede 70 NojdydyaBaHe Ha MCKaHATa HHPOpMAaLIUS.

(3) Korato MAJI u3ucka oT peryiaaTopHHs OpraH Ha Jbp)KaBaTa WieHKa, OT
KOSITO C€ W3BBpUIBA MapajelieH BHOC, HWHQOpManus, CBbp3aHAa C H3JaBaHE Ha
pa3pelieHueTo 3a ynorpeba Ha BHACSHHS JIEKAapCTBEH MPOIYKT, CPOKBT MO ail. 1 ce
yabixkasa ¢ 14 qau.

(4) Koraro B cpoka mo an. 3 MAJI He mosiyun MCKaHaTa JOKYMEHTAITHUS,
npoueaypara 10 HM3/1aBaHE Ha pPa3pelIeHHe 3a NapajelieH BHOC Ha TEpUTOpUATA Ha
PenyOnuka bbirapus ce mpekparssa.

(5) Uznanenute paspelieHrs 3a U3BbpIIBaHE Ha MapajeiieH BHOC 1o ail. 1 ce
nyOnuKyBat Ha cTpanunata Ha MAJI B unTepHeT.

(6) Pa3pemennero 3a U3BBPILIBAHE HA MMApajelieH BHOC M0 al. 1 € ChC CPOK 10
JaTata Ha OTMSIHATa Ha U3BBHPEAHOTO TOJIOKEHHE, CHOTBETHO Ha HW3BBHpEIHATA
enuIeMruYHa 00CcTaHOBKa 110 a. 1.

(7) Paspemienuero 3a W3BBPIIBAHE Ha MapajelieH BHOC C€ MpeKparsBa
AaBTOMATUYHO, CYMTAHO OT JIaTaTa Ha OTMsIHATa HAa U3BBbHPEIHOTO MOJI0KEHUE, CbOTBETHO
Ha U3BBHpPEHATA eMUIeMIUYHa 00CTaHOBKA MO ail. 1.

(8) IIpu mpekpaTsiBaHe HA pa3pelICHUETO 3a U3BBPIIBAHE HA MMapaliesieH BHOC
o ajl. 7 JEKapCTBEHUSIT MPOIYKT MOXKe Aa ObJe MpoJaBaH 10 U3UepIBaHE HA HATUYHHUTE
KOJIMYeCTBAa B CTpaHaTra, HO HE IoBeuye OT 6 Mecela, CYUTAHO OT JaraTa Ha
MIPEKPATSABAHETO.

(9) B ciyuaure no an. 1 HanimoHamHusT ChBET 110 LIEHU U peUMOypcrpaHe Ha
JEKApCTBEHUTE  NPOJYKTH C€ Tpou3Hacs B Cpok A0 14 1gHm  3a
YTBbpXK/IaBaHe/pPErUCTPUPAHE Ha 1IeHa Ha JIEKAPCTBEHH MPOIYKTH, 32 KOUTO € MOJIYyYeHO
paspenieHue 3a napajieieH BHOC, CUUTaHO OT JlaTaTa Ha MO0JIaBaHe Ha 3asBJIEHUE 10 peaa
Ha Hapezabara no wi. 261a, ain. 5.

Ui 217. Ilputexarensat Ha pa3pelIeHUEeTO 3a MapajesieH BHOC € JUTbKEH Ja:

1. yBenoMu mpuTexaTesns Ha pa3pelieHUeTo 3a yrnoTpeda Ha JIEKapCTBEHUS
MPOIYKT, MyCHAT Ha Ma3apa Ha Teputopusrta Ha PemyOminka boarapus, 3a HaMepeHHeTo cu
Jla U3BBPIIBA MapaJIeJIeH BHOC U IIPU NOMCKBAHE MY IPEAOCTABS MOCTpA OT IAPAJIEIHO
BHACSIHUS JICKAPCTBEH MPOIYKT;

2. ChXpaHsBa 3a CPOK 5 TOJMHM CleNHATA JOKYMEHTALUSA: UME U aJpec Ha
JULETO, HA KOETO € JOCTABEH MapaljieIHO BHACSHUAT JIEKAPCTBEH MPOAYKT, JaTaTa Ha
IIPEIOCTaBSIHE, IOCTABEHO KOJIMYECTBO U MApTUACH HOMED;

3. npexacrass B MAJL:

a) aKTyaJM3UpaHa JUCTOBKA 3a MaleHTa Ha NapajiesIH0 BHACSHUS IPOAYKT B
CHOTBETCTBHME C HACTHIIMIM MPOMEHU B H3A3JCHOTO pa3pelieHre 3a yrnoTpeda Ha
pazpemienus B PenyOnuka bbirapus nexkapcTBeH MpoOJIyKT;

6) (m3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mexmaparus, ue
CBABPKAHUETO Ha JIMCTOBKaTa mo OykBa "a" € HIEHTUYHO ChC CHIBPKAHUETO Ha
JUCTOBKATa Ha MPOJYKTa, pa3pellieH 3a ynotpeda B Penmybinka brarapusi, ¢ u3KiIrO4YeHne

nen,
b

Ha gaHHUTE Mo wi. 215, am. 2, 1. 7, OykBu "a" - "'r
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4. TOKyMEHTHpa U J0KJIa/IBa Ha MPUTEXKATEN Ha pa3pelIeHUeTo 3a yrnoTpeda
u Ha MAJl BcMuku ChOOIIEHUS 3a IMOJO3UPAHM HEXKEIAHU JIEKAPCTBCHH PEAKIUU Ha
BHACSIHUS JICKApPCTBEH MPOAYKT;

5. (uoBa - [IB, 6p. 84 o1 2018 ., B crma ot 12.10.2018 r.) mpenoctaBst Ha MAJT
eKEeCeIMUYHO WJIM TpU NpoMsHA Ha O0OCTOsATEeNCTBaTa Ype3 CrelHalu3upaHaTa
eJIeKTpOHHA cucTeMa 1o wi. 2176, an. 1 uadopmarnus 3a:

a) mapajeliHO BHECeHHTe Ha Teputopusta Ha PenyOnuka bbiarapus
KOJIMYECTBA, [IOCOYCHH I10 JIEKAPCTBEHH MPOTYKTH, BKIIFOUEHU B [103UTHBHUS JIeKapCTBEH
CIUCHK, HA KOUTO € IPUTEeKATel Ha pa3pelieHrneTo 3a napajeseH BHOC;

0) mocraBeHHUTE Ha (PU3UYECKHUTE U FOpUIUYEcKUTE uia o wi. 207, an. 1, T.
5, 5a u 6 KonuYecTBa, MOCOYCHH I10 JICKAPCTBEHU NMPOAYKTH, BKItoUeHU B Ilo3uTHBHUS
JICKAPCTBEH CITUCHK;

B) pU3HUECKUTE U FOpUandYecKuTe Jinma o wi. 207, an. 1, T. 5, Sa u 6, Ha KOUTO
ca JIOCTaBeHH KOJIMYECTBATA JIEKAPCTBEHH MPOAYKTH 110 OykBa "a";

T) JaTara, Ha KOSITO € U3BbPILIEH BHOCHT/J0CcTaBKara rmo Oyksu "a" u "6";

1) HAIMYHUTE B CKJIQJOBETE KOJUYECTBA, IOCOYCHH IO JIEKAPCTBEHU
OPOAYKTH, BKIOYEHH B [103UTHBHUS JIEKapCTBEH CIHMCHK, HA KOUTO € MpUTEXaTed Ha
pa3pemIeHneTo 3a MmapajiejicH BHOC;

6. (moma - /IB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) mpenocrass Ha
NAIJI 3a BcHYKH JICKQpCTBEHU TPOAYKTH, TOTYIHIIA Pa3pelIcHUE 3a MapajieliecH BHOC Ha
TEPUTOPUSITA Ha CTpaHaTa, BKIIOYUTEIHO MpPU NpOMSHA Ha OOCTOSATENCTBAaTa, 4pes
crenuanu3upaHara eleKTpoHHa cucreMa mo wi. 2176, an. 1 madopmanus 3a Kojga Ha
MPOJYyKTa MO CMUCHIA Ha 4. 4, OykBa 0), moarouka i) ot [lenerupan pernament (EC)
2016/161 3a nekapcTBEHUTE MPOAYKTH, ONPEACIICHH B HETO;

7. (noBa - IB, 6p. 67 ot 2020 r., mpenumiHa T. 6 - 1B, 6p. 103 o1 2020 1., B
cuna ot 01.01.2021 r.) ocurypsiBa 3aMsiHaTa Ha TOKa3aTelUTe 3a OE30MacCHOCT BBPXY
BTOpUYHATA OIMAKOBKa, a aKoO HsAMa TakaBa - BBpPXY MbPBUYHATA OMAKOBKA, Ha
JIEKapCTBEHUTE TNPOAYKTH, ompeaenenn B Jlemerupan permament (EC) 2016/161, c
PaBHOCTOMHM Ha TAX MO CMUCHIA Ha ui. 1680, an. 3 u ocurypsiBa BbBEXKIAHETO Ha
uAcHTH(GUKAITMOHHUS OeJIeT Ha BCSAKA OIMMAKOBKA B CUCTEMAaTa OT PETHCTPHU B ChOTBETCTBHE
¢ Jenerupan pernament (EC) 2016/161.

I'nmaBa neBera "0".

N3HOC HA JIEKAPCTBEHHU ITPOAYKTHU. CHIEINUAJIN3UPAHA
EJIEKTPOHHA CUCTEMA 3A ITPOCJ/IEJSIBAHE U AHAJIN3 HA
JJEKAPCTBEHUTE ITPOJAYKTHU (HOBA - IB, bP. 18 OT 2014 I'., 3ATI'JI.
N3M. - JIB, BP. 84 OT 2018 I'., B CHUJIA OT 12.10.2018T".)

Yn. 217a. (Hos - IB, 6p. 18 ot 2014 1.) (1) M3HOC Ha nekapcTBEHH MPOAYKTH
oT Ttepuropusita Ha PenyOmmka bBbiarapus Moke na W3BBpIIBA (PU3HUECKO WK
IOPUJIMYECKO JIUIIE, MPUTEXaTed Ha pa3pellieHHe 3a ThProBUsS Ha €ApO C JICKApCTBEHH
MPOIYKTH WJIH MIPUTEXKATEN HA pa3pelieHne 3a POU3BOJICTBO.

(2) Ilputexaren Ha pa3pelIeHne 32 TPOU3BOICTBO MOKE /1a U3BBPILBA U3HOC
caMo Ha MIPOU3BEACHUTE OT HETO JIEKAPCTBEHU MPOTYKTH.
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(3) Ilo cmuchna Ha Ta3W IJIaBa U3HOC € M BBTPEOOIIHOCTHA JOCTaBKa B
pamkuTe Ha EBponenckus cbro3.

(4) (U3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) JlekapcTBeHu
IPOAYKTH, BKIIOUEHH B [103UTHBHHUS IEKapPCTBEH CIHCHK, 3a KOUTO € YCTAHOBEH HEJOCTUT
no peaa Ha wi. 2176, He Morat Aa ObAAT W3HACSIHU 3a CPOKA, 32 KOHTO ce ChIbPKAT B
cnuceKa mo wi. 2178, ai. 1.

Uin. 2176. (Hos - IB, 6p. 18 ot 2014 1., u3m. - IB, 6p. 84 ot 2018 r., B cuna
ot 12.10.2018 r.) (1) Cw3naBa ce Criennanu3upana eIeKTpOHHA CHCTEMa 3a MPOCIIC/IIBaHE
U aHaJW3 Ha JICKAPCTBCHHUTE MPOAYKTH, BKIIOUEHU B [103UTHBHUS JTEKapCTBEH CIHCHK,
KOSITO Cc€ aJIMMHUCTPHUPA U MO AbpKa OT M3MbIHUTENHATA areHIUs 110 JeKapcTBara.

(2) CohzmaBaHeTo W MOAIBPKAHETO Ha CIEUUATU3MpPAaHATa EJIEKTPOHHA
cucTeMma 1o aj. 1 ce u3BbpIIBa Bb3 OCHOBA HA CICIHUTE MPUHIIUITH:

1. rapaHTHpaHe Ha aKTyaJlHOCT M TOYHOCT Ha TMPENOCTaBEHUTE U
ChXpaHsIBaHUTE JIAHHU;

2. ocurypsiBaHe Ha IOJXO/A111a cpesia 32 OOMEH Ha JIaHHU;

3. rapaHTUpaHe Ha pPErJIAMEHTUPAaH JOCTBHII 10 JAaHHHUTE B EJIEKTPOHHATa
WH(OPMALMOHHA CHCTEMa IIPH ClIa3BaHEe M3MCKBAHMUATA HA 3aKOHA,

4. ocurypsiBaHe Ha OTNlepaTUBHA ChbBMECTUMOCT U HHPOPMAIIIOHHA CUTYPHOCT.

(3) Cnennanusupanara eIeKTpOHHA CUCTEMA 10 all. | chabpika:

1. (m3m. - JIB, 6p. 103 ot 2020 1., B cuna ot 01.01.2021 r.) nadopmanmsTa mo
1. 54, ai1. 54a, wn. 68, an. 1, 7. 10 m 11, wn. 207, an. 1, 1. 15, 9. 217, 1. 51 6 u ui. 232a,
MPEeIOCTaBeHa OT ChOTBETHUTE JIMIIA;

2. (m3m. - JIB, Op. 67 ot 2020 r.) uudopmamus, mnpeaocTaBeHa OT
HammonanHata 31paBHOOCHTYpHUTENTHA Kaca, 3a KOJMYECTBATa, KOUTO Ca MOCOYECHH I10
OTYETEHU W 3aIUIaTeHH JIEKAPCTBEHU MPOAYKTH, BKIOYeHU B [103MTHBHUS JieKapCcTBEH
CIHCHK 32 IPEAXOIHUS €H MECell;

3. uHpopmarus, npe1ocTaBeHa OT MUHHUCTEPCTBOTO Ha 3/IpaBEoIa3BaHETo, 3a
KOJIMYECTBaTa, KOUTO Ca MOCOYEHHU MO 3aIUIaTeHU JICKAPCTBEHU MPOAYKTH, BKIIOUYECHU B
[To3uTHBHUS JIEKaPCTBEH CIIUCHK 3 MPEAXOTHHS €HH MECEIL.

(4) Bp3 ocHoBa Ha uH(popmanuaTa MO an. 3 Ype3 CHEIHAIM3UpaHaTa
€JIEKTpPOHHA cUcTeMa Mo ajl. | ce M3BBbpIIBA aHAJIU3 32 YCTAHOBSIBAHE Ha HEIOCTUI Ha
JIEKapCTBEHU MPOAYKTHU, BKIIOYCHH B [103UTHBHUS JeKapCTBEH CIHUCHK, HA TEPUTOPUITA
Ha PenyOsinka bbarapus npu ycioBus U 10 pell, ONpeielieHH B HapeaoaTta 1o ai. 8.

(5) (Hom. - JIB, 6p. 67 ot 2020 r.) HegocTurst mo an. 4 Ha JIeKapCTBEHU
MPOJYKTH, BKItOUeHU B [IO3UTHBHHUS JIEKApCTBEH CHHUCHK, CE€ YCTaHOBSIBA, KOTaTO MpH
U3BBPIIBAHE Ha aHaAIW3a MO al. 4 ce YCTaHOBW, Y€ HAJUYHUTE Ha TEPUTOPHATA Ha
Peny6iinka beirapust Kon4yecTBa OT CbOTBETHHS JICKAPCTBEH MPOIYKT Ca MO-MaJIKO OT 65
HA CTO OT HEOOXOJMMHTE KOJIUYECTBA 3a 33aJ0OBOJISIBAHE HA 3/IPaBHUTE MOTPEOHOCTHU Ha
HACEJICHUEeTO 3a MEepUOoJ OT €IWH Mecell, U3YHCIEH! Bb3 OCHOBA Ha CPEHOMECEUYHOTO
noTpebiieHue Ha ChOTBETHUS JIEKAPCTBEH MPOJIYKT 3a MPEAXOIHUTE 6 Mecella, CHUTaHO OT
JIeHsI Ha U3BBPIIBAHE HAa aHAIIN3A.

(6) CrneumanusupaHara eJIeKTpPOHHAa cHCTeMa MO ail. | m[oaxbpxka
aBTOMAaTHU3MpaH UHTep(elc 3a mpegocTaBsHe Ha UHpOpMaLUTa o ajl. 3 U 3a u3NpallaHe
Ha ChOOIIIECHUSI.
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(7) IlpaBo Ha MOCTHII IO CIICIUATM3UPAHATA CIICKTPOHHA CHUCTEMa Mo aj. |
UMaT UHCTUTYIIMUTE U JIUIATa 0 ajl. 3 camo 3a [eJIUTE Ha MTPEeI0CTaBsiHE Ha HHPOpMAITHS,
OIIPENIEJICHU C TO3H 3aKOH, U HOCST OTTOBOPHOCT 3a JIOCTOBEPHOCTTA Ha MPEJIOCTaBeHATA
uH(pOpMAaIIKs, KAKTO ¥ 32 HABPEMEHHOTO M MPEIOCTaBSHE.

(8) (Hosa - /1B, 6p. 67 ot 2020 r.) I3BBH ciayyauTe 1Mo ai. 7, mpaBo Ha JOCTHII
JI0 JAHHWUTE B CIICMATN3MpaHaTa eJICKTPOHHA CUCTeMa 1o an. | umMaT MUHHCTEPCTBOTO
Ha 3/IpaBeona3BaHeTo, HanmoHnanHara 3 paBHOOCUTYPHUTEIHA Kaca U ChBETHT 10 WiI. 258,
an. 1.

(9) (Ilpenumna am. 8 - IIB, Op. 67 ot 2020 r.) YcinoBuatra U peabT 3a
MPEIOCTaBsIHE, ChXPaHsIBAHE M U3BBPIIBAHE HA aHAIN3 HA HH(OpMALIHATA IO aj. 3, KaKTO
U 32 aJIMUHHCTPUPAHETO, TIOJIBPKAHETO U JOCTHIIA JIO CIICUATU3UPaHaTa EICKTPOHHA
cucrema 1o aj. 1 ce onpenenar ¢ Hapeada Ha MUHUCTBpPA Ha 3/IpaBeona3BaHeTo.

(10) (Ilpeaumna an. 9 - 1B, 6p. 67 ot 2020 r.) M3mbaHUTEIHATAa areHIINS 110
JIeKapCcTBaTa € 3aIbJDKCHA JIa OCUTYpPsiBa MpEXXOBaTa M MH(PpOpMaIMOHHATa CUTYPHOCT Ha
CrelMan3upaHara eJICKTPOHHA CHCTeMa 1Mo aj. | mpu crha3BaHe Ha 3allbJDKCHHE 3a
ola3BaHE TaliHaTa Ha MOJydeHaTa HHpopManus 1o ai. 3.

Y. 2178. (Hos - /IB, 6p. 18 ot 2014 r., 00siBeH 3a MPOTUBOKOHCTUTYIIHOHCH
¢ PKC Ne 1 or 2015 1. - IB, 6p. 12 ot 2015 r., u3m. - JIB, 6p. 84 or 2018 r., B cuna ot
12.10.2018 r.) (1) Cp3naBa ce Cnuchbk Ha JIEKAPCTBEHUTE NPOAYKTH, BKIIOUYEHU B
[To3uTHBHUSA JE€KapCTBEH CIUCHK, 32 KOUTO € YCTAaHOBEH HEJAOCTUI Ha TEpUTOpHsTA HA
Penybnuka bbarapus, KOWTO ce U3roTBs, aKTyaJlu3upa U NoAabpxka oT M3nbnHurennara
areHIys 1o JIeKapcTBaTa.

(2) CnucbkbT o aj. 1 ce u3roTBs Bb3 OCHOBA HAa U3BBPILIEHUS aHATU3 110 pea
Ha w1. 2170, an. 4 u ce my0IMKyBa Ha MHTEPHET CTpaHUIlaTa Ha M3mbIHUTENHATa areHIus
10 JIEKapCcTBaTa.

(3) CnuchKBT Ha JIEKAPCTBEHUTE MPOIYKTH, 3a KOUTO € YCTAHOBEH HEJOCTUT
no pena Ha wi. 2176, an. 5, ce U3roTBsi IO HAMMEHOBAaHUE HA JIEKAPCTBEHMS MPOAYKT,
BKJIIOYeH B [lo3UTMBHHA  JI€KapCTBEH CHMCBK, MEKIYHAapOJHO  HEMATEHTHO
HAaUMEHOBAaHME, KOJIMUECTBO Ha aKTUBHOTO BEILIECTBO, JIEKapCcTBEeHa (hopMa U KOJIUYECTBO
B OITAKOBKa.

(4) CnuchkbT 10 al. 1 ce akTyanusupa:

1. exxeceIMHYHO;

2. mpu MpoMsHa Ha OOCTOSITENICTBAaTa, CBbP3aHU C BHOC W/MJIM HM3HOC Ha
JIEKapCTBEHU MTPOYKTH, BKJIFOUEHU B [103UTHBHUS JIEKapCTBEH CIIUCHK.

(5) Ilpu akTyanu3upaHe Ha CIUCHKA 10 pena Ha aj. 4, T. 1, KakTo U B ClIydanuTe
opyu MpoMmsiHa Ha oOcTosTesNcTBaTa mo aia. 4, T. 2, Bb3 OCHOBAa Ha INpeAOCTaBeHaTa
uHpopmanus mo uwin. 68, am. 1, 1. 10, wn. 207, an. 1, 1. 15 u un. 217, 1. 5, 4upes
crienManu3upaHara eJeKTpoHHa cucrema mo wi. 21706, an. 1 ce usmpaiia cbo01IeHre 10
munara no wi. 68, an. 1, wn. 207, an. 1, un. 217 u un. 232a 3a akTyalM3upaHusi CIUCHK.
CruchbkbT He3ab0aBHO ce MyOJIMKyBa Ha MHTEPHET CTpaHUIATa Ha M3mbiaHUTENHATa
areHus 1o JieKapcTBaTa.

(6) B cmyuaute o an. 4 cnuchbkbT 110 all. 1 ce u3npaiia ot MAJI u Ha AreHIus
"MutHuIA" TIO CITy’)KeO€H pel.

(7) Cnen BkIOYBaHE HA JIEKApCTBEHM MPOJYKTH B CIIUCHKA MO an. 1 Te He
MOraT J1a C€ U3HACHT 3a CPOKa, 3a KOMTO ce ChAbpKAT B CIIUCHKA.
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Un. 217r. (Hos - [IB, 6p. 18 ot 2014 r., m3wm. - JIB, 6p. 84 ot 2018 r., B cuia
ot 12.10.2018 r.) M3nmbaHuTenHaTa areHIus IO JIEKapcTBaTa W3BBPIIBA MPOBEPKH HA
JMIaTa, KOUTO ca 3abJDKEHH J1a TIPEAOCTaBIT HHPOPMALIKs 10 pelia Ha Ta3H IJIaBa.

Ui 217a. (Hos - IB, 6p. 105 ot 2020 1., B cruta ot 11.12.2020 r.) Ilo Bpeme
Ha 00SIBEHO M3BBHHPEIHO MOJIOKCHHUE TIOPAJIU CMUIEMUYHO PA3NPOCTPAHECHUE Ha 3apa3HU
6osecty 1o wi. 61, ain. 1 wnm 3 ot 3akoHa 3a 3ApaBeTO WM Ha OOSBEHA M3BBHpEIHA
enuJeMHYHa 0OCTAaHOBKA MOPAJH CMUIEMUYHO Pa3pOCTPaHEHHE Ha 3apa3Ha OOJIECT 1Mo
4. 61, an. 1 ot 3akoHa 3a 3IpaBeTO U JI0 TPH MECEINa CJIea OTMSIHATa UM ChC 3alOBe Ha
MUHUCTBPA Ha 3[[PaBEOINa3BAHETO MOKE BPEMEHHO JIa ce 3a0paHu MU3HOC Ha JICKApCTBEHU
MIPOJIYKTH OT TeputopusaTa Ha PenmyOnuka bearapus, 3a KOUTO € YCTAaHOBEH HEJIOCTHUT Ha
TEPUTOPHSITA HA CTpaHATA 3a 3aJ0BOJISIBAHE HA 3/[PABHUTE IMMOTPEOHOCTH HA HACEIICHHUETO.

I'naBa necera.
TBPI'OBUS HA IPEGHO C JIEKAPCTBEHHU ITPOAYKTHN.
HAIIMOHAJIHA AIITEYHA KAPTA (3AI'JI. U3M. - /IB, BP. 67 OT 2020
I.

Y. 218. TeproBusita Ha JpeOHO C JEKAPCTBEHH IMPOYKTH C€ U3BBPIIBA CAMO
B alTEKU U APOTEPHH 110 peJia Ha TO3U 3aKOH, C U3KIIOYEHHE Ha CiIydauTe 1o 4ui. 232, ai.
2.

Un. 219. (1) (U3m. - AB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 r., gom. - /1B,
op. 23 or 2009 r., B cuna ot 30.03.2009 r., nom. - [AB, 6p. 41 ot 2009 r., B cuna ot
02.06.2009 r., u3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - IB, Op. 67 oT
2020 r.) AnTekara € 3qpaBHO 3aBEJCHHUE, B KOETO CE€ M3BBPIIBAT CIECIHUTE NEHHOCTH:
CbXpaHsBaHEe, IPUTOTBSIHE, OIIAKOBAaHE, KOHTPOJIMpaHE, JaBaHE Ha KOHCYJITAlUH,
OTIIyCKaHEe IO JIEKapcKO M 0e3 JIeKapCcKo IpeInucaHue Ha paspellieHu 3a yrnorpeda B
Peny6nuka bbarapus jiekapcTBeHU MPOAYKTH, HA MEIMIMHCKH U3JENus, Ha AUETUYHU
XPaHU 3a CHelHaIHU METMIMHCKY 1IeJIM U XpaHU 3a KbpMayeTa U IPEXO/IHU XPaHH, KaKTO
U XpaHUTENIHU J00aBKH, KO3METUYHM MPOAYKTH, CAHUTAPHO-XUTMEHHU MaTepuanu MU
Ououuan ot rnaBHa rpymna 1 "Jlesundexkrantu", npoayKkToBU TUIOBE | U 2, U OT IJIaBHA
rpyna 3 "KonTpon Ha Bpeautenn", npoaykroBu tunose 18 u 19, ceriacuo Ilpunoxxenne
V ot Pernament (EC) Ne 528/2012 na EBponeiickus napnamenT u Ha ChBeTa oT 22 Mail
2012 r. OTHOCHO MPEAOCTAaBSIHETO Ha Mazapa u ynorpedara Ha 6uoruau (OB, L 167/1 ot
27 voum 2012 1.).

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) YcTpoiicTBoTo,
penbT U OpraHM3alusITa Ha paboTara Ha anTeKWTe, HOMEHKJIATypaTa Ha JIEKapCTBEHUTE
NPOAYKTH, C€ ONPEAETAT B Hape0a Ha MUHUCTHPA Ha 3/IpaBeona3BaHeTo.

(3) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., ot™. - JIB, 6p. 23
ot 2009 r., B cuna ot 30.03.2009 r., HoBa - /IB, 6p. 67 ot 2020 r.) IlputexarensaTt Ha
paspelieHue 3a ThpProBHUs Ha OpeOHO MpoBepsBa aBTEHTUYHOCTTA Ha JIEKAPCTBEHUTE
MPOJYKTH Ype3 MoKa3aTenuTe 3a 6e30MmacHoCT mo wi. 168, aj. 8 u Ae3aKTUBHUpa YHUKATHUS
uaeHTU(UKAITMOHEH OeJer B CUCTeMaTa OT PETHCTPH.
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(4) (Hosa - IB, 6p. 67 ot 2020 r.) JleiicTBusTAa 11O aJl. 3 c€ U3BBPIIBAT 110 peia
Ha rnaBa VI ot [enerupan pernament (EC) 2016/161.

Ui 220. (1) HeitHocture mo ui. 219, an. 1 ce u3BBpHIBAT OT MarucTbp-
dapmarneBT.

(2) (Hom. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Marucrsp-
(dapManeBThT € JUTHKEH J1a U3ITBIHU U3JIaJCHO JIEKAPCKO MPEITUCaHNe, BKIFOUYUTEIHO U
3a JIeKapCTBeHH (POPMU, MPUTOTBEHU MO MArucTpaiHa U GapMakorneiiHa peuentypa, 1mno
pena, onpeneneH B Hapeabdara o wi. 221, am. 1.

(3) (M3m. - B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) ITomontHUK-
dbapManeBTHT MOXKE Ja U3BBPIIBA BCUYKU JeHHOCTH 110 Wi. 219, an. 1 mox KoHTpoJa Ha
Maructbp-hapmarneBT ¢ U3KIIOUEHUE Ha: OTITyCKaHe Ha JIEKaPCTBEH MPOIYKT IO JEKapCKO
npenucaHue, KOHTPOJI U JaBaHEe Ha KOHCYJITAIMH, CBbP3aHHU C JIEKAPCTBCHUTE TIPOTYKTH.

Un. 221. (1) (Ilpenumen tekct Ha wi. 221 - 1B, 6p. 71 ot 2008 1., B cuna ot
12.08.2008 r.) MUHHUCTBPBT Ha 3paBEONA3BAHETO ONpPEAEs B Hapea0da MEAUIIUHCKHUTE
CIIEIUATIMCTH, KOUTO MOTAT JIa M3/aBaT PEleNTH, pe/a 3a MPeIIUCBaHeTO Ha JIEKAPCTBEHU
MPOJYKTH, CPOKa 3a M3MBIHEHUETO, KAKTO M CIydauTe W peaa, Mo KOHWTO MarucTbp-
(dapmManeBThT MOXKE J1a OTKaXe Ja U3II'BJIHH JIEKAPCKO MPEIUucaHue.

(2) (Homa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 9
ot 2011 r.) bbarapcku rpaxaaHu ¥ 4yKJIEHIM, HA KOUTO € pa3pelieHo NpeOuBaBaHE B
CTpaHaTa, IpH MBTYBAaHETO MM U3BbH PemyOnuka bbiarapus mMorar na HOCAT WM Ja
M3HACAT JICKAPCTBEHU MPOAYKTH, MPETHA3HAYCHH 32 JICUCHUETO UM, MPH YCIOBUSA U 1O
pen, onpezieneHu B HapeabaTa mo ai. 1.

(3) (Homa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm. - JIB, 6p. 9
ot 2011 r.) UyxneHu, Ha KOUTO € M3JaJieHa BU3a 32 KPAaTKOCPOYHO MpeduBaBaHEe Ha
Teputopusita Ha PenyOnuka bbiarapus, Moratr ga mpuTexaBar JISKAPCTBEHU MPOIYKTH,
MpeHa3HaYeHN caMo 3a JICUEHUETO UM, B KOJIMUECTBA, ONPE/IeIeHN B Hapeabara mo ai. 1.

(4) (HoBa - IB, 6p. 1 ot 2014 1., B cuna ot 03.01.2014 r.) M3uckBanusta KbM
MEAWIIMHCKUTE TMPEANUCaHUs, KOUTO ca M3JaJeHH IO HCKaHe Ha TMalMeHT, KOWTO
Bb3HAMeEpsiBa Jla TM M3I0JI3Ba B JIpyra JIbp)KaBa WICHKA, KaKTO U TPHU3HABAHETO H
U3MBIHEHUETO Ha TAKWBa, U3/IaJICHH B APYyTa IbprKaBa WieHKa, Ce U3BBPIIBAT IIPU YCIOBHUS
U TI0 peJl, OTIpesiesieHH ¢ HapeaoaTa 1o ai. 1.

(5) (HoBa - IB, 6p. 1 ot 2014 r., B cuna ot 03.01.2014 r.) Bb3cTanoBsBaneTo
Ha Pa3XOJuTe 3a JICKAPCTBEHU MPOAYKTH MO MEAUIIMHCKUA TPEANHCAHUS, U3IIBIHCHH B
Ipyra AbprkaBa 4iieHKa, Ce U3BBPIIIBA MTPH YCIOBUS U IO Pell, OMPEeNIeHH C Hapea0aTa mo
4i1. 80e, ai. 4 oT 3aKOHA 3a 3JpaBHOTO OCUT'YPSIBAHE.

Un. 222. (1) (O6sBena 3a npotuBokoHcTuTyinoHHa ¢ 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 THPrOBHS Ha JPEOHO C JIEKAPCTBEHH NPOAYKTH HMa (PU3WYECKO WIN
IOPUAMYECKO JIUIIE, PETUCTPUPAHO KaTO THPTOBEIl 0 OBJITapCKOTO 3aKOHOJATENICTBO HIIH
M0 3aKOHOJATEJICTBOTO Ha JIbpKaBa WICHKA, KOCTO € CKIIFOYMIIO TPYAOB JOTOBOP WA
JIOTOBOP 32 YIIPaBIIEHUE HA alITeKaTa C MarucThp-(hapMaIieBT, a B IPEIBUICHUTE OT 3aKOHA
CIIyYad - ¢ IIOMOIIHUK-(apMaIeBT, KaTo Ha TepuTopusaTa Ha PermyOmka beiarapus Mmoxe
Jla OTKpHUE HE MoBeYe OT 4 anTeKu.
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(2) (Hosa - /IB, 6p. 71 ot 2008 1., B cuna ot 26.07.2008 r.) Koraro nuiero mo
an. 1 e maructep-gapManeBT W € PBKOBOAWTE] Ha amnTekata, HE € HEoO0XOIuMO
MPEJICTaBSIHETO HA TPYAOB JOTOBOP WJIU JIOTOBOD 3a yIpaBlIeHUE HA anTeKaTa.

(3) (Ilpeaumna ain. 2, uzm. - IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.)
Maructbp-hapmaneBTsT 0 ajl. 1 € ppKOBOIUTEN Ha anTeKaTa U 3aIbJKUTEIHO paboTH B
Hesl.

(4) (IIpenumna an. 3 - /1B, 6p. 71 ot 2008 r., B cruta ot 26.07.2008 r.) IIpaBo
Jla OTKPUSAT anTeKa 3a 3aJ0BOJISIBAHE HA COOCTBEHUTE CH HYXKIU MAT:

1. neueGHUTE 3aBeZEeHUS IO WI. 5 OT 3aKOHA 3a JICUCOHUTE 3aBEICHUS, KOUTO
OCBILECTBIBAT OOJIHUYHA [TOMOIIL;

2. neyeOHUTE 3aBeICHUS 32 OOJHUYHA [TOMOILI;

3. (m3m. - JIB, 6p. 59 ot 2010 r., B cuna ot 31.07.2010 r.) ueHTpoBere 3a
NICUXUYHO 3/IpaBe, IIEHTPOBETE 32 KOXKHO-BEHEPUYECKH 3a00JISBaHUS U KOMIUIEKCHHUTE
OHKOJIOTUYHH [IEHTPOBE;

4. xocricute c¢be crammoHap mo wi. 10, T. 5 or 3akoHa 3a JieueOHHUTE
3aBEJICHUSI.

(5) (HoBa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a 3agoBosiBaHE
Ha COOCTBEHHUTE CH HYXK/U JICUCOHHUTE 3aBEJICHUS 110 ajl. 4, KOUTO HIMAT OTKPUTA alTeKa,
MoraT Ja ce CHaOIsBaT OT anTeKka Ha JedyeOHO 3aBe/IeHHe, MOMYYWIIO pa3pelieHue 3a
THPTOBUsI Ha APEeOHO C JIKAPCTBEHU MPOAYKTH IPHU YCIOBHUS M IO pel, ONMPEACICHHU C
Hapeabara mo wi. 219, am. 2.

(6) (Ot™m., mpenumHa an. 4 - [IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.,
npeaminHa ai. 5, u3M. - JIB, op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) AnTekute Ha
JeueOHUTE 3aBEICHUS 32 U3BBHOOIHUYHA MOMOII KbM MUHHCTEPCTBOTO Ha OTOpaHara u
MUHHCTEPCTBOTO HAa BBTPEIIHUTE pabOTH Morar Ja ce€ PBKOBOASIT OT TMOMOIIHUK-
(dapmareBT 1o MpeIoKeHHE Ha ChOTBETHOTO BEAOMCTBO U CIIE]] U3/a/ICHO pa3pelIeHNe
OT M3MBbIHUTENHUA AupekTop Ha AL

Un. 222a. (Hos - JIB, 6p. 67 ot 2020 r.) Jluie, moxy4usno paspeuieHue 3a
THPTOBUSI Ha APEOHO C JICKAPCTBEHU MPOJYKTH B alTeKa, HE MOXE J1a Oblie IPUTEKATEI
Ha pa3pelieHue 3a ThProBUs Ha €/Ipo C JIEKAPCTBEHU MTPOIYKTH, U3JaJACHH 10 PEa Ha TO3H
3aKOH.

Y. 223. (1) Maructep-hapmanieBT WK MOMOIIHUK-(apMaleBT MoXe /1a ObJie
PBHKOBOAMTEIN CaMO Ha €Ha anTeKa U 33IbJDKUTEITHO padOTH B Hesl.

(2) (M3m. - [IB, 6p. 12 ot 2011 1., B cuma ot 08.02.2011 r.) Maructsp-
(bapMareBTHT WIH MIOMOIIHUK-(papManeBThT, KOWTO € PHKOBOAMTEN HA anTeka, He MOXKE
na 6’bJie HaeMaH Ha paboTa Mo I0OTOBOP C €AHOJIMYEH ThProBell MU ThPTOBCKO APYKECTBO
C IpeJIMET Ha JIEHHOCT MPOM3BOICTBO, BHOC, THPTOBHS Ha PO HITH APEOHO C JIEKapCTBEHU
HPOJYKTH.

(3) Jluttero mo ai. 1, moyrydamsio pa3perieHue 3a U3BbPIIBAaHE HAa THPTOBHS Ha
JIpeOHO C JIeKapCTBEHM MPOJYKTH, HE MOXe Ja ObJe COOCTBEHHK WM J1a ydacTBa B
THPTOBCKH JIPY)KECTBA C TIPEAMET Ha JIGHHOCT MMPOU3BOICTBO, BHOC HITH THPTOBUS Ha €IIPO
C JIGKapCTBEHU MPOAYKTH, BKIIOUUTEITHO B JPYKECTBA HAa CBBP3aHHU JIMIIA [0 CMUCHIIA HA
TBpProBckus 3aKoH.
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Ui, 224. PBKOBOIUTEISIT HA anTeka TpsiOBa Jia:

1. e Marucrbp-papManeBT, CBHOTBETHO IOMOIIHUK-(AapMaleBT, B
MPEJIBUJICHUTE OT 3aKOHA CITy4au;

2. HE € JIMIICH OT MPAaBOTO JIa YIPaXKHIBA MPOECUsiTa;

3. He € OCHXKJIaH 3a MPECTHIUICHUS, CBbP3aHH C YIPaKHsBaHE Ha MpodecusiTa
My, 32 TPECTBIUICHUS MPOTUB COOCTBEHOCTTa M CTONAHCTBOTO WM 32 YMHUIIUICHU
MPECTHIUICHUS CPeIlly JUYHOCTTA;

4. Ma Hall-MaJKo eJIHa TOAMHA CTaX KaTO MarucThp-(hapmaresnT.

Un. 225. (M3m. - 1B, 6p. 71 ot 2008 r., B cmia ot 26.07.2008 r.) (1) B
HACEJICHO MSCTO, Ha YHATO TEPUTOPUS HsAMa OTKpUTA alTeka, NMpaBO Ja H3BBPIIBA
THProBUsl Ha APEOHO C JIGKAPCTBEHU MPOIYKTH MUMa Juie mo wi. 222, an. 1, koeto e
CKJIFOUMJIO TPY/IOB JOTOBOP WJIM JIOTOBOP 3a YIIPABJICHUE HA anrTekata ¢ MOMOIIHUK-
(dapMareBT win ¢ MarucTbp-hapMaeBT ¢ IO-MaJIKO OT €{Ha TOJJUHA TPYIOB CTaXK.

(2) IlomomHMK-(hapManeBTbT WM MarucTbp-apManeBTbT Mo aid. 1 e
PBHKOBOAMTEIN HA aNTEKaTa U 33AbJKUTEIHO PabOTH B HES.

(3) (HoBa - JIB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) ITomomHuMK-
(dapManeBTHT - PHKOBOAWTENl Ha anTeKaTa Mo aj. 1, MOXXe Ja HM3BBPIIBA CIICAHHUTE
JNCHHOCTH: ChXpaHsSBaHE W OTIIyCKaHe Oe3 JICKapCKO MpPEIIMCaHUuEe Ha pa3pelicHd 3a
yrnotpeba B PenyOnmka beirapust nekapcTBeHH MPOAYKTH, HA MEAULIMHCKU MU3ENUs, HA
JUETUYHUA XPaHH 32 CIICIUATHN MEIUIIMHCKU EJIM M XPaHU 3a KbpMaveTa M MPEXOJHU
XpaHH, KaKTO M HA XPAHUTEITHHU T00aBKH, KO3SMETUYHU U CAHUTAPHO-XUTUEHHHU CPE/ICTBA.

Un. 226. (1) Ha teputopusita Ha JieueOHU 3aBEIEHUs 33 M3BHHOOTHUYHA
IOMOIIl MOraT Ja ce OTKpPHBAT anTeKH 3a MpoAakOa Ha JIEKapCTBEHH INPOJIYKTH Ha
rpaXKaaHH.

(2) Ha tepuropusita Ha 37paBHU 3aBefeHUs 1Mo wi. 21, an. 2 ot 3akoHa 3a
3/IpaBeTo, JICUeOHHU 3aBeICHMs 3a OOJTHUYHA IMOMOI U JeueOHM 3aBefeHus mo wi. 10 ot
3akoHa 3a JeuyeOHUTE 3aBEJCHUs HE MoraT Ja ce OTKpUBAT anTeKkH 3a mpojaaxda Ha
JIEKapCTBEHU MPOYKTH Ha IPa)/1aHu.

Un. 227. (1) (Ilpenuiuen teker Ha wi. 227 - JIB, 6p. 102 ot 2009 r., B cuina ot
22.12.2009 r.) M3uckBaHusTa 32 MECTOHAXO0XJICHUETO M KbM TIOMEIIICHHUSTA Ha anTeKaTa
ce ompenensaT B HapenOara mo ui. 219, an. 2.

(2) (Homa - /IB, 6p. 102 ot 2009 1., B cuna ot 22.12.2009 r., u3m. - /IB, 6p. 60
ot 2011 r., B cuna ot 05.08.2011 r.) M3uckBaHusATa KbM YCTPOMCTBOTO U MOMEIICHUATA
Ha anTeKuTe Mo wi. 228, aj. 5 ce onpenensaT B Hapendara 1o ai. 1.

Un. 227a. (Hos - [IB, 6p. 67 ot 2020 1.) (1) [ToTpebHOCTUTE HA HACETICHHETO
OT JIOCTBIl JI0 JIEKAPCTBEHU IMPOAYKTH, OTHYCKaHH B alTeKH, C€ OMNpEeneNarT Ha
TepUTOpHAIEH NpuHIMN upe3 HanyroHanHa anteyHa kapra.

(2) B Hanimonannara anteyHa KapTa He ce BKJIIOYBAT alTeKH, OTKPUBAHH IO
pena Ha ui. 222, an. 4.
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(3) C HanmonannaTta anTe4Ha KapTa ce€ ONpeaesarT o0JiacTuTe, OOIMHNATE U
HACEJICHUTE MECTa C HEJOCTHI Ha OTKPUTHU alTEeKH 4Ype3 U3BBPIIBAHE HA aHAIM3 Ha
JOCThIIA HA HACEJICHUETO JI0 allTeKH, KOUTO OCHIIECTBIBAT IEHHOCTH I10:

1. oTnyckaHe Ha JEKapCTBEHU MPOAYKTH 3a JOMAIIHO JIEUEHUE, 3aIUIallaHu
HarmbJIHO WK YacTuyHo oT H3OK npu ycnoBusita u o peaa Ha 4i. 45, ain. 17 ot 3akoHa
3a 3IpaBHOTO OCUTYPSIBAHE;

2. IPUTOTBSIHE HA JIEKAPCTBEHU MPOIYKTH;

3. OTIyCKaHe Ha JIEKaPCTBEHH MPOYKTH, ChABPIKAIIN HAPKOTUYHH BEIICCTBA
[0 CMHUCHJIa HA 3aKOHA 32 KOHTPOJI BbPXY HAPKOTUUYHUTE BEIIECTBA U IPEKYPCOPUTE;

4. oTIyCKaHe Ha JIKAPCTBEHU MPOJAYKTH HA BETEPAaHU OT BOMHUTE,

5. oTmyckaHe Ha JIEKAapCTBEHH MPOAYKTH HA BOCHHOMHBAIUIU U
BOCHHOIIOCTPaallu;

6. OTIyCKaHe Ha JIEKapCTBEHU MPOAYKTH IO JIEKApCKO MPEANUCcaHne, KOUTO He
ce 3arJiamar ¢ myOJIMYHN CPECTBA;

7. OTIyCKaHe Ha JIEKapCTBEHH MPOAYKTH 0e3 JIeKapCKO MpeAncaHue.

Uin. 2276. (Hos - IB, 6p. 67 ot 2020 1.) (1) Haunonanuara ante4yHa xkapTa ce
n3paboTBa Bb3 OCHOBA Ha O0JIACTHU alTeYHU KapTH.

(2) 3a wuspaboTBaHe Ha o0yacTHaTa anTeYyHa KapTra MUHUCTBPBHT HaA
3/[paBeolla3BaHETO Ha3HauYaBa KOMHUCHS 3a BCsKa 001acT, KOSTO BKIJIIOUBAa OOJACTHHUA
YIpaBuTCl, ABaMa HNPCACTABUTCIIM Ha PpEeruoHajlHaTra 3JpaBHAa MWHCICKIMWA, ABaMa
MPEJICTAaBUTENIN Ha pailoHHATa 3/paBHOOCHUTYPUTENIHA Kaca, JABama IPEJCTaBUTEIH Ha
pernoHajHara KoJjierusi Ha bbirapckusi ¢apMamneBTH4YeH ChI03, €AMH NpPEACTABUTEN Ha
peruoHaiiHaTta koJjierus Ha bbarapckara acoruanys Ha MOMOIIHUK-(QapMaleBTUTe, et
MIPEJICTAaBUTEIT Ha MTPEICTABUTEITHATE OPTAaHNU3AIMHY 32 3aIIUTa Ha IIpaBaTa Ha MalUeHTHUTE,
MpU3HATH 10 pe/ia Ha Wwi. §6B OT 3aKOHA 3a 3[PaBETO, U MO €IMH MPEICTABUTEN Ha BCSKA
o01urHa B choTBeTHATa 00sacT. OOIaCTHUST yIpaBUTEN € MpeaceaaTe]l Ha KOMUCHSITA.

(3) [IpencraBurenute Ha OOLIUHUTE MO ANL. 2 CE OMPEALIAT MO peaa Ha 3aKoHa
32 MECTHOTO CaMOYIPaBJIeHHE U MECTHATA aIMUHUCTPAIIHS.

(4) IlpencraBuTenar Ha NpPEACTAaBUTEIHUTE OpTraHU3AlMM 3a 3alluTa Ha
mpaBaTa Ha MalMEHTUTE MO al. 2 BBB BCSAKA OT OOJIACTHUTE KOMHCHHU C€ M30Mpa U ce
0cBOOOK1aBa OOIIIO OT MPEICTABUTEIIHUTE OPTaHU3AIIHH.

(5) ObnactHara anTedyHa KapTa ce u3paboTBa Mo oOpasell U MO pel,
OTIpefieNieH! C METO/IMKA, YTBbPJEHA OT MHHUCTHPA Ha 3[[paBeONa3BaHETO.

(6) Besika o6macTHa KOMHCHS TIPEICTABS HA MUHUCTBPA Ha 3/IpaBEONa3BaHETO
M3rOTBEHaTa O0JIacTHA alnTeyHa KapTa M IpsjiaTa MbpBUYHA WH(OpMAIIKs, Bb3 OCHOBA Ha
KOSITO € U3TOTBEHA.

Un. 2278. (Hos - IB, 6p. 67 ot 2020 r.) (1) OGnacTtHata anteyHa KapTta
ChIbpIKa:

1. manHM 3a gemorpadckara CTpyKTypa U MOTPeOJCHHETO Ha JICKApCTBEHH
MPOJYKTH 3a JOMAILHO JIEYeHNE OT HACEJIIEHUETO Ha TEPUTOPHUATA Ha 00JIacTTa;

2. Oposi, BUJIOBETE JCHHOCTU U pa3lpeefIeHHEeTO Ha OTKPUTUTE anTeKH Ha
TEPUTOPUSITA HA 00JIACTTA;

3. Opost Ha paboTenUTe MarucThp-GapMaleBTH U MTOMOITHUK-(papMaleBTH B
OTKPUTH aNTeKH Ha TEPUTOPUATA HA 00IaCTTA.

(2) KM obOnacTHaTa anTeyHa KapTa Ho ai. | ce mpujara CTaHOBHUIIE,
M3TOTBEHO MO PeJ U KPUTEPUH, OIpe/ie]IeHH B MeTouKara 1o 4ji. 2276, an. 5, OTHOCHO
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HEO0OXOAMMUSI MUHUMAJICH OpOM arTeKu 1o BUIOBE IEHHOCTH 10 Wi. 227a, all. 3, KaKTo U
3a He0OXOAMMHUSI MUHUMAaJIeH Opoii Ha paboTeniy MarucTbp-hapMareBTH U TOMOITHHK-
(dbapmaIeBTH B aniTEKH, KOUTO C€ OMPEIEIAT ChbOOpa3HO MOTPEOHOCTUTE HA HACEIICHUETO B
ChOTBETHATa 00J1acCT.

Ui 227r. (Hos - [IB, 6p. 67 ot 2020 1.) (1) Hanimonanuata anteyHa KapTa ce
n3paboTBa OT HAIMOHATTHA KOMFWCHS, Ha3HAaueHa ChC 3allOBE] HA MHUHUCTHpPa Ha
3JIpaBeolla3BaHeTO, KOMTO € MpeaceaaTesl Ha KOMUCUATA.

(2) B cwcraBa Ha komucusTa ce BriAouyBarT ympaButensT Ha H3O0K,
npenceaarensT Ha HauuoHanHus CbBET MO IEHM U peuMOypCUpaHe Ha JIEKapCTBEHU
MPOIYKTH, IBaMa MPEJCTAaBUTENN Ha VI3MbIHUTETHATA areHITHS 110 JICKapCTBaTa, OT KOUTO
SAVHUAT € M3MBIHUTEIHUAT AUPEKTOp Ha V3mbiaHUTENHATa areHIus MO JeKapcTBara,
JTUPEKTOPHT Ha HarroHanHus HEHTHP MO 0OIIECTBEHO 3/IpaBe M aHATN3HU, PECeAATEIAT
Ha HamumonanHoto capyxeHnue Ha oOmmHuTe B PemyOnuka bowiarapus, aBama
MPEJICTAaBUTEIMN HA MUHUCTEPCTBOTO Ha 3][PABEOIA3BAHETO, TPUMa IPEICTABUTEIM HA
bearapckust ¢apmaneBTHUEH CHIO3, €AMH NpejacTaBuTed Ha bbiarapckara acouuanus Ha
MTOMOIITHHUK-(apMalleBTUTE U €IUH MPEJACTABUTE Ha MPEICTABUTSIIHUTE OpraHU3aIluu 32
3al[UTa Ha IIpaBaTa Ha MalueHTUTe, IPU3HATH 0 peia Ha Wwi. 86B OT 3aK0Ha 3a 3/IpaBeTo.

Un. 227x. (Hos - IB, 6p. 67 ot 2020 r.) (1) HaunonannaTta antedyna kapra
ChABpIKA:

1. oGmacTHHUTE aNTeYHH KapTH;

2. KOHKPETHUTEC MHUHUMAJIHH MOTPEOHOCTH HA HACEJICHUETO OT JIOCTBI 0
JICKapPCTBEHH TPOAYKTH, OTITYCKAaHU B allTeKH, ¥ JI0 BUIOBETE JICUHOCTH 110 Wi. 227a, aJl.
3 mo o6nacTu, OOIIMHU U HACEJICHH MECTa;

3. pa3npeneneHre Ha OTKPUTHUTE alTEKH 10 OpOit Ha HACEJIEHUETO 0 00JIaCTH,
OOIIMHYU 1 HACEIICHH MECTa,

4. rpadUIHO TTOCOYBAHE HA OTKPHUTUTE aNTEKH BHPXY KapTaTa Ha CTpaHaTa
crope]l Bujia Ha IeHHOCTUTE, KOMTO U3BBPIIBAT ChIIACcCHO Wi. 227a, ai. 3;

5. aHayM3 Ha JJOCThIIA HAa HACETICHUETO JI0 JICKAPCTBEHH MPOIYKTH, OTITYCKaHU
B aIlTEKH 110 BUJO0BE ACHHOCTH 110 wiI. 227a, ail. 3 1mo 001acTH, OOIIMHN U HAaCCIICHU MECTa;

6. ompenensine Ha 00JacCTUTE, OONIMHUTE M HACEJIEHUTE MECTa, B KOUTO MpHU
W3BBPIIIBAHE HA aHAIM3a MO T. 5 € YCTAaHOBEH HEJOCTUT Ha OTKPUTH alTeKH MO BUIO0BE
nefiHocTH mo ui. 227a, ai. 3.

(2) Ananu3bT o an. 1, T. 5 ce U3BBPIIBA MO PEIl U KPUTEPHH, ONIPEICTICHH B
MeToAMKaTa 1mo 4. 2276, an. 5, U 3aIBJDKATETHO BKIIIOYBA OIIEHKA HAa KOHKPETHHTE
MUHUMAJIHA TOTPEOHOCTH Ha HACENEHHUETO OT JAOCTBI JI0 JIEKAPCTBEHU MPOIYKTH,
OTIYCKAaHU B aNTEeKU, U [0 BUJIOBETE AEWMHOCTHM TO wWi. 227a, an. 3, KakTo W Ha
pasmpeneseHHeTo Ha OTKPUTHTE allTeKH 10 OpOil Ha HACEIEHUETO.

Uin. 227e. (Hos - JIB, 6p. 67 ot 2020 r.) (1) Hanmmonanuata ante4Ha kapTa ce
YTBBpXK/IaBa C pernieHrne Ha MUHUCTEPCKHS CHBET MO MPEUIOKEHHEe Ha MUHUCTBhpPa Ha
3/IpaBEOIa3BaHETO.

(2) HanmonanHara anteyHa KapTa ce akTyalu3upa MpuU HEOOXOIMMOCT B
CIIy4auTe, OTPEJEICHN C METoMKaTta 1mo wi. 2270, ai. 5.

Un. 228. (M3wm. - IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) (U3m. -
B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Pa3pemienne 3a ThproBust Ha IpeOHO C
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JICKapCTBEHU NMPOJYKTH B anTeKa ce M3JaBa OT W3MbIHUTENHUs aupekrop Ha MAJl Bb3
OCHOBA Ha 3asBJICHHUE 110 00pa3el], KbM KOETO Ce IpHUJIarar:

1. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) nanuu 3a Enqunnus
UACHTH(HUKAIIMOHEH KO/ Ha THPToOBeIa WM KOOMepanusTa OT ThproBCKUsl pETUCTHP, a 32
JIpy’KecTBaTa, peTUCTPUPAHH B IbpKaBa - WieHKa Ha EBpomneiickus cbio3, WU B AbpiKaBa
- crpana mo Cropa3dymeHueTo 3a EBpOMECKOTO WKOHOMHUYECKO IMPOCTPAHCTBO -
JOKYMEHT 3a aKTyajlHa perucTpainus Mo HalHMOHAIHOTO 3aKOHOAATEJICTBO, M3JaJeH OT
KOMIIETEHTEH OpPTraH Ha ChOTBETHATA JbprKaBa Ha JiMiaTa no wi. 222, ai. 1;

2. TPYIOB JIOTOBOp WJIM JIOTOBOp 3a YIpaBJCHHE Ha anTeKaTa, CKIIYEH C
MarucThp-hapmareBT Win ¢ MIOMOIIHUK-(hapMaIesT;

3. KomHe OT aKTa 3a Ch3/IaBaHe Ha JuIara Imo wi. 222, ain. 4;

4. TOKYMEHTH, yIOCTOBEPSIBAIIH, Y€ Ca CIIa3€HU U3UCKBAHUSITA HA Wi 224;

5. (mom. - IB, 6p. 103 ot 2017 ., B cuia ot 01.01.2018 1.) cBUAETENCTBO 32
CHIUMOCT Ha MarucThp-papMarieBra, CbOTBETHO Ha TOMOIIHHUK-(papMaIieBTa, IOCOUCH 3a
PBHKOBOJUTEI HA allTeKaTa, ako He ca OBJITapCKu IpaxIaHu;

6. MEIUIIMHCKO CBHUJCTEICTBO Ha MarucTbp-papmaieBTa, ChOTBETHO Ha
MOMOITHHK-(hapMalleBTa, IOCOYEH 32 PHKOBOJUTEN Ha alTeKara;

7. (mom. - JIB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r., ot™. - JIB, Op. 48 ot
201571.)

7a. (HoBa - 1B, Op. 60 ot 2011 1., B cmna ot 05.08.2011 r., orm. - IB, 6p. 67
ot 2020 1.)

8. TOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, onpeselieH B Tapudara mo wi. 21, a.
2.

(2) (Homa - JIB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) Ilpu u3gaBane Ha
pa3peleHue 3a ThProBusl Ha JpeOHO C JIEKAPCTBEHU MPOJIYKTH C€ M3BBHPIIBA MPOBEPKA
Jamy TpeNCTaBeHaTa JTUIJIOMa Ha MarucThp-(papmaiieBTa/mmOMOIIHUK-(hapMaleBTa €
u3JIaZieHa OT ChOTBETHATAa KOMIIETEHTHA WHCTUTYIIHS.

(3) (Ilpeaumina ain. 2, uzm. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)
Anrexkure nmo un. 222, an. 4 u 6 ce OTKpUBAaT M 3aKpuBaT 10 MCKAaHE Ha JIMLETO,
IpeJICTaBISIBAILO JIEYEOHOTO 3aBe/ICHUE.

(4) (ITpeaumna an. 3 - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a
OTKpPHMBAHE Ha amnTeka, B KOSATO C€ OTIYCKAT JICKAPCTBEHH IPOJYKTH, ChIbpPIKAIIN
HApPKOTUYHH BEIECTBA, CE€ NMpUJaraT M HM3UCKBAHMUATA Ha 3aKOHA 32 KOHTPON BBPXY
HApPKOTUYHHUTE BEIIECTBA U MPEKYPCOPUTE.

(5) (HoBa - /IB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npeaumixa an. 4
- IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Pa3pemienue 3a ThproBusi Ha IpeOHO C
JIEKapCTBEHH MPOAYKTH B alTeKa, KOSITO C€ OTKPHBA B HACEIEHO MSCTO C HACENIEHUE O]
10 000 >xutenu, ce U3aaBa Bb3 OCHOBA HA 3asBJIEHUE TI0 00pasell, KbM KOETO CE MpuJjiarar:

1. (m3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - /IB, 6p. 84 ot
2018 1., B cmma ot 12.10.2018 r., u3m. - JIB, 6p. 67 ot 2020 1.) moKymeHTHUTE 110 ai. 1, T.
1-6;

2. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) moKyMeHT 3a
TIaTeHa Takca B pa3Mep 50 Ha cTO OT Takcara, onpenesieHa B Tapudara mo wi. 21, an. 2 3a
U3/laBaHEe Ha pa3pelIeHre 3a ThProBHs Ha JIPeOHO C JIEKAPCTBEHHU MPOJYKTH MO Wi. 222,
an. 1.

(6) (ITpenumna an. 4, gom. - /1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r.,
usMm. - JIB, 6p. 98 ot 2010 1., B cuna ot 01.01.2011 r., npeanmna ain. 5, uzm. - JIB, 6p. 60
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ot 2011 1., B cruta ot 05.08.2011 r.) 3asBIEeHUETO U JOKYMEHTHUTE 1O ai. | u 5 ce mogaBar
B UAJL

(7) (IMpenumna an. 5, uzm. - [IB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 1.,
u3M. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., npeanmna ain. 6, uzm. - /1B, 6p. 60
ot 2011 r., B cruma ot 05.08.2011 1., u3m. - JIB, 6p. 67 ot 2020 r.) B nens Ha mocThlBaHe
Ha 3asBieHuero no an. 1 wim 5 MAJI nznpama no ciyxebeH pell HCKaHe 10 CbOTBETHATa
P3U 3a n3naBane Ha XUTMEHHO 3aKiioueHue. Pernonannara 3/paBHa MHCIEKLINS U3aBa
XUTUEHHOTO 3aKJII0YEHHE B CPOK A0 14 AHU OT NOCTHIIBaHE HA UCKAHETO U TO U3Mpalia 1o
ciyxeben pen Ha MAJL. Jlo monydaBaHe Ha XUTHEHHOTO 3akitoueHue B MMAJI cpokbT 1o
1. 229, ai. 2 cniupa Ja Teue.

(8) (Hosa - /IB, 6p. 48 ot 2015 r., gom. - /1B, 6p. 91 ot 2018 r.) B nens na
MOCTHIIBaHE Ha 3asBiieHUeTO 1o an. | u 5 MAJI uznpamia mo ciyxe0eH peln McCKaHe J0
YnopaButenHuss chbBeT Ha bbarapckus QapManeBTHYeH CbHIO3 3a HU3JaBaHE Ha
YI0CTOBEPEHUE 3a BIIMCBAaHE B HAIIMOHAJIHUSA €JIEKTPOHEH PErHCThp Ha YJICHOBETE Ha
bearapckusi QapmaneBTUYeH CbHIO3 - 3a Marucrbp-papmaneBTa, PHKOBOIUTEN Ha
anTekara, ¥ 10 YINPaBUTEIHHS ChbBET Ha bbiarapckara acormuanus Ha TTOMOIIHHK-
dapmarieBTUTE - 32 TOMOIIHUK-(apMaleBTa, pbKOBOJUTEN HA aliTeKa B OMPEACICHUTE OT
3aKOHA CJTy4ad, KaKTO U 3a IPEJI0CTaBsIHE Ha MH()OpMAIIUS OTHOCHO HAJIO)KCHH HaKa3aHUS
o pesia Ha 3aKOoHa 3a ChCJIOBHATA OPraHU3allMs HA MarucThp-(hapMaleBTUTE U Ha 3aKOHA
3a 3/1paBeTo.

(9) (HoBa - JIB, 6p. 48 ot 2015 r.) YOopaBUTETHUST ChBET MPEIOCTaBs
JIOKYMEHTUTE 110 all. 8 B CPOK 5 paOOTHU JTHU OT MOCTHIIBAHE HAa UCKAHETO.

(10) (HoBa - IB, 6p. 103 012017 1., B cumma ot 01.01.2018 r.) M3nbaauTe1HATA
areHIUs IO JISKAPCTBaTa YCTAHOBSBA CIY)KEOHO OOCTOSITENICTBATA OTHOCHO ChIUMOCTTA
HAa JIMara mo ai. 1, T. 5, korato ca ObATapcKu TpaxIaHu.

Ui 229. (1) (Hom. - AB, 6p. 71 ot 2008 ., B cruta ot 12.08.2008 r., oT™. - /1B,
op. 60 ot 2011 r., B cuna ot 05.08.2011 1.)

(2) (Hom. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 102
ot 2009 ., B cuna ot 22.12.2009 r., usm. - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.,
qor. - JIB, 6p. 18 ot 2014 r.) B enHomMeceueH Cpok OT MMOCTHIIBAHE Ha JOKYMEHTAIUATa
1o wi. 228, an. 6 u3nbaHuTeNHUAT qupektop Ha MAJIL, cnen cranoBuine Ha ExcnepTHus
ChBET MO THProBHs Ha JpeOHO € JIEKApCTBEHM IMPOJIYKTH, H3/aBa pa3pellieHue 3a
U3BBPIIBAHE HAa THPrOBUS Ha JIpeOHO € JIEKapCTBEHM IMPOAYKTH B alTeKa WM MpaBU
MOTHBHpAH OTKa3 3a U3/1aBaHETO Ha paspelleHre. Pasperiennero mwin oTka3zbT ce BpbUBa
Ha JINLIETO, IOJIAJI0 3as1BJICHUE.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cusma ot 05.08.2011 1.) B 15-1HEBEH CpOK
OT INOCTHIIBaHE Ha JOKyMeHTauusAra mo 4i. 228, an. 6 MAJl usBbpiiBa npoBepka Ha
MpE/CTaBEHUTe JOKYMEHTH U YBEJAOMsSBA IMCMEHO 3asBUTENSl 3a YCTAaHOBEHHTE
HECHOTBETCTBUS MM HEMBIHOTU. B Te3u cilyyau CpoKbT 10 all. 2 ciMpa Ja Teue OT JEHs
Ha YBEJIOMSIBAHETO /10 OTCTPaHsIBaHE HAa HEAOCTATHIIUTE.

(4) (Homa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B ciy4aii ye B
cpok 10 60 nHM OT Jarara Ha YBEAOMSBAHETO IO al. 3 3asBUTENAT HE OTCTPaHU
KOHCTaTUPAHUTE HECHOTBETCTBUSI WJIM HENBJIHOTH, MPOU3BOJICTBOTO IO H3/1aBaHE Ha
paspelieHue 3a ThProBus Ha JpeOHO C JIEKapCTBEHU MPOJIYKTH WJIM 3a MPOMsHA B
U3JIaJICHO Pa3pelIeHNe ce IPEKPaTABa.
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(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 cmma ot 05.08.2011 r.) OTKa3bT HA UBMIBITHATETHUS TUPEKTOP HA
WAJl 3a wu3maBaHe Ha pa3pelieHHEe TOJIe)KM Ha oO0KajJBaHEe IO pejga Ha
AMUHUCTPATUBHOMPOIIECYATHUS KOJCKC.

Un. 229a. (Hos - [IB, 6p. 23 ot 2009 t., B cuna ot 30.03.2009 r.) (1) (U3m. u
nor. - JIB, 6p. 41 ot 2009 r., B cruta ot 02.06.2009 1., u3m. - /IB, 6p. 98 ot 2010 1., B cuia
ot 01.01.2011 1., u3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 52
ot 2020 1., B cunia ot 09.06.2020 r.) M3nbiiHUTETHATA areHIHsI 110 JIeKapCcTBaTa Ci1yKe0HO
u3npaia B P3U no mecToHaxoxAeHHe Ha ChOTBETHATA alTeKa C U3aJCHO pa3pellieHne
no wi. 229, an. 2, BKJIIOYBALIO M3BBPIIBAHE HA THProOBHsI HA JpeOHO C XPaHUTEIHU
n00aBKY, NMUETUYHH XPAaHU 3a CICIHATHU MEIWIMHCKH IIeNM, XpaHU 3a KbpMadera U
MIPEXOJIHU XPaHU, KOMKE OT Pa3pelIeHNeTo 3a BIIMCBAaHE B peructTbpa mo wi. 24, an. 1 ot
3aKoHa 3a XpaHUTeE.

(2) (U3m. u mom. - /1B, 6p. 41 ot 2009 1., B cuia ot 02.06.2009 r.) Antekure,
KOUTO H3BBPIIBAT THPrOBUS HA JAPEOHO C XPAHMUTEIHU JN00ABKH, NMUETHYHU XPaHU 3a
CHEIMAIHA METUIIMHCKHU eI, XPaHU 3a KbpMadeTa U MPEXOIHH XpaHH, MOJUIeKaT Ha
KOHTPOJI IO pe/ia Ha 3aKoHa 3a XpaHUTE.

U 230. (1) (U3m. - OB, 6p. 60 or 2011 1., B cuma ot 05.08.2011 1.)
W3nbaHuTEenHATa areHIys 10 JIeKapcTBaTa BOJU PErUCThP Ha U3JaICHUTE pa3pelieHus 3a
THPrOBUs Ha JPEOHO C JIEKAPCTBEHU MPOAYKTH 10 WiI. 229, ai. 2, KOHTO chabpiKa:

1. HOMep U J1aTa Ha pa3peleHUETO;

2. (mom. - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) HaumeHOBaHUE, BUJT
Ha THhProBella, CeJANNIIE U aJ[pec Ha yIpaBiIeHHUEe Ha JIUIIETO, OIYUUIIO Pa3pelleHuE;

3. (u3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) ume, eauHeH
IpaXKIaHCKH HOMEpP Ha PbKOBOJUTENS Ha alTeKara;

4. azipec Ha anTeKara;

5. IEMHOCTUTE, KOUTO III€ CE€ U3BBPIIIBAT B alTEKATa;

6. mararta Ha IPEKPATIBAHETO HA Pa3PEHICHNUETO U 3aTMYaBAHETO OT PETUCTHPa
¥ OCHOBaHHE 3a TOBA;

7. 3a0eJeKKH 10 BIMCAaHU 00CTOSTENICTBA.

(2) (U3m. - OB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) JlanHu oT
perucTbpa ce myONIMKyBaT Ha cTpaHulaTa Ha V3rbIHUTEeTHATa areHIHs 110 JIeKapcTBaTa B
WHTEPHET.

Y. 231. (1) [Ipu mpomsiHa Ha BMcaHUTE B peructbpa mno wi. 230, an. 1, 1. 2 -
5 oOcTosiTencTBa JIULETO, OTYYUIIO pa3pelieHHe 3a U3BbPIIBaHE HAa ThProBUs Ha IpeOHO
C JIEKapCTBEHU NIPOJIYKTH, II0J]aBa 3asBJICHUE 10 peja Ha 4. 228, an. 1, KbM KOETo Ipujiara
U CBBbpP3aHUTE C MPOMSHATA TOKYMEHTH.

(2) (Homa - JIB, 6p. 60 ot 2011 r., B cuina ot 05.08.2011 r.) B ciyuaii Ha
MPOMsIHA €THOBPEMEHHO Ha HAaMMEHOBAaHWE U BHUJ Ha THProBela, aJpec Ha anTekara u
PBKOBOJUTEINl HA alTeKaTa Ce I10JlaBa HOBO 3asBJICHHE 110 pena Ha ui. 228, an. 1 u ce
3arJjaila Takcara 3a M3/1aBaHe Ha pa3pelleHHe 3a ThpProBUs Ha APeOHO C JIeKapCTBEHU
IPOAYKTH B anTekKa, onpeneneHa B Tapudara mo ui. 21, amn. 2.

MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



(3) (Homa - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) JIune, momxy4uino
paspenieHue 3a ThproBus Ha ApeOHO C JIEKApCTBEHU MPOAYKTHU MO peaa Ha wi. 228, ai. S,
MOX€E J1a U3BBPIIM NpoMsaHa 1o 4wi. 230, ain. 1, T. 4 caMo B HacelIeHO MSICTO C HaceJeHue
1o 10 000 >xurenmu.

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B cra ot 05.08.2011 r.) Koraro nuiero mo
az. 3 kenae Ja u3BbpIIM npomsiHa mno wi. 230, an. 1, T. 4 B HaCEJIEHO MSCTO C HaceJICHHUE
Hax 10 000 >xutenu, TO 3aruiaiia TakcaTa 3a M3JaBaHE Ha pa3pelieHre 3a ThProBHUs Ha
IpeOHO ¢ JIeKapCTBEHU MPOAYKTH B anTeka, onpeaeneHa B Tapudara mo wi. 21, amn. 2.

(5) (ITpegumna an. 2 - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [Ipu
M3/1aBaHE Ha Pa3peIIeHUETO, C KOETO Ce JOMycKa IMpoMsiHaTa 1o aja. 1, ce mpujarat
pasnopeadure Ha 4. 229.

Un. 232. (1) JlekapuTe | JIeKapuTe IO JSHTAJIHA MEIMIIMHA MOrar jJa
CbXpaHsABaT JIEKAPCTBEHM NPOAYKTH IO CIHCBHK, OINpPEAEIeH OT MHUHUCTbpa Ha
3/IpaBeOIa3BaHETO.

(2) Korato B HaceneHOTO MSCTO HAMa amTeKa, Jiuara mo ai. | morar aa
ChXpaHSABaT U Ja MPOAaBaT JEKapCTBEHU MPOAYKTH CaMO aKo C€a MOIYYHIIU pa3pelieHue
3a TOBA 10 PeJl, OIpe/ieieH B Hapen0a Ha MUHUCTBPA Ha 3paBe0Na3BaHETo.

Yn. 232a. (HoB - B, 6p. 84 ot 2018 r., B cuma or 12.10.2018 r1.)
[TputexxaTenuTe Ha pa3pelieHUe 3a THProBHs Ha APEOHO C JICKAPCTBEHH IMPOJYKTH U
munata o wi. 207, an. 1, 1. 5a m 6 ewxemHeBHo mpenoctaBiT Ha MAJl upes
cCrienMaiu3upaHara eeKTpoHHa cucreMa 1o wi. 2170, an. 1 undopmarus 3a:

1. nocTaBeHWTE WM KOJHMYECTBA, IMOCOYEHH IO JIEKAPCTBEHU MPOAYKTH,
BKIItOUeHU B [103UTUBHHMS IEKapPCTBEH CIIUCHK;

2. OTIYCHATUTE/TIPOJIAJICHUTE KOJMYECTBA, ITIOCOYEHU IO JIEKAPCTBEHU
MPOJYKTH, BKIItOUEHU B [103UTUBHHUS TEKapCTBEH CIIUCHK;

3. HWIMYHHTE UM KOJUYECTBA, IMOCOYECHHU IO JIEKAPCTBEHH TPOIYKTH,
BKIItOUeHU B [103UTHBHMS IEKapCTBEH CIIHUCHK.

Un. 233. PHKOBOIUTENAT Ha amnTeKaTa HOCH OTTOBOPHOCT 3a JEHHOCTHTE,
rmocoueHu B ui. 219, an. 1.

Un. 234. (1) 3abpansiBa ce mpofaxk0aTa Ha JIEKAPCTBEHU MPOAYKTH upe3
ABTOMATH, OCBEH Ha JICKAPCTBEHUTE IPOJYKTH, IOCOYEHHU B CIHCHK, OMPEICIICH B
HapenOara mo wi. 219, an. 2.

(2) ABromaTuTe mo an. 1 morat ma 6b1aT COOCTBEHOCT CaMO Ha JIUIATa 1O L.
222 n . 238, an. 2.

(3) 3abpansiBa ce okaznoHHATa MPOJAKOA HA JIEKAPCTBEHU MPOTYKTH.

(4) 3abpansiBa ce mpomaxba MO HMHTEPHET HA JIEKAPCTBEHU TMPOIYKTH,
OTITYCKaHU TI0 JICKapCKO Mpe ITuCcaHue.

(5) (Homa - IB, 6p. 67 ot 2020 r.) 3abpaHsiBa ce BPBILIAHETO HA 3aKyNEHH
JICKApPCTBEHH MTPOTYKTH.

(6) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., mpenumiHa an. 5 -
1B, 6p. 67 ot 2020 r.) JIekapcTBeHU MPOAYKTH O€3 JIEKAPCKO MPEAMHCAHNE MOTaT Ja ce
mpojaBaT MO MHTEPHET CaMO OT anTeKa WIM APOTepHs, MOJYYUIIH pas3pelieHue Npu
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YCIIOBHATA U TI0 Peia Ha TO3W 3aKOH M Ha HapeaOarta 1o wi. 219, an. 2, chbOTBETHO MO YII.
243.

(7) (Homa - [IB, 6p. 102 ot 2012 1., B crta ot 02.01.2013 r., mpeauniHa ai. 6,
u3M. - 1B, 6p. 67 ot 2020 r.) Antekure u IporepuuTe 1o ai. 6 myOoJuKyBaT Ha HHTEPHET
CTpaHMIIATa, Ype3 KOSATO M3BBPIIBAT THPTrOBHS HA JICKAPCTBEHH MPOJYKTH 0€3 JIEKapCKO
npeanucanue, oOIIo JIOro, pa3no3HaBaeMo 3a neiust EBponeiickust cbios.

(8) (Homa - /1B, 6p. 102 ot 2012 1., B cra ot 02.01.2013 r., mpeauniHa ai. 7,
u3M. - [IB, 6p. 67 ot 2020 r.) 3uckBaHusiTa KbM OOIIOTO JIOTO MO aJl. 7 C€ OMPEACIIAT C
JiefieTupaH akT 1o wi. 858, maparpad 3 ot Jupexrusa 2001/83/EO.

Un. 234a. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) (1)
M3mpiHUTENHATA areHIus 110 JIeKapcTBaTa MyOJIMKyBa U MOJIbPKa HA CBOSITA MHTEPHET
CTpaHHuLa:

1. wmHOpMammMs 3a HAUIMOHATHOTO 3aKOHOJATENICTBO, IPHJIOXKUMO 3a
mpejlaraHeTo Ha JIEKapCTBEHU MPOJYKTH 3a Mpojax0Oa MO0 HHTEPHET, BKIIOYUTETHO
uHpOpManKs OTHOCHO (pakTa, 4ye MOrar Jia ChIIECTBYBAT PAa3IMYMs MEXIY IbpP)KaBUTE
YJIEHKU 110 OTHOUICHHE Ha KiIacu(UKaIMATa Ha JIGKAPCTBEHUTE MPOAYKTH U HA YCIOBUATA
3a JOCTaBSIHETO UM;

2. uadopmanus OTHOCHO LIeITa Ha OOIIOTO JIOTO;

3. CIMCHK HA JIMIATA, MpeIyiaraiy JEKapcTBEH! MPOAYKTH 3a Mpoaaxoda 1mo
WHTEPHET, KaKTO U aJJpecUTe Ha TEXHUTE HHTEPHET CTPAHUIIY;

4. (m3m. - JIB, 6p. 67 ot 2020 r.) obma uapopManusi OTHOCHO PUCKOBETE,
CBBbP3aHU C JIEKAPCTBEHHU MPOIYKTH, JOCTaBSHU Ha MOTpPeOUTENUTE Upe3 MHTEPHET B
HapylleHrue Ha HapeabaTa no wi. 234, ain. 6.

(2) Unrepner crpanunara Ha WAJI mo an. 1 e cBbp3aHa ¢ HHTEpPHET
cTpaHuLaTa Ha EBporielickaTa areHIus 1o JeKapcTBara.

Un. 2346. (Hos - JIB, O6p. 102 or 2012 r., B cuia ot 02.01.2013 r.)
M3nbaHuTEeNTHATa areHIys Mo JieKapcTBaTa ydacTBa B MPOBEXIaHU OT EBpomeilickara
komucus 1 EBporielickara areHus mo jJekapcrBara HGOPMAIMOHHN KaMITAaHUHA OTHOCHO
OMACHOCTTAa OT anmupHUIIMpaHu JIEKapCTBEHU MPOAYKTH.

Un. 235. (1) Paspemiennero 3a M3BBbpLIBAaHE HAa THPrOBUS Ha JAPEOHO C
JIEKapCTBEHU MPOJYKTH IO wi. 229, an. 2 ce mpekpaTsiBa C MpeKpaTsBaHe JeHHOCTTa Ha
aunata mo wi. 222 u 225.

(2) (U3m. - AB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) U3mbaauTenHUAT
nupextop Ha MAJI npekpatsBa pa3pelieHueTo 3a U3BbpIIBaHE HAa ThPTrOBHs HAa IpeOHO ¢
JIEKapCTBEHU MPOTYKTH:

1. mo monba Ha JUIETO, MOTYYHIIO pa3pellieHne 3a U3BbPIIBAaHE HA ThPrOBUs
Ha JApeOHO;

2. KOrato ce yCTaHOBH, Y€ PBKOBOJUTENIAT Ha alTeKkaTra He OTroBaps Ha
W3UCKBAHUATA, IIOCOUCHHU B WiI. 224 n 225.

(3) (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) B 14-1HeBeH cpok
OT IIpPEeKpaTsABaHE Ha JEHHOCTTA 1O al. | jnnara no 4. 222 u 225 NTUCMEHO yBEOMSBAT
NAIJL
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UYn. 236. (1) AnTekata He MOXe Aa Obae 3aTBopeHa 3a noseue oT 30 IHU B
paMKUTE Ha eJHa KaJIeHJapHa TOJIHa MOPau OTChCTBUE HA PHKOBOIUTES .

(2) (Hdom. - AB, 6p. 71 ot 2008 r., B cma ot 12.08.2008 1., u3m. - IB, 6p. 12
ot 2011 r., B cuna ot 08.02.2011 r., m3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1.)
Koraro ppkoBOAUTENSAT Ha anTeKaTa HE € B ChbCTOSHUE J1a U3IIBJIHABA 3aIbJKEHUATA CU
nopajy TMOJ3BaHE Ha OTIYCK IMPH BpEeMEHHa HETPYIOCHOCOOHOCT mopaau Oonect,
OpEMEHHOCT U pa)kJlaHE WJIM OCHHOBSIBAHE M OTIIYCK 3a OTIVIEKJIAHE Ha MaJIKO JETE I10
pena Ha Kogekca Ha Tpyza, anTekata Moke J1a pabOTH 3a CPOK He MOBeY€e OT JABE T'OJAMHU
101 PHKOBOJICTBOTO HA JPYT MarucThp-PpapMaiieBT, CbOTBETHO MOMOITHUK-(apMaIIeBT, B
CIydauTe Mo Wi. 225, KOWTO OTroBapsi Ha MU3MCKBaHMsATA 1Mo 4wi. 224. B Te3u ciyyau ce
U3J/1aBa pa3pelIeHUE OT U3IbJIHUTENHUS JupekTop Ha MAJL.

(3) Pa3pemienuero mo ai. 2 ce uzznasa B cpok 10 30 aHM.

Un. 237. Ilpu npekpatsiBaHe AEHHOCTTA Ha JIMIETO, TIOTYYHIIO pa3pelieHue 3a
OTKPHMBAaHE Ha anTeKa, JEKapCTBEHUTE MPOIYKTH MOTraT Jaa ObJIaT MPOJAJCHHU Ha JIMIIA,
MOJTYYMJIN pa3pellieHre 3a ThProBUs Ha €APO C JIEKAPCTBEHU MPOTYKTH.

. 238. (1) (M3m. - IIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.)
JlexapcTBeHM NPOAYKTH, KOUTO C€ OTIycKaT 0e3 JIEKapCKO IpellrncaHue, MoraTr Ja ce
npojaBaT B jporepus. B nmporepusara morar aa ce mpojaBaT U MPOJIYKTH U CTOKU ChC
3HAYCHHE 3a 3[IpaBETO HA YOBEKA, OMpe/eNeHr B Hapeabdara mo wi. 243, U MEIUIUHCKU
U3JICIHSL.

(2) U3m. - 1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) IIpaBo ma
U3BBPIIBAT THPrOBUS Ha APEOHO C JIEKAPCTBEHU NMPOJYKTH, KATO OTKPHUBAT ApOrepus,
UMAaT BCUYKH (PU3NIECKH U FOPUAMYECKH JIUIIA, PETUCTPUPAHU 110 ThProBCKUS 3aKOH, HITH
10 3aKOHOJIATEJICTBOTO Ha Jbp)KaBa YJeHKa.

(3) (M3m. - IB, 6p. 71 ot 2008 1., B cuina ot 12.08.2008 1.) PrKOBOAMTENAT HA
nporepus TpsOBa J1a € MeAMIUHCKHU CTIEUAIIUCT, KOUTO:

1. He e NuIIeH OT MPaBOTO J1a yNpaXKHsIBa NpodecusiTa cu;

2. He € OCBHXK/IaH 3a MPECTHIUIEHUS, CBbP3aHU C YIpaXHsIBaHEe Ha npodecusita
My, 3a NPECTBIUIEHUS MPOTUB COOCTBEHOCTTAa M CTONAHCTBOTO WJIM 3a YMHUIUICHU
NPECTHIJICHNUS IPOTUB JIUYHOCTTA;

3. uMa Haif-MaJKo e€/lHa FO/IMHA CTaX IO CIIEHUATHOCTTA.

Ui 239. (1) (U3m. - IB, 6p. 60 ot 2011 ., B crma ot 05.08.2011 r.) dporepun
ce OTKpHUBAT Clie/l perucTpanus B cboTBeTHaTa P3U.

(2) (U3m. - IB, 6p. 60 o1 2011 1., B cuza ot 05.08.2011 r.) JInnara o wi. 238,
an. 2 momaear B choTBeTHaTa P3U 3asBieHue 3a perucrpaiusi, KbM KOETO MpHIIarar
CJICITHUTE JIOKYMEHTH:

1. (u3m. - IB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) nannu 3a Equnaaus
UICHTU(PHUKAIIMOHEH KOJI Ha ThProBela WIH KOOTIepausaTa oT ThbproBCKUs peTUCTH, a 3a
Ipy’KecTBaTa, peTUCTPUPAHH B IbpKaBa - uieHKa Ha EBpormeiickus cbi03, UK B AbpiKaBa
- ctpaHa mo Cnopa3ymeHuero 3a EBpOmeiicKOTO HWKOHOMHYECKO IPOCTPAHCTBO -
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JOKYMEHT 3a aKTyajilHa perucTpamus 1Mo HalMOHAIHOTO 3aKOHOAATEJICTBO, M3IaJeH OT
KOMIIETEHTEH OpPTraH Ha ChOTBETHATA JbprKaBa Ha Juiara no wi. 238, ai. 1;

2. (mom. - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) mokyMeHT 3a
o0pa3oBaHUE U CBHJETEICTBO 32 CHAMMOCT Ha JIMIIETO, OMPEACIICHO 32 PHKOBOJAMTEN HA
JpOrepusiTa, ako He € OBJIrapCKU rPaKIaHNH;

3. MEITUIIMHCKO CBUIETEJICTBO Ha JIMIIETO IO T. 2;

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

5. (m3m. - /IB, 6p. 98 o 2010 1., B cmma ot 01.01.2011 r., oT™. - JIB, 6p. 60 oT
2011 r., B cmma ot 05.08.2011 r.)

6. TOKYMEHT 3a IUIaTeHa Jbp)KaBHA TaKkca B pa3Mep, onpezesnieH B Tapudara mo
1. 21, an. 2.

(3) (Homa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-nueBen cpok
OT TOCThIIBaHE Ha 3asBieHueTo mo an. 2 P3U u3BwpiiBa nmpoBepka OTHOCHO Cra3BaHE
W3HCKBaHUATA Ha HapenOara mo wi. 243. B cimydauTe, KOrato ce yCTaHOBH, Y€ HE ca
CIa3eHu M3MCKBaHM Ha HapenOaTa mo wi. 243, B 7-IHEBEH CPOK OT U3BBPIIBaHE Ha
npoBepkata P31 naBa nmpennucanus 1 OMpeelis CPOK 32 OTCTPAHSIBAHETO HM.

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH cpok
OT IOCTHITBAHE HA 3aSBJICHUETO W IOKYMEHTHUTE TIO ajl. 2 qupekTopbT Ha P3U yBemomsiBa
MUCMEHO JIUIETO 3a KOHCTATHPAaHWTE HEMBIHOTH B TAX U ONpedens CpoK 3a
OTCTPaHSIBAHETO UM.

(5) (Hosa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a monaBane Ha
3asBJICHUE 3a PETUCTpallusl Ha JPOTepHUs WIHM 3a U3BBHPIIBAHE HA MPOMSHA MO Wi. 242
cpoTBeTHaTa P3U chbupa Takcu B pazmep, onpenesieH ¢ Tapudara mo wi. 21, an. 2.

(6) (Homa - JIB, 6p. 103 ot 2017 ., B cuma ot 01.01.2018 ., m3m. - /IB, 6p. 67
ot 2020 r.) Pernonannara 31paBHa WHCIEKIIMS YCTaHOBSIBA CIIY)KEOHO 0OCTOSITENICTBATA
OTHOCHO CBHAMMOCTTA Ha JIMLIETO MO all. 2, T. 2, KOraTo € ObJArapcKy Ipa)/JIaHuH.

Uin. 240. (U3wm. - 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
HempaHOTUTE TOo wi. 239, am. 4 aupektopsT Ha P3W w3maBa ymocToBepeHue 3a
perucTpanus Ha Iporepusi WK MpaBu MOTUBUPAH OTKAa3 3a U3/1aBaHETO MY.

(2) (Homa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) JlupekTopsT Ha
P31 moTHBHpaHO OTKa3Ba U3JaBAaHETO HA YAOCTOBEPEHHUE 3a PETUCTPALIUs Ha JULETO 1O
1. 238, an. 2, Kkoraro:

1. He e mpeACTaBeH HAKOW OT JOKYMEHTHUTE 10 wi. 239, an. 2;

2. B cpoka no 4i. 239, an. 4 3aABUTENAT HE € OTCTPAHUI KOHCTATHPAHUTE
HEI'bIHOTH.

(3) (Homa - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) Koraro B cpoka
no ain. 1 nupextopsT HAa P3U He e u3nan yaocroBepeHue 3a peructpamus Ha Jporepust uiu
HE € HaIpaBuJI MOTUBHUPAH OTKa3, CE MPHUEMa, Y€ € HAJIMIIE MBIYAJIMBO ChIJIacHe.

(4) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuaute o
asl. 3 3asABUTETSAT MOJKE J1a 3aMI0YHE U3BBPIIBAHE HA 3asIBEHUTE ICMHOCTH TIPH CITa3BaHe Ha
wi. 29 or 3akoHa 3a OrpaHMYaBaHE AJMUHUCTPATUBHOTO pETyJIHUpaHE W
aIMUHUCTPATUBHUS KOHTPOJI BbPXY CTOTIAHCKATa IEHHOCT.
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(5) (Ilpegummna an. 2 - JAB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 1.)
Otka3pr Ha aupexkropa Ha P3M mo an. 1 momnexxu Ha oOxanBaHe MO peAa Ha
AJZIMUHHCTPAaTHBHOIIPOILIECYaTHUS KOJIEKC.

Un. 240a. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1)
HupexropbT Ha choTBeTHaTa P3U npekpatsiBa chC 3amoBe]] perucTpanusra Ha Aporepus:

1. mo monba Ha NMIIETO, MOJYYWJIO YAOCTOBEPEHHE 3a PErucTpalus Ha
JIpOTepHs;

2. ¢ mpekpaTsBaHE JNEWHOCTTa Ha JIMIETO Mo wWi. 238, an. 2, 3a KOETO TO
yBegomsiBa choTBeTHaTa P3MU.

(2) B 14-1HeBeH cpok OT MpeKpaTsBaHe Ha JACHHOCTTA 1O ai. 1, T. 2 JIUIETO
o 4. 238, ajn. 2 nucMeHo yBeaoMsiBa cboTBeTHaTa P3U.

U 241. (1) (U3m. - OB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) B
cboTBeTHaTa P3U ce Boau perucTsp Ha U3JaleHUTE YIOCTOBEPEHHUS 3a pErucTpaius Ha
Jporepusi, KOMTO ChIbpKa:

1. HOMep ¥ J1aTa Ha U3/1aZICHOTO YAOCTOBEPEHUE;

2. celanmile M aapec Ha JMILETO, MOJYy4UIO YJOCTOBEPEHHUE 3a pEerucTpanus
Ha JIporepus;

3. uMe, TMYHU JAHHU U aJpec Ha pPbKOBOJIUTEINS HA APOTEPUITa;

4. anpec Ha IpOrepusTa;

5. nata Ha IpeKpaTsABaHEe Ha perucTpalnusTa ¥ OCHOBaHUETO 3a TOBA;

6. 3a0€JeKKH [0 BIIMCAHUTE 00CTOSITEICTBA.

(2) (U3m. - OB, 6p. 60 or 2011 r., B cuia ot 05.08.2011 r.) JlanHu ot
peructrpa ce nyOJIMKyBaT Ha CTpaHUIlaTa Ha chboTBeTHaTa P3U B nHTEpHET.

Un. 24la. (Hoe - B, Op. 60 ot 2011 r., B cuma ot 05.08.2011 r.)
Haumonanuusat peructhbp Ha U3JaJCHUTE YA0OCTOBEPEHHS 32 PETUCTpAIUs Ha JPOTEPHsI T10
. 19a, an. 3 ceabpxka:

1. namMeHoBanwe Ha choTBeTHaTa P3U, wu3manma ynocroBepeHuero 3a
perucTpanus;

2. HOMEp | JIaTa Ha U3/1aJICHOTO YAOCTOBEPEHUE;

3. cefaluile U aapec Ha JMIETO, MOJYUYUIIO YAOCTOBEPEHUE 32 PETUCTPALIUS
Ha Jporepus;

4. Me Ha PHKOBOJUTENS HA JPOTEPUSITA;

5. aJpec Ha IPorepusiTa;

6. JaTa Ha TIpeKpaTsABaHe Ha pEerucTpaIsaTa U OCHOBAaHUETO 3a TOBA.

Un. 242. Ilpu npomsiHa Ha ajapeca Ha ApOrepusiTa WIM Ha PBKOBOAMTEISA
JMILIETO, MOJIyYHIO YIOCTOBEPEHHE 32 OTKPUBAHETO M, [10/1aBa 3asBICHUE 10 PEa Ha Ull.
239, an. 2 ¥ CBBP3aHUTE C IPOMSHATA JOKYMEHTH.

Un. 243. YcnoBusita U penbT 3a OpraHuszalus Ha paboTa B Jporepusita ce
olpesieNAT B Hapen0a Ha MUHUCTbPA Ha 3[JpaBEOIa3BaHETO.
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I'1aBa eqmHagecera.
PEKJIAMA HA JIEKAPCTBEHUTE ITPOAYKTHU

Un. 244. (1) Pexknmama Ha JeKapCTBEHM MPOAYKTH € Bcska (opma Ha
uH(pOpMaIIKs, MPEACTABSIHE, MPOMOLMS WM TMPEATOKEHUS C IEeN Ja Ce CTHUMYIHpa
MpeMCBaHeTo, MpoJak0aTa UM ynorpedara Ha JIEKapCTBEHUS IPOAYKT U BKIIOYBA!

1. pexnama, npeHa3HaYEHA 3a HACEIEHUETO;

2. pekiama, mpeHa3HayeHa 3a MEIUIIUHCKUTE CIICIIUATTUCTH;

3. TocelIeHre Ha METUITUHCKHA THPTOBCKH MPEICTABUTEN TIPU MEAUIIMHCKH
CHEIHNAIIUCTH;

4. mpenocTaBsiHe HA MOCTPH OT JICKAPCTBEHU MPOIYKTH;

5. CIIOHCOPCTBO Ha MPOMOIIMOHATIHY CPEIX U HAyYHU KOHI'PECH, MTOCEIIaBaHU
OT MEJIUIMHCKHU CIEIHMAIMCTH, BKIIOUMUTEITHO U MOEMAaHETO Ha TEXHHUTE PA3HOCKHU IO
I'TYBAHETO U MPECTOSI B CbOTBETHATA IbP’KABa, B KOSITO CE MPOBEXKA MEPOIIPUITUETO.

(2) He mpencrasiisiBa pexiama Ha JIGKQpCTBEHU TIPOIYKTH:

1. TekcT BbpXY BTOpUYHATA OMAKOBKA M B JIMCTOBKAaTa, KOMTO € 0A00peH B
npolierypara o paspeliaBaHe 3a ynorpeoa;

2. KOpPEeCHOHJIEHIUsI IO MOBOJ crenuduyeH BBIPOC WIM MpoOieMaTHKa,
CBBP3aHU C Ja/ICH JEKapCTBEH MPOIYKT;

3. uHGOPMAIIMOHHU CHOOIIECHUS U YKa3aHHUsl OTHOCHO TPOMEHU B OITaKOBKATa,
MPEAYNPEKACHHS 3a HEXEIAaHU JIEKAPCTBEHU PEAKIMU KaTO 4acT OT OOIIMTE MEpPKHU 3a
0e30MacHOCTTa Ha JIEKAPCTBEHUS MPOAYKT, ThPTOBCKHU KaTalO3W U LIEHOBH JIUCTH, MpPU
YCJIOBHE Y€ HE BKIIIOYBAT JIAHHU C PEKJIAMEH XapaKTep MO OTHOIICHHUE Ha JIEKAPCTBEHUS
MPOJIYKT;

4. n3sIBIEHUS, OTHACAIIM CE /10 3PaBETO Ha YOBEKA WU 3a00IsIBaHMS, KOraTo
T€ JUPEKTHO WIM HMHIWPEKTHO HE HAcouBaT KbM JIEYeHHE, MNPOQPHIAKTHKA WIH
JIMAarHOCTHKA C JICKAPCTBEHU MIPOYKTH;

5. mpoBexJaHuTe OT MHUHHUCTEPCTBOTO Ha 3APABEONA3BAHETO KaMIIAHUU IO
BaKCHHUpaHE HA HACEJICHUETO, KOTaTO CBHP3aHUTE C TAX MaTEPUAIH HE ChABPKAT TaHHH
3a KOHKPETEH JIEKapCTBEH IMPOIYKT.

Un. 245. (1) Ipurexarenar Ha pa3pelIeHHETO 3a ynorpeba € JUIbXKeH Ja
Ch3/1aJIe HAY4HO 3BEHO 3a Pa3lpOCTPaHEHHUE HAa HH(POPMALIUS 3a JIEKAPCTBEHUTE IPOJYKTH,
3a KOUTO € MOJTy4YHJI pa3pelieHne 3a yrnorpeda mno peaa Ha TO31 3aKOH.

(2) IlpuTexarensaT Ha pa3pelIeHUueTo 3a ynorpeda e JIbXKeH Ja:

1. rapanTupa, 4e pekiaMara Ha JIEKapCTBEHMs NPOIYKT € INPEACTaBEHa Ha
HaCCJICHUECTO WJIHM Ha MCIWIUHCKUTC CICHUAJIMCTH BBB BHJA, CBOTBCTCTBAI Ha
M3HMCKBaHUATA HA Ta3M I71aBa, U B CbOTBETCTBHE C U3/JaIEHOTO pPa3pelIeHHE 3a PEKIaMa OT
HNAJT;

2. pasmonara ¢ JAaHHM M MaTepuald OT BCHUYKHM PEKJIAMHU KaMIIaHUH,
MPEANPUETH B PAMKUTE HA HETOBATa IEMHOCT, BKIIOYUTEITHO ¢ HHPOPMAIIHS 3a TPYIHTE,
3a KOUTO peKjlamaTa € MpeJHa3HaueHa, 33 HauMHA Ha OCBILECTBABAHETO M, KAaKTO U 3a
JlaTaTa Ha CTapTUPAHE Ha peKJIaMHaTa KaMIIaHUs;

3. rapa"Tupa 00y4EeHHUETO HA MEIUIIMHCKUTE ThPTOBCKH MPEICTABUTEIH;
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4. M3MBJIHSABA TOYHO U B ONpPEIEIICHUS CPOK yKa3aHHATa Ha JITHKHOCTHUTE
JUIa IO KOHTPOJIa Ha peKiiaMara.

(3) MemuuuHCKATE THPrOBCKH MPEACTABUTENM TPsAOBAa Ja JOKJIaaBaT Ha
HAyYHUTE 3BeHA O aJl. | Bcsika mHGpopMaIus 3a ynorpedara Ha JISKapCTBEHUTE MMPOTYKTH,
KOUTO peKJIaMupaT, 0COOEHO 0 OTHOIIICHUE HAa MH(POpMaIIUTA 33 HE)KEJIaH! JIEKAPCTBEHH
peaKIuu, ChOOIEHN UM OT METUITUHCKUTE CTICIIHATIICTH.

Uin. 245a. (Hos - JIB, Op. 71 ot 2008 r., B cuina ot 12.08.2008 r.) Jomycka ce
peKiIamMa caMo Ha JICKapCTBEHHU IPOAYKTH, 32 KOMTO € U3/IaJICHO pa3pelicHue 3a yrnorpeda
0 pe/ia Ha TO3H 3aKOH.

Ui 246. (1) CeabppikaHueTo Ha pekiamaTa TpsioBa Jja ChOTBETCTBA HA JAaHHUTE
OoT ojoOpeHaTa mpH pa3peliaBaHeTo 3a yrnoTpeda KpaTka XapaKTepUCTHKa Ha
JIEKapCTBEHUsI NMPOAYKT WU Ja IpPEACTaBs caMO IIOCOYEHHUTE NP pa3pellaBaHETO 3a
yrnotpeba moka3zaHus.

(2) Pexnamara Ha JiekapcTBEHUS NPOAYKT TpsiOBa Ja HacouBa caMO KbM
mpaBUJIHATA MY YyHoTpeba, KaTo MpencTaBs OOEKTHBHO TEPANeBTUYHUTE MOKAa3aHHs Ha
JEKapCTBeHHUS NPOAYKT, ©O€3 J[a TMpeyBelndyaBa BH3MOXKHOCTHTE 3a JICUCHHE,
npoUIaKTUKA WIH JTUATHOCTHKA C JIEKAPCTBEHHUSI IPOJTYKT.

(3) Pexnamara He TpsiOBa 1a CHABPKA MOABEKIAINA HHPOPMAITHS.

(4) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pexnamara He
MOXeE Jia ChbpiKa MPETI0KESHUE H/UITH 00CIIaHue 3a MOAapbK U/HITH Jpyra UMyIIeCTBEHA
WM HEeMMYIIECTBEHA o0iara.

(5) (Homa - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Menuuuacku
CHEIUAJINCT WIM JIMLE, NPEACTABSAIIO C€ 33 MEIULUHCKU CIEHUAINCT, HE MOXE Ja
M3BBPIIBA NPsIKA WIM KOCBEHA peKJiaMa Ha JIEKapCTBEHU MPOAYKTH B NIEYATHUTE W/UJIH B
ENIEeKTPOHHUTE MEJINH, KAaKTO U B UHTEPHET.

Un. 247. Ilpen HacelneHMETO ce AOIycKa peKjama caMO Ha JIEKapCTBEHU
IPOAYKTH, KOUTO CE OTITyCKAT 0€3 JIEKapCKO MpeANuCcCaHue.

Un. 248. (Hom. - JAB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) 1U3BBH
ciyyauTe 1o wi. 247 ce 1onmycKaT peKIaMHU KaMIIaHUH 110 BAKCUHUPAHE, TPOBEXKIaHU OT
MPUTEKATEIIUTE HA pa3pelieHue 3a ynorpeda, Mpu cra3BaHe M3UCKBaHUATA HA 4il. 251 u
IIPH YCIIOBUS U TIO PEJl, ONpEIeieHH B HapenOaTa mo uwi. 249.

Un. 248a. (Hos - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3abpansiBa
ce peKiaMara B MHTEPHET Ha JIEKapCTBEHH MPOIYKTH, KOUTO C€ OTITYCKAT IO JIEKApPCKO
npenucaHue, ¢ U3KII0UEHHE Ha PEeKIaMHU KaMIIaHUU 110 BaKCUHUPaHEe, U3BBPIIBAHU 110
pena Ha 4i. 248 1 000pEeHH OT KOMIIETEHTHUTE OpTaHH.

Ui 249. M3nuckBaHuATa KbM pEKJIAMaTa HA JIEKAPCTBEHUTE IMPOAYKTH CE
OTIpeNieNAT ¢ Hapea0a Ha MUHUCTbpa Ha 37paBeoIa3BaHETo.
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Un. 250. 3agBieHue 3a pa3pelaBaHe Ha pekjiama Ha JEKapCTBEH MPOJIYKT Ce
nojaBa OT MPUTEKATEN Ha Pa3pelICHUETO 3a ynoTpeda Ha JIEKapCTBEHUS MPOAYKT HITU
YITBJITHOMOIIIEHO OT HETO JIULIE.

Ui 251. (1) 3a pa3pemaBane Ha pekyiamara JuieTo 1o wi. 250 mogasa B UAJI
3agBleHHEe 1O oOpasen, OJ00peH OT W3MBIHUTEIHUS JUPEKTOP Ha areHIUsATa,
IPUAPYKEHO OT:

1. mpoeKT Ha pexyiaMara;

2. HOTapUaJIHO 3aBEPEHO ITBJIHOMOIIHO OT IIPUTEKATENS Ha Pa3pELICHUETO 3a
yrnoTpeda, KoraTo 3asBJICHUETO CE 10/1aBa OT JPYTO JIUIIE;

3. nuTepaTypHUTE U3TOUHUIM Ha U3IOJI3BAaHUTE LIUTATH, TAOIUIU WIH IPYTH
MaTepHualiu, KoraTo uMa TaKuBa;

4. TOKyMEHT 3a IJIaTeHa Takca B pa3Mep, ornpeiesieH B Tapudarta mo ui. 21, am.
2.

(2) IIpoextute 3a peksiama mo ai. 1, T. 1 TpsaOBa 1a ca sicHu, ¢ pazOupaem
TEKCT, B CIIy4auTe, KOTaTo MMa TaKbB, U J]a 1aBaT Bb3MOXKHOCT 32 OIICHSIBaHE HA BCUUKUTE
M €JIEMEHTH - TEKCT U WIIFOCTPALIUH.

(3) Ksm MAJI ce cp3naBa Excniepren chBeT no pekiamara. B chcTaBa my ce
BKJIIOYBAT JICKApW M CHELMATUCTH C MPAKTUYECKH OMHUT B oO0JacTTa Ha pekjamara.
M3npnaurennusat gupexkrop Ha MAJL onpenens c¢be 3amoBel cbcTaBa Ha CbBETA, KbM
KOHTO ce BKJIIOYBAT MO eluH npeacTtaButen Ha Komucusita nmo npodecuonanta eTuka Ha
Bbeirapckusi nekapcku cbio3, Ha bbarapckus 3p00JeKapcku ChIO3 M Ha bBbiarapckus
dapmalieBTUUYEH ChI03, pa3Mepa Ha Bb3HATPAXKICHUETO HA YJICHOBETE MY U YTBBpPXKIaBa
MPaBUJIHUK 3a yCJIOBHSATA U pefa 3a paboTara My. B cbcraBa Ha chbBeTa Morar ga Objaar
BKJIFOYEHH M MPECTABUTENN HA NAIMEHTCKUTE OPraHU3aLUU.

(4) CeBerpT 1O ay. 3 W3rOTBS EKCIEPTU3a IO NPOEKTa Ha pekjiaMara u
MOATOTBS CTAHOBUILE A0 U3MBIHUTETHUS AupekTop Ha MAJL

(5) IIpu ycranoBsiBaHe HAa HECHOTBETCTBUSA Ha peKjamMaTa ¢ U3UCKBaHUAITA Ha
TO3M 3aKOH B 7-JTHEBEH CPOK OT JlaTara Ha MoJaBaHe Ha 3agBieHuero no an. 1 MAJI nasa
NUCMEHM YyKa3aHUs 3a OTCTPAHSIBAHETO UM B €IHOMECEYEH CpOK OT JjaraTa Ha
yBegomiieHneTo. CpoKbT 3a NMpOM3HACSAHE CIUpa Ja Tedye 3a Mepuoja OT JIeHd Ha
YBEJOMSIBAHETO JI0 OTCTPaHsIBaHE HA HECHOTBETCTBHUATA.

(6) B cityyaii ye 3aBUTENAT HE U3MBIHU YKa3aHUATA B €IHOMECEUEH CPOK OT
JaTaTa Ha yBEJIOMSIBAHETO IO ajl. 5, mpolieiypaTa o pa3pelaBaHeTo ce MpeKpaTsIBa.

Un. 252. (1) B ennomeceueH cpok OT MpeACcTaBIHE Ha JOKYMEHTAIUATA 110 YJI.
251, ann. 1 B3 OCHOBA Ha CTAaHOBUIIETO MO WI. 251, an. 4 U3NBJIHUTEIHUAT TUPEKTOP HA
HNAJI paspemaBa cbC 3amoBe] peKJlaMara WM NPaBd MOTHBUPAH OTKa3, 3a KOETO
yBeJIOMsIBa IIPUTEKATEINS HA pa3pelICHUETO 3a yIoTpeoa.

(2) (Hosa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korato B cpoka
1o ast. 1 m3nbaHUTENHUAT nupektop Ha MAJI He pa3peru cbe 3amoBe]] pekjaMara Uil He
HaIpaBU MOTHMBHMpPAH OTKa3, c€ MpUeMa, Ye € HaJIHUIe MBJIYAIMBO ChIJIACHE C MPOEKTa Ha
pexiiama o wi. 251, an. 1, T. 1 u T4 Moxe a Ob/ie pa3npocTpaHsIBaHa.

(3) (ITpeaumrna ain. 2 - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 1.) OTKa3BT
Ha  U3MBJIHUTENHUS  JUPEKTOp MOAJEKHM Ha  o0XajiBaHe 1O peAa  Ha
AJMUHUCTPATUBHONPOIIECYATHUS KOJEKC.
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Un. 253. (1) U3panenoro pasperieHue Ha pekiiamara mo wi. 252, an. 1 ce
OTHAcsl 3a KOHKPETEH JIEKapCTBEH NPOAYKT B PAaMKHTE Ha CpPOKa Ha BaJHMIHOCT Ha
paspelIeHneTo My 3a yrnorpeoa.

(2) Koraro ca u3BBpIICHH NPOMEHH B pa3pelIeHUETO 3a ynorpebda Ha
JICKapPCTBEH MPOJIYKT, KOUTO BOJAT JI0 TPOMEHU B pa3pelieHa peKiiaMa Ha TO3H MPOIYKT,
NPUTEKATEISAT HA Pa3pelIeHUETO 3a yrnorpeda nmoaasa B MAJI 3asBiieHue 3a mpomsiHa.

Un. 254. Tlpu npoMsiHa Ha pa3pelieHaTa pekjaaMa Juiero no wi. 250 nogasa
3asBJICHUE 0 peaa Ha 1. 251.

Un. 254a. (Hos - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) (1)
Peknamara, mpenHazHaueHa 3a MEAMIIMHCKUTE CIEIIMAIMCTH, HE CE pa3peliaBa o pea Ha
. 250 - 252.

(2) Pexiamara mo an. 1 ce pa3mpocTpaHsBa i€l MoJaBaHe Ha YBEIOMIICHUE
10 MAJI, kM KOETO ce Ipuiara poeKT Ha peKjamaTa, ¥ [Py ClIa3BaHe NU3MCKBAHMATA Ha
Ta3| IjaBa U Ha Hapeadara mo 4. 249.

Ui 255. (1) 3abpansiBa ce pa3mpoOCTPAaHCHUETO HAa MOCTPH Ha JIEKAPCTBEHH
MPOJIYKTH, ChABPIKAIIN HAPKOTHYHH BEIIECTBA M0 CMHCHJIA HA 3aKOHA 32 KOHTPOJ BBPXY
HApPKOTUYHHUTE BEIECTBA U MPEKYPCOPUTE.

(2) 3abpansiBa ce AMPEKTHOTO MPEJOCTABIHE HAa MOCTPU Ha JIEKAPCTBEHU
MPOJYKTH OT MEAMIIMHCKUTE THPrOBCKM NpeacTtaButenu no wi. 244, am. 1, 1. 3 Ha
HACEJICHHETO.

Ui, 256. MocTpu OT JIeKapCTBEHH MPOAYKTH CE MPETOCTABAT HA MEIUITUHCKHI
CHEIMAIIMCTH MPHU YCIOBHS U IO pejl, OmpeeNieH B Hapeadarta mo wi. 249.

Y. 257. (1) MeaunuHCcKUTE THPrOBCKH MPEACTABUTENN 110 Wi 244, an. 1, T. 3
TpsiOBa J1a ca MpeMUHAIN 00y4YeHMsI, OpraHU3UPaHU OT IPUTEKATEIS Ha pa3pelIeHUETo 3a
ynoTpeba, KOWTO I'M € Ha3HauMJj, Ja NpUTEeKaBaT HAayyHW MO3HAHUSA M Ja Morar ja
MPEIOCTAaBIT TOYHA U BB3MOXKHO Hal-IIbIHA MH(OpMAaLMs 3a JIEKApCTBEHUS MPOIYKT,
KOMTO MPENICTaBAT.

(2) 1o Bpeme Ha BCAKO MOCEHIEHUE METULIMHCKUTE ThPrOBCKHU NMPEACTaBUTENH
TpsiOBa Ja pa3mojaraT ¢ KpaTkaTa XapaKTepHCTUKa Ha MPOIYKTa U C JJAHHHU 3a LIEHUTE Ha
JIEKapCTBEHUsI MPOAYKT U 3a YCIOBUSATA 3a 3aIUIalllaHETO MYy M Ja TW MPEeIoCTaBsAT MpH
MIOMCKBAHE.

(3) Ilpu mpencraBsHe Ha JIEKAPCTBEHU NPOAYKTH IIpell MEAUIIMHCKH
CHEIUAJINCTH MEIUIUHCKUTE TBPrOBCKM MPEACTaBUTENM HE MoraTr Ja Ipexaiarar
MOJIapblIiM U Apyra UMYIIECTBEHA U HEMMYLIECTBeHa obiara.
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I'1aBa ABaHaaeceTa.
PET'YJIMPAHE HA HEHUTE HA JIEKAPCTBEHUTE IMTPOJIYKTH
(3ATJL MI3M. - JIB, BP. 102 OT 2012 T.)

Paznea I.
HanuoHaneH chbBeT N0 eHW ¥ peMMOYpCcHpaHe Ha JJeKapcTBEeHUTe MPOTYKTH
(Hos - JIB, 6p. 102 ot 2012 r., B cua1a ot 21.12.2012 1.)

Ui 258. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /1B,
op. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - B, 6p. 43 ot 2016 1.) KbM
MUHUCTBbpAa Ha 3/]paBEONa3BaHETO c€ cb3JaBa HauuoHaneH CbBET 1O LEHU U
peuMmOypcrpaHe Ha JIEKapCTBEHUTE MPOIYKTH, HApUYaH MOo-HAaTaThK "chBeTa". ChBETHT €
IOPUAMYECKO JIMIE Ha OIO/PKETHA U3JPBXKKA - BTOPOCTEIICHEH PA3IOPEIUTEN C OFOJIKET.
Toii e cbe cTaTyT Ha IbpkaBHA KOMUCHS cbe cepanuie rp. Codus.

(2) HeitHocTtTa Ha cbhBeTa ce (puHAHCUpA OT IbP’KABHHUS OIODKET upe3
Oromxera Ha MUHHCTEPCTBOTO Ha 3/IpaBeOIa3BaHeTo.

(3) CbBeThT € KOJIETHAJTICH OpraH U C€ ChCTOM OT MpeaceaaTes U IIeCTUMa
YJIEHOBE, OT KOUTO TPUMa Ca JIEKapu WM MarucTbp-hapmaleBTH, JBaMa IOPUCTU U IBaMa
MKOHOMHCTH, BCHUYKHM CBC CTaX [0 CHEHHATHOCTTa HE IO-MaJKO OT 5 TOJUHHU.
[IpencenarensT U 4iICHOBETE Ha ChbBETa ce M30MpAT M OCBOOOXKIABAT C pEIIEHHE Ha
MuHucTepckusi CbBET IO MPEAJIOKEHWE Ha MHUHUCTbpa Ha 3ApaBeOla3BaHETO.
[IpencenarensT ppbKOBOAM JEHHOCTTA HA ChBETA U I'O MIPEICTaBIIABA.

(4) Ynenosere Ha chbBeTa HE MOraT Jia 3a€Mat JJIBKHOCT WM J]a U3BbPLIBAT
JerHocT no wi. 19, an. 6 ot 3akoHa 3a aIMUHHUCTPALIUATA.

(5) HdeitHocTTa HA ChBETA CE MOJANIOMAara OT aAMUHUCTPALIH, YUSTO CTPYKTYpa
U OpraHm3anus Ha paboTa ce OmNpeAeNsT C YCTPOWCTBEH MPAaBHIHUK, MPHET OT
MuHHCTEPCKHS CHBET.

Ui 259. (U3wm. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., u3m. - /1B,
op. 102 or 2012 1., B cuna ot 21.12.2012 r.) (1) CbBeTHT:

1. yTBBpKIaBa, OTKa3Ba Ja YTBbPAM, M3MEHS WJIM 3ajlMyaBa II€Ha Ha
JIEKapCTBEHU MTPOJLYKTH IO 4. 261a, an. 1;

2. yTBBpKJaBa, 0TKa3Ba Jia yTBbPAH, U3MEHS WU 3aJInyaBa Ipe/ieHa [ieHa Ha
JIEKapCTBEHU MTPOLYKTH 10 4. 261a, am. 2;

3. peructpupa, OTKa3zBa Ja PETUCTpUpa, U3MEHs WIM 3ajiyaBa IIEHU Ha
JIeKapCTBEHUTE MPOYKTH, OTIYCKaHU 0e3 JIeKapcKo Mpeanrcanue mno wi. 261a, an. 3;

4. (m3m. - [IB, 6p. 48 ot 2015 r., u3m. - JIB, 6p. 102 ot 2018 1., B cuna ot
01.01.2019 r., u3m. u gom. - 1B, 6p. 64 ot 2019 r., usm. u nom. - JIB, 6p. 67 ot 2020 1.)
npremMa, OTMEHs WJIM W3MeHs (apMaKo-TEpareBTUYHU PBHKOBOJCTBA, KOMTO BKIFOYBAT
KPUTEPHHU 32 OIIEHKa Ha pe3yiTara OT IpujaraHata Tepanus U alrOpUTMU 3a JISYeHUe C
JIEKapCTBEHU TMPOJAYKTH, CIJI€J] CTAaHOBMILE HA CBHOTBETHHS EKCIIEPTEH CBBET IO
MEIUIIMHCKA CIEHUAIHOCT WM MEIUIIMHCKA IEHHOCT 1Mo wi. 6a, an. 1, T. 1 ot 3akoHa 3a
3/IpaBETO, KaTo B ciy4yaid 4ye B 30-IHEBEH CPOK OT MOJYYaBAHETO HA UCKAHETO HE MOCTHIN
CTaHOBHMILE OT ChOTBETHHUS €KCIIEPTEH CHBET, ChbBETHT YTBBPKIAAaBa, OTMEHS MU U3MEHS
(dapmako-TeparneBTUYHUTE PBKOBOJACTBA. PapMako-TEparneBTUYHUTE PHKOBOJCTBA C€
npuemar ¢ Hapenou u ce ooHapozBar B "JIbp)kaBeH BECTHUK';
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5. BKIIIOYBA, POMEHS WM U3KJII0YBA JIEKAPCTBEHU MPOIYKTH OT [lo3uTHBHUS
JIEKapCTBEH CIUCHK;

6. (moBa - /IB, 6p. 102 oT 2018 ., B cusnma ot 01.01.2019 1.) n3BBpIIBA OIIEHKA
Ha 3/IpaBHUTE TEXHOJOTHU HA JICKAPCTBEHH MPOAYKTH;

7. (mpequmHa T. 6 - JIB, 6p. 102 0T 2018 1., Bcmma ot 01.01.2019 r.) mogbsprka
U akTyanusupa [[03UTHBHUS IEKaPCTBEH CITUCHK;

8. (HoBa - /IB, 6p. 48 ot 2015 r., npenumnua 1. 7 - JIB, 6p. 102 ot 2018 1., B
cuina ot 01.01.2019 r.) nonabpxka peuMOypcHUS CTaTyC Ha JEKapCTBEHUTE MPOJIYKTH Ha
BCEKU TPH TOJIMHU OT BKJIFOUBAHETO UM B [103UTHBHUS JIeKapCTBEH CIUCHK;

9. (uvoBa - [IB, 6p. 48 ot 2015 1., mpenummHa 1. §, w3Mm. - JIB, 6p. 102 ot 2018
r., B cuia ot 01.01.2019 r.) oka3Ba ChIEHCTBHE IPHU JAOTOBAPSIHETO HA OTCTHIIKU B
ciydaure 1o ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 31paBHOTO OCUTYPsIBaHE 3a JIEKApCTBEHU
MPOJYKTH, 32 KOUTO ca IMOJaJEHU 3asBIICHUS 3a BKItOuBaHE B [103UTHBHUS JeKapCTBEH
CITUCHK;

10. (moma - JIB, 6p. 102 or 2018 r., B cuna ot 01.01.2019 r.) onpenens
JIEKapCTBEHUTE MPOJYKTH, 32 KOUTO CE MPOCIEAsBa €PEKTHT OT TEPAIUATA, CPOKBT, KAKTO
U JIe4eOHUTE 3aBe/ICHUs, B KOUTO CE€ W3BBPIIBA, MPHU YCIOBUSA, 1O PEA U KPUTEPHH,
ompeJieseHu B HapeaOara mo 4. 261a, an. 5;

11. (moBa - JIB, Op. 102 ot 2018 1., B cuia ot 01.01.2019 r.) u3pbpiiBa
WHPOPMALIMOHHA, W3/aTelICKa W H3CIIEAOBATEIICKO-HayyHa JIEHHOCT, CBBp3aHa C
[IEHO0Opa3yBaHEeTO, PeUMOYpPCUPAHETO U JIEKAPCTBEHATA MOJIUTUKA;

12. (moBa - [IB, Op. 103 ot 2020 r., B cuna ot 01.01.2021 r.) renepupa
VHHUKAJICH HAIlMOHAJIEH HOMEp 3a MIEHTU(UKALMA Ha BCEKU JIEKAPCTBEH MPOIYKT U TO
BIIMCBA B PETUCTHpa MO ail. 2, T. 4.

(2) CbBeThT BOAM MyOITUYHH PETUCTPH Ha:

1. yTBbpAEHUTE LIEHU Ha JIEKApCTBEHUTE MPOIYKTH 10 uil. 261a, an. 1;

2. yTBBP/ICHUTE MPEACITHYU 1IEHU Ha JIEKapCTBEHUTE MPOIYKTH 110 4. 261a, am.

3. perucTpupaHuTe LIEHU Ha JIEKapCTBEHUTE MTPOLYKTH IO ui. 261a, an. 3;

4. (uoBa - JIB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) peructbp Ha
HallMOHAJTHUTE HOMEpa 3a UIeHTU(PUKALKS Ha JIEKapCTBEHUTE MPOTYKTH.

(3) CeBerbT oOCHLIECTBSIBA KOHTPOJ BBPXY Mpojaaxdara Ha JIEKAPCTBEHHU
IIPOAYKTH C YTBBP/EHA 1LI€HA, IIPE/IETIHA [IEHA U PETUCTPUPAHa LIEHa.

(4) (U3m. - IB, 6p. 67 ot 2020 r.) CHBETHT IpHieMa MUCMEHUTE 3asIBJICHUS 32
YTBBPXK/IAaBaHE WM PETUCTPUPAHE HA LI€HA WJIM 3a BKIIOYBAHE, U3KIIOYBAHE, IIPOMEHH,
NoiIbpXKaHe Ha peuMOypceH CTaTyC W OI€HKAa Ha 3/paBHUTE TEXHOJIOTUU Ha
JIEKapCTBEHUTE NMPOAYKTH OT 1103UTHBHMS JIEKapCTBEH CIIUCHK M0 Ta3H IjaBa, U3BbPILIBA
IIPOBEPKHU U MPOYUYBAHUS MO TAX U C€ MPOU3HACSH C MOTUBUPAHU PEIICHUS.

(5) CeBerbT cHOMpPA TaKCH B pa3MepH, ONpeesieHn B Tapudara no ui. 21, an.
2, 3a o/1aBaHe Ha 3asBJICHUS 3!

1. yTBBpKIaBaHe, pErUCTpUpaHE WM TPOMSHA B YTBBbpPJCHATa WIH
perucTpupaHaTa 1eHa Ha JIEKapCTBEH MPOAYKT;

2. (m3m. - IB, 6p. 48 ot 2015 r.) BKIIOYBaHE, IPOMSHA WU MOAIbpPKAHE HA
pPEeUMOYpCHUS CTAaTyC Ha BKIIOYEH B CIIHCHKA 1O Wi. 262, an. 1 iekapcTBEH MPOIYKT;

3. (woBa - [IB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) ouenka Ha
3/IpaBHUTE TEXHOJIOTHH.
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Yn. 259% (Hos - JIB, 6p. 103 or 2020 r., B cuna ot 01.01.2021 r.) (1)
Hanponanuust Homep 3a HACHTU(DUKAIMS Ha JICKApPCTBEHHS IPOAYKT 110 wi. 259, an. 1, T.
12:

1. ocurypsiBa eIHO3HAYHO UACHTU(UIMPAHE HA BCEKU JIEKAPCTBEH MPOAYKT U
orepaTUBHA CbBMECTUMOCT Ha HH(OPMAaLlMOHHUTE CUCTEMH B 37]paBEONa3BaHETo;

2. ce U3MoII3Ba OT BCUYKH JIMIIA, BbB BCUYKU PETUCTPH U APYrH 0a3u JaHHHU,
KaKTO U B MEIMLIMHCKATa JOKYMEHTAIIMsI, CBbp3aHa C JIEKAPCTBEHUTE MPOTYKTH.

(2) I'enepupaneTo M BIHMCBAHETO B PErucTbpa no wi. 259, an. 2, 1. 4 Ha
HAI[MOHAJICH HOMEp 3a UACHTU(UKAIMS Ha BCEKU JIEKAPCTBEH MPOAYKT C€ M3BBPIIBA IO
pen, onpezaeneH B Hapeaoara mo wi. 261a, an. 5.

(3) UzmbpnHuTenHaTa areHIMsS MO JieKapcTBara mpeaoctaBs Ha CbBera B
eNeKTpoHeH (opMar 1mo odpasell, YIBbPJACH OT HEero, MHGOpMAaIUs 3a Pa3pelieHUuTe 3a
yrnorpeba M PETUCTpUpAHUTE JIEKAPCTBEHU MPOIYKTH Ha TepuTopusaTa Ha PemybOnuka
Bbeirapust u paspemienute 3a ymnorpeda Mo IEHTpaJM3UpaHa MpoILeaypa JIEKapCTBEHU
npoayktu mno pena Ha Permament (EO) Ne 726/2004 na EBpormelickusi mapiaMeHT U Ha
CoBera ot 31 maptr 2004 r. 3a ycraHoBsiBaHe Ha mpoueaypu Ha OOmIHOCTTa 32
paszpeliaBaHe U KOHTPOJI Ha JIEKapCTBEHU MPOAYKTH 32 XyMaHHA M BeTepHUHApHA yHoTpeba
¥ 3a Ch3AaBaHe Ha EBporelicka areHnus 1o JIeKapcTBaTa, 1o pejl, OlpeiesieH B Hapeaoara
mo wr. 261a, an. 5.

Ui 259a. (Hos - IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r., u3m. - /IB,
Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) 3acenanusra Ha chbBETa ca peJOBHU, aKO
Ha TAX NIPUCHCTBAT [TOBEYE OT MOJIOBHMHATA OT OO OpOii Ha YJICHOBETE MY.

(2) CbBeThT B3eMa perIeHHsl ¢ MHO3UHCTBO [TOBEYE OT MOJIOBUHATA OT OOIIHS
Opoii Ha YIEHOBETE CH.

(3) (Homa - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r.) Ha 3acenanusira
Ha CBbBETa 3aJBJDKUTEIHO TPHUCHCTBAT MpejcTtaBuren/mpenctasurean Ha H3O0K,
MunuctepcTBOTO Ha 31apaBeomna3BaHeTo U WMAJI, xoraro ce u3BBpIIBA OIEHKA Ha
3/IpaBHUTE TEXHOJIOTUH.

(4) (ITpepumna an. 3 - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Ha
3acelaHusATa Ha ChbBETA MOJKE J1a ObJIaT KaHEH! Jla IPUCHCTBAT 3aMHTEPECOBAHUTE CTPAHH,
KOMTO C€ YBEIOMsBAaT 3a JaraTa M yaca Ha 3aCeJaHHeTO, B KOETO IIe Ce pa3riiexiaa
HalpaBeHOTO UCKaHE.

Un. 2596. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - /IB,
Op. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) CeBeThT ce MpousHacs B CPOK J10:

1. mectaecer AHM, KOraTo € MOAAIECHO 3asBJICHUE 32 YTBbPXKAaBaHE HA I[€Ha
o wi. 261a, ai. 1 u BKIIFOYUBAaHE HaA JIEKApCTBEHUS MPOAYKT B [I03UTHUBHUSA JIEKapCTBEH
CITUCHK;

2. TpuaeceT AHHU, KOTaTo € MO/Ia/ICHO 3asiBICHHUE 3a MMPOMSHA WJIH 3aJTHYaBaHe
Ha BKJIIOYEH B [103UTHBHMS JIeKapCTBEH CUCHK MPOJIYKT;

3. TpuzaeceT IHM, KOTaTo € MO/a/ICHO 3asBJIEHNE 3a YTBBPIKIaBaHEe, MPOMSIHA
WM 3aJIMYaBaHe Ha IieHa I1o 4. 261a, ain. 2;

4. TpUJECET THM, KOTaTo € TO0JIaJIeHO 3asBJICHUE 32 PETHCTPUpaAHE, MPOMSIHA
WM 3a7UYaBaHe Ha IeHa 1o 4. 261a, an. 3;
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5. TpuzeceT HU 3a YTBBP)KJIaBaHE/PErHCTpUpaHE HA IIeHA HA JICKAPCTBEHU
MPOJIYKTH, 32 KOUTO € TIOJIYYeHO pa3pelieHHe 3a mapaiejieH BHOC;

6. (moBa - /IB, Op. 48 ot 2015 r., u3m. - JIB, 6p. 102 ot 2018 r., B cuna ot
01.01.2019 1.) cTo M ocemaeceT THHU, KOTAaTO € IOJAJEHO 3asBJICHHUE 3a BKJIIOUBAHE B
[To3uTuBHUS JIEKAPCTBEH CIMCHK Ha JIGKAPCTBEH IPOAYKT C HOBO MEXIYHApPOIHO
HENATCHTHO HAMMEHOBAHUE, MOJICKAIO HA OIICHKA HA 3/IPAaBHUTE TEXHOJIOTHH;

7. (moBa - [IB, Op. 48 ot 2015 r.) miectmecer AHH, KOTaTo € IMOAAJCHO
3asIBJICHHE 32 MOAIbPKaHe Ha peMMOYPCHHS CTaTyC Ha BKIIFOUEH JICKAPCTBEH MPOIYKT B
[To3uTUBHUS JIEKAPCTBEH CIUCHK;

8. (moma - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r., usm. - IB, 6p. 67
ot 2020 1.) 1eBeTAECET JHHU, KOTaTo € MOa/ICHO 3asBJICHHUE 32 pa3IIMPIBAHE HA TTIOKA3AHMS
Ha BKJIIOYCH B [IO3UTHBHUS JEKapCTBEH CHUCHK MPOIYKT, 32 KOUTO JO MOMEHTa HE €
3aruIania‘o;

9. (uoBa - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r.) neBernecer nuu,
KOTaTo € MOAA/ICHO 3asiBJICHHUE 3a OIICHKA Ha 3JIPaBHUTE TEXHOJIOTHH.

(2) 3a nexapcTBEHUTE NPOAYKTU IO wi. 262, an. 5 ChbBETHT c€ IPOU3HACA B
CPOK J0 TPUJAECET JIHU, KOraTo € MOJaJCHO 3asBJICHUE 32 YTBbPKAaBaHE Ha I[€HA M0 YII.
261a, an. 1 u BKiItOUBaHE Ha NPoAYKTa B [I03UTUBHUS JIEKAPCTBEH CIHUCHK.

(3) CpokoBete 1o an. 1 m 2 3amouBar ja TeKaT OT Jarara Ha IMOJaBaHE Ha
3asiBJICHUE 10 pesia Ha Hapeabara no wi. 261a, ai. 5.

(4) (Hosa - /IB, 6p. 67 ot 2020 r.) Koraro 3a iekapcTBeH NPOIyKT B OOJIHUYHA
OITAKOBKA, CHIIIACHO PAa3pEIICHUETO 3a yIoTpeda, € MOJaJCHO 3asBIICHHUE 32 U3BbPIIBAHE
Ha Mpoleaypa mo wi. 259, an. 4, cbBETHT € MPOU3HACS B CPOKOBE C €IHA BTOPA MO-KPATKH
OT ompezesieHuTe B alt. 1 u 2.

Ui 2598. (Hos - 1B, 6p. 60 ot 2011 r., B cua ot 05.08.2011 r., ot™. - JIB,
op. 102 o1 2012 1., B cuna ot 21.12.2012 1.)

Un. 259r. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - [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., u3m. - /IB,
Op. 102 ot 2012 1., B cuma ot 21.12.2012 r.) JIppskaBHUTE OPraHU, ATHKHOCTHUTE JHUIA U
3agBUTEJIMTE 10 Ta3W IJIaBa ca JUIBKHHM JiJa OKa3BaT ChJICHCTBHE Ha CHhBETa W Ha
CIYXKUTEIUTE B HETO MPHU U3IIBIHEHUE HA BB3JI0OKEHUTE UM 3abJKEHUS.

Un. 261. (U3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /1B,
op. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) YUneHoBere Ha chbBeTa U HETOBUTE
CIIY’)KUTEIU ca JITbKHU J1a He pasriiacsiBaT 00CTOSATENICTBA U (DaKTH, CTAHAIM UM U3BECTHU
IIPU WM 110 TIOBOJI U3ITBIHEHNE Ha CIYKEOHUTE UM 3abJKEHHUS 110 TO3U 3aKOH, OCBEH 10
IIMCMEHO UCKAHE Ha IbP’KaBEH OpraH, KOraTro TOBA € MPEABUICHO ChC 3aKOH.

(2) BpB Bpb3Ka cbhC 3a1BDKEHUATA CH TI0 aJl. | JIMIiaTa MoANICBaT AeKIapanus
no oOpasell, yTBbPJEH OT Ipe/ceaTeNs Ha ChBETa.
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Paznean 11.

Peryqupane v perucTpupaHe Ha EeHUTE HA JIEKAPCTBEHUTE MPOAYKTH.
AJITOPUTMH 32 JIeYeHHe C JIeKAPCTBeHU NPOoAYKTH. OeHKa Ha 3IpaBHUTE
texHogorum. (Hos - IB, 6p. 102 ot 2012 r., B cua1a ot 21.12.2012 r., 3arJ. gom.
- AB, op. 102 ot 2018 r., B cusa ot 01.01.2019 1.)

Ui 261a. (Hos - IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r., u3m. - /IB,
op. 102 or 2012 r., B cuna or 21.12.2012 r.) (1) CeBersT perynupa LEHUTE Ha
JIEKapCTBEHUTE NPOAYKTH, BKIFOUBAaHU B [103UTHBHUSA JI€KapCTBEH CIUCHK 110 ui. 262, a.
1 u 3arutaniany ¢ MyOJUYHU CPECTBA, B CbOTBETCTBUE C HA-HUCKHUTE pehepeHTHH IEHN
OT IbpPKaBU WICHKU.

(2) CpBeThT peryaupa npeieIHUTe EH! Ha JIEKapCTBEHUTE MPOJLYKTH, KOUTO
ce OTHYCKAT MO JIEKapCKO MpeInucaHue, U3BbH TE€3U MO al. | B ChOTBETCTBHE C Haii-
HUCKHUTE pehepeHTHU LIEHHU OT IbPKABH WICHKH.

(3) CeBersT peructpupa MaKCHUMAalHU MPOJAXHHM IIEHH Ha JpeOHO Ha
JICKapCTBEHHUTE TIPOTYKTH, KOUTO C€ OTIYCKAaT 0e3 JIeKapCKO MpeIucanue.

(4) Uenarta, ompenerneHa mo pena Ha ain. 1, € W MpeAenHa IeHA Ha
JIEKapCTBEHUTE TPOYKTH NIPU Ipoaxk0aTa UM Ha APEOHO.

(5) MuHuctepckusIT CbBET MO TMPEAJIOKEHHE Ha MHHHUCThpAa Ha
3/1paBeoIa3BaHETO OPEIEsl C Hape10a ycIoBUsTa U [IpaBUIlaTa 3a peryJupaHe Ha EHUTE
Ha JICKAPCTBEHHUTE TNPOAYKTH MO ai. 1, 3a peryirupaHe Ha MpeAeTHUTE IEHU Ha
OTITyCKAaHUTE MO JIEKAPCKO MpPEINHCaHue JEKAPCTBEHU MPOJAYKTH IO al. 2 TIpu
npojaxxk0aTa UM Ha ApeOHO, KaKTO M YCIOBHUATA U pefla 3a pEerucTpUpaHe Ha IIEHUTE Ha
JIEKapCTBEHHUTE TIPOIYKTH, KOUTO C€ OTIyCKaT 0e3 JIeKapCKO MpeIucanue.

(6) (Hosa - IB, 6p. 67 ot 2020 r.) HanimonanHarta 3ApaBHOOCUTYpPHUTENHA Kaca
1 MUHHCTEPCTBOTO Ha 3ApaBEOIa3BaHETO TNPEJOCTaBAT Ha ChbBeTa HMHGOpMAIHs 3a
3aIyIaTeHUTe JIEKapCTBEHU MPOAYKTH 10 Wil. 262, aj. 6 1o pea, onpezeseH B Hapeaoara 1o
an. 5.

Uin. 2616. (Hos - [IB, 6p. 67 ot 2020 r.) JlekapcTBEH MPOAYKT MOXKE Ja C€
IIpoJiaBa Ha TEPUTOPHUATA HA CTpaHATa CaMO CJIE]l BJIM3AaHETO B CHJIA HA PELIEHUETO HA
ChBETa 3a YTBbpXKJaBaHE Ha IIEHA/TIpeiesIHA IIeHa WJIM PErucTpUpaHe Ha IeHa, ¢
M3KJIIOUYEHHUE Ha JIEKApCTBEHUTE IPOAYKTH 110 Wwi. 9 1 266a.

Uin. 2618. (Hos - [IB, 6p. 67 ot 2020 r.) (1) JIekapcTBeH NpOIyKT MOXKE Ja Ce
MpojiaBa Ha IIeHa, He MO-BUCOKA OT YTBBPJCHATA IIeHa o Wwi. 261a, an. 1, oT mpenenHara
1eHa no 4i. 261a, an. 2 unm oT perucTpupaHara 1neHa mo 4wi. 261a, ain. 3.

(2) ToproBeubT Ha APEOHO € ATBKEH Ja MOCOYM MPOJAXKHATA I[eHa BHPXY
OITAaKOBKATa Ha JICKAPCTBEHHS MMPOTYKT HA 0003HAYCHO OT MPOU3BOIUTEIS MSCTO.

(3) llenute Ha NeKapCTBEHUTE NPOAYKTH, BKIIOUYEHU B CTOMHOCTTa Ha
OKa3aHaTa OT JICUCOHHUTE 3aBEJCHUS MEAMIIMHCKA MTOMOII, He MOXKe J1a ObJaT M0-BUCOKH
OT IIeHaTa, Ha KOSATO JIe4eOHOTO 3aBEeICHHE € 3aKyMUJIO JIEKapCTBEHHUS MPOAYKT OT
THProBeIa Ha eJIpo.

(4) JlexapcTBeH MPOIYKT HE MOXKE JIa c€ TIPoiaBa Ha JiedeOHUTE 3aBEACHHUS T10
1. 5 oT 3aKoHa 3a JIeueOHUTE 3aBEJICHUS M Ha JIeYeOHUTE 3aBEICHUSI C TBPKaBHO W/WITH
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o0mMHCKO ydactue 1mo wi. 9 u 10 ot 3akoHa 3a JieueOHHUTE 3aBEJICHUS Ha IIeHa, [T0-BUCOKA
OT CTOMHOCTTA, OTIpe/IesieHa 0 pesia Ha Hapeabara mo wi. 261a, a. 5.

(5) 3a nexapcTBeHHWTE NPOAYKTH, BKIIOYCHH B IIO3UTHBHHUS JICKapCTBEH
CIIMCBHK 0 WI. 262, an. 6, T. 1 ¢ HuBo Ha 3amtamane 100 Ha cTO, HE ce HauuC/sIBa Hag0aBKa
3a ThProBell Ha APeOHO MPH OTIYCKAHETO UM B alTeKa.

Uin. 262. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - /1B,
op. 102 ot 2012 ., B cuna ot 21.12.2012 1.) (1) (U3m. - JIB, Op. 15 ot 2013 1., B cruta ot
01.01.2014 r.) TIo3UTHBHHUAT JIEKAPCTBEH CHUCHK CE€ M3TOTBS U NOAIbpXka OT ChbBETA U
BKJIIOUBA JICKAPCTBEHH MPOAYKTH, OTIYCKAaHU IO JIEKAPCKO MPEINMCaHue U 3aIljallaHu
cbe cpeactBa ot Oromkera Ha H3OK, or appkaBHUS OIOKET M3BBbH O0XBaTa Ha
3aIBJKUTEIIHOTO 3PAaBHO OCUTYpsIBaHE, OT OIOJKeTa Ha JeueOHHUTE 3aBeJeHUS M0 YW 5
oT 3aKoHa 3a JIeYeOHUTE 3aBEICHHS U OT OIOJKETa Ha Je4yeOHUTE 3aBe/ICHNUs C IbP>KaBHO
u/viau o0ImuHCKO yyactue 1o wi. 9 u 10 ot 3akoHa 3a 1eueOHUTE 3aBEACHUS.

(2) (U3m. - 1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) [To3uTuBHUAT
JICKapCTBEH CIUCHK BKIIOYBA JIGKAPCTBEHW NPOAYKTH, KIACH(PUIMPAHU  TIO
(dapMakoJOTHYHN TPYNMU CHIVIACHO KOAAa IO aHATOMO-TEPaneBTHYHO-XMMHUYHATA
kinacupuKalusa, CbC CHOTBETHUTE MEXKIYHAPOJAHU HEMATEHTHU HAMMEHOBaHUS,
NPUHAIISKANINTE KbM TSAX HAMMEHOBAaHHWS, ChC CHOTBETHATa Je(UHHpaHA JTHEBHA
J03a/TepaneBTUYeH Kype, IeHa mo wi. 26la, an. 1, mpenenHa 1ieHa Ha JEKapCTBEHUTE
NPOAYKTH IpH Npoax0aTa UM Ha IpeOHO, peepeHTHA CTOMHOCT 3a Ie(MHUpaHA THEBHA
J03a/TepaneBTUYeH Kypc, CTOMHOCT Ha OMaKOBKaTa, M3UMCIIeHa Ha 0azara Ha pedepeHTHa
CTOHHOCT/TepaneBTUYCH Kypc 3a JepUHHpaHa [HEBHA /033, HUBO Ha 3aIulallaHe,
TEparneBTUYHU TIOKa3aHUS U MEXIyHapolaeH Koj Ha 3abomsBanusta (MKB). 3a
JIEKapCTBEHUTE MPOAYKTH pedepeHTHAaTa CTOMHOCT ce onpeiens Ha 6a3aTa Ha olpeieeHa
neguHMpaHa JHEBHA /1032 UM TEPANeBTUUEH KYPC, WIIM KOHLIEHTPALUs U1 00eM.

(3) (U3wm. - [IB, 6p. 102 o1 2018 1., B crta ot 01.01.2019 r., u3m. - [IB, 6p. 67
o1 2020 r.) B [To3uTHBHMS JIEKapCTBEH CIUCHK C€ BKIKOYBAT JEKApCTBEHH NMPOIYKTH, Ha
KOUTO MEXJIYHAPOJHOTO HEMAaTeHTHO HAaWMEHOBaHWE, KBbM KOETO TNPUHAIJICKU
JEKapCTBEHUAT MPOAYKT/KOMOMHALMATA - TPU KOMOMHUPAHH JICKApCTBEHH MPOAYKTH, C
U3KITI0YCHNE Ha TEHEPUYHNTE JIEKAPCTBEHH MPOAYKTH U JIEKAPCTBEHUTE MPOIAYKTH, KOUTO
ChIbpXKAT aKTUBHO BEIIECTBO WM aKTUBHU BEILECTBa ¢ A0Ope yCTaHOBEHa ymnorpeba B
MEIUIIMHCKAaTa IPaKTUKa, Ce 3aIljaiia oT OOIIECTBEH 3ipaBHOOCUTYPUTENICH HOH U/WITH
¢ MyONIMYHHM CpeACTBa MpH CHIIUTE TEPANeBTUYHHM IOKAa3aHUS ITOHE B 5 IbpiKaBH,
MOCOYEHH B HapeaOaTa mo wi. 261a, an. 5. MexayHapoHOTO HETIATEHTHO HAMMEHOBAaHUE,
KbM KOETO IMPHUHAIJICKU JIEKApCTBEH MPOAYKT, NMpeJHa3HAaueH 3a JIEYEeHUE Ha DPEJKU
3a00JIIBaHNUs, CE 3aIulalia OT OOIIECTBEH 3IpaBHOOCUTYpUTENEH (GOH U/UITU C TyOJTUYHU
Cpe/CTBa IPU CHIUIUTE TEPANEBTUYHM MTOKa3aHUS TOHE B 5 OT BCUUKU AbP’KAaBU WICHKH.

(4) (Hdom. - JIB, 6p. 48 ot 2015 1., u3m. - [IB, 6p. 102 ot 2018 r., B cuna ot
01.01.2019 r.) JIekapcTBeHuTe MpoAYKTH B [103UTUBHUS JIEKapCTBEH CIUCHK ce MOAOUpaT
chOOpa3HO JTOKa3aTeJICTBa 32 €PUKACHOCT, TepaneBTUIHA €(EeKTUBHOCT, O€30MacHOCT U
aHayu3 Ha apMaKo-WKOHOMHYECKH ITOKA3aTeNN KaTo 3a JIEKAPCTBEHUTE MPOYKTH C HOBO
MEXIYHAPOJHO HEMATeHTHO HAaWMEHOBAaHHE C€ W3BBPIIBA W OICHKAa Ha 3JPaBHHUTE
TexHosioruy. O1eHKaTa Ha 3/[paBHUTE TEXHOJIOTHH CE€ U3BBPIIBA IIPU YCIOBHS U MO pej,
ompeiesieHu ¢ HapenOaTa mo wi. 261a, ai. 5.

(5) (U3m. - 1B, 6p. 102 o1 2018 1., B cumma ot 01.01.2019 r.) Koraro equn unm
MOBEYE JICKAPCTBEHH MPOAYKTH ChC CHIIOTO MEXKIYHAPOIHO HEMATEHTHO HAMMEHOBAHNE,
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JexapcTBeHa (opma M KOHIIEHTpaIusi Ha aKTUBHOTO BEIECTBO, BEUE Ca BKIIIOUEHU B
CbhOTBETHATA yacT Ha [103UTHBHNS JI€KapCTBEH CIUCHK, HE CE€ U3BBPILBA OLIEHKA 10 all. 4.

(6) (U3m. - IB, 6p. 67 ot 2020 r.) [T03UTUBHUSAT JIEKAPCTBEH CIUCHK CE€ CbCTOU
OT YETHPH NIPUIIOKEHUS U BKITIOYBA!

1. nmexkapcTBeHM NPOAYKTH, IpeJHA3HAYCHH 3a JIeueHHEe Ha 3a0oisBaHuS,
KOHUTO C€ 3aIuiallaT o peja Ha 3aKoHa 3a 34paBHOTO OCUTYpSIBAHE;

2. IeKapCcTBEHU MPOIYKTH, 3aIlJIalllaHy OT OOJ[)KEeTa Ha JieueOHUTE 3aBEeICHUS
1o 4wi. 5 or 3akoHa 3a Je4yeOHUTE 3aBEJCHUS M OT OIO/KETa Ha JeUeOHUTE 3aBelICHHsS C
JIbPKABHO U/UITH OOIIMHCKO yyacTtue 1o wi. 9 u 10 ot 3akoHa 3a 1e4eOHUTE 3aBEACHMUS;

3. (mom. - 1B, 6p. 67 ot 2020 r.) JIekapCTBEHU MPOAYKTH, IPEAHAZHAUCHH 32
neuenue Ha CIIMH, na undexuno3nu 3ab01sBaHusl, Ha 3a00JIBaHUS W3BBH 00XBaTa Ha
3akoHa 3a 3/[paBHOTO OCUTYpsiBaHe, 3aIUlalllanu 1o pena Ha wi. 82, an. 1, 1. 8 ot 3akoHa
3a 3[IpaBeTO, KAKTO U BAKCHHHU 32 33IbJDKUTEIIHA UIMYHU3ALUN U PEUMYHU3AINH, BAKCUHU
N0 CHENHATHUA TIOKa3aHWS M NPH U3BBHPEAHH OOCTOSTENCTBA, CHEUU(DUYHH CEpyMH,
UMYHOTTIOOYJIMHU, OTIpeieTICHH ¢ HapenOaTa 1o wi. 58, ain. 2 oT 3akoHa 3a 37paBeTo;

4. mpenenHa IeHa Ha JIGKAPCTBEHUTE MPOAYKTH Mo wWi. 26la, am. 4 mo
€JIEMEHTH.

(7) MunucrepctBoto Ha 3xapaBeonazBaHeTo u H30OK moratr ga mpassr
MpeIOAKEHHS 10 ChBeTa Mo wil. 258, ai. 1 3a npepasriexaaHe Ha BKIIOYEHH JIEKapCTBEHU
npoayKTH B [IO3WTHUBHHS JIEKApCTBEH CIHUCHK IPU YCIOBHUS W IO PEI, ONpPEIesieHH B
HapenOara o wi. 261a, ai. 5.

(8) Hammonannara 3apaBHOOCUTYpUTENTHA Kaca 3ariaiia JeKapCTBEHUTE
OPOIYKTH 10 all. 6, T. 1 mpH ycrnoBuUsiTa U MO pefia Ha HapeaOaTa o 4i. 45, an. 9 ot 3akoHa
3a 3/IpaBHOTO OCUTYpSIBAHE.

(9) (Homga - /IB, 6p. 18 ot 2014 r., nom. - JIB, Op. 48 ot 2015 r.) YcnoBusira,
IpaBWJiaTa ¥ KPUTEPUUTE 3a BKIIOUBAHE, IPOMEHHU /WM U3KIIIOUYBAHE HA JIEKApPCTBEHU
npoaykTu oT [103UTHUBHUS JIeKapCTBEH CIHUCHK U 32 MOJAbpKAHE Ha peUMOYPCHHS CTAaTyC
Ha JIEKApCTBEHUTE NMPOJYKTHU CE€ ONPEENT B HapenOaTa o ui. 261a, an. 5.

(10) (Homa - [IB, 0Op. 48 ot 2015 r., u3m. - IB, 6p. 102 ot 2018 r., B cuia ot
01.01.2019 r.) JlexkapctBenure mpoayktu mno uwi. 45, an. 10, 13 u 21 ot 3akona 3a
3/[paBHOTO OCHUT'ypsIBaHE, 32 KOUTO HE ca JOrOBOPEHH OTCTBIIKH, HE C€ BKIIOYBAT B
[To3uTHBHUS JeKapCTBEH CIUCHK. JloroBopuTe 3a MpeocTaBsiHE HAa OTCTHIKU MOCTHIIBAT
B ChBETA M0 pel, ONpeesieH B Hapendarta mo uwi. 261a, an. 5.

(11) (Homa - IB, 6p. 48 ot 2015 r., u3m. - JIB, 6p. 102 ot 2018 1., B cuna ot
01.01.2019 r.) JIekapcTBeHUTE IPOAYKTH, 32 KOUTO B Mpoleaypara no ui. 259, an. 1, 1. 8
HE C€ JIOKaXe IOJIOKUTEJHATa OLIEHKAa NpPU TAXHOTO BKJIIOYBAHE, CE€ M3KIKOYBAT OT
[To3uTHBHUS JIEKAPCTBEH CIHCHK.

(12) (HoBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., uzm. - JIB, Op.
102 o1 2018 ., B cmita ot 01.01.2019 r.) MuHHMCTEpPCTBOTO HA 3ApaBEONa3BaHETO 3aIljalla
JIEKapCTBEHUTE MPOAYKTH MO ail. 6, T. 3 ¢ HOBO MEXKIyHApOJHO HEMaTEeHTHO
HAUMEHOBAaHME, aKO TPEIu BKIIOYBAHETO MM B [lO3UTHBHMS JEKapCTBEH CIUCHK €
CKJIIOYEHO TMPEABAapUTEIHO PaMKOBO CIIOpa3yMeHUE MeXAy MMHHUCTEPCTBOTO Ha
3/IpaBeONa3BaHETO U MPHUTEXKATENs Ha Pa3pelIeHNueTo 3a YoTpeba/HeroB YIbIHOMOIIEH
MPEJICTaBUTE)l OTHOCHO MaKCHMallHaTa CTOMHOCT, JO KOSITO ChOTBETHHST JIEKapCTBEH
IOPOAYKT MOXKE Jla ce JOCTaBsi Ha MUHHUCTEPCTBOTO Ha 3/paBEOIa3BaHETO MO peaa Ha
3akoHa 3a o0miecTBeHUTe MOphUkH. CrOpasyMEeHHETO € 3aqbJDKUTEITHO 3a CTPAHUTE 110
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Hero. Criopa3yMeHHsITa MOCTHIIBAT B ChBETA O PeJl, ONpeesicH ¢ Hapeadara mo wi. 261a,
an. 5.

(13) (Hosa - JIB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 1.) JIekapcTBeHUTE
HOPOAYKTH 1O all. 6, T. 3 ¢ HOBO MEXIYHApOIHO HEMIATEHTHO HAMMEHOBAaHUE, 32 KOUTO HE
€ CKJIIOYEHO MpeJBAapUTEIHO PAMKOBO CIOpa3yMeHHE IO ajl. 12, He ce BKIIOYBAT B
[To3uTHBHUS JICKAPCTBEH CIHCHK.

(14) (HoBa - JIB, 6p. 103 ot 2020 r., B cuma or 01.01.2021 r.) 3a
JIEKapCTBEHUTE MPOIYKTH T10 al. 6, T. 3, 32 KOUTO CTOMHOCTTA, 3aIialiaHa OT Or0/KeTa Ha
MuUHHCTEPCTBOTO Ha 3/ApaBEONa3BaHETO, Ce M3YMCISABA Ype3 TIpylNHupaHe, B KOETO He
y4acTBaT JICKAPCTBEHU MPOAYKTH Ha JAPYTH MPHUTEXKATENN Ha pa3pelieHue 3a yrnorpeoda,
MuHHICTEPCTBOTO Ha 37paBeONa3BaHETO U MPUTEKATEIUTE Ha pa3pelieHue 3a yrnorpeda
WM TEXHU YITBITHOMOIIIEHH MPEJCTABUTEINN €KETOJHO CKII0YBAT PAMKOBH CITOPa3yMEHUS
OTHOCHO MaKCHMallHaTa CTOWHOCT, IO KOATO ChbOTBETHHAT JIEKAPCTBEH MPOAYKT MOXKE Ja
ce JocTaBs Ha MMHHUCTEPCTBOTO Ha 3/ApaBeola3BaHETO IO peaa Ha 3akoHa 3a
00IIIECTBEHUTE OPHUKH. Y CIIOBUSATA U PEABT 32 CKIIFOUYBAHE Ha PAMKOBHUTE CIIOPa3yMEHUs
ce ompenesT ¢ Hapenoara mo wi. 82, ai. 1, T. 8 ot 3akoHa 3a 3/1paBeTo.

(15) (Homa - IB, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) Pasnopendara
Ha an. 14 He ce mpwiara 3a TEHEPUYHH JICKAPCTBEHH NPOAYKTH M 3a BAaKCHHH 3a
3aIBJKUTEIIHA UMYHU3AIMH U PEMMYHHU3AllMH, BAKCUHH T10 CIICIMATHU MOKAa3aHUs U PU
U3BBHPEIHU OOCTOSITEIICTBA, CHCHU(PUYHA CEPYMH, HUMYHOTJIOOYIMHU W JPYTH
OMOINPOIYKTH, CBBP3aHU C MpoduIaKTUKATa Ha 3apa3HUTE OOJECTH, OINPEAETCHH C
HapezaOaTa mo wi. 58, ain. 2 ot 3aKoHa 3a 3/IpaBeTo.

(16) (Hoa - B, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) 3a
JICKapCTBEHHUTE TPOIYKTH 110 aj. 12 MakcMMaHaTa CTOHHOCT 1o ail. 14 He Moxe 1a Obae
MO-BHCOKAa OT CTOMHOCTTA, OTpeiesieHa B paMKOBOTO CIIOpa3yMeHue 1o ai. 12.

(17) (Hosa - B, 6p. 103 ot 2020 r.,, B cmia ot 01.01.2021 r1.)
MuUHHCTEPCTBOTO HA 3/IpaBEOINa3BaHETO HE MOXKE Jia 3aruialia JIEKapCTBEHUTE MPOIYKTU
mo aji. 14 Ha CTOMHOCTH, MHO-BHCOKM OT MaKCHMajlHaTa CTOHHOCT Ha CBOTBETHMS
JIEKapCTBEH MPOYKT, OMpPE/IeieHa B PAMKOBOTO CIIOpa3yMeHue 1o ai. 14.

(18) (Hosa - JIB, 6p. 103 ot 2020 1., B cmita ot 01.01.2021 1.) JIekapcTBeHuUTE
MPOAYKTH TO anl. 14, 3a KOUTO HE € CKIIYEHO paMKOBO CIlOpa3yMeHue 1o ain. 14, He ce
3aramar oT MUHHCTEPCTBOTO Ha 3/JpaBEOIa3BaHETO.

Yn. 262, (Hos - IB, 6p. 67 ot 2020 1.) (1) (M3m. - JIB, 6p. 103 or 2020 1., B
cuna ot 01.01.2021 r.) B npusnoxxenusrta Ha [1o3uTHBHUS JTE€KapCTBEH CIUCHK MO Wi. 262,
al. 6 ce mocoyBaT: KOJ IO aHATOMO-TEpPaleBTUYHO-XMMHUYHA KJIACHU(HUKAIHS,
MeXIyHapoaHO HenaTeHTHO HaumMeHoBaHue (INN), HanMeHoBaHHe Ha JIeKapCTBEHUS
IPOAYKT, JIeKapcTBeHaTa (opMa M KOJMYECTBOTO Ha aKTUBHOTO JIEKAPCTBEHO BEILECTBO,
OMaKOBKa, TpUTEXaTel Ha pa3pelieHueTo 3a ynoTpeba, neduHUpaHa JIHEBHA
J103a/TepaneBTUUEH Kypc/KOHIeHTpauus/o0em, 1ieHara mo wi. 261a, an. 1, pedepentna
CTOMHOCT, CTOMHOCT 3a ONaKOBKa, M34MCciIeHa Ha 0a3zara Ha pedepeHTHa CTOWHOCT, HUBO
Ha 3alJiallaHe Ha JIEKapCTBEHUS MPOJYKT, TEPANeBTUYHM MOKa3aHUs U 3a00JIIBaHUS 110
MKB, npousBoauTen/mpon3BOAUTENN, UHPOpPMAIUs 3a OrpaHWYEHMSITA B HauMHA Ha
OpeINuCcBaHe MPH PA3TUYHU MHIUKAIMK, HAllMOHAJIEH HOMEp 3a WACHTHU(HUKAIMS Ha
JIEKapCTBEHMS MPOAYKT 1o wi. 2591, an. 1 u qombaHuTeTHA HHOOPMAITHSL.

(2) [1o3UTHBHHUAT JIEKAPCTBEH CIHUCHK ChAbpKA UHPOPMALUS OTHOCHO BUAA
Ha JIEKapCTBEHMsI NPOAYKT, OMNpENEeleH B IMpoleaypaTa MO pa3peliaBaHeTo My 3a
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ynotpeba. MuadopmarusaTa 3a Buaa Ha JEKapCTBEHHsI MMPOAYKT ce npeacTass ot MAJI B 7-
JTHEBEH CPOK OT MOCTHIIBAHE Ha 3alMTBaHE OT CTpaHa Ha HanuoHamHus ChBET MO LIEHU U
peruMOypcrpaHe Ha JIeKapCTBEHUTE MPOAYKTH 32 BCEKH KOHKPETEH JIEKAPCTBEH MPOAYKT.

Yn. 2622 (Hos - JIB, 6p. 67 or 2020 r.) MHHHCTEPCTBOTO Ha
3/paBeona3BaHeTo, HarponainaTta 31paBHOOCUTYpUTENHA Kaca U JICUeOHUTE 3aBEACHUS
NPEJOCTABAT HAa ChBETA ITbJIHA UHPOPMALIUS 32 3aIUIATEHUTE JICKAPCTBEHU MPOJYKTH TI0
qi1. 262, an. 6, T. 1 - 3 mo pen, onpenencH B HapeaOaTa mo wi. 261a, an. 5.

Yn. 2623, (Hos - JIB, 6p. 67 ot 2020 1.) (1) IIpuTexaTenst Ha pa3pelnieHueTo
3a ynotpeba WM HeTOB YITBIHOMOIIIEH PECTABUTEN € JIIHKEH B CPOK JIBa pabOTHU JTHU
OT IOJIy4yaBaHe Ha PEIICHUETO Ha ChBETA 3a MPOMSIHA Ha IIeHaTa 1o wi. 26la, aii. 1 - 3 Ha
JIEKApCTBEH MPOIYKT JIa YBEJIOMHU I10 MOIX0 1] HauuH bbirapckus ¢papmaneBTuueH Chio3
U THPTOBIIMTE HA €IPO, & TE CbOTBETHO J1a YBEAOMAT THPTrOBIUTE Ha APEOHO C JIEeKAPCTBEHU
MIPOJIYKTH.

(2) Coerpr 1m0 choyxebeH pen yBeaoMmsiBa MUHUCTEPCTBOTO Ha
3paBeoria3BaneTo 1 Hamponannara 3[paBHOOCUTYpUTEITHA Kaca 3a PEIICHUsTA, 328 KOUTO
€ JIONyCHATO MPEABAPUTEITHO U3IIBIHEHHUE.

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 cuia ot
01.01.2019 r.) (1) Ouenka Ha 3paBHUTE TEXHOJIOTUU IO Wi. 262, aj. 4 He ce U3BbpILIBA 3a
TFEeHEPUYHHU JICKApCTBEHH MPOAYKTH M 3a JIEKAPCTBEHU IPOIYKTH, KOUTO ChIbpiKaT
AKTUBHO/aKTUBHU BEIIECTBO/BEUIECTBA C JOOpE yCTaHOBEHA yrnoTpeda B METUIIMHCKATA
IPaKTHKA.

(2) 3a nexapcTBeHHTE NpPOAYKTH, BKIOYEHH B [l03UTHMBHUS JleKapcTBEH
CIHCBHK, CE U3BBPIIBA OIIEHKA Ha 3/IpaBHUTE TEXHOJIOIUHU, KOTaTo € 3asBEHO Pa3IIUpsBaHe
Ha TEpaNeBTUYHHUTE TMOKA3aHMsA, 33 KOUTO O MOMEHTa HE € 3aIUIalllaHO C ITyOJHMYHU
CpeZCTBa, PH YCIOBUS U MO pell, ONpeAeeHH ¢ Hapendarta no ui. 261a, an. 5.

(3) MunucrepctBoTo Ha 3apaBeonazBaHero 1 H30K Moxe MoTuBUpaHO na
MOMCKAT U3BBPIIBAHE HA OLEHKA Ha 3/]paBHUTE TEXHOJOIMU Ha JIEKAPCTBEHU NMPOJYKTH,
BKITIIOYeHU B [103UTHBHHUS JIEKapCTBEH CIUCHK, NPU YCIOBHUS U IO pell, ONPEACICHH 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
NOPOAYKTH, NMPHHAIEKAIM KbM HOBO MEXKIYHApOJHO HEMAaTEeHTHO HAWUMEHOBaHUE, 3a
KOUTO € M3BbpIIEHA OlIEHKa Ha 37paBHUTE TexHojoruu. OleHkaTa Ha 3]paBHUTE
TEXHOJIOTUM € YacT OT Mpolieypara MO BKIOYBAHE Ha JIEKAPCTBEHHs MPOJYKT B
[To3uTHBHUS JIEKApCTBEH CIHCHK, KaTO ChIbpKA KIMHUYHA U (apMaKo-HKOHOMHUYECKa
OLIEHKA U BKJIIOYBA!

1. aHanu3 Ha 37paBHUS TPOOIIEM;

2. CpaBHUTEJCH aHAIU3 Ha TepaleBTHYHaTa e(puKacHOCT, €()EeKTUBHOCT U
0€30MacHOCT Ha JIEKapCTBEHUS MTPOYKT;

3. a”Hanu3 Ha (hapMaKO-MKOHOMUYECKHUTE TIOKa3aTelu;

4. agann3 Ha OFOHDKETHOTO BH3IEHCTBUE.
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(2) Ouenkara Ha 3ApaBHUTE TEXHOJOTMH CE€ H3BBHPIIBA [0 CIEIHUTE
KPUTEPUU:

1. HanMYMe WK JIUIICA Ha aJITEPHATUBHO JIEYEHHE Ha 3a00JIBaHETO;

2. HajgWuMe WIM JIWIICa Ha JIEKAPCTBEHA alTepHATHMBA 3a JICUCHUE Ha
3a00JI51BaHETO;

3. eduracHoCT U TepamneBTHYHA €(DEKTHBHOCT Ha JICYCHUETO - OIICHKA Ha
TepaneBTUYHATa T0J3a, yIbJDKaBaHE MPOIBJDKUTETHOCTTa HA KUBOTA U NMOAOOpSBaHE
KaueCTBOTO HA KUBOT, HAMAJISIBAHE HA YCIIO)KHEHHUATA OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoii Ha MOTEHIIUATHUTE TAIUEHTH;

5. 0e30macHOCT Ha JICKApCTBEHHS MPOJIYKT - YECTOTa U CEPHO3HOCT Ha
HEKeJIaHUTE peakIuy, HyXKJa OT IpujlaraHe Ha AOMBIHUTEIHH MPO(UIAKTUYHU WU
TEpaeBTHYHU MEPKH 3a MPEAOTBPATSIBAaHE HA HEXKEIIAHU PEaKIIHH,

6. ¢apMako-UKOHOMHMYECKM T[OKa3aTeld - pa3XxoAd 3a Tepamus C
JICKapCTBEHHSI IPOAYKT M CPAaBHEHHUE HA Pa3X0JIUTE 32 TepaIus ¢ HATHYHUTE AITCPHATHBH,
CHOTHOILIEHUE Pa3X0Jl - Pe3yNTaT, MKOHOMUYECKa OLIEHKA Ha JOMBJIHUTEITHUTE MOJI3H;

7. TON3M OT 3JIpaBHATAa TEXHOJIOTHSI, MIPEIICTABEHU UYpe3 CIICUCIICHA TOIAMHA
#uB0T (LYG), roguna uBOT, chboOpazeHa ¢ kauecTBoto (QALY), wiu npu nurca Ha
JAHHY 32 KPaiHU Pe3yTaTH - Ype3 MPEIOCTABIHE HA MEKIMHHH TAaKHUBa,

8. amanu3 Ha OOJDKETHOTO BB3JCHCTBHE Ha 0Oa3ara Ha O4YaKBaH Opou
MAIUCHTH;

9. olleHKa Ha Pa3XxOUTe Ha MyOJIMYHU CPEJCTBA 3a S-TOIUIICH MEPHOJ;

10. ananu3 Ha 31paBHAaTa MEPCHEKTHBA 3a MHCTUTYLUATA, KOSATO 3aruiania
CHOTBETHOTO JICYEHHE C MyOIHYHU CPEJCTBA, UK O0IIeCTBEHATAa IEPCIIEKTHBA;

11. MmopasHu U eTHYHY ChoOpaskeHus (TIpU cennUIHA TPYTTH 3200ISIBAHNUA ).

(3) (HoBa - B, 6p. 67 ot 2020 r.) B chOTBETHOTO NpPHUIOKEHUE HA
[To3uTHBHUS JIGKAPCTBEH CIUCHK CE BKIIFOYBAT JICKAPCTBEHU MPOAYKTH, TPUHAIICHKAIIN
KbM HOBO MEXIYHApOJHO HEMATeHTHO HAMMEHOBaHNUE, 32 KOUTO € U3BBbPIIEHA OlIEHKA Ha
3/IpaBHUTE TEXHOJIOTHH IO pe/ia Ha ajl. | U 3a KOMTO MMa TIOHE €/THA TIOJIOKUTEITHA OIICHKA
Ha 3[[paBHATa TEXHOJOTHS OT IbpKaBHA MHCTUTYIHS Ha BemukoOputanus, Opanuus,
I'epmanus u HIBenus.

Uin. 2628. (Hos - JIB, Op. 102 ot 2018 r., B cuna ot 01.01.2019 1.) (1) (Hor. -
B, 6p. 67 ot 2020 r.) IIpocnensBanero Ha eekra oT TepanusTa mo wi. 259, an. 1, 1. 10
Ce M3BBPIIBA OT JIEYeOHU 3aBeNIeHHs, OINpeesieHn OT HanuoHamHHs CHBET MO LIEHU U
peuMOypcupaHe Ha JIeKapCTBEHUTE NMPOJYKTH, MO pej, OmpelesieH B Hapeadara mo ui.
261a, amn. 5.

(2) (U3m. - 1IB, Op. 67 ot 2020 r.) HamuoHamHHST CHBET MO IICHH U
penMOypcHupaHe Ha JIEKapCTBEHHUTE NPOMYKTH H3BBPIIBA aHAIW3 Ha chOpaHaTa OT
JeyeOHUTE 3aBeieHUs] MHpOpMaLUs Mo aj. | MpH YCIOBHS M MO pel, ONpelesieHH B
HapenoOara o wi. 261a, an. S.

(3) (Hosa - /1B, 6p. 67 ot 2020 r.) JleueOHUTE 3aBeieHNUS 110 al. 1 TPeTOCTaBsIT
Ha CBBETa JOCTHII JI0 MEAWIMHCKATa JOKYMEHTAIWs, BOJEHa OT TsIX, OTHOCHO
NpUJaraHeTo Ha KOHKPETEH JIEKapCTBEH MPOJYKT, 32 KOMTO ce mpocieasBa epeKkTbT OT
TepanusTa.

Un. 263. (U3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /1B,
Op. 15 ot 2013 r., B cuna ot 01.01.2014 r.) Cbc cpeacTBa oT Abp:KaBHUS OIOJIKET U3BBH
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00xBaTa Ha 3aJIJDKUTEIIHOTO 3[PaBHO OCUTYpsIBaHE MOTaT Jia ce 3aIulaliaT JeKapCTBEH!
MPOJIYKTH, OTITYCKAHU IO JICKAPCKO MPEAINUCAHUE, KOUTO HE Ca BKIIOUEHHU B CIIMCHKA I10
. 262, an. 1, Heo6xoauMu 3a mpodUIaKTUKA WU JICYEHUE TIPU eMUIEMUYHH B3PUBOBE,
eMuJeMUHY, MaHJAEMHH, KaKTO U MpPU HAIWYUETO Ha MPEIIOoJIaraéMo WU MOTBBPACHO
pa3npoCcTpaHeHe HA XUMUYECKH WM OMOJIOTMYHU areHTH WU SApeHa paguarus.

Ui 264. (U3wm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB,
op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (Hom. - [AB, 6p. 18 ot 2014 r.) IIpu
MpEeyCTaHOBSBaHEe Ha MpoAaxxkOute mo ui. 54, an. 3 Ha JeKapCcTBEH MPOIYKT, KOHTO €
BKIItOueH B [lO3UTHBHUS JIEKApPCTBEH CHHUCHK, U KOraToO B PAMKUTE Ha CHOTBETHOTO
MEXIyHapOJAHO HEMAaTeHTHO HaMMEHOBaHHUE HsIMa pa3pellieH 3a yrnoTpeda Mo To3U 3aKOH
JIpYT JIEKApCTBEH MPOIYKT, MPUTESKATEIAT HA PA3PEUICHUETO 3a yImoTpeda MUCMEHO
yBeoMsiBa MUHHUCTEPCTBOTO Ha 3/paBeorna3BaHeTo M HaluoHanHUS CHBET MO LIEHU H
peumMOypcHupaHe Ha JICKaPCTBCHUTE IPOIYKTH.

(2) (Jom. - 1B, 6p. 18 ot 2014 r.) Ilputexarensat Ha pa3pelICHHUETO 3a
yrorpeba MICMEHO yBeaoMsBa MUHUCTEPCTBOTO HA 3paBeona3BaneTo W HanuoHanHus
ChBET IO ILIEHM U peuMOypcHpaHe Ha JIEKapCTBEHHUTE NPOAYKTH W B CIy4yauTe Ha
MPCYCTAHOBSBAHE TMPOJNAXKOWTE HA JIGKAPCTBEH NPOAYKT, YHITO IICHA CIYXKH 3a
omnpezensHe Ha pedepeHTHa CTOMHOCT B pPaMKHUTE HA CHOTBETHOTO MEXAYHAPOIHO
HENATCHTHO HAMMEHOBAHUE M JIeKapcTBeHa (popma.

(3) Korato mpoayktsT mo an. 1 um 2 e mpeaHa3HauyeH 3a JieYCHHUE Ha
3a00J15BaHMsI, KOUTO C€ 3aIjiamiar Mo peAa Ha 3aKoHa 3a 3ApaBHOTO OCHUTYpSIBAaHE,
MIPUTEKATENAT Ha pa3pelIeHneTo 3a yrnorpeda nucmeno yBenomsisa 1 H30K B cpokoBere
1o an. 4.

(4) IlpurexarensT Ha pa3pelIeHUETO 3a YMoTpeda € UTBbKEH Ja WU3BBPIIH
YBEJIOMJICHHETO 110 aj. | He 1Mo KbCHO OT 18 Mecena mpeau jaarata Ha MpeyCTaHOBSBaHE
Ha MPOAAXKONTE, a B CIydyauTe Mo al. 2 - He MO-KbCHO OT TPH Mecella Mpeau JaraTa Ha
MIPEYCTAHOBSIBAaHE HA MTPOJAKOUTE.

(5) (dom. - JIB, 6p. 18 ot 2014 r.) Jlo nmpeycTaHOBsIBaHE HA MPOAAKOUTE IO
an. 1 u 2 mpUTek)aTEIAT Ha Pa3pelICHUETO 3a yIoTpeda € UTHKEH J1a OCUTYPH JOCTaThYHU
KOJIMYECTBA OT CBHOTBETHHUS JIEKAPCTBEH MPOJIYKT 3a 3a/I0BOJIIBAHE HA 3JpaBHUTE
MOTPEOHOCTH, OCBEH B CIy4aWTe, KOraTO MPEYCTAHOBSIBAHETO C€ JBJDKM HAa HSIKOE OT
OCHOBaHUATA MO 4. 276 unu no ui. 277.

(6) Cnen u3TH4aHe Ha CPOKOBETE MO ajl. 4 MPUTEKATEISAT HA Pa3pPEIICHUETO 32
yrnotpeba mojaBa 3asBJICHHE U ChOTBETHUTE JOKYMEHTH 32 U3KIIFOUBAaHE HA JICKAPCTBEHUS
POAYKT OT [103UTHBHMS JICKAPCTBEH CITUCHK.

(7) Koraro cien mpeycTaHOBsiBaHE MPOJaKOUTE HA JIEKAPCTBEHUS MPOIYKT
MIPUTEKATEIAT HA Pa3pENICHUETO 3a YIoTpeda He € U3ITBIHIII 33 IbJDKSHUETO CH I10 all. 6,
CHBETHT MO wi. 258, an. 1 cmyke6HO ro u3kimouBa oT [103UTHBHUS JIEKAPCTBEH CITUCHK.

Y. 265. (1) MuHUCTEpCKUAT ChBET ¢h3AaBa Komucus o npo3payHocT.

(2) (Hon. - AB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) CbcraBbT Ha
Komucusita no npo3paqHocT ce onpenesns oT MUHHCTEPCKUS ChBET M0 MPEATIOKEHUE Ha
MUHUCTBpA Ha 3/jpaBeona3BaHeTo. B Hes 3aAbKUTETHO ce BKIIIOUBAT MPEJICTAaBUTENN Ha
MUHUCTEPCTBOTO Ha 3/1paBEola3BaHETO, HA MUHUCTEPCTBOTO Ha TpyAa U COLMAIHATA
nonutuka, Ha MAJI, na H3OK, na bbarapckus nexapcku cbio3, Ha bwarapckus
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3p00JIEKapCKu Cbhl03, Ha bbarapckus ¢apmaneBTHYeH CbhIO3 M Ha OpraHMU3alud Ha
MAIUEHTHTE U apMalleBTUYHATA HHTyCTPHSL.

(3) (U3wm. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102
ot 2012 ., B cuna ot 21.12.2012 r.) JIuue, koero e uneH Ha KoMucusTa 1no npo3padHocT,
HE MOXKe Ja Obae M wieH Ha HamuonanHus cbBeT MO IEHHM M peuMOypcHpaHe Ha
JIEKAPCTBEHUTE MPOTYKTH.

(4) MuHUCTEpCKHUAT ChBET ONpeleisl ¢ MPaBWIHUK YCIOBHATa U pela 3a
pabota Ha KoMucusita no npo3padHocT.

Un. 266. (U3m. - 1B, 6p. 67 ot 2020 r.) (1) Komucusita no mpo3padHocT e
opras, pej KOMTo Moske J1a ce 00XkaJiBat 1o aAMUHUCTPATUBEH PEJl peIICHUsITa Ha ChBETA.

(2) Pemienusita Ha KomucusTra 1o npo3payHocT ce B3eMaT ¢ MHO3MHCTBO JBE
TPETH OT ChCTaBa M.

(3) PemenusTa Ha chBeTa MOXE Ja ce 0OKanBaT MO ChACOCH pex u 0e3 /1a e
u3uepriaHa Bb3MOKHOCTTA 32 OCIIOPBAHETO UM IO aIMUHUCTPATUBEH Pe/l.

Ui 266a. (Hos - IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 1.) (1) Korato
JICYEHUETO Ha CHOTBETHO 3a0oisiBaHe € Oe3 anTepHaTMBa B CTpaHaTa, 3a KOHKPETEH
NaIMeHT MOXE J1a ce MpuiIara JISKapCTBEH MPOIYKT, KOWTO € pa3pelieH 3a ynorpeda B
CTpaHa - uwieHka Ha EBporielickust cbi03, pa3peliieH e 3a ynorpebda mo peia Ha TO3H 3aKOH,
HO HE C€ Pa3NpoCTpaHsiBa Ha OBIATAPCKHUS Mazap.

(2) (U3m. - IB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) Exerogno mo
NpeUIo’KEeHNE Ha JIeYeOHUTE 3aBelICHUS 3a OOJHMYHA IMOMOII M CIIEJ CTaHOBHILIE Ha
CbOTBETHHUSI EKCIEPTEH CHBET IO CHOTBETHATa MEIUIIMHCKA CIEMUAIHOCT WIU
MeAMIMHCKA JeWHOCT mo wi. 6a, an. 1, T. 1 oT 3akoHa 3a 374paBeTO MHUHHCTHPHT Ha
3/IpaBEOMNa3BaHETO YTBBPXKAaBa CIUCHK Ha JEKAPCTBEHUTE MPOAYKTH MO ail. 1, KOHTO
ChABpIKA ClIeHaTa HH(pOpMaIUs:

1. Ko MO aHATOMO-TepaNeBTHUYHO-XUMUYHATA KITAaCH(PUKALIUS;

2. MEXIyHapOJHO HEMAaTeHTHO HANMEHOBAHHWE, KbM KOETO TPUHAJICHKH
MPOIYKTHT;

3. 3a00751BaHe 10 MEXIYHAPOJICH KOJI Ha 3a00JIsIBAHUATA;

4. nekapcTBeHa ¢popMa U KOJIMYECTBO AKTUBHO BEIIECTBO;

5. JobIHUTENHA UH(DOpMALIHSL.

(3) CriuchksT MO an. 2 ce MyOJIMKYyBa Ha CTpaHMIIaTa HAa MUHHCTEPCTBOTO Ha
3/IpaBEONa3BaHETO B HHTEPHET.

(4) VYcnoBusita M peAbT 3a BKIIOUBAHE, NMPOMEHH WM H3KIIOYBaHE Ha
JIEKapCTBEHU MPOIYKTH B CIIUCHKA IO ajl. 2 ce OMpeaenaT ¢ Hapeabdara mo wi. 9, an. 1.

(5) (dom. - JIB, 6p. 88 ot 2023 1., B cuna ot 20.10.2023 r.) JlekapcTBeHUST
IPOJYKT 10 aj. | ce mocTaBs 1Mo crierraiHa Mmophyuka Ha jjedeOHo 3aBeieHre 3a OOTHIYHA
MIOMOIII TIPH YCIIOBHS U 110 pejl, ONpeesieHH ¢ Hapenbara no wi. 9, an. 1, KOUTO BKIIOUBAT
Haif-MaJIKO CIICTHUTE Bb3MOXKHOCTH:

1. upe3 mporeaypa 1o npsiKo AoropapsiHe 0e3 mpeaBapUTeTHO OO0SBICHUE MTPH
npuiarane Ha wi. 79, an. 1, 1. 4 ot 3akoHa 3a 00IIECTBEHUTE MOPHYUKH;

2. 4pe3 CKII0YBaHE Ha PAMKOBH CIIOPa3yMEHUS 3a JIEKapCTBEHUTE MPOJYKTH B
CHHCHKA 10 aJI. 2 OT MHHUCTBpA Ha 3]]paBeOIa3BaHEeTo;
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3. 6e3 mpuiarade Ha 3aKoHa 3a OOIIECTBEHUTE MOPBHYKH, B CAydall Ha JUIICa
Ha PAaMKOBO CIIOPa3yMEHHE TI0 T. 2, KaTo 00SBICHUETO 32 CKIIFOUEH JIOTOBOP Ce IMMyOINKYBa
1o pena Ha wi. 26, an. 1, 1. 3 ot 3akoHa 3a 00IIECTBEHUTE TOPBHYKH.

(6) PproBoguTeNAT Ha J1€4eOHOTO 3aBEJCHUE 1O ajl. 5 HOCH OTTOBOPHOCT 32
MIpUJIAraHeTo Ha JICYSHUETO 1o aj. 1.

Ui 2666. (Hos - [IB, 6p. 67 ot 2020 r.) (1) Ilo u3knroyeHue, mpu Jurca Ha
ajiTepHaTHBA 3a JICYEHUE Ha KOHKPETEH MallueHT U caMO B UHTEPEC Ha HETOBOTO 3/IpaBe,
pazpelieH 3a ynorpeba B cTpaHara JIEKapCTBEH MPOAYKT MOXKE Ja ce IMpuiara U3BbH
YCIIOBUSATA Ha Pa3pelIeHUETO 3a ynoTpeda Ha JIEKapCTBEHUS MPOJIYKT, PU HAIUYUE HA
HAy4YHH JI0Ka3aTeJIcTBa 3a 0e30MacHOCTTa U ePUKACHOCTTA Ha TO3U MPOIYKT.

(2) JlexkapcTBEHUAT MPOLYKT HO ail. 1 ce mpeanucBa OT KOMHMCHSI OT TpUMa
JIeKapu oT JiedeOHO 3aBe/IeHue 3a OOTHIYHA TOMOII] C IPU3HATA CIISIUATHOCT Mo mpoduia
Ha 3200JI1BaHETO, KOUTO MOTUBUPAT MPEANMCAHUETO 32 BCEKU KOHKPETEH MAIUEHT.

(3) Jleuenuero mo an. 1 ce mpoBexaa B JIedeOHO 3aBeJcHUE 3a OOJIHMYHA
TIOMOIII CJIE/T TTOJTy4aBaHe Ha MUCMEHO HHPOPMHUPAHO ChITIACHE OT MAIMEHTA.

(4) Bceku erarm OT Jie4eHHUETO Ha MAIMEeHTa ce MPOCeAsBa U JOKYMEHTUPA OT
JIEKapuTe OT KOMUCHUSATA I10 al. 2, KOUTO HOCAT OTTOBOPHOCT 32 MPOBEXK/IAHE HA JICYEHUETO
o ain. 1.

(5) Komucusita no an. 2 yBenomsia Manmbnuurenna arenuus "MenquunHCKA
HajRop" u MAJI 3a mpoBex)JaHOTO JICUeHHE 110 ail. 1.

(6) YcnoBusATa M peabT 3a NOJy4aBaHE Ha HMH(OPMHUPAHO CHIJIACHE OT
naueHTa 1mno aji. 3, IpocieasIBaHeTO U JOKYMEHTHPAHETO Ha JICYEHHUETO Mo aji. 4 U Ha
0e30MacHOCTTa U €pUKACHOCTTA Ha JIEKAPCTBEHUSI IPOJIYKT CE ONpPEAEIAT B Hapeadara 1o
y1. 9, am. 1.

(7) (Hom. - 1B, 6p. 62 ot 2022 r., B cmna ot 05.08.2022 r.) B cnyuaure o ain.
1 nexkapcTBEHUAT MPOAYKT HE Ce 3aljamia ¢ MyOJIMYHU CPEACTBA, C M3KIIOUEHHE Ha
ciydyauTe 1o wi. 82, an. 3 ot 3aKoHa 3a 3/I[paBeTo, ONpeIesieHr B Hapea0darta mo 1wi. 82, aj.
6 oT 3aKoHa 3a 3/IpaBeTo.

I'naBa TpuHanecera.
ABPXKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE NPOAYKTHU

Un. 267. (1) (U3m. - B, 6p. 98 o1 2010 1., B cuma ot 01.01.2011 r., gom. - /1B,
op. 102 or 2012 r., B cuna ot 21.12.2012 r.) MUHUCTEPCTBOTO Ha 3/1paBEOINa3BAHETO
PBKOBOJM IbPKaBHUS KOHTPOJI BBPXY JIEKapCTBEHMTE NPOAyKTH. HemocpencTBeHOTO
PBKOBOJICTBO CE€ OCBIIECTBSIBA OT TJIaBHUS JbP)KAaBEH 3/IpaBE€H HMHCIEKTOP, OT
npejceaarens Ha cbBeTa 1o 4i. 258, an. 1, oT usnsianuTennua agupekrop Ha MAJL u ot
nupexkropure Ha P3M, KoWTO ca [ObpKaBHM MHCHEKTOPH II0 KOHTPOJA BBPXY
JIEKapCTBEHUTE MTPOTYKTH.

(2) (U3wm. - [IB, 6p. 98 ot 2010 1., B cumma ot 01.01.2011 1., mom. - JIB, 6p. 102
o1 2012 r., B cuna ot 21.12.2012 r.) Opranu 3a 1bpKaBeH KOHTPOJ BbPXY JEKapCTBEHUTE
MPOAYKTH ca CbBETHT MO 4. 258, an. 1, UAJI u P3U.

(3) (Homa - IB, 6p. 67 ot 2020 r.) Pernonannute 3ApaBHU WHCIECKIUH B
paMKUTE Ha CBOsSTAa KOMIIETEHTHOCT cbaeicTBaT Ha MAJl mpu ocbluecTBsBaHe Ha
NEMHOCTUTE MO KOHTPOJIa BBPXY JEKaPCTBEHUTE MPOAYKTH.
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(4) (U3wm. - ]IB, 6p. 98 oT 2010 1., B cuma ot 01.01.2011 1., gom. - JIB, 6p. 102
or 2012 r., B cuna or 21.12.2012 r., mpemumua an. 3 - JIB, 6p. 67 ot 2020 r.)
HenocpencTBeHUAT KOHTPOJ c€ YIpakHSBA OT JJIBKHOCTHH JIMIA - WHCHEKTOPU H
€KCIIEpPTH, ONPEEIICHU ChC 3all0OBEIM Ha MpejcenaTens Ha cbBeTa o wi. 258, an. 1, Ha
nupekTopa Ha UAJI unu Ha nupekTopa Ha cboTBeTHaTa P3U.

(5) (Ilpegumna an. 4 - JAB, 6p. 67 ot 2020 r.) Ilpu ochiiecTBsiBaHe Ha
KOHTPOJIHUTE CU (YHKIIMM OpPraHuTe Mo aj. | Morar Ja MoucKar ChAECHCTBUETO Ha
opranuTe Ha MUHUCTEPCTBOTO Ha BHTPEIIHUTE PaOOTH.

Y. 267a. (1) (Hos - B, Op. 60 ot 2011 r., B cuia ot 05.08.2011 r., uzm. -
1B, 6p. 102 o1 2012 1., B crma ot 21.12.2012 1., u3m. - JIB, Op. 102 ot 2018 r., B cua ot
01.01.2019 r., npeaumien Tekct Ha wi. 267a - [IB, 6p. 67 ot 2020 r.) M3nbaHuTenHa
areHuus "MeIuIMHCKA HAA30p" OCHILECTBSABA KOHTPOJ 3a CIIa3BAHETO HA YTBBPACHUTE
(apMako-TepaneBTHYHN PHKOBOJCTBA U U3BBPIIBAHETO HA OIIEHKA HA €)EKTUBHOCTTA HA
TepamnusiTa B CbOTBETCTBUE C KPUTEpUUTE MO 4. 259, ain. 1, T. 4.

(2) (Homa - 1B, ©p. 67 ot 2020 r.) M3mpiaauTenna areHuus "MenuuHCKH
HaJ30p" MOXE Jla U3BbpIlBA MPOBEPKH B alTEKUTE MO wi. 222, an. 4, KOUTO BKJIKOYBAT
IIPOBEPKA 3a CbOTBETCTBUETO HA BUAOBETE U KOJIMUECTBATA JIEKAPCTBEHU MPOAYKTH, KOUTO
ca MpeAnrcaHd W/WIM TPWIOKEHH Ha NallMeHTUTe, C BHJIOBETE U KOJMYECTBaTa
JIEKapCTBEHU IPOJIYKTH, KOMTO Ca OTIYCHATHU OT alTeKara, Koraro Te3U JIEKapCTBEHU
MPOJYKTH Ce 3aruialiaT ¢ MyOJIuYHH CPE/ICTBA.

Un. 268. (1) U3nbpiaHuTenHaTa areHus mno jJeKapcTara yupaxHsiBa KOHTPOI
BBPXY:

1. (mom. - /1B, 6p. 102 o1 2012 1., B cuma ot 02.01.2013 r.) chOTBETCTBUETO HA
MOMEILEHUATA, ChOPBKEHUATA U YCIOBUATA 32 MPOU3BOACTBO, KOHTPOJ, ChbXpPaHEHUE U
THPTOBUS C IEKaPCTBEHH MPOIYKTH U aKTUBHH BEIIIECTBA U 3a CIIa3BaHE Ha U3MCKBAHUATA
Ha JloOpara mpoOM3BOJCTBEHAa NPAaKTHKa Ha JEKapCcTBEHUW MpoaykTu u JloOpara
TUCTPUOYTOpPCKA MPAKTHKA;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) neitHocTTa Ha
NPUTEXKATEIIUTE Ha paspelleHue 3a ynorpebda, Ha IMPOU3BOAUTENINTE, BHOCHTEIMTE,
THPTOBIUTE HA €IPO C JICKAPCTBEHU MPOAYKTH M aKTHBHHU BEIIECTBA, HA IOCPETHUIINTE B
o0J1acTTa Ha JIEKapCTBEHUTE MPOAYKTH, HA allITEKUTE U APOTEPUUTE;

3. Ka4ecTBOTO, 6€30MacHOCTTa M e(PUKACHOCTTA HA JIEKAPCTBEHUTE MPOIYKTH;

4. KIVMHUYHUTE W3MUTBAaHUS Ha JIEKAPCTBEHHUTE MPOAYKTH W KOHTPON 3a
cria3BaHe Ha M3UCKBaHMATA Ha JloOpaTa KITMHIYHA MTPAKTHKA,

5. nexapcTBeHaTa H(pOpMalKs, CBbp3aHa ¢ pa3peliaBaHeTo UM 3a yroTpeda
U peKJiaMaTa;

6. (u3m. - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) cucremara 3a
Ipocie/iiBaHe Ha JIeKapcTBeHa Oe30MacHOCT Ha NpUTEXaTelUTe Ha paspelieHue 3a
yrnoTpeba M 3a cra3BaHe M3UCKBaHUATa Ha JloOpara mpakTHKa 3a Npocie/sBaHe Ha
JIeKapcTBeHa Oe30MacHOCT.

(2) (U3m. - [IB, 6p. 98 o1 2010 1., B cmma ot 01.01.2011 1., u3m. - IB, 6p. 102
ot 2018 r., B cuna ot 01.01.2019 r.) Pernonanuute 31paBHU WHCHEKLUHU YIpPaXKHSIBAT
KOHTPOJ:
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1. BbpXy NOMEILIEHUATA, CHOPBHKEHUSTA, YCIOBUSATA 3a CbXpAaHEHUE H
THPTOBUS C JICKAPCTBEHH MPOAYKTH;

2. BBPXYy JEHHOCTTa Ha THPrOBLUTE HA €ApPO, ANTEKUTE U APOTEPHUHTE,
Pa3MoI0KEeHN Ha TEPUTOPHSITA HA CHOTBETHATA 00JIACT;

3. 3a CIIa3BaHETO Ha YTBBPJACHUTE LIEHH, IPEJCIHUTE 1IEHU, PETUCTPUPAHUTE
[EHH Ha JIEKapCTBEHUTE MPOAYKTH IpPH MpoJakdara MM Ha JApeOHO OT anTeKuTe U
JIPOrepUUTE, PA3IoIOKEHU Ha TEPUTOPUSATA HA ChOTBETHATA 00J1ACT;

4. (noBa - /IB, Op. 67 ot 2020 r.) BbpXYy JEHHOCTUTE 10 YHUIIOXKABaHE Ha
JICKapPCTBEHU MTPOIYKTH.

(3) (Homa - IB, 6p. 102 ot 2018 r., B cuua ot 01.01.2019 r.) ChBeTHT 110 UJI.
258, an. 1 ynpaxHsBa KOHTPOJI:

1. 3a cia3BaHeTO Ha YTBBPJCHUTE IICHH, IIPEJICITHUTE LIEHH U PETUCTPUPAHUTE
[IEHU Ha JIEKAPCTBEHUTE MPOAYKTH HpH Mpojaaxbdara UM OT THPTOBLUUTE Ha €Ipo C
JIEKapCTBEHH MTPOAYKTH;

2. (mom. - IB, 6p. 67 ot 2020 r.) BbpXy AEHHOCTTAa Ha MpPUTEKATEITUTE HA
paspemieHuss 3a ymoTpebda Ha JIEKAPCTBEHW NPOAYKTH M THPrOBIUTE Ha €ApO C
JICKapCTBEHHU MPOIYKTH OTHOCHO CIa3BAaHETO Ha 3abJDKCHHSITA UM, OIpPENEICHH C
HapexnOaTa mo wi. 261a, an. 5.

(4) (ITIpeaumna an. 3 - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) C
HAJl ce copriacyBarT WHBECTHLIMOHHUTE IPOEKTH 3a CTPOHMTEICTBO HAa HOBU W/WIIU
MPEYCTPOICTBO Ha CHILECTBYBAIIU 0OEKTH, CBbP3aHU C MPOU3BOACTBOTO HA JIEKAPCTBEHU
NPOAYKTH chOOpa3HO MpaBmiiaTa 3a JloOpara mpon3BOICTBEHA TPAKTHKA HA JIEKAPCTBEHU
MPOIYKTH.

Un. 268a. (Hos - IB, 6p. 60 ot 2011 r.