HAPEJIBA Ne 4 OT 4 MAPT 2009 1. 3A YCJIOBUATA U
PEJIA 3A HIPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTU

H30a0ena om munucmuvpa Ha 30paseonazéanemo

Oobn. /IB. op.21 om 20 mapm 20092., uzm. /AB. 6p.91 om 17 nHoemspu
2009z., uzm. /[B. 6p.94 om 29 noemepu 201 12., usm. /{B. 6p.2 om 6 snyapu 20122., uzm.
u oon. /IB. op.81 om 17 cenmemspu 2013e., usm. /[B. 6p.104 om 3 dexemspu 201 3e.,
usm. u oon. /[B. op.15 om 21 ¢esepyapu 2014e., usm. u oon. /IB. 6p.68 om 15 aseycm
2014e., usm. u oon. /{B. 6p.95 om 18 noemspu 20142., usm. /[B. 6p.91 om 18 noemspu
2016e., uzm. u oon. [B. 6p.95 om 16 noemsepu 2018e., usm. u oon. /[B. 6p.68 om 27
aseycm 20192., oon. /IB. 6p.90 om 15 noemepu 20192., uzm. /B. 6p.91 om 23
oxkmomapu 2020e.

I'naBa nbpBa.
OB MOJIOKEHUSA

Y. 1. C Ta3u Hapenba ce onpeaensr:

1. MEIMIIMHCKHUTE CIELUATNCTH, KOUTO MOTaT Jia U3/1aBaT peUenTu, peabT
3a MpEeANUCBaHEe Ha JIGKAPCTBEHU NMPOIYKTH, CPOKBT 33 M3MBIHEHUETO, CIIydauTe U
penbT, MPU KOUTO MarucTbp-(apManeBT MOXKE Ja OTKake Ja W3IBJIHU JICKApCKO
NpeucaHue;

2. yCIIOBUSATA U PEIBT, 10 KOUTO OBIrapCKH I'PaskKIaHy U YY1 TPaX/1aHu,
MOCTOSTHHO W BPEMEHHO NpeOHMBaBallyl B CTpaHaTa W MBbTyBalld M3BBH PermyOnmka
Bbwarapus, Morar 1a HOCSIT MJIM J]a U3HACST JIEKAPCTBEHU MTPOAYKTH, IPEAHA3HAYECHH 3a
JICYCHUETO UM;

3. KoJMuecTBaTa JIEKapCTBEHH NPOAYKTH, INpEIHA3HAYEHH caMo 3a
JICYSHUETO Ha TPAH3UTHO MPEMUHABAILIN U BPEMEHHO NMpeOMBaBaIld Ha TEPUTOPHATA
Ha CTpaHaTa JIMIa, KOUTO T€ MOrarT Jla IpUTeKaBaT;

4. (voBa - [IB, 6p. 15 ot 2014 r.) ycnoBusATa ¥ peAbT 32 MPU3HABAHETO U
U3IIBJIHEHUETO Ha PeleNTH, U3/1aJIeHU B Ipyra AbprkaBa YeHKa,

5. (u3m. - [IB, 6p. 81 ot 2013 r., npeaumnHa T. 4 - JIB, Op. 15 ot 2014 1.)
penbT 3a NpeANKUCBaHe Ha JIEKAPCTBEHU MPOAYKTH, ChABPIKAII HAPKOTUYHH BEIIECTBA
ot npuiioxxeHus Ne 2 u 3 xpM 4. 3, 1. 2 u 3 ot HapenOarta 3a pena 3a kinacuduuypase
Ha pPacTeHUATA U BeIlllecTBaTa KaTo HapKOTH4YHH, rpuerta ¢ [TocranoBnenue Ne 293 Ha
Munuctepckus cpeT ot 2011 1. (IB, 6p. 87 or 2011 1.);

6. (mpeaumHa T. 5, u3M. - 1B, 6p. 15 ot 2014 1.) peasT 3a oTIe4yaTBaHe U
pasmnpezensHe Ha OJTaHKH 32 OTITyCKaHE M OTYUTAHE Ha JIEKAPCTBEHUTE MPOITYKTH TIO T.
5;

7. (unoBa - JIB, Op. 68 012019 1., B cuna ot 27.08.2019 1.) ycnoBusiTa, pepT
U IPUHIUIINTE, 10 KOUTO CE MPEANUCBAT JIEKapCTBEHU MPOIYKTH ChOOPa3HO TSAXHATA
pa3xoaHa epEeKTUBHOCT IO CMUCHIA Ha § 1, T. 28 OT TOMBJIHUTETHUTE pa3openon Ha
3akoHa 3a 31paBHOTO ocurypsBane (330).

Un. 2. PexuMbT Ha TpEANHCBaHE HA JICKAPCTBEHUTE MPOAYKTH €
OTIPE/ICTICH B pa3pelIeHHETO 3a YIOTpeda Ha JIEKAPCTBEHUS MPOYKT.



Un. 3. Paspemienure 3a ynotpeda W PErUCTPUPAHUTE JICKAPCTBEHH
NpOIYKTH Ha Teputopusita Ha PemyOnmka benrapust ce oOsBsBAaT Ha HMHTEPHET
cTpaHunara Ha M3mbJIHUTETHATA areHIHsI 110 JICKapCTBaTa.

I'naBa BTOpA.
MEJUIUHCKHA CHENUAJINCTH, KOUTO MOT'AT A U3TIABAT
PELIEIITHN

Un. 4. (1) [IpaBo nma mpeamucBar paspelieHd 3a yrnorpeda B cTpaHaTa
JICKapCTBEHM TMPOJYKTH U Ja W3JaBaT PEIeNnTd MMAaT JeKapu/IeKapu MO JCHTAIHA
MeAMIIMHA, YIIPaXKHABAIlM MEAUIIMHCKATa Ipodecus.

(2) (U3m. - [IB, 6p. 81 or 2013 r.) IIpaBo na oTmyckaT JEKapCTBEHUTE
MIPOJIYKTH, ChABPIKAIIN HAPKOTHYHH BemiecTBa oT npuiokenue Ne 1 ma Hapen6a Ne 2
or 2012 1. 3a ycioBusATa U pella 3a OCHILECTBABAHE HA IPOrpaMu 3a JICUEHUE C
arOHUCTH ¥ arOHUCTH-aHTAarOHUCTH Ha JIMIIA, 3aBUCUMHU KbM onnouau (/IB, 6p. 49 ot
2012 r.) mmar jexkapu, paboTeIH B IPOrpaMHTe, OJTYIHIIH pa3pelieHue OT MUHHCThPa
Ha 3/]paBe0Na3BaHETo.

(3) ®enpmepure UMaT NpPaBo Aa MPEANNUCBAT pa3pelleHH 3a yrnoTpeda B
CTpaHaTa JICKapCTBEHU MPOAYKTU U Ja U3JaBaT PELENTH, C U3KIIOYEHHE Ha TE3U OT
npritokenre Ne 1, caMo Mpu CKIIFOYEH JOTOBOP € JICUeOHO 3aBE/ICHUE.

Un. 5. (M3m. - 1B, 6p. 94 ot 2011 r.) (1) B pernonamnara 3npaBHa
uncneknus (P3N) ce Bonu peructbp Ha JieKapuTe U JIEKApUTE 1O IEHTAIHA MEIUIIMHA,
KOHUTO MIPEIIMCBAT JICKAPCTBEHU POAYKTH, ChIIbPKAIIH HAPKOTHYHHU BEIICCTBA.

(2) B peructbpa mo an. 1 ce BOUCBAT JaHHUTE Ha JIeKaps/Jekaps 10
JICHTaJTHa MEJMIIMHA TI0 JOKYMEHTA 332 CAMOJIMYHOCT, JINYEH KO M KOJ] Ha JIeUeOHOTO
3aBeJICHHE.

I'naBa Tpera.
HPEJAIINCBAHE HA JIEKAPCTBEHMU ITPOAYKTH

Pasznea 1.
Pen 3a npeanucBaHe Ha JIEKAPCTBEHU NMPOAYKTH

Un. 6. (1) IlpeanucBaneTo Ha JIEKapCTBEHM IMPOIYKTH CE€ M3BBHPIIBA Ha
peuienTypHa O6J1aHKa ¢ OsUT LBAT ChITIACHO MpHItokeHne Ne 2.

(2) (Or™m. - 1B, 6p. 81 o1 2013 1)

(3) Bepxy penentypHara 0aHKa 3aIbHKUTEIHO C€ OTOETA3BA PEKUMBT
Ha OTMYCKaHe - 3a €JHOKPaTHO WJIM MHOTOKPAaTHO OTIYyCKaHe, KaTro IpHu
MHOTOKPAaTHOTO OTITYCKaHE C€ YTOUHSBA U KOJIKO IIBTH LIE CE M3ITBJIHIBA pelenTaTa.

(4) PenenTure ¢ pe)kMM MHOTOKPATHO OTIIYCKaHE MMAT BAJIMIHOCT 110 6
Mecella OT JaraTa Ha HW3/1aBaHETO UM U ChIbpXKAT O3HaueHHWe Ha Opos Ha
OTITyCKAHUSATA.

UYn. 7. (1) Peuentypnara 61aHKa ChabpiKa:
1. (mom. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.) "urCKpUOIHO" -
COOCTBEHO U (haMIIIHO UM€ Ha JIUIETO 10 Y. 4, yHUKaJIeH HIeHTH(PHUKAIIMOHEH HOMeEp,



HAUMEHOBAHHE W aJipec Ha JIEYeOHOTO 3aBelicHHWE, TeleQOoH 3a BpPH3Ka, JaTa Ha
u3JlaBaHe Ha pelenTara;

2. "npeckpuOIH0" - HAMMEHOBAaHUE, KOJTUYECTBO HAa aKTUBHO BEILIECTBO B
JexapcTBeHa (opMa M KOJUYECTBOTO Ha JIEKAPCTBEHUS MPOIYKT; KOJIUYECTBOTO CE
u3nucBa ¢ nudpu, a TpH MPEANHCBAHE HA JIEKAPCTBEHH MPOAYKTH, CHABPIKAIIA
HApKOTUYHH BEILIECTBA - U C TyMHU;

3. "curHatypa" - mocouBar ce €JHOKpaTHaTa U JEHOHOIIHATa J103a Ha
JIEKapCTBEHUsI NPOAYKT, TMPOIBDKUTEIHOCTTa Ha Kypca Ha JIeYEHHE U
HEO0OXOIMMOCTTA OT MOBTAPSHETO MY; J03aTa C€ U3MKCBA C UG PH; IPU TPEANICBAHE
Ha 71032, T0-BHCOKA OT MaKCHUMAJIHO OMpe/esieHaTa MpHu pa3pellaBaHeTo 3a yrnorpeda
Ha JIEKAPCTBEHUS MIPOAYKT, PEANUCBAILUST CE MOANNCBA CPENly NMpEeBUIIeHAaTa J103a;
HE Ce JIONyCcKaT o0Iu u3pas3u Karo: "u3BecTHo", "mo HacTaBinenue", "mo cxema'" u ap.;

4. '"cyOckpmOumo" - yKa3aHMS 3a HAuMHA HAa M3MIBIHEHUE HA
MPEANUCAHUETO; TIPU U3II0JI3BaHE HA yKazaHudaTa "uurto", "uurucumo" wim "cratum"
3aIBJDKUTEITHO C€ 3alKMCBa YachT HA MPEANMKMCBAHETO HA JIEKAPCTBEHUS TPOIYKT;

5. moamuc Ha JeKapsi/iekaps no AeHTallHa MeAulnHa/ penamepa;

6. (m3Mm. - /IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) muven mevar Ha
JeKapsi/iekaps o JeHTalHa MEAUIIMHA U/WIIH 1eYaT Ha JIeYeOHOTO 3aBe/ICHNUE;

7. TpYUTE UMEHA Ha MAIMEHTa, Bb3PACTTa U aJIpecC 10 MECTOKMUBEEHE, KaTo
npu OpeMeHHa )KeHa, KbpMauKa WK JIETe ce 0Tpa3siBa U TOBa OOCTOSATENICTBO;

8. (noBa - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) YHukanex
uaentudukanones Homep (YHH) na Maructbp-gapmaneBra OT perucTbpa Ha
Bbrirapckus ¢papMaleBTHYCH CHIO3.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1)

Y. 8. (1) JlekapcTBeHUTE MPOILYKTH C€ U3MUCBAT YETIMBO Ha JIATUHULIA C
MEXyHAPOJHOTO HETIATeHTHO WK (DapMaKONeHO HANMEHOBAaHHUE Ha JIEKAPCTBEHOTO
UM BEIECTBO UM ThPIrOBCKUTE UM HAaUMEHOBAHMS.

(2) KonnuecTBOTO Ha JEKapCTBEHOTO BEIIECTBO B IPENNMCBAaHUSA
JIeKapCTBEH MPOAYKT Ce U3pas3siBa:

1. B rpaMoBe, KOraTo € €IMH I'paM WJIH HaJ €uH rpam (g);

2. B MHJIUTPaMH, KOTaTo € M0-MaJIKo OT €IUH rpaM (mg);

3. KONMYECTBa, TO-MAJKH OT €IWH MWJIUTpaM, c€ O3Ha4yaBaT B
MHUKpOIrpamMH, KaTo Ta3u MEpUTESIHA eIMHHIIA HE Ce ChKpaIllaBa, a c€ U3IUCBA C IyMH
(microgram);

4. oGemurte ce n3paszsBaT B MIWIMIUTPH (ml);

5. B mexaynapoauu exaunuim (IU) - 3a jnekapcTBeHH TPOIYKTH OT
OMOJIOTUYEH MTPOU3XO/.

(3) CokpameHusiTa Ha JieKapcTBeHaTa (opma ce H3INUCBAT BBPXY
peuenTypHara OJaHKa/JIeKapCTBEHUs JIMCT B ChOTBETCTBHE C JIeHiCTBaIaTa B CTpaHara
dbapmakories.

(4) 3abpansiBa ce M3MOJI3BAHETO HAa CHKPALICHHUS M TONPABKU IPH
M3ITMCBaHE HAMEHOBAHMATA HA JICKAPCTBEHUTE MPOIYKTH.

Un. 9. JlekapcTBeHM MNPOAYKTH, INPUTOTBEHM IO MAruCTpalHa H
(dapmakormnelina perentypa, ce NpeAnucBaT Ha OTAeIHa pelenTypHa OaHKa.

Un. 9a. (Hos - /[IB, 6p. 15 ot 2014 r.) (1) Ha peuentu, kouro me ce
U3IBJIHSABAT B JpyTa JbpiKaBa WICHKA, CE M3IMKMCBAT HEOOXOIUMHTE 32 JICUCHHUETO HA



KOHKPETEH NAaIlMEHT JIEKApCTBEHH MPOAYKTH, C HU3KIIOYEHUE Ha JIEKApCTBEHUTE
npoAyKTH 1o wi. 174 ot 3akoHa 3a JIeKapCTBEHUTE MPOJIYKTH B XyMaHHATa MEIUIIMHA.

(2) Penentute no an. 1 ce u3anucBar npu cla3BaHe U3UCKBAHUSTA HA Ta3u
Hapenda, KaTo 3aAbJDKUTETHO C€ BKIIOYBAT BCUUKU JAHHU, TOCOUYEHU B MPUIIOKEHUE
No 4a.

(3) JlexapctBeHute NPOAYKTH C€ MPEANHCBAT MO MEXKIAYHAPOIHO
HENATCeHTHO HaMMEHOBaHKE WK (apMaKOIeWHO HANMEHOBAHHE Ha JICKAPCTBEHOTO UM
BEIIECTBO.

(4) JlekapcTBeHUTE IPOAYKTH MOTAT Ja OBJAT MPEANHCAHN 110 THPTOBCKO
HAaUMEHOBAHUE B CJIEITHUTE CIy4au:

1. koraro ce npeanucBa OMOJOTUYCH JEKAPCTBEH MPOIYKT 110 CMHUCHJIA HA
§ 2, T. 2 or pombIHUTENHHTE pasnopendou Ha Hapenba Ne 27 ot 2007 r. 3a
W3UCKBAaHUATA KBbM JIAHHWUTE W JOKYMEHTAIMATAa 3a pa3peliaBaHe 3a ymorpeda u
perucTpanus Ha JekapcTBeHu npoaykTH (B, 6p. 54 ot 2007 r.);

2. KOraro ToBa € HE0OX0IMMO OT MEJIMIIMHCKA TJIeJIHA TOUKA MO MpeIeHKa
HAa JIMIaTa Mo 4i. 4, KaTo B TO3M clyyail B pelrenTara ce moco4yBaT MPUIMHUTE, KOUTO
Hajarar M3MoJI3BaHETO HA MOCOYEHOTO ThPrOBCKO HAMMEHOBAHUE.

Y. 10. [Ipu npeanucBaHe Ha BCEKH OTJEIIEH JIEKapCTBEH MPOAYKT JIULETO
no wi. 4 e 3aIb/DKEHO Ja ce MH(opMupa OT MauueHTa 3a IMpeIIecTBAIlO WU
CBITBTCTBALIO JICUEHUE C IPYTH JIEKAPCTBEHU MIPOIYKTH.

Pasnen 11.
IIpeanucBane HA JIeKAPCTBEHH MPOAYKTH, ChAbPKAIH HAPKOTUYHHI
BellecTBa

Un. 11. (1) (U3m. - IB, 6p. 81 o1 2013 1.) [IpeanrcBaneTo Ha TEKapCTBEHH
OPOAYKTH, CBhAbpXKAIM HAPKOTHMYHU BEIIECTBA, CE€ M3BBHPIIBA HA CIELHaIHa
peuenTtypHa OiaHKa, MpeJocTaBeHa OT MMHHCTEpCTBOTO Ha 3/paBeola3BaHETO, C
KBJIT LBIT - 32 JIEKAPCTBEHU MPOAYKTH, CHIbPKAllM HAPKOTUYHHM BEIIECTBA OT
npuioxenue Ne 2 kpM ui. 3, T. 2 or Hapenbara 3a pena 3a kinacuduuupaHe Ha
pacTeHMsITa U BelecTBaTa KaTO HAapKOTUYHHU, U ChC 3€JIEH LBST - 3a JIEKAPCTBEHU
IPOAYKTH, ChIbPKAIIM HAPKOTHUYHU BEIECTBA OT npuiokeHue Ne 3 kM ui. 3, T. 3 oT
Hapenbara 3a pema 3a knacupuunmpaHe Ha pacTeHHsTAa W BEIIECTBaTa Karo
HapKOTHYHH.

(2) JlexapctBeHuTe NpPOAYKTH MO npuioxkeHue Ne 5, cpabpxamiu
HapKOTHYHU BeIleCcTBa B KOMOMHALMS, Ce IPEANMUCBAT Ha pelienTypHaTa OJlaHKa 110 aJl.
1 cbe 3enmeH UBsT.

(3) Cneunannara perentypHa OJaHKa ce OTI€YaTBa B TPU €K3EMIUIApa Ha
XUMHU3UpaHa XapTUs U ChIbpKa OCBEH JAaHHHUTE MO Yj. 7 ¥ CIEIHUTE JOMbIHUTEITHU
JTaHHU:

1. cepust u HOMep Ha pelenTypHara OJiaHKa;

2. Haanuc "JIOKyMeHT, KOMUTO MO/JIEkKH Ha CHEI[HaIeH OT4YeT".

(4) CpoxbT Ha BAJIMTHOCT Ha CIIELMAIHATA pellenTa € 7 AHU OT JaTara Ha
M3JaBaHETO .

Y. 12. (1) Penenrara ce u3aBa B TpU €K3eMILISPA, IBPBUTE J1Ba OT KOUTO
ce MpejaBaT Ha MALMEHTa, a TPETHT ce CbXPaHsABa OT JieKaps/JIeKaps MO JACHTaJlHa



MEJUIIMHA B MPOABJKEHUE HA €HA TOJMHA U C€ MPEJI0CTaBs HA KOHTPOIHUTE OpraHu
IIpU MPOBEPKa.

(2) (M3m. - B, 6p. 94 ot 2011 r.) Cnen ustuyaHe Ha cpoka mo ai. 1
pelenTuTe ce MpeaaBar ¢ MpueMHO-TIpeIaBaTesIeH MPOTOKOJI Ha uHcnekropute B P3U,
KOUTO I'M ChbXpaHsABaT 3a cpok 10 roguHu, ciex KOeTo ce YHHUIIOKaBaT OT KOMUCHS,
omnpezesieHa ChC 3anoBe]] Ha qupekTopa Ha P3M.

(3) (Ot™m. - 1B, 6p. 81 o1 2013 1)

(4) (U3m. - IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) Korato
JIEKapCTBEHMAT MPOAYKT ce 3amamia oT HaruoHanHara 3ApaBHOOCUTYpUTENIHA Kaca
(H30K), nekapsr 3aabixuTtenHo nonbisa koaa Ha H30K Ha choTBeTHHS JIeKapCTBEH
npoaykT u MKbB koza Ha 3a0onsBaHeTo chriacHo Hapen6ara mo 4i. 45, an. 3 ot 330.

(5) Ilo mpeuenka Ha JeKaps Ha eHa peuenTypHa OjaHKa MOXKe Ja ce
MpEANUCBa MOBEYE OT €AUH JICKAPCTBEH MPOJIYKT, ChIbPKalll HAPKOTUYHU BEIIECTBA.

(6) 3a0pansiBa ce MpeANKMCBAHETO HA JIEKAPCTBEHH MPOIYKTHU, KOUTO HE
ChABPKAT HAPKOTUYHH BEILIECTBA, HA CIICIIMAIHUTE PEIENTYPHU OJIAHKHU.

Ui 13. (Otm. - [IB, 6p. 81 o1 2013 1.)

Un. 14. Ilpu mnpeanucBaHe Ha JEKApCTBEHH MPOIYKTH, ChIbPIKALIH
HApKOTUYHU BEIIECTBA, CE CIIa3BaT CICIHUTE N3UCKBAHMS:

1. KOMMYECTBOTO Ha JIEKAPCTBEHUTE MPOIYKTU C€ U3MUCBA C mUDpH H C
TyMH;

2. KOJHMYECTBOTO Ha TMPEANMCAHHS JICKApCTBEH MPOIYKT HE MOXKE Ja
HaJIBUILIaBa TeparieBTUYHATa /103a 3a 30 qHH.

Ui 15. (Hdom. - JIB, 6p. 81 ot 2013 1., u3m. - /1B, 6p. 104 ot 2013 r., u3m.
- 1B, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 1.) JlekapcTBeHU NMPOAYKTH, ChABPIKAIII
eTHIMopuH, KojeuH U peHobapbuTan B konuyectBa A0 SO Mr 3a J030Ba €IMHUIIA B
KOMOWHAIMS C JPYTH JICKQpCTBEHW BEIIECTBA, C€ TPEANHCBAT HAa OOMKHOBEHA
perientypHa OllaHKa 3a €QHOKPAaTHO OTIYCKaHEe M B KOJUYECTBa, CHOOpPA3eHHU C
JTHEBHATA JIO3UPOBKA, 3a HE 1moBeue oT 30 1HHU.

Y. 16. [Ipu npennucBaHe Ha BCEKH OT/IEJEH JIEKApCTBEH MPOAYKT JIMILIETO
no wi. 4 e 3aIbDKeHO Ja ce MH(opMupa OT MaluueHTa 3a MpeIIecTBAIlO WU
CBII'BTCTBAILO JIEYEHHUE C APYTH JIEKAPCTBEHU IIPOIYKTH.

Paspean I11.

IIpeanucBaHe HA JTeKapPCTBeHHM NPOAYKTH, 3aIJIAIAHU OT AbP/KABHUSA
OI0/IKeT 3a JIeYeHHeTo Ha ObJrapcKuTe rpakIaHy 3a 3a00/151BaHUsA, N3BbH
o0xBaTa Ha 3a1bJLKUTETHOTO 31paBHO ocurypsisase (3ara. usm. - /IB, 0p.

90 or 2019 1.)

Un. 17. (U3m. - IB, 6p. 90 ot 2019 r.) JlekapuTe Morar jga mpeanucBaT
JIEKapCTBEHU POAYKTH, 3aIUIALIaHN ChC CPEICTBA OT IbPXKABHUS OIOKET 3a JIeUeHHE
Ha 3a00J1sBaHus, U3BBH 00XBaTa Ha 3abJKUTEIHOTO 3JJPaBHO OCUTYPSIBAHE CHIJIACHO
Hapen6a Ne 34 ot 2005 r. 3a peaa 3a 3amjamiate oT IbpKaBHHUS OI0JKET Ha JICYEHUETO



Ha OBIATApCKUTE TpakJaHU 3a 3a00JIsIBaHUSA, W3BBH 00XBaTa Ha 3aAbDKUTEITHOTO
3JIpaBHO OCHUT'ypsIBaHE.

Ui 18. (Otm. - [IB, 6p. 95 o 2014 1.)

. 19. (M3m. - IB, 6p. 90 ot 2019 r.) KonudecTBOTO Ha NMpEeANMCAaHUTE
JICKapCTBEHH MPOIYKTH CJICJBA J1a CHOTBETCTBA HA CpOoKOBeTe mo wi. 22 ot Hapenba
Ne 34 or 2005 r. 3a pena 3a 3aruiamaHe OT AbP)KaBHHs OFOJDKET Ha JICYCHUETO Ha
OBJTapCKUTE TPAKIAHU 32 3200IsIBaHS, U3BBH 00XBaTa HA 33 bIKUTEITHOTO 37PaBHO
ocurypsiBane u wi. 14 ot Ta3u Hapezaoda.

. 20. (U3m. - JIB, 6p. 95 ot 2014 r., usm. - [IB, 6p. 90 ot 2019 1.)
[TpenmucanuTe JIeKapcTBEHU NPOAYyKTH 10 pena Ha Hapenba Ne 34 ot 2005 r. 3a pena
3a 3aIJiamaHe OT JAbP)KaBHUS OFOJDKET HA JICUCHHETO Ha OBJITapCKUTE TPAKIAHU 32
3a00JIIBaHMsI, U3BBH 00XBaTa Ha 3aILJDKUTEITHOTO 3/[PABHO OCUTYPSIBAaHE CE BITUCBAT B
MEIUIMHCKATa JOKYMEHTAIMS Ha TallueHTA.

Un. 21. (1) (U3m. - [IB, 6p. 90 ot 2019 r.) JlekapcTBeHU MPOAYKTH 3a
NAlUEHTH, KOUTO C€ JIeKyBaT Ipu aMOyJaTOPHU YCIIOBUS, CE€ MpEIIUCBaT Ha
penientypHa Oianka ceriaacHo npuiioxkenue Ne 8 ot Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3alUialiaHe OT Jbp)KaBHUS OIODKET Ha JICYEHHETO Ha OBJITrapCKUTE TpakIaHH 3a
3a00JIsBaHUs, U3BbH 00XBaTa Ha 3aIBJDKUTEIIHOTO 3JPABHO OCUTYpSBaHE, KOSTO CE
u3J/1aBa B JiBa ek3eMIULsipa. [IbpBUAT ek3eMIuIp ce ChXpaHsBa B alITEKaTa, a BTOPUST -
B CUETOBOJICTBOTO Ha CHOTBETHOTO JIe4YeOHO 3aBECHHE B MIPOIBIDKEHHIE HA 5 TOUHHU.

(2) (U3m. - AB, 6p. 95 ot 2014 r.) JIekapcTBEHUTE NPOYKTH 3a MALUEHTH,
KOUTO C€ JIEKyBaT B CTAallMOHapHHU YCIIOBUs, C€ NPEANHCBAT HA JIEKAPCTBEH JHCT
CBIVIACHO NpuiiokeHne Ne 5a, KOWTO ce u3/1aBa B J1Ba eK3eMIuLpa. IIbpBuAT exzeMIuisap
ce CbXpaHsABa B amnTekara Ha JiedeOHO 3aBEeIeHHE, a BTOPUAT - B CHOTBETHOTO
OT/AEJIEHUE B MPOIBIHKEHUE HA 5 TOMHMU.

Un. 22. (U3m. - JIB, Op. 95 ot 2014 r.) Peuenture no wi. 21, an. 1 ca
BAJIUJTHU 32 CPOK 15 THU OT faTara HAa M3JaBaHETO UM.

Pazgea 1IV.
IIpeanucBaHe HA JIeKAPCTBEHH NMPOAYKTH, 3AIJIAIAHN HANTBJIHO WIH
gactnuHo ot H30K

Ui 23. (1) (Hom. - AB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 95 ot 2018 1.)
Jlunara mo uin. 4, an. 1, paboremniu B 1e4eOHN 3aBe/IeHUS 32 N3BbHOOIHIYHA TIOMOIII, B
m3nbiaHeHne Ha goroop ¢ H30OK morar na npeanucBar aeKkapCTBEHH MPOLYKTH O 4Jl.
262, an. 6, T. 1 or 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIMHA
(3JITIXM) 3a neuenue Ha 3apaBHOOCUTYpeHu Jmia (30J1), 3arumamann HaIrbIHO WA
gyactTuuHo oT H3OK 3a pomamHo nedeHue Ha TEpPUTOpUSATa HAa CTpaHaTra 3a
3a0osiBaHus, onpeiesieHy ¢ Hapenoara mo 4. 45, an. 3 330.

(2) 3BbH cmyuauTe 1o ail. | IekapCTBEHU MPOIYKTH, 3aIUIall[aHl HAITBITHO
i yactudHo ot H30K, morar nma ce mpenmucBar OoT JeKapu/JeKapu IO JIeHTaaHa
MeAHIIMHA, padOTelIH B JIeueOHH 3aBe/IeHHs 32 H3BFHOOTHIYHA TTOMOII 10 4JI. 5, ai. 1



oT 3akoHa 3a Je4yeOHUTE 3aBEJCHMSA, KOMTO ca KbM MHHHUCTEPCTBOTO Ha
PaBOCHAUETO.

(3) JlexapcTBeHH MPOAYKTH, 3aIUIAlllaHM HAMBIHO WIM YaCTUYHO OT
H30K, morat na 6baaT npeanucBaHu Ha 3IPaBHOOCUTYPEHHU OBJITapCKH TpakIaHHU,
JIMIIA C MIPAaBO HA 3[JPaBHO OCHUTYPsIBaHE, yJJOCTOBEPEHO OT JIpyTa AbprKaBa - YWiICHKa Ha
EC, wnu cbhrioacHo ABYyCTpaHHH CIIOTOAOU.

(4) (M3m. - IB, Op. 81 ot 2013 r.) JIunara no uin. 4, an. 1, cienuanucty 1o
npoduia Ha 3a0oJsaBaHeTo, padoTemu o qoroBop ¢ H30K B neyeOHm 3aBeneHus 3a
W3BHHOOJIHMYHA TOMOII WM CHEIHMAIM3UpPAaHH KOMHCUHU B JIeYeOHHM 3aBEICHUS 3a
O6onHMYHa momoul, ckioumin noroop ¢ H30K, morar na u3gaBaT mpoToOKOIM 3a
OpeINuCcBaHe Ha JIEKApCTBEHH NpoaykTH, 3amiamanud ot H3OK/Permonamnata
3npaBHOOcUTypuTenHa kaca (P30K).

(5) (Hosa - IB, 0p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) B cinyuaute no
an. 1 - 4 npeanucBaHeTO ce OCHILECTBSABA MPU Cla3BaHE Ha YTBBPIACHUTE (papMako-
TEpaneBTUYHU PBKOBOACTBA Mo wi. 259, an. 1, T. 4 or 3akoHa 3a JIEKapCTBEHUTE
MPOJYKTH B XyMaHHATa MEIUIIUHA.

Ui 23a. (Hos - /IB, 6p. 81 oT 2013 r., oT™. - JIB, 6p. 95 o1 2014 1., HOB -
B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) (1) B cinyuaute no un. 23, an. 4 npu
M3JIaBaHETO HAa MPOTOKOJ 3a CKBIIOCTPYBAIU JIEKAPCTBEHU MPOAYKTH, 32 KOUTO CE
U3BbpIIBa ekcnepTusa 1o ui. 78, 1. 2 ot 330, Moke Ja ce NpeAnrcBa JIEKapCTBEHUAT
MPOJYKT/TEPANeBTUYHUAT KypC CHOOpa3HO HeroBaTa pa3XxoAHa €(EeKTUBHOCT IO
cmucbia Ha 330, Koraro B KOHKPETHMsI clydyall ca HaJWLE TeparneBTUYHU
aNTepHATHBH, JIGKAPCTBEHUTE MPOJAYKTH/Tepamuy uMaT JOKa3aHa CXOJHa
e(eKTUBHOCT M 0e30IacHOCT 3a JiedeHue Ha 3abomsBanero Ha 30JI, ¢ momoOHO
KIMHUYHO TIPOTHYaHE M TEXKECT ChIVIACHO KpaTkaTa XapaKTepucTHKa Ha
MPOJYKTA/TIPOTYKTHUTE.

(2) YcnoBusiTa M KpUTEPUUTE, IO KOMTO C€ ONPEAETs Jalli JICKapCTBEHUTE
NPOJYKTH Ca TEPAIeBTUYHU AJITEPHATHBH, Ca:

1. nexkapcTBEHMTE MpPOAYKTH Ja HMaT WAEHTHUYHU TIOKa3aHUs B
YTBBPICHUTE KPATKH XapaKTEPUCTHKH Ha TIPOIYKTHTE;

2. JeKapCcTBEHUTE TMPOJAYKTH Ja ca €IHAaKBO IO3MLIMOHHUPAHU B
TEpaneBTHYHUS alTOPUTBM Ha CHOTBETHOTO 3a00JIsiBaHE CHOOPA3HO YTBBPICHHUTE
(bapMako-TepaneBTHUYHU PBKOBOJICTBA;

3. 3a IeKapCTBEHUTE MPOAYKTH JIa ca TPUIIOKUMHU €THAKBU TePATIeBTHYHH
NoKa3aTeau KaTo U3MEPUTEN Ha TeparneBTUYHUS Pe3yJITaT;

4. cxonaHaTa €pEeKTUBHOCT U OE30MaCHOCT 3a JICUeHHE Ha 3a00JIsIBaHETO Ja
€ JIoKa3aHa ype3 MeTaaHaJINU3H WIK IPEKU CpaBHEHHs Ype3 KIMHUYHH MTPOYYBaHHUSL.

(3) OmpenensHeTo HA TEPANCBTUYHUTE AITEPHATUBU CHITIACHO YCIIOBUSATA
Y KPUTEPUUTE Ha all. 2 ce U3BbpIIBA B Mpoleaypa 1o wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsko 3a0o0sABaHe, 3a TEPAIEBTUYHOTO JICUEHUE Ha KOETO Ce U3/1aBa
npotokos, H30K wus3BbpmiBa aHanu3 u ompenens pa3zxojHara e(eKTUBHOCT Ha
TEPaNeBTHYHUTE AaJNTEPHATHBH TIOCPEJCTBOM HW3UYHUCISBaHE HA CHOTHOIICHUETO
pasxon/pe3yiarar. 3a 1elTa ce pa3aeis CTOHHOCTTa Ha TOAUIIHNS TePareBTHUEH KypC
3a BCEKH JIEKAPCTBEH MPOAYKT Ha TOCTUTHATHS OT HETO KIMHUYCH Pe3yiTar, H3MepeH
C MpeIBapUTEIHO U30paHus U3MEpUTEN Ha e(DEeKTHBHOCTTA.

(5) 3a nexkapcTBeHHWTE TPOAYKTH, TPEACTABIABAIIA TEPAIICBTHYHU
JITepHATHBH 3a JIeYeHHE Ha AajieHo 3abossBane, H30K usrotss undopmarus, B KOSTO
MI0COYBA B HU3XOJISI PeJ] MPOIYKTUTE ChOOPa3HO OMpeieieHaTa UM I10 pea Ha ail. 4
pa3xoaHa epeKTUBHOCT. JIOMyCTUMO € €IUH MJIU MOBeYe JIEKApCTBEHU MPOAYKTH J1a



uMaT elHa M ChIa pa3xomHa edexkTuBHOCT. MuHpopmarnusta ce omoOpsiBa OT
Hanzopnus ceBer Ha H30K, mybnukyBa ce Ha oduimanHara HHTEpHET CTpaHUIIA Ha
H3O0K u ce aktyanu3upa npu He0OX0JUMOCT/IIPOMsIHA HA OTHOCUMHTE 00CTOATENICTBA.

(6) Ilpu u3maBaHe Ha MPOTOKOJ JieKapsAT/CHelHaTu3upaHaTa KOMHCHUS
MOKE J1a IPEIMMCBA JIEKAPCTBEH MPOYKT/JICKAPCTBECHH MPOTYKTH, KOUTO €A TOCOUYECHHU
B nH(popMaluATa 1o ai. 5 cb00pa3Ho TSAXHATA Pa3Xo/iHa €(PEeKTUBHOCT.

(7) Anuness 6 ce mpuiara B CilydyauTe Ha HW3/1aBaHe Ha MPOTOKOJ Ha
3[PaBHOOCUTYPEHO JHIle 3a HbpBU mbT. [Ipu numca Ha TepamneBTUYEH OTTOBOP,
HaJIMYME Ha HEKEJIaHW JIEKAPCTBEHW PEaKLMM WM N0 NpEleHKAa HAa MEAMLIMHCKUS
CHEIHNANIUCT, MOJKPENeHa ¢ MEIUIIMHCKa 000CHOBKA, € JOMYyCTUMO MpeNicBaHe Ha
JICKapCTBEH MPOJIYKT OT HAIWYHHUTE TEPaNeBTHYHU AITEPHATUBU O€3 CrHa3BaHe Ha
MPUHIINIIA 33 Pa3XxoHa e(PEeKTUBHOCT.

Ui 236. (Hos - JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 1.) (1) 3a
ompenensHe Ha pasxonHata edexkruBHOCT 1o wi. 23a, an. 4 kpM H3O0K ce cr3naBa
KOMMCHS, KOSITO BKIIIOYBa Tpuma npenactasurenu Ha H30K, exun npencraButen Ha
MuUHHCTEPCTBOTO Ha 3/[paBEOINa3BAHETO M €/IMH MpeIcTaBuTeN Ha HanmonamHust cbBeT
0 LIEHU ¥ peuMOypcHpaHe Ha JIeKapCTBEHUTE MPOAYKTH. ChCTaBbT Ha KOMHCHATA CE
onpezens cbc 3anosen Ha ynpasurens Ha H30K. Komucusta npuema npasuna 3a
paborara cu.

(2) 3a nognmomarane paboTara Ha KOMUCHUSATAa MOTaT J1a ObAaT MPUBIHMYAHA
U BbHIIHU €KCIEPTH.

(3) YUnenoBere Ha KOMHUCHSTA IO al. 1, KAKTO W JMIIaTa MO ajl. 2 HE MOTaT
Jla y4acTBaT B ISMHOCTH, CBbP3aHU C pa3padOTBAaHETO, IPOU3BOICTBOTO, MAPKETHHTA,
THPrOBUSATA HA €IPO U IPeOHO ChC ChOTBETHUS JIEKAPCTBEH MPOJTYKT.

(4) UnenoBere Ha KOMUCHSATA IO aJ1. 1, KAKTO M JIMLATA MO aj. 2 ca JUTbKHU
Jla He pas3riacsBar (akTh U 0OCTOSTENICTBA, CTAHAIM UM M3BECTHHU IIPU WK IO TTOBO/T
U3IIBJIHEHHUE Ha 3a/IbJDKEHUATA UM TI0 Ta3u Hapeaoa.

(5) Ha xomucusTa ce npenoctassi ”HGoOpMaIus 3a JOrOBOPEHUTE 110 penia
Ha HapezaOaTa no wi. 45, an. 9 330 oTCTBHIKY 3a JIEKAPCTBEHUTE MPOIYKTH, 38 KOUTO
ce ompeaens pa3xogHa €(EeKTUBHOCT M HA TEPANEBTUYHUTE aJITEPHATHUBHU, KAKTO U
JIOIIBJIHUTENTHA HH(OpMALHs TPU HEOOXOIUMOCT.

Y. 23B. (HoB - 1B, 6p. 68 01 2019 1., B cruta o1 27.08.2019 1.) B cnyuaute
1o wi. 23a, KOraTo KaTo TeparneBTUYHA aJITePHATUBA € ONPE/IEIICH JIEKapCTBEH MPOIYKT
o 4. 29, ain. 2 ot 3JIIIXM, nekapst/cnennanuzvpaHara KOMUCHS MOXe /1a PEANKcBa
TO3M JIEKapCTBEH MNPOAYKT Ha 3/PaBHOOCUTYPEHOTO JIMIE, HAa KOETO ce€ M3/aBa
IPOTOKOJ, ChIIACHO MPUHIIMIA 33 Pa3X0AHA e(hEeKTUBHOCT.

Un. 24. (1) (U3m. - IB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 68 ot 2019 ., B
cuna ot 01.01.2020 r.) JlekapcTBeHHTE MPOAYKTHU, KOUTO HAITBIHO WJIM YaCTUYHO CE
samnamar or H30K 3a momamiHo jedeHue, ce MpeanucBaT Ha pelenTypHa OJaHka
(o6pazenr M3 - H30K Ne 5 mo mpunoxenue Ne 6), perientypHa 6ranka (oopazernr M3 -
H30K Ne 5A mo mpunoxenue Ne 7) wim 3a TAX ce M3AaBa MPOTOKOIN (oOpaser] mo
npuioxkeHue Ne 8) mpu ycinoBHsL M pell, ONpENeleHH B HAIMOHAJTHUTE PaMKOBH
JoroBopu o wi. 53, an. 1 330.

(2) Penentypuute 61anku 1o aji. 1 ce u3aasar, KakTo ClieBa:

1. (mom. - IB, 6p. 95 ot 2018 1.) penientypna 6manka (oopazern M3 - H30OK
Ne 5 mo mpunoxxenne Ne 6) - 3a mpenAnucBaHe HA JIEKAPCTBEHU MPOAYKTH 3a JeUeHUe
Ha 3a00JsABaHUs, B KoIW4ecTBa 3a He moBeue oT 30 AHHM, OCBEH KOTaTo JIMIICBA
MOJXOJIAIIIa OIIaKOBKA CHITIACHO CIUCHKA mo WiI. 262, an. 1 3JITIXM,;



2. (m3wm. - IB, 6p. 95 ot 2014 1.) penentypna 61anka (oopazen M3 - H30K
No 5A mo mpunoxenue Ne 7) - 3a mpeAnrcBaHe Ha JIEKAPCTBEHH MPOAYKTH 3a JICUCHUE
Ha XpOHUYHH 3a00JI1BaHMsI, B KOJIMYECTBA 32 He noBeue oT 100 guu.

(3) (Homa - JIB, 6p. 68 ot 2019 r., B cua ot 01.01.2020 r.) IIpoTokonuTe
no an. 1 ce W3gaBaT 3a MpEANKUCBAHE Ha JIGKAPCTBEHH MPOAYKTH 3a JICUCHUE Ha
XPOHUYHHU 3a00JIIBaHUS B KOJIMYECTBA 32 HE MOoBeYe OT 365 qHH.

(4) (Ilpepuiuna an. 3 - B, Op. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
HenonbnHeHUTE MojieTa B pelenTypHuTe OJIaHKH 10 aj. 1 ce anyaupar cbe 3HaK "Z".

(5) (IIpenumna an. 4 - 1B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
Peuentypuute Ganku no an. 1 ce u3gaBaT B JIBa €K3EMILISIPA.

(6) (U3m. - 1B, 6p. 95 ot 2018 r., npeaumiHa an. 5 - JIB, 6p. 68 or 2019 1.,
B ciiia oT 01.01.2020 r.) PenentypHuTe OGJ1aHKH 10 al. 1 3aAbHKUTEIHO C€ MOMBIBAT
B CIIEKTpOHHA (hopMa, pasreyaTBaT C€ W W3JAIUTE TH JICKapu/IeKapu MO JCHTallHA
MeAMIIMHA MoJIarat MOAINKC U JINYEH MevyaT U/ Ui 1evyaT Ha JeueOHOTO 3aBeICHHE.

Ui 24a. (Hos - /IB, 6p. 15 01 2014 1., m3Mm. - JIB, O6p. 95 o1 2018 1.) Koraro
Ha 30JI ce mpennuceaT JIEKApCTBEHU MPOAYKTH, C M3KIIOYEHUE Ha JICKAPCTBEHUTE
npoayktu no ui. 174 3JIIXM, 3amnamanun HanbiaHo uiau yactuuHo oT H3OK,
peuentypHuTe OJIaHKW MO 4ii. 24 cieiBa Ja ChIbp)KaT BCUYKH JaHHU, MIOCOYECHU B
npunokenue Ne 4a, korato ce IjIaHupa Jia ce U3MBIHIBAT B Ipyra IbpKaBa WiCHKA.

Ui 25. (1) (U3m. - JIB, 6p. 95 ot 2018 r.) JIunata mo wi. 23 BOKCBaT B
amMOyIaTOPHHS JIUCT, KOUTO ce chXpaHsBa B JocueTo Ha 30J1 32 OTYETHOCT U KOHTPOII,
CIeqHUTE NaHHU OT peuentute nmo wi. 24, an. 1: konm Ha H30K, MKb kon Ha
3a0osigBaHeTo 1o Hapeabara o ui. 45, ain. 3 330, curnarypa, npenucaHo KOJIMYeCTBO
U JIHUTE, 332 KOUTO € IOCTAaThYHO MPEIMUCAHOTO KOJTUYECTBO.

(2) (Hom. - B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) [arara Ha
u3/laBaHEe Ha pellernTaTa cle/iBa Ja ChBIaja ¢ Jararta Ha W3/laBaHe Ha aMOyJIaTOpPHUS
muct. JlaTara Ha MU3/1aBaHe Ha IPOTOKOJIA CIIABA J]a CHBIIA/Ia C laTaTa Ha M3/1aBaHe Ha
aMOyJIaTOpHHUsI JIUCT, PECTIEKTUBHO C JaTaTa Ha OKa3BaHEe Ha MEIUIIMHCKATa MOMOII]
(amOynaTopHa mpolielypa) Mo ONpeeisiHE Ha IUIaH Ha JICUCHUE U MPOCIIeIsiBaHe Ha
TEparneBTUYHUSL OTTOBOP MPHU MAIMEHTH, MOJy4aBalll CKBIIOCTPYBAIIH JIEKAPCTBEHU
IPOAYKTHU Mo pena Ha wi. 78, T. 2 ot 330.

Un. 26. (1) Jlupata mo un. 23 umar mpaBo Ja MpeANKcBaT Ha €Ha
peuienTypHa O6J1aHKa J10 TPH JIEKapCTBEHU MPOAYKTA, CBbP3aHHU C JICUEHUETO Ha 10 TPU
pa3nuyHu 3a00JsBaHMs, @ HA €IMH MPOTOKOJ - €IWH JIEKAPCTBEH NMPOAYKT B JI0 TPH
JI030BU €IMHUIIM 32 €1HO 3a00JIsIBaHe.

(2) IIpomenu B mpeanucaHHUTE JEKAPCTBEHUW MPOAYKTH IO pPElENTypHA
6nmanka (o6pazeny M3 - H30K Ne 5 no mpunoxenue Ne 6) Moxe Ja mpaBu camo
JEKapsIT/IEKapsT MO JeHTaHA MEAMIIMHA, M3/1al PelenTarTa, KaTo 3a [enTa CHIUST
aHy/IMpa HEeU3ITbJIHEHATa PELenTa U 13/1aBa HOBa.

(3) IIpomenu B mpeanucaHHUTE JEKAPCTBEHUW MPOAYKTH IO pPEHENTypHA
6nanka (ob6pazerr M3 - H30K Ne 5A mno mpunoxxenue Ne 7) Moxke J1a MpaBH camo
JEKapSIT/JIEKapsT MO JeHTaHA MEAMIIMHA, M3/1al perenTara, KaTo 3a [enTa CHIUST
aHyJIMpa HEU3II'bJIIHEHUTE OTPS3bLHU OT Hes U M3/1aBa HOBA.

(4) (U3m. - 1B, 6p. 95 ot 2018 r.) B cayyaure no an. 2 u 3 nuuara mo 4.
23 3agpmxutenHo usuckBar ot 30JI peuentypHute ONaHKM WIM OTPSA3BLHM OT
peuenTypHu OJaHKH, KOWTO TOJUIeKAT HA aHyJIHWpaHe. AHYJIHpPAHUTE pElenTypHU



OJIaHKH WM OTPS3BLHU OT PeUenTypHU OJaHKu ce chxpaHsBaT B gocuero Ha 30JI,
MPHUKPEIICHN KbM aMOYJIATOPHHUS JIMCT OT JlaTaTa Ha TAXHOTO M3JIaBaHe.

(5) Ilpu wuskIrOouBaHE HA JIEKAPCTBEHM MPOAYKTH OT IO3UTUBHUSA
JICKApPCTBEH CIUCHK M3/IaJICHUTE PELEHTH Ce aHyJIMpaT 1Mo peaa Ha aj. 2, 3 u 4, Kkato
MalKMeHTUTE He 3aruiamar cymara o 4i. 37, ain. 1, 1. 1 330, ako He ce Hanara okazBaHe
Ha MEIMIMHCKA ITOMOIII.

Ui 27. (1) JIumara no 4. 23 ¥Mar mpaBo Ja MPEAIUCBaT JIEKapCTBEHH
npoayKTH, 3a konto H30K HambiaHO WM 4aCTUYHO 3aruialia, B CIEAHUTE KOJIUYECTBA!

1. 3a nedyeHue Ha OCTPU CHCTOSHUS - JIEKAPCTBEHH MPOIYKTH 32 HE IMOBEYE
ot 10 nnu;

2. (m3m. - JIB, 6p. 95 ot 2014 1.) 3a IeyeHre Ha XPOHUYHHU 3a00JIIBAHUS -
JIEKapCTBEHU IIPOAYKTH 3a He noBeue oT 100 qHu, npeanucanu Ha 10 TpU OTPsA3bKa OT
penentypHa Onanka (o6pasenr M3 - H30K Ne 5A mo mpunoxkenue Ne 7) miau Ha
peuentypna 6nanka (oopaszery M3 - H30K Ne 5 o npuioxenue Ne 6).

(2) JIunata o wi. 23 nmocouBar B peHenTypHUTE OJIaHKH M0 wi. 24, an. 1 u
B aMOyJIaTOPHHUS JIUCT CPOKA, 32 KOMTO Cce TMPEAIHCBA.

(3) (dom. - IB, 6p. 95 ot 2014 r.) B cniydaure no an. 1, T. 2 ce npeanucpar
JIEKApCTBEHU MPOAYKTH HA €IUH OTPA3BK 3a He moBede oT 30 JAHHM, OCBEH KOTaTo
JIUIICBA MOJXOJAIIA ONAaKOBKA CBIVIACHO CHUCBHKA Mo wi. 262, an. 1 or 3akoHa 3a
JEKapCTBEHUTE NPOAYKTHM B XyMaHHata wMeauuumHa (3JIIIXM) wim korato
JIEKapCTBEHUTE MPOAYKTH C€ MPEIUCBAT B KOJMYECTBa 3a roBeue oT 90 qHu.

Un. 28. Ha peuentypuute 6manku mo 4wi. 24, an. 1 He morar na Obaar
MPEANUCBAHN €THOBPEMEHHO JIEKAPCTBEHU MPOITYKTH:

1. Ha3HAYEeHU C MPOTOKOJI 1O 4Jl. 24, an. 1 ¥ TakuBa, KOUTO HE Ca HA3HAYCHU
C TaKbB MPOTOKOJT;

2. Ha3HAYE€HU C MIOBEYE OT €MH MPOTOKOJI MO 4. 24, an. 1.

Y. 29. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JIunata mo ui. 23 ca AMBKHA Aa
yBegomsT 30JI - pecti. HEroB poIUTeN, HACTOWHUK WJTH MOTIEYUTEIN, WIH JTUIETO IO WL,
162, an. 3 or 3akoHa 3a 3ApaBETO, 3a BUJA Ha MPEANMCAHUTE JIEKAPCTBEHU NIPOIYKTH,
TAXHOTO JICHCTBUE, HEXEJIAH! JICKAPCTBEHU PEAKIMH, peJl ¥ HAUMH Ha TpUEeMaHe, 3a
cyMara, KOsITO ClIe[Ba Jia 3aIljlaTH, aKo JIEKapCTBEHHAT MPOIYKT Ce 3aruiaiia YaCTHIHO
ot H30K.

(2) (U3m. - IB, 6p. 95 ot 2018 1.) YBenomsBaneto Ha 30JI, pecn. HeroBus
poAUTEIl, HACTOWHUK, MTOTIEYUTEIT WIH JTUIETO 110 Wwi. 162, an. 3 oT 3akoHa 3a 3paBeTo,
ce YI0CTOBEpSBA C MOANKCA My B aMOyJIaTOPHUS JIUCT.

Y. 30. (1) Peuenture, u3nucanu mo pela Ha TO3M pasfiell, UMaT CPOK Ha
BaJIMIHOCT CYUTAHO OT JjaTaTa Ha U3/JjaBaHe, KaKTo CJe/lBa:

1. mo 15 xanenmapHu IHU - 3a peuenTtypHa Onanka (oOpazen M3 - H30K
No 5 mo mpunoxenue Ne 6) u 3a oTpsi3bK A OT pernentypHa Onanka (oopazer; M3 -
H30K Ne 5A no npunosxxenue Ne 7);

2. o 45 xaneHapHH JTHU - 32 OTPA3BK B oT penentypHa O1anka (obpasert
M3 - H30K Ne 5A no npusnoxxerue Ne 7);

3. mo 75 xaneHaapHU JHU - 32 oTps3bK C OT penientypHa O1anka (obpasern
M3 - H30K Ne 5A no npunoxenue Ne 7).



(2) (Jom. - AB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Otnennure
OTPS3BIM Ha penentypHa 6anka (oopasern M3 - H30K Ne 5A mo npumnoxxenne Ne 7)
C€ U3MBJHABAT IIOCIEIOBATEIIHO B CIEIHUTE CPOKOBE CYMTAHO OT JaraTa Ha
U3JIaBaHETO M, ChOTBETHO - JaTaTa Ha OTIyCKaHe Ha MPEIXOJHOTO KOJMYECTBO OT
MPEIIMUCAHUTE MPOTYKTH:

1. no 15 kaneHaapHu JIHU - 32 OTPSI3BK A;

2. (m3m. - [1B, 6p. 95 or 2014 1.) 0T 25 510 45 KaNeHAApHU AHU - 32 OTPA3BK
B;

3. (u3m. - 1B, 6p. 95 o1 2014 1.) o1 50 10 75 KaneHJapHU IHU - 32 OTPSI3BK
C.

(3) (M3m. - IIB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2019 r., B cuna ot
01.01.2020 r.) IIpoTtokosute mo wi. 24, ai. 1 UMar Cpok Ha BaaUAHOCT A0 365
KaJeHJapHU JHU CYMTAHO OT JlaTaTa Ha 3aBEpPSABAHETO WM B pPETHOHAIHATA
3[paBHOOCUTYpUTENHA Kaca. OmpeneisHeTO Ha CpoKa Ha BaJUIAHOCT HA BCEKHU
MPOTOKOJI CE€ U3BBPIIBA 110 KPUTEPHH, YCTAHOBEHU B HAIMOHATHUTE PAMKOBHU
noropopu mo 4wi. 53, an. 1 ot 330.

Pa3zmea V.
IIpennucBaHe HA JIeKAPCTBEHU NMPOAYKTH B JieUeOHHU 3aBeJeHUS CbC
cranuonap (Hos - /IB, op. 81 or 2013 1.)

Y. 30a. (Hos - IB, 6p. 81 ot 2013 r.) (1) (U3m. - [IB, 6p. 95 ot 2014 1.)
[TpeanucBaHeTo Ha JIEKAPCTBEHU MPOJYKTH B JIeyeOHU 3aBelIeHHs ChC CTallMOHAp 3a
XOCHUTATM3UPAHH NAMEHTH CE U3BBPILBA HA JIEKAPCTBEH JIUCT ChITIACHO MPUIIOKECHUE
No 5a.

(2) (U3m. - IB, Op. 95 ot 2014 r., u3m. - IB, 6p. 95 or 2018 r.)
JlekapCTBEHMAT JIUCT MO mpuiiokeHne Ne 5a Moxe Ja ObJie U caMO B €JIEKTPOHHA
¢dopMa, Karo ce MOANKMCBA CHIVIACHO 3aKOHAa 3a €JIEKTPOHHMSI JIOKYMEHT H
€JIEKTPOHHUTE YIOCTOBEPUTENIHU YCIYT'H € KBaJIM(UIMPAH WK YChbBBPIICHCTBAH
€JIEKTPOHEH ITOJIITHC.

(3) (M3m. - IB, Op. 95 ot 2014 1.) JIekapCTBEHUSAT JIUCT CE TMOM'BJIBA B JIBA
€K3eMIUTsIpa, MOJIITUCBA Ce OT JICKYBAIIHs JeKap W HAYaIHUKA Ha OTJIEIIEHUETO, CIIe]
KOETO ce MpeAaBa 3a U3MbJIHEHHE B OoMHMYHATA anTeka. CpoKbT Ha ChbXpaHEHHE Ha
JIEKApCTBEHHUS JIUCT € S5 TOAUHU.

(4) (Homa - JIB, 6p. 95 ot 2014 r.) JlekapcTBEeHUAT ITUCT MOXe Ja Oble
CBCTaBsH M OTIIEYATBAH Ype3 CIeNUATH3UpaH coPTyep, KaTo 3aJbIDKUTEIHO ChAbPKa
BCUYKH PEKBU3UTH.

(5) (Homa - IB, 6p. 95 ot 2018 r.) Koraro nexapcTBeHUTE IPOIYKTH ca 3a
3]I0KaueCTBEHN 3a00JIBaHMs, JIEKAPCTBEHUAT JIUCT MO aj. 1 ce mpuiapyxkaBa OT
TepaneBTHuYeH QU ChIriacHo mpuioxenue Ne 56.

(6) (Hosa - IB, 6p. 95 ot 2018 r.) TepaneBTuYHUAT GUII MOXKe fa Obae U
camMo B eJIEeKTpoHHa (opMa, KaTo Ce IMOANKCBA CHIVIACHO 3aKOHA 3a €JEKTPOHHUS
JOKYMEHT U €JEKTPOHHUTE YAOCTOBEPUTEIHU YCIYIM C KBAIU(QUIMPAH WU
YCHBBPIICHCTBAH €JICKTPOHEH TIOIITHC.

(7) (Homa - B, 6p. 95 ot 2018 r.) TepaneBTUYHMUAT (PUII Ce MOIBJIBA
CBIJIACHO  pENIGHWeTO  Ha  KJIWHUYHATA  OHKOJOTMYHA  KOMHCHS IO
XUMHOTEpanus/KIMHUYHATA KOMHUCHUS IO XEMaTOJOTHs, OTPa3eHO B MPOTOKOJI,
€HOKpPAaTHO Ha WHPBUSA JIGH OT TepamusaTa 10 CHhOTBETHATa KIMHHYHA
bTeKa/aMOynaTopHa Mpoueaypa.



(8) (Homa - IB, 6p. 95 ot 2018 r.) TepaneBTHUHUAT (UIII CE MOMBIIBA B
JIBA CK3EMILIApa, IMOJMKCBA Ce OT JICKYBallWs JieKap, CJIeJ KOeTO ce IMpejaBa 3a
W3MbJIHCHHUE B OOJIHMYHATA allTeKa.

Ui 306. (Hos - JIB, 6p. 81 ot 2013 1.) (1) [IpeanucBaneTo Ha ieKapCTBEHU
IPOAYKTH, ChABPIKALY HAPKOTUYHU BEIECTBA OT NMpuitokeHust Ne 2 u 3 kpM wi. 3, T.
2 n 3 ot Hapenbara 3a pena 3a kiacuuuupaHe Ha pacTEHUATA U BEIIECTBATa KAToO
HapKOTHYHH, B JIeYeOHUTE 3aBEICHNUS ChC CTALIMOHAP 33 XOCIUTATU3UPAHUTE OOJIHU ce
U3BBPIIBA HA OT/EJICH JICKApCTBEH JIUCT.

(2) (M3m. - 1B, Op. 95 ot 2014 r.) JlekapcTBeHUAT JUCT 1o ai. 1 ce
HOIBJIBA B chOTBETCTBHE € Wil. 30a, al. 3 1 4, KaTo He ce JoNycKa U3JaBaHEeTO My CaMO
B enlekTpoHHa hopma. CpOKBT HA ChXPAaHEHUE HA JIGKAPCTBEHUS JIUCT € 5 TOAMHU.

Y. 30B. (Hos - IB, 6p. 81 ot 2013 1.) (1) (U3Mm. - [IB, Op. 95 ot 2018 1.)
[IpenmucBaneTo Ha JNeKapcTBEHH MPOAYKTH 1o ui. 30r, an. 7, T. 2 ce U3BbpIIBa Ha
CHEIMATHNATE pelenTypHH Oanku mo wi. 11.

(2) Cnenmannara penentypHa OiaHka mo aj. | ce u3gaBa B TpHU
eK3eMIUTSIpa, IbPBUTE J[Ba OT KOMTO CE MpeaBaT OT NalMeHTa B O0JIHUYHATA anTeKa, a
TPETUST CE ChbXpaHsBa OT JIEKYBalIHs JIeKap.

(3) Ilpennucanurte JeKapCTBEHH MPOAYKTH MO aji. | ce BHOHUCBAT B
MeAMIMHCKATa JOKYMEHTAIUs Ha MallueHTa.

Ui 30r. (Hos - JIB, 6p. 81 ot 2013 ., u3m. - JIB, 6p. 95 ot 2018 1.) (1)
JlexapcTtBenu npoayktu mo wi. 262, an. 6, 1. 2 3JIIIXM, 3annamanu HaImbiIHO OT
H3OK, Morar na npeanucsar jumara mo wi. 4, ajin. 1, padoreniyu B jeueOHN 3aBEACHUS
- M3I'BJIHATENHA HAa OOJIHUYHA ITOMOII 110 KJIIMHUYHU ITETEKN/aMOyIaTOPHH TPOIEAYpHU
ChIJIaCHO HapembaTa o 4. 45, ain. 2 330.

(2) Koraro ceriacHo Hapeabara mo ui. 45, an. 2 330 nexapcTBEHUTE
MPOJYKTH 3a 3J0KauecTBeHHU 3aboinsBanus ce 3amnamar oT H30K u3BbH 11eHaTa Ha
KIIMHUYHUTE TbTEKH/aMOyIaTOPHUTE MIPOLIEAYPH, CHITUTE CE TPEANKUCBAT U TIpHiaraT
caMoO Clell B3€TO pelIeHHE 3a MPOBEXKIaHEe Ha JIEKApCTBEHO JIeYeHHE OT olIaTa
KJIMHHYHA OHKOJIOTMYHA KOMMCHUS/KIMHHYHATA KOMUCHS II0 XEMAaTOJIOTHS CHITIACHO
MEAUIMHCKUTE cTaHAapTH "Meaununacka onkonorus'"/"Knuanuna xemaronorus."

(3) JlexapcTBeHuTEe MPOAYKTH 3a JICYEHHWE Ha 3J0KAYECTBEHH COJIHMIHU
TYMOpU MpU JUUa Haa 18 r., ¢ H3KIIOYEHUE Ha ONUOWAHUTE AaHAJITETULH, Ce
MpEeANUCBAT OT JIEKYyBalllMs JIEKap CJIeJl PEIICHHEe Ha KJIMHUYHATa OHKOJOTHYHA
KOMHCHSI MO XUMHOTEpaIus CbhIJACHO MEIUIMHCKHUS CTaHaapT "MenuiuHcka
onkonorus". Komucusita ce CbcTOM Hal-MaliKO OT TpUMa JIEKapu C NpH3HATA
cnieranHoct "MeauIMHCKa OHKOJIOTHA", KOUTO paboTSAT B JIEUeOHOTO 3aBE/ICHUE, U Ce
oTpenieNisi ChC 3aroBe Ha PHKOBOJMTENS Ha JIEYeOHOTO 3aBeneHue. PermeHusra Ha
KJIIMHUYHATAa OHKOJOTMYHA KOMHUCHS MO XUMHUOTEpANMs C€ BIUCBAT B IMPOTOKOIU
chrimacHo mpuiokeHrne Ne 80 W ce MOAmUCBAT OT YJICHOBETE HA KOMHCHSTA.
[IpoTokonuTe ca BaiuaHU 3a CpoK A0 180 AHM CUWTAHO OT HAYAJIOTO HA JIEYEHUETO O
cxemara.

(4) JlekapcTBeHHUTE TPOMYKTH 3a JIEYCHHE Ha 3JI0KAYeCTBEHU
XEMaTOJIOTUYHH 3a00JsBaHMs MpU JHUIa Haa 18 T., ¢ M3KITIOYEHHWE HA OMHMOUTIHUTE
aHAJITETULIM, C€ MPEANUCBAT OT JIEKyBalllUsl JIEKap cliej] PelIeHHEe Ha KIMHUYHaTa
KOMHUCHUS MO XEMAaTOJOTHSl ChIVIACHO MEOUUMHCKHS cTaHgapT "KiauHudHa
xemarosorus'". Pemenusita ce BmUCBAT B TPOTOKOI IO 00pasell ChIiIacHO MPHIIOKEHNE
Ne 8B, mognucan oT Hal-MaJKO TPUMA JIEKAapy C MpU3HATA ClieNHATHOCT "KiIMHN4YHa



xemarozorus". IIpoTokonure ca BanmuaHu 3a cpok A0 180 AHM cUMTAHO OT HAYAIOTO
HAa JICYCHHETO 110 CXemara.

(5) JlexapcTBeHHTE IPOIYKTH 32 JICUCHUE HA 37TOKAYECTBEHU 3a00JISIBAHUS
npu Juna noj 18 r., ¢ u3KiIoUYeHne Ha OMUOUIHUTE aHANTETULIM, Ce MPEANUCBAT OT
JICKyBaIIUs JIeKap CJeJl pelieHHe Ha KIMHWYHA OHKOJOTHYHA KOMUCHS/KIMHHUYHA
KOMUCHS 110 XeMaTOJIO0T s 3a Juia noJ 18 roguuu. Pemenusra ce BucBaT B IPOTOKOJ
o oOpazer chritacHo mpuiiokeHus Ne 86/Ne 8B U ce moANKMCBAT HA-MAIKO OT JBaMa
nekapu cbe cnenuanHoct no "lleguatpusa" u "Knuauuna xemartonorus" win "Jlercka
KIIMHUYHA XEMaTOJIOTUS W OHKOJIOTHA", KOUTO paboTAT B Je4eOHOTO 3aBElICHUE.
[TpoTokonuTe ca BaauaHU 3a Cpok A0 180 qHU cCUUTAHO OT HAYAJIOTO HA JICYEHUETO 10
cxemara.

(6) Pemenusita Ha KOMHCHHTE T10 all. 3 - 5 ca CBhIVIACHO TEPAIICBTHYHHUTE
CXeMH 3a JICYCHHE B CHOTBETCTBUE C OJ00peHHTE (apMaKo-TEPANeBTHIHU
PBHKOBO/JICTBA.

(7) Jluuara o an. 1 morar na npeanuceatr Ha 30JI cbC 370KaYECTBEHU
3a00JIIBaHUS JICKAPCTBEHU MPOAYKTH 3a JIEUEHUE/TIPOIbKaBaHEe Ha JICYCHUETO B
M3BBHCTAIMOHAPHU YCIIOBHS, KAKTO CJIC/IBa:

1. nmexkapcTBEHM MPOIAYKTH 3a IMepopaiHa MpHULIETHA HPOTHBOTYMOpHA
Tepanus U repopagHa XuMuoTepanus - npu aexocnurtaiuzanus Ha 30J1, nekyBanu B
CBILIOTO JIeueOHO 3aBeJCHHE M0 KIMHUYHU MBTEKU WIM aMOyIaTOpHa MpoIeaypa 3a
CUCTEMHO JIEKapCTBEHO JIEYEHHE ITPU 3JI0KAYECTBEHU 3a00IIsIBAaHMS;

2. ONWOWJHMU AaHANTETULU - TPU JUCHAHCEPHO HAOIMIOJIEHHE MIpU
3JI0KQYE€CTBEHH 3a00JIIBaHUS U TIPU BPOJCHU XEMATOJIOTUYHH 3a00JISIBaHUSI.

(8) B cmywaute mo an. 7, 1. 1 30JI cienBa aa ca jJeKyBaHH MO KJIMHUYHU
IBTEKU/aMOYIIaTOPHH TIPOIIEAYPH, IIOCOYSHU B Hapeabara rmo wi. 45, ai. 2 ot 330, npu
KOUTO CTOMHOCTTa Ha JIeKapcTBEeHUTe MpoAykTu ce 3artama oT H30K u3BbH 1eHata
Ha KJIMHUYHATA [TbTeKa/aMOyaTopHaTa mporenypa.

Un. 30a. (Hos - JIB, 6p. 81 ot 2013 r.) (1) (U3m. - IB, 6p. 95 ot 2014 1.,
usM. - JIB, 6p. 95 ot 2018 r.) JlekapctBenure npoaykta no ui. 30r, an. 7, T. 1 ce
MpeanucBaT Ha perentypHa 6manka (oopazenr M3 H30K Ne 6 mo npunosxenue Ne 8r)
3a JIeYeHHE Ha 3JI0KAYeCTBEHH 3200 sIBAaHHS B KOJIMYECTBA 32 HE TioBeve oT 30 JaHu.

(2) Penientypnara Gmanka mo ai. 1 ce uzgaBa B JiBa €K3eMILIAPA, TbPBUST
OT KOWTO C€ TpeJaBa 4pe3 TMalueHTa Ha anTeKkara Ha JIeYeOHOTO 3aBEJCHHE ChC
CTalliOHap, a BTOPHUAT C€ ChXpaHsABa OT JIEKyBalllMs JeKap/leKkap Mo JAEeHTaTHa
MeIUIHA.

(3) Penenitute ca BanuaHM 3a CpoK 15 AHM OT JaTara Ha U3JAaBAHETO UM.

(4) Jlunara mo un. 30r, an. 1 morar na pasmedarBaT OOpas3IUTe Ha
JOKYMEHTHUTE 1O al. 1, KaTo ChIIUTE ChABPIKAT 3aIBIDKUTEIIHO BCUUKH PEKBU3UTH.

I'maBa yerBbpTA.
OTITYCKAHE HA JIJEKAPCTBEHU NTPOAYKTH

Pasznea 1.
IIpuemaHe U U3NIbJIHEHHE HA JIEKAPCTBEHUTE MPEANNCAHUS

Un. 31. (1) (Ilpenumien texer Ha wi. 31 - JIB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r.) [Ipu mpueMaHeToO Ha PEIENTUTE U JIEKAPCTBEHUTE JINCTOBE MaruCThp-
(dbapManeBTHT ce 3aAbJKaBa Ja:



1. mpoBepsiBa Aanu ca Cria3eHH U3MCKBAHUATA HA TJIABU BTOPA U TPETA;

2. HE OTMYCKa JIGKAPCTBEHU MPOIYKTH CpEIly TAJIOHU 32 OTCTHIIKA WIU
JIPYTH TOMBIHUTEIHU MaTepualii, HEMPeABUICHH B Ta3u Hapenoa wiu 3JITIXM;

3. (m3m. - JIB, Op. 81 or 2013 r.) OCTOHWHOCTSBa MPEINHUCAHUTE
JICKapCTBEHH MPOJYKTH M C€ IMOJAIMKCBA; CIIOMAraTeJIHUTe MaTEepUaal M OMAKOBKHTE,
KOUTO C€ HW3IMOJI3BaT 3a JIEKAPCTBEHHM MPOAYKTH, MPUTOTBEHU IO MAarucTpaiHa U
dapmakorieliHa perentypa B amTeKUTE, CE BIKMCBAT IO BUJ W KOJIHYECTBO H CE
ocToitHocTaABaT chriacHo HapenOata 3a ycnoBusiTa, mpaBujaTa U pejia 3a peryjiupaHe
U pETHCTPUPAHE HA IICHUTE Ha JICKaPCTBEHUTE MPOAYKTH, rpueta ¢ [loctanoBnenue Ne
97 na Munucrepcku csBet oT 2013 1. (1B, 6p. 40 oT 2013 1.);

4. BNMCBa BCSKAa M3IIBJIHEHA pelenTa B JHEBHHK 32 PETUCTPHpPAHE Ha
pELenTH.

(2) (Homa - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) JIHeBHUKBT 32
perucTpupaHe Ha perenTu no ai. 1, T. 4 Moxe Ja ce BOAM KaKTO Ha XapTHEH, Taka U
Ha CJIEKTPOHCH HOCHUTE.

Y. 32. (1) B anTexara 3agb/KUTENIHO C€ ChXPaHsABa B MPOABIDKEHNE HA
neT roJAuHu uHbopMaus 3a:

1. mpueTHTe M U3IBIHEHUTE PELENTH;

2. MOJIy4€HHUTE JICKAPCTBEHU MPOAYKTHU IO MaPTHUIH.

(2) (M3m. - [IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha Bcsika
perenTa MarucTbp-hapmManeBThT MOCTABS MeYaT, KOWTO ChAbpkKA HOMEpa U JlaTaTa Ha
pa3penIeHneTo 3a ThPTroBHs Ha APEOHO C JIGKAPCTBEHU MPOTYKTH.

(3) (Homa - JIB, 6p. 68 ot 2014 1., B cruta ot 15.08.2014 r.) Peuenture ce
NOJNKMCBAT OT MAarucThbp-(papMmaneBTa, KOHTO H3MBIHSIBA NPEANUCAHUETO W/WIN
OTIyCKa JIeKapCTBEHHUTE NpoAykTh. Ha Bcska perenta Maructbp-papmaneBThT
MIOCTAaBsI:

1. HoMep U J1aTa Ha IpUEMaHe Ha pelenTara;

2. YUH na oTmyckamus MarucTbp-(papmaiieBT.

Un. 33. (1) B anrekute penenture ce HU3MNBIHABAT MPUOPUTETHO IO
CIIEIHUSA PEN:

1. pertenitu ¢ ykazanue "uuto", "MUTUCUMO" UK ""cTaTUM" C€ U3IBIIHABAT
He3a0aBHO, KaTo BbpPXY TAX ce O0TOeNsA3Ba YachT Ha MOCTHIIBAHETO B alTeKaTa U Ha
U3ITBIHEHUETO UM;

2. peuentu 3a ieua 1o 14 rogunu;

3. BCUUYKM OCTaHaJlM PELENTH Ce M3MBIHABAT MO pela Ha MOCTHIIBAHETO
UM.

(2) JlekapcTBeHHM TpPOIYKTH, TPUTOTBEHW IO MarucrpajHa U
(dapMmakomneliHa perentypa, ce MpuroTBAT B paMKHUTE Ha 24 yaca OT MPHUEMaHETO Ha
perenrara.

Un. 34. (1) Ilpu otnyckaHe Ha MpEANHCAHU JIEKAPCTBEHU MPOAYKTH C€
CIa3Ba CJIEIHUSAT PEN:

1. (m3m. - 1B, 6p. 81 or 2013 r.) KoraTo JIeKapCTBEHUST MPOIYKT €
Ipenucal Ype3 MEKIYHApPOAHO HEMAaTeHTHO WM (papMakoIneifHO HaMMEHOBaHUE Ha
JIEKapCTBEHOTO BEIIECTBO, CE OTITYCKA JIEKAPCTBEH MPOAYKT, Pa3pellIeH 3a ynorpeoa B
CTpaHaTa, KOMTO ChABbpKa MPEANMCAHOTO AKTUBHO BELLIECTBO, KAaTO 3aIbJKUTEIHO CE&
criasBaT IpeJIMCcaHaTa JeKapcTBeHa (hopMa M KOJIMYECTBOTO B J1030BA €AMHULIA;



2. KOratro JIEKapCTBEHHUST TPONYKT € TMPEANUCaH TOJ ThProBCKO
HaMMEHOBAaHHUE, C€ OTITYCKA TOYHO MPEANUCAHUAT IPOIYKT.

(2) Koraro anrekara He pas3nojara ¢ IpeanucaHus JEKapCTBEH MPOIYKT,
MarucTbp- papManeBThT € JUIBKEH JIa TO OCUTYPHU B CPOK /10 24 yaca. B To3u cimyyait
JaTtata v 4achT Ha MOCTHIIBAHETO HA PElLenTaTa ce OTpa3sBaT BbpPXY Hesl.

Y. 35. (1) Caen oTnyckaHETO HA NPEIIUCAHUTE JIEKAPCTBEHU MTPOIYKTH
pelenrara ce Bpblila Ha IPUHOCUTEIA H.

(2) (U3wm. - [IB, 6p. 94 o1 2011 1., m3m. - IB, 6p. 90 ot 2019 1.) B antekute
Ha JIeueOHUTE 3aBEJIEHUs ChC CTALMOHAP, CKIIOUMIIU J0roBOp 1o pena Ha Hapenba Ne
34 or 2005 r. 3a pexa 3a 3araliaHe OT AbpPKaBHUSA OIOJDKET Ha JICYCHUETO Ha
OBbJTrapcKUTe TpakIaHu 3a 3a00IsIBaHMs], U3BbH 00XBaTa Ha 3abJKUTEIIHOTO 3[PaBHO
OCUTYpSIBaHE, C€ 3abpKa SAUHUAT EK3EMILISP Ha perienTaTa.

(3) B anTekata ce 3aabpKaT BTOPUAT €K3EMIUISp OT pelenTure odpaszerr
M3 - H30K Ne 5 mo mpunoxxenue Ne 6, BTOpUAT €K3EMIUISP OT OTPSA3BLUTE Ha
penentypHa Onanka obOpazery M3 - H3OK Ne 5A no npunoxxenue Ne 7 u xomnust ot
npotokoauTe (00pazerr nmo npuinoxkenrue Ne 8), YUUTO PEKBU3UTH HE C€ MOMBJIBAT OT
anTeKaTa U KOUTO Ce ChXpaHsBaT B alTeKara e/Ha TOJAMHA, CUUTAHO OT Jarara Ha
TAXHOTO M3ITbJIHEHHUE.

Un. 36. Ilpm oTnyckaHe Ha JIEKQpCTBEHU IPOJYKTH MarucTbp-
(bapMaleBTHT € JTBXKEH Ja NperocTaBd WHPOpPMAMs ¥ ChbBETH Ha NAlUEHTUTE,
U3Pa3eHH SICHO, Ha €3HK, JIECCH 3a Bb3IIPUEMaHe, OTHOCHO 0€3011acHOTO ¥ €()EeKTUBHOTO
IpUeMaHe U M3II0JI3BaHe Ha JICKAPCTBEHHUTE MPOIYKTH.

Un. 37. (1) [Ipeanucanus, KOUTO HE OTTOBAPAT HA M3UCKBAHUSATA I10 IJIaBU
BTOpa U TpeTa, HE CE U3IbJIHABAT.

(2) TIpy BB3HMKHAJIO CHMHEHHE OTHOCHO NPEANHUCAHOTO B pelernTara
MarucTbp-hapmMaleBThT € JUIbXKEH, IPEIU Ja OTIYCHE JIEKapCTBEHUs MPOJYKT, /1a Ce
KOHCYJITUpA C IpeJITucaIus perenrara jJeKap.

Y. 38. He ce oTmyckart JIeKapcTBEHU MPOIYKTH MO KOIME HAa OPUTUHAITHA
penenra.

Un. 39. Ilpenu otmyckaHe Ha JIEKapCTBEHH MPOIYKTH 0Oe3 perenta
Maructhp-papmMarieBThT HAlOMHS Ha TMalUeHTa Mpeau ymnotpeba ga MpoyeTe
nH(pOpMallMOHHATA JTUCTOBKA.

Pazngea 11.
OTnyckaHe Ha JIeKAPCTBEHH MPOAYKTH, ChAbPKAIIM HAPKOTHYHH
BellecTBa

Un. 40. JlexkapcTBeHU MNPOAYKTH, ChAbpKAIIM HAPKOTHYHU BEIIECTBA,
MpEANUCaHu IO pelia Ha riaBa TpeTta, pa3zaen I, ce oTnyckar B anTeku, KOUTO:

1. ca momy4unu JHIEH3US 33 THPrOBUS HAa APeOHO M ChXpaHsSBAaHE Ha
HapKOTUYHH BeniecTBa o peaa Ha 3KHBII;



2. ce HamMMpaT Ha TEpUTOpHUATa Ha oOJacTTa MO MECTOM3JaBaHE Ha
peuenTara.

Ui 41. (1) (U3m. - [IB, 6p. 81 ot 2013 1.) [Ipn npuemane Ha perienTuTe
MarucTbp-(hapmManeBThT 33 IbJKUTEITHO TPOBEPSIBA AN Ca CIIa3€HU U3UCKBAHMATA 32
MpeMCBaHe HAa JIEKAPCTBEHH MPOAYKTH, ChABPXKALIM HAPKOTUYHHU BEIIECTBA, U HA
I'BPBUS €K3EMILISP OTOENA3BA TPUTE UMEHA M JAHHUTE OT JOKYMEHTA 32 CAMOJIMYHOCT
Ha MPUHOCUTENS Ha perenTara.

(2) (M3m. - IIB, 6p. 81 ot 2013 r.) [IspBUTE EK3EMIUISPH OT PEIEHTHTE CE
MOJIPEXIAT B XPOHOJIOTHYEH pejl, KaTo HeoOxoauMaTa nHGopMaIius OT TsIX ce BbBEkKIa
B CIICLIUATTHUS PETUCTBP, chriacHo wi. 3 or Hapenba Ne 21 ot 2000 r. 3a U3UCKBaHUATA
KbM JIOKYMEHTAIMATAa U OTYETHOCTTA MPHU M3BBHPIIBAHE HA JCHHOCTU C HAPKOTUYHU
BEIIIECTBA U JIEKAPCTBEHU MPOAYKTH, ChABPKAIIM HApKOTHYHU BemecTsa (/IB, Op. 86
ot 2000 1.).

(3) (M3m. - 1B, 6p. 94 ot 2011 r.) Bropure ek3eMIusipu OT peenTUTE ce
U3MpaIlaT Ha HHCIIEKTOpa 0 HapKOTUYHHTE BemlecTBa B P3M no onuc Ha XapTHeH u
€JICKTPOHEH HOCUTEN B CPOK 110 10 gHM clieq Kpasi Ha BCEKU MeEcCell.

(4) (U3m. - 1B, 6p. 81 ot 2013 1., u3m. - JIB, Op. 68 oT 2014 r., B cuna ot
15.08.2014 r.) Koraro yiekapCTBEHUAT MPOAYKT MO wi. 262, am. 6, 1. 1 3JIIXM,
ChABPIKAI] HAPKOTHUYHU BemiecTBa, ce 3aruiama oT H3OK 3a gomamiHo neueHwue,
anTeKaTa rnpejiaBa BTopus ek3emiuisip ot perentara Ha P3OK 3a otueTHOCT M KOHTPOI
B CpPOKOBeTe, onpenenenu B ckitoueHute ¢ P3OK morosopu.

(5) (Orm. - 1B, 6p. 81 o1 2013 1)

Un. 42. (1) (M3m. - OB, 6p. 81 or 2013 r.) IIppBUTE eKk3eMILIsIpU Ha
pELIENTUTE, 110 KOUTO €a OTIIYCHATH JIEKAPCTBEHU MTPOLYKTH, ChIABPKALI HAPKOTHUHU
BELICCTBA, C€ 3abPKAT B allTEKaTa M CE€ CbXPAHABAT 3a CPOK €HA IOJUHA, KaTO Ce
IIPEJICTaBAT HA KOHTPOJIHUTE OPraHy MpHU IPOBEPKa.

(2) (M3m. - OB, 6p. 94 ot 2011 r., u3m. - IB, 6p. 81 ot 2013 r.) Cnen
W3THYaHE HAa CpOKa IO ajl. | peuenTuTe ce NpeaasBar C NPUEMHO-TIPEAABATENICH
poTokoJ Ha uHcnekropure B P3U, kouto ru cbxpansBar 3a cpok 10 ronuHu.

Un. 43. (U3m. - IB, 6p. 81 or 2013 r.) 3abpansBa ce OTIyCKaHE Ha
JIEKapCTBEHH MPOIYKTH IO pelenTa, MpeANnucaly Ipeu moBeye oT 7 JTHH.

Un. 44. (1) (U3m. - B, 6p. 81 ot 2013 r.) 3abpansiBa ce OTIyCcKaHEe Ha
JIEKapCTBEHH MIPOAYKTH, ChIBPIKAIIN HAPKOTHYHH BEIIECTBA OT MPHIIOKeHUs Ne 2 1 3
KbM ui. 3, T. 2 u 3 or Hapenbara 3a pena 3a kinacuduuupaHe Ha pacTeHUATA U
BEIIEeCTBATa KaTO HAPKOTHUYHH, B KOJMUYECTBA, TIO-TOJIEMH OT MPEIITUCAHUTE.

(2) IIpu ycraHOBsBaHE Ha HECHOTBETCTBHS B NPEANHUCAHHUETO U
MaKCHUMaJTHO JIOIyCTHMAaTa J03a MarucThp-(apMaeBThT B anTeKara € [UThKEH J1a ce
KOHCYJITHpA C MpeITucalus perenrara jJeKap.

(3) Ilpu HEBB3MOXKHOCT 3a U3MBIHEHHE Ha MPEINUCAHUETO CleN
KOHCYNTAlMsATa 1O aj. 2 pelenTara ce BpbIla Ha JieKaps/Jlekaps IO JeHTallHa
MeIWIIMHA 32 aHyJIHpaHe.

Un. 45. 3abpansiBa ce OTIIyCKaHe Ha JIEKapCTBEHU MPOJYKTH IO pefa Ha
TO3M pa3ziell, KOrato MpUHOCUTENAT Ha perenTaTa e noja 18 roaunu.



Paznea I11.
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH, 3aIJIAINAHN HATBJIHO 0T M3 u
HABJIHO WK YacTu4Ho oT H30K

Un. 46. (1) (U3wm. - JIB, 6p. 94 ot 2011 r., uzm. - JIB, 6p. 90 ot 2019 r.)
OTnyckaHeTo Ha JIEKapCTBEHH MPOIYKTH, MPEANICAHHU 110 pefia Ha IlaBa TpeTa, pa3ies
I11, ce u3BBpIIBA OT aNITEKH HA JICUEOHHU 3aBE/ICHUS ChC CTAI[MOHAP, CKIIFOUHIIN JIOTOBOP
o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amianiaie OT JIbpyKaBHUS OFOKET
Ha JIEYEHHWETO Ha OBJrapckuTe TpakJaHW 3a 3a00isABaHUs, W3BBH O0OXBaTa Ha
3aIBJKUTEIIHOTO 3/IPABHO OCUTYPSIBAHE.

(2) (Ot™m. - [IB, 6p. 81 ot 2013 1., HOBa - IB, Op. 68 oT 2014 1., B cmiia ot
15.08.2014 r.) OTnmyckaHeTo Ha JEKAPCTBEHU MPOAYKTH OT aNTEKH, pabOTEIIU IO
noroBop ¢ H30K, ce u3BbpIBa B ChOTBETCTBHUE C Ta3u Hapen0a U C YCIOBHSTA U pelia
3a CKJIFOYBaHE Ha MHJMBUYaTHHU JOTOBOPHU M0 Wi. 45, an. 15 ot 3akoHa 3a 31paBHOTO
OCUTYpSIBaHE.

(3) (Hdom. - AB, 6p. 81 ot 2013 r., mom. - JIB, 6p. 68 oT 2014 r., B cuna ot
15.08.2014 r., oTM. B 4acTTa OTHOCHO JyMuTe "Maructbp apmanent" ¢ Pemenne Ne
5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 r., B cuna ot 18.11.2016 r.)
OTmyckaHeTo Ha JIGKapCTBEHHU MPOIYKTH, IPEIICAHH M0 pe/a Ha IJ1aBa TPETa, pa3aei
IV, ce u3BbpIIBa OT MarucThp-hapmarieBT B anteku, padorenu mno gorosop ¢ H30K ¢
U3KIIOYCHNE Ha JICKApCTBEHHTE NPOAYKTH 1Mo wi. 30r, KOUTO C€ OTIyCKaTr OT
OOJTHUYHUTE alTEeKH.

(4) (Hosa - JIB, Op. 81 ot 2013 r.) Korato nexkapcTBEHMST NPOAYKT ce
OTIIyCKa B OIMAKOBKa, pa3liIMYHa OT OKOHYATEIHATa, Ce OTOENA3BaT BCUYKU JAHHU OT
OKOHYATeJIHAaTa OIAaKOBKA Ha TPOM3BOJUTENS W C€ MPEeNoCTaBs JIMCTOBKATa 3a
naueHTa.

(5) (HoBa - /1B, 6p. 81 ot 2013 r., nom. - ZIB, Op. 68 or 2014 r., B cuiia ot
15.08.2014 r., uzm. - JIB, 6p. 90 ot 2019 r.) Ha oGpaTHara cTpaHa Ha peuemnrara 3a
JIEKapCTBEHUTE MPOJAYKTH, OTITYCKaHU 10 pena Ha wi. 21 ot Hapen6a Ne 34 ot 2005 r.
3a pena 3a 3arJamiaHe OT AbP)KaBHHUS OIO/DKET Ha JICYEHHETO Ha OBIrapcKuTe
rpakJIaHu 3a 3a00JIIBaHuUs, U3BBbH 00XBaTa Ha 3aIBJDKUTEITHOTO 31PAaBHO OCUTYpSIBaHE
(B, 6p. 95 ot 2005 r.), ce 3ammucBaT AaHHWTE OT JIMYHATAa KapTa (MacmopT) Ha
MaIyeHTa U Ha TI0JyJaTeltsi, KOraTo JIEKAPCTBEHUTE MPOJAYKTH HE C€ TOTy4aBaT JINIHO
OT Mal[MeHTAa.

Un. 47. (1) (U3m. - B, 6p. 95 ot 2014 r., npeauiieH TekcT Ha ui. 47 - /1B,
Op. 68 ot 2019 r., B cuna ot 27.08.2019 1.) OTHycKaHETO Ha JEKAapCTBEHU MPOJYKTH,
npenucal Ha perentypHa 6ianka (oopaserr M3 - H30K Ne 5A no npuioskenue Ne
7), ce U3BBPIIBA B pAMKUTE HA BAJIMTHOCT HA OTPS3BIIUTE, KATO aTaTa Ha U3IThIIHEHUE
Ha BCEKM OTPS3BK CE IM0OCOUBA BHPXY HETO U BbPXY CIIEABALIHS OTPSA3BK.

(2) (HoBa - IB, 0Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) [1pu Hanuuue
Ha IIpe/ICcaHus Ha [ToBeye OT eJlHa perenTypHa Oxanka (oopazery M3 - H30K Ne 5 o
npunoxenue Ne 6 u oopazer;r M3 - H30K Ne 5A no nmpusoxxkenue Ne 7) ¢ mpeanucanus
3a pa3nuyueH Opoil THU pelienTHTe ce U3IIBIHABAT Ha JaTaTa Ha Hali-KbCUs CPOK, HO HE
MIO-MAaJIKO OT 25-us JeH.



Un. 47a. (Hos - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., oT™. B
4acTTa OTHOCHO AyMuTe "Maructbp papmaneBt" ¢ Pemenne Ne 5812 ot 17.05.2016 1.
Ha BAC - JIB, 6p. 91 or 2016 ., B cuna ot 18.11.2016 r.) Ilpu ormyckane Ha
JIEKapCTBEHU MPOAYKTH, MIPEANUCAHU 10 pelia Ha riaBa Tpeta, pasaen [V, maructsp-
dapManeBThT NPOBEPsIBA 3APABHOOCHUTYPUTEIHHUS CTAaTyC Ha MAI[UCHTHTE IO pef,
oTpeziesieH B YCIOBUSTA U Pejia 3a CKII0UBaHe Ha MHAUBHUIYaJIHU JOTOBOPH 110 4. 45,
an. 15 ot 3akoHa 3a 31paBHOTO OCUTYPSIBAHE.

Un. 476. (Hos - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) (1) (O1™m.
¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot
18.11.2016.)

(2) (OtM. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot
2016 r.,Bcunaor 18.11.2016T.)

(3) (OtM. ¢ Pemenue Ne 5812 ot 17.05.2016 1. na BAC - JIB, 6p. 91 ot
2016 ., B cuma ot 18.11.2016 1.)

(4) (Ot™. ¢ Pemienne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cuma ot 18.11.2016 1.)

(5) (Otm. ¢ Pemienne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cuma ot 18.11.2016 1.)

Un. 48. (1) Peuentute 1 NpOTOKOIUTE HE C€ M3MBJIHABAT U CE€ BPBIIAT HA
MPUHOCUTEIIS UM, KOTaTO:

1. peuentypHaTa OJaHKa HE ChbPKA U3ISIIO NOMBIHEHH BCUYKU JaHHU;

2. CPOKBT Ha BATHIHOCT € U3TEKBJ;

3. mpeanucaHusT JEKapcTBEH MPOAYKT He ce 3amiama oT M3, ot H30K
WM HE OTroBapsl Ha U3UCKBAHUATA, ONIpe/iesieHH B loroBopa Ha anrekara ¢ H30K;

4. ca I10myCHATH TPEIIKU U HECHOTBETCTBUS IIPH MOMBJIBAHE HA OJIAHKUTE;

5. B ciTydauTe, KOTaTo HE ca M3ITBJIHCHN U3UCKBaHUATa HA Wi. 7, all. 1, T. 3;

6. (HoBa - JIB, 6p. 95 ot 2018 r., u3m. - IB, 6p. 68 ot 2019 r., B cuna ot
01.01.2020 r.) B cmyyauTe, KOraTo HE € U3I'BJIHEHO M3UCKBAHETO Ha 4Jl. 24, ai. 6.

(2) MarucTbp-hapManeBThT, OTITYCKAII[ JICKAPCTBEHUTE TPOIYKTH, HAMA
MIPaBO J1a HaHACsI MOTIPABKHU BBPXY pelenTypHaTa OJIaHKa, C M3KITIOUCHHUE Ha ITOTIPABKU
MIPU HAMpaBeHU OT HErO TEXHUYECKHU IPEIIKA B MOMEHTA Ha U3IbIIHEHUE Ha pellenTaTa.
B T031 ciry4aii Toi ce moAnuMcBa Cpelly HalpaBeHaTa OT HErO KOPEKIUA.

Pazgen IV.
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH U MeIUIIUHCKHU U3/1eJIHs 110
peuenTH, 31aJeHN B Apyra abp:xkasa wienka (Hos - /IB, op. 15 or 2014 1.)

Un. 48a. (Hos - [IB, 6p. 15 or 2014 r.) (1) AnTekuTte npu cha3BaHe
pasnopendute Ha paszznen | ca ITbKHU Ja W3MBIHSABAT PELENnTH, U3AaJeHH B Jpyra
IbpKaBa YICHKA.

(2) Penentute mo am. 1 crmeaBa ma ChOBPKAT JAaHHHUTE, TMOCOYCHH B
npuiiokeHue Ne 4a.

(3) Anrekute c 1€ rapaHTHpaHe MPUEMCTBEHOCT MpPH JICYEHUETO Ha
KOHKPETEH MallMeHT MOTaT J1a U3ITbJIHABAT PELENTH 1O all. | U B ciiyyauTe, B KOUTO HE
ChABPKAT BCUUKM JaHHU MO npuioxkeHue Ne 4a, HO ¢ TOBa HE ce 3acsira TOYHOTO
uAeHTU(UIIMpaHE HA TAIMEeHTa, MPEANHNCAHUTE JIEKAPCTBEHU MPOTYKTH/MEAUITHHCKI



HU3JC/IMA, HAYUHBT Ha MpUWIaraHe, KakKTO W MCIUINUHCKHUAT CHCHUAINMCT, H3OaJ1
peucnrara.

Ui 486. (Hos - JIB, Op. 15 o1 2014 r.) AnTekuTe HE U3MBJIHABAT PEIEITH,
U3JIaJICHA B Jpyra JAbpiKaBa WICHKA, B 4aCTTa, B KOATO Cca MPEINUCAHU JIEKAPCTBCHH
npoaykTu o wi. 174 3JIIIXM.

Pazgen V.
OTnyckaHe HA JIeKAPCTBEHH MPOAYKTH B Jie4eOHH 3aBe/IeHUs ChC
cranuoHap (Ilpexuien pasuen 4 - JIB, op. 15 ot 2014 1.)

Un. 49. (1) (M3m. - IB, 6p. 81 ot 2013 r.) JlekapcTBEHUTE MPOIYKTH 32
XOCHUTATM3UPAHUTE MAIIMEHTH CE OTIYCKAT OT OOJHMUYHATA anTeKa.

(2) (U3m. - IB, 6p. 2 ot 2012 r., u3m. - JIB, 6p. 81 ot 2013 r.) Korato
JeueOHO 3aBeJICHUE ChC CTALIMOHAP HAMA anTeka, ce mpuiarat wi. 38 - 380 ot Hapenoa
Ne 28 ot 2008 T. 32 yCTpOHCTBOTO, peia U OpraHu3aIusaTa Ha paboTaTa Ha alTEKUTE U
HOMEHKJIaTypaTa Ha JiekapCcTBeHUTe Mpoayktu (06H., JIB, 6p. 109 ot 2008 r.; u3zm., 6p.
67 ot 2010 r.). [Ipu cnemHM ciiydan ce OCUTYpsiBa CHaOAsIBaHE C HEOOXOIMMHUS
JIEKapCTBEH MPOAYKT BHB BBH3MOXKHO HAW-KpaThK CPOK. 3a IeHOOOpa3yBaHETO Ha

JIEKapCTBEHUTE NPOAYKTU CE CIla3BaT YCJIOBUATAa Ha HapenbaTa mno wi. 26la, an. 5
3JIIIXM.

Ui 49a. (Hos - /IB, 6p. 81 ot 2013 r.) [Ipn npuemane Ha JieKapCTBEHUTE
JUCTOBE MAaruCThp-(PapManeBThT 33TBbJDKUTCIIHO TIPOBEpsiBA Jalld ca CIHa3eHU
W3MCKBaHUATA 33 MIPEIIUCBAaHE HA JIKAPCTBEHU NPOITYKTH 110 Wi. 8, 14 1 15.

Un. 50. (1) JlekapcTBeHHMTE MPOIYKTH MO JIEKAPCTBEHH JIMCTOBE C€
OTITYCKAT TMOOT/CITHO 332 BCEKH TAIMEeHT, KaTO BCEKH BHJI JICKAPCTBEH IPOJYKT CE
OTIIyCKa B OTJEJIHA OMAaKOBKa, BbPXY KOSATO C€ OTOENsI3BaT MMETO M BH3pacTTa Ha
OOJTHUS, HOMEPBT Ha CTasTa, JISTJIOTO U MPEANICaHaTa J103a.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) Koraro nekapcTBEHUAT MPOIYKT Ce
OTITyCKa B ONAKOBKA, pa3jiMyHa OT OKOHYATEIHATa, OCBEH JaHHUTE MO al. 1 ce
oTOeNsI3BaT M BCUUKH JIaHHU OT OKOHYATelIHATa OMaKOBKa Ha IPOU3BOIUTEIIS.

(3) (M3m. - [IB, 6p. 95 ot 2014 r.) Cnen u3nbJIHEHUE HA MPEANUCAHUATA
MO JIEKAPCTBEHUS JIHCT MBPBUSAT €K3EMIUIAP OT HEro ce ChXpaHsBa B OOJHUYHATA
anTeKa, a BTOPUAT C€ Mpe/IaBa B OTACICHUETO 3aeAHO C OTIYCHATHTE JIGKAPCTBEHU
MPOIYKTH.

(4) (Homa - IB, Op. 95 ot 2018 r.) Koraro nexkapcTBeHUTE MPOIYKTH ca 3a
JieYeHrEe Ha 3JI0KAaYeCTBEHH 3a00JsiBaHHS B CTAallMOHAPHU YCJIOBUS, OOJHUYHATA
anTeKka BOJM KYpPHAJ 3a pa3TBapsHE Ha JICKApPCTBEHW IPOJYKTH 3a JICUCHHE Ha
OHKOJIOTUYHH/OHKOXEMATOJIOTHYHHU 3a00JIsIBaHUs 110 00pasel] ChIrIacHO MPUTIOKEHUE
Ne 871, B KOWTO TJaHHHUTE CE PETUCTPUPAT €3KETHEBHO.

(5) (Homa - JIB, Op. 95 ot 2018 r.) B cnyuaii ue cnex mpUroTBsSHE Ha
WHMBUIYATHATE JTO3H 3a JCHS OT JaJIeH JIGKAPCTBEH MPOIYKT ce (opMHpa OCTaThK,
KOHUTO HE MOXe Ja ObJe MPUIOKEH B CPOKa My Ha TOJHOCT, MIOCOYEH B KpaTkaTa
XapaKTepUCTHKA HA JICKAPCTBEHUS TPOAYKT, OCTATBKBT CE OTpa3siBa B OMKC Ha
HEU3IOJI3BAEMHUTE OCTATBIM OT JIGKAPCTBEHHM TMPOAYKTH 3a JIEeYeHHE Ha



OHKOJIOTUYHH/OHKOXEMATOJIOTHYHHU 3a00JIsIBaHUS 110 00pa3el] ChIIacHO MPUTIOKEHUE
Ne &e.

Yn. 50a. (Hos - /1B, Op. 81 ot 2013 1.) (1) IIppBUTE ek3emMmIIsipU Ha
JIEKapCTBEHUTE JINCTOBE, 10 KOUTO Ca OTIYCHATH JI€KapCTBEHU MPOAYKTH, ChABPIKAILIU
HapKOTHYHH BEIIECTBA, CE 3aAbpKaT B OOJIHUYHATA alTeKa M Ce ChbXPaHABAT 32 CPOK
€/IHa FOJIMHA, KaTO CE MPEACTaBIT Ha KOHTPOJIHUTE OPTaHU MIPU IIPOBEPKA.

(2) Cnen u3nbiHEHHE Ha MPEANMCAHUATA [0 JIEKAPCTBEHMS JIMCT 3a
JIEKapCTBEHU MPOJYKTH, ChABPKALIN HAPKOTHUYHU BEIIECTBA, BTOPUAT CK3EMILISIP ce
ChXpaHsIBa B OTJEJIEHUETO 3a CPOK 5 TOAUHH.

(3) Cnen wu3TMYaHe HaA Cpoka MO aid. | IBPBHUTE EK3EMIULSIPH OT
JIEKapCTBEHUTE JIUCTOBE C€ IpeAaBaT C IPUEMHO-IIPENABATENIEH IIPOTOKOJ Ha
nHcnekropute B P3U, kouto ru chxpanssar 3a cpok 10 rogunu.

(4) Ilpu ornyckaHe Ha JIEKAPCTBEHHU IPOAYKTH, ChAbpPXKAIIY HAPKOTUYHU
BElleCTBa Ha JIEKAPCTBEH JIMCT, HeoOXoanMaTa uHGoOpMallus OT HEro ce BbBEXK/a B
peructbpa mo wi. 3, an. 2 or Hapexba Ne 21 ot 2000 r. 3a uM3HCKBaHHUATA KbM
JOKYMEHTAIUsATa M OTYETHOCTTa MPH M3BBHPIIBaHE HAa JAEWHOCTH C HAPKOTUYHU
BELIECTBA U JIEKAPCTBEHU MIPOIYKTH, ChABPKALM HAPKOTUYHU BELIECTBA.

Y. 506. (Hos - JIB, 6p. 81 oT 2013 1.) (1) (MU3M™. - [IB, 6p. 95 o1 2018 1)
JlexapctBenurte npoayktu mo wi. 30r, an. 7, T. 2 ce OTIycKaT OT alTeKH Ha JIeYeOHUTE
3aBe/IEHUs ChC CTalMoHap, ckiaoumin goropop ¢ H30K 3a kianHuuHA npouenypa mno
mucnancepHo Habmoaenue Ha 30J1 cbe 3710KkauecTBEHU 3a00IBaHUS.

(2) (U3m. - IB, 6p. 95 ot 2018 r.) IIbpBHUTE EK3EMIUTSIPU HA PELICTITUTE, C
KOUTO ca IMpeINucaHy JIEKapCTBEHU NpoayKTu mo wi. 30r, an. 7, T. 2, ce moJIpexaaT B
XPOHOJIOTUYEH Pell, KaTo He0OXoAuMaTa UHPOpMaIIHs OT TAX C€ BbBEXK/a B PETUCTHpa
no wi. 3, an. 2 or Hapen6a Ne 21 ot 2000 r. 3a u3uCKBaHUATa KbM TOKYMEHTALIUATA U
OTYETHOCTTA P U3BBPIIBAHE HA AEMHOCTH C HAPKOTHYHU BEILECTBA U JIEKAPCTBEHU
MPOIYKTH, ChIbPKAIIM HAPKOTHYHU BEIIECTBA, M HA IIBPBUSI €K3EMILIISIP C€ OTOENA3BAT
TPUTE HMMEHA M JAaHHUTE OT JOKyMEHTa 3a CaMOJINYHOCT Ha IPUHOCUTENS Ha
penenrara.

(3) (U3m. - IB, 6p. 95 ot 2014 r.) [IbpBUTE €K3EMIUISIPU OT PELIEITUTE TIO
an. 2 ce cbXpaHsIBaT B OOJHMYHATA anTeKa 3a CPOK eHa TOJUHA U ce MPEACTaBsT Ha
KOHTPOJIHUTE OPTaHU IIPH MPOBEPKA.

(4) (M3wm. - 1B, 6p. 95 ot 2014 r.) Bropute ek3eMmisipu OT pelenTUTe no
an. 2 ce npenasatr B P30OK exxeMeceuHO B CPOKOBETE 3a OTYHTAHE JCHHOCTTa Ha
71e4eOHOTO 3aBe/ICHUE.

(5) (M3m. - B, 6p. 95 or 2014 r.) Cnen u3TU4YaHe Ha Cpoka 1Mo ai. 3
peLenTUTe ce MpeJaBar ¢ IpHeMHO-TIpelaBaTeIeH MPOTOKOJI Ha nHenekropute B P31,
KOUTO I'M ChXpaHsBaT 3a cpok 10 roguHu.

Un. 50B. (Hos - /IB, Op. 81 ot 2013 r.) 3abpansiBa ce OTIyCKaHE B
OOJIHWYHATA aNTeKa Ha JICKApPCTBEHHU MPOAYKTH, ChIbpPXKAIM HAPKOTHYHHU BEIIECTBA,
TI0 pelenTa WK JEKapCTBEH JINCT, MPEAMUCAHN TIPEAH MToBeYe OT 7 THU.

Y. 50r. (Hos - IB, 6p. 81 ot 2013 r.) (1) 3abpansiBa ce B GOTHUYHATA
anTeKa OTIyCKaHe Ha JICKApCTBEHU MPOIYKTH, ChAbPIKAIIM HAPKOTUYHU BEIIECTBA OT
npunoxenus Ne 2 u 3 kpm wit. 3, T. 2 1 3 ot HapenOara 3a pena 3a knacudunmpane Ha
pacTeHHsATa U BeEIIeCTBaTa KaTO HAPKOTUYHH, B KOJMYECTBA, IO-TOJEMH OT
MIPEIITUCAHUTE.



(2) Ilpm ycraHoBsiBaHE Ha HECBOTBETCTBHUSI B IPEANHUCAHUETO U
MaKCHUMAaJIHO JOIYCTHMAaTa /1032 Marucrbp-hapmaneBThT B OOJIHMYHATA anTeka e
JUIBKEH J1a ce KOHCYITHPA C MPEANUCANINS peLienTaTa/ICKapCTBEHNs JIUCT JIeKap.

(3) IIpu HEBB3MOXKHOCT 3a M3MBIHEHUE Ha NPEANHUCAHUETO CIeN
KOHCYJITaIUsTa MO al. 2 pelenTara/JIeKapCTBEHUST JIUCT Ce BPbILA Ha JIeKaps 3a
aHyJIMpaHe.

. 50a. (Hoe - JIB, Op. 81 ot 2013 r., u3m. - IB, 6p. 95 ot 2018 1.)
3abpaHsiBa ce OTIyCKaHEe Ha JEKapCTBEHHU MpoAyKTH mo ui. 30r, ai. 7, T. 2, KOraro
NPUHOCUTEIIAT Ha perenTara e noja 18 ronuHu.

Ui 50e. (Hos - [IB, 6p. 81 oT 2013 1.) (1) (M3m. - JIB, 6p. 95 oT 2018 1.)
JlexapctBenute npoayktu 1o 4wi. 30r, an. 7, T. 1 ce OTImycKaT OT anTeKH Ha JieueOHNUTE
3aBEJICHUs ChC CTallMOHap, cKiIroumiIn goropop ¢ H30K 3a KIMHUYHU OBTEKU 1O YII.
30r, an. 8 w/unm amOymaTopHa MpoIeaypa 3a CUCTEMHO JICKAPCTBEHO JICUCHHUE TPH
3JI0KaYeCTBEHU 3a00JIBaHUS.

(2) Konust Ha penienture, 10 KOUTO ca OTILYCHATH JIEKAPCTBEHH MPOITYKTH
1o aJ. 1, ce chXxpaHsBaT B anTekara Ha JIedeOHOTO 3aBEICHHE B IPObIDKEHUE Ha eTHA
TOJIHA, KAaTO CE MPECTAaBIAT Ha KOHTPOIHUTE OPTaHU IPH MPOBEPKA.

Paznea VI.
IIpeanucBane Ha MeIMUMHCKH U3/1eJUsA, KOUTO 11Ie ce OTIyCKAT B Ipyra
abp:xkaBa wienka (Hos - /1B, 6p. 15 or 2014 1.)

Ui 50. (Hos - IB, 6p. 15 01 2014 1.) (1) ITo n3pu4HO MCKaHe HA TAITUEHT
JWImara mo wi. 4 mpeanrcBaT HEOOXOIMMHTE 3a JICYCHHETO MEIUIUHCKH H3IENHs,
KOUTO III€ ce OTIYCKaT B Apyra AbpKaBa YICHKA.

(2) Peuentute mo am. 1 crmeaBa ma ChOBPKAT JAHHHUTE, MOCOYCHH B
npuitokeHue Ne 4a.

Un. 503. (Hos - JIB, 6p. 15 o1 2014 ., u3m. - JIB, 6p. 95 o1 2018 r.) Koraro
MeAMIMHCKUTE u3aenus no ain. 1 Ha un. 50x ce npeanucsat Ha 30JI, peuentypHuTe
OJaHKM 110 4JI. 24 cieBa Ja ChbpKAaT BCUUKU JaHHU, TOCOUYEHU B puitoskeHue Ne 4a.

I'naBa nera.

OTIHHEYATBAHE, PA3IIPEJIEJISIHE U KOHTPOJI HA
CIIEIIMAJIHUTE PELEIITYPHU BJIAHKU 3A TEKAPCTBEHHA
NPOAYKTU, CHbABPKAIIIN HAPKOTUYHU BEILIECTBA, U HA
PELHEINITYPHUTE BJIAHKH 3A NIPEJIIMCBAHE HA
JJEKAPCTBEHMU ITPOJAYKTH I10 PEJA HA HAPE/IBA Ne 34 OT 2005
I'. 3A PEJIA 3A SAIIVTAITAHE OT ABbPKABHUSA BIOKET HA
JJEHEHUETO HA BbBJI'APCKUTE I'PAXK/IAHHA 3A
3ABOJISIBAHUSA, U3BBH OBXBATA HA 3AIBJIZKUTEJIHOTO
3IPABHO OCUT'YPSABAHE (BAI'JI. U3M. - IB, BP. 90 OT 2019T".)



Un. 51. (U3m. - [IB, 6p. 94 ot 2011 1., u3m. - IB, 6p. 81 ot 2013 r.)
MUHHUCTEPCTBOTO Ha 3ApPaBEONAa3BAHETO OpPraHU3HMpa U KOHTPOJIUPA OTIEUYATBAHETO,
pas3mpenestHeTO ¥ OTYUTAHETO Ha CIICIUATHATE PEeUENTypHU OJaHKU 3a OTIYCKaHEe Ha
JIEKapCTBEHM MpOayKTH mo ui. 11, an. 1.

. 52. (1) (U3m. - B, 6p. 94 ot 2011 1., u3m. - /IB, 6p. 81 ot 2013 1.)
MUHHCTEPCTBOTO Ha 37paBEOIa3BaHETO €KETOTHO 0OSIBsIBA M MPOBEXKAA OOIIECTBEHA
MOphUKa 32 OTIEYATBAHE HA CIICLIMATHUTE pelenTypHU Oanku mo wi. 11, an. 1.

(2) (M3m. - B, 6p. 94 or 2011 r.) Orneyaranute O1aHku mo an. 1 ce
MPEIOCTABIT OT U3MBIHUTENS Ha MopbhukaTa B P3U B konuuecTBa 1o mpeaBapuTesIHO
HarpaBeHa 3asBKa.

(3) (U3m. - IB, Op. 94 ot 2011 r., m3m. - JIB, 6p. 81 or 2013 r.)
Crienmanuure peuentypHu Onanku mo wi. 11, an. 1 ce mpueMaT OT MHCHEKTOpPa IO
HapkoTUyHHUTE BemiectBa KbM P3U 1 ce checTaBs MPOTOKOM B JIBa €K3EMIUISIpa, KOWTO
CHIbpXKA CICTHUTE JaHHU:

1. Tpure umena, EI'H u maHHuM OT JOKyMeHTa 3a CaMOJMYHOCT Ha
pUeMaIys 1 MperaBalus;

2. O6poiil Ha penentypHute OIaHKKM M Opoil HA KOyaHUTE (KapHETUTE), B
KOHUTO ca opopMeHu OJaHKHTE;

3. cepus, HAYaJIeH ¥ KpaeH HOMEp Ha KouaHa (KapHeTaTa).

(4) (M3m. - B, Op. 94 ot 2011 r.) IlpoTokonaure ce moAmucBaTr OT
npueMalus 1 npefaBallus 1 ce nmoctans nedat Ha P3U.

Ui 53. (1) (U3m. - JIB, 6p. 94 ot 2011 r.) HCIIEKTOpUTE IO HAPKOTUYHUTE
BemecTBa KbM P3U mpenocTaBsaT crienaiHuTe pelenTypHU OJaHKH Ha JIMIATa Mo Wil
5, an. 1 cpemy moamuc W ciej TOJaBaHE Ha 3asBICHHE IO 0O0pasel] ChIVIACHO
npuitokenue Ne 9.

(2) lony4yenure cienMagIHu peUENTYPHH OJIAHKH C€ ChXPAHSBAT JIMYHO OT
JeKapsi/iIeKaps o JeHTallHa MEUIIMHA H HE CE€ TPEOTCTHITBAT.

Un. 54. (U3m. - 1B, 6p. 94 ot 2011 r.) Uncnekropure kM P3U oTunTtaT
NOJYYEHUTE CHELUATHN PEeLenTypHU OJIaHKM, KaTo BOJSAT PErucTbp Mo obOpaszer]
chriacHo npuiioxkeHue Ne 10, B KOMTO ce BIUCBAT:

1. (m3m. - IB, 6p. 94 ot 2011 r.) TpuTe MMeHa Ha Jekaps/iaekaps IO
JIEHTaJIHA MEUIIMHA, PETUCTPALIMOHHUSIT My HOMEp chIilacHO peructbpa B P3U mo u.
5, an. 1 ¥ KoABT Ha 1e4eOHOTO 3aBe/ICHUE;

2. OposT Ha TMOJIyYEHHUTE KOYaHU (KapHETH) M OposT Ha pelenTypHHUTE
OJIaHKH B TAX;

3. cepudATra, TbPBUAT U TOCIEAHMUIT HOMEpP OT KOYaHa C PELENnTypHU
OnaHKH;

4. natata Ha TIOJTyyaBaHe U Ha Mpe/laBaHe Ha pelenTypHUTe OJaHKH.

Ui 55. (1) 3a ycTaHOBEHU JIMTICH HAa CIEIUATHU PELUENTYPHU OJaHKH 3a
NPEIIMCBAaHE Ha JIEKAPCTBEHU IMPOIYKTH, CBHIbP)KAIIM HApKOTUYHU BELIECTBaA,
He3a0aBHO C€ YBEAOMSBAT CHOTBETHOTO pPAalOHHO MOJUIEHCKO yIpaBiIeHHE U
uHcnekTopsT o wi. 17 3KHBII, kato ce mocouBat cepusita 1 HOMEPHT UM.

(2) (U3m. - 1B, 6p. 81 ot 2013 r.) B cpok 24 gaca oT yBeIOMSBaHETO TIO
asn. | MHCHEKTOPBT U3Mpallla MUCMEH CUTHAI J0 CHelMaTu3upaHaTa aAMUHUCTpALUsI



Ha MI/IHI/ICTepCTBOTO Ha 3paBCOITIa3BAHCTO, KOATO o0siBIBa 3a HCBAJIMJIHU
CIICHHUAIIHUTE PEUCIITYPHU OJaHKHU C IOCOYEHUTE CCpUH U HOMEpPA.

Ui 56. (Otm™. - [IB, 6p. 94 o 2011 1.)

I'nmaBa mecra.

YCJOBUSA A PEJ 3A HOCEHE WM U3HACSIHE HA
JJEKAPCTBEHU NPOAYKTU, ITIPE/IHA3ZHAYEHMU 3A JIEUEHUETO
HA BBJI'APCKHA U YY KU I'PAXKIAHU, IOCTOAHHO U
BPEMEHHO ITPEBUBABAIIIA B CTPAHATA U ITbTYBAIIIU
HM3BBH PEITYBJ/IUKA BBJITAPUS U 3A TPAH3UTHO
INPEMHWHABAIIA Y KJAEHIU

Ui 57. beirapcku rpaXxaHy U 4y Iy I'PaK1aHu, IIOCTOSHHO U BPEMEHHO
npeOuBaBally B CTpaHaTa M IMbTyBaIIM W3BBH PenyOiuka bearapus, morar ga HOCST
WJIM /12 U3HACAT OT U 3a TPETU CTPAHU CICHUTE BUOBE JICKAPCTBEHU IPOIYKTH:

1. (u3m. - [IB, 6p. 90 ot 2019 r.) nekapcTBeHU NPOIYKTH, IPEAHAZHAUECHU
3a JIGYEHHETO UM, OTIycHaTu mo pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a
3aIulallaHe OT JAbpKaBHUA OIOJKET Ha JICUCHHETO Ha OBJITapCKUTE TPaxIAaHU 3a
3a00JIBaHUs, U3BbH 00XBaTa Ha 3aIBJDKUTEIIHOTO 3[I[PABHO OCUTYPSIBAHE;

2. IeKapCTBEHH MPOIAYKTH, OTITYCKaHU 0€3 JIEKapCKO MpeucaHue;

3. IE€KapCTBEHU NMPOAYKTH, OTIYCKAHU I10 JIEKAPCKO MPEANUCAHUE.

Ui 58. (U3sm. - IB, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.)
JlexapcTBeHHTE MPOAYKTH MO WI. 57, T. 1 MOrar J1a ce mpeHacsT OT CIEJIHUTE JINLA:

l. manMeHTHT, 3a 4YMETO JIEUYEHHE ca NPEJHA3HAYCHW NPEIIUCAHUTE
JIEKapCTBEHU MPOYKTH;

2. JINLETO, KOETO € MOJIyYMJIO JIEKAPCTBEHUTE MPOAYKTH OT ChOTBETHATa
anTeKa M MMETO MY € BIMCAHO KaTo MOJIy4aTes BbpXY pelenTaTa;

3. nu1ie, KOETO MpUTeXaBa U3PUYHO IIBJIHOMOIIHO OT MALMEHTA, 32 YUETO
JIeYeHUe ca MpeHa3HaueHU IPEINUCaHUTE JIEKapCTBEHU MTPOJYKTH.

Ui 59. (1) (U3m. - [IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIunata
no 4. 58 ynocroBepsiBaT MPaBOTO CH J1a HOCST WM Ja NPEHACST JIEKApCTBEHUTE
OPOAYKTH 10 ui. 57, T. 1 ¢bC 3aBEpeHO OT MarucTbhp-(hapmareBTa Komue Ha U3IbJIHEHA
peuenTa oT CbOTBETHATA aNTeKa, MpenucaHa 3a KOHKPETHOTO JIEYEHHE.

(2) JIunata mo ui. 58 morar Aa HOCAT WIM Jla M3HACAT JIEKApCTBEHU
MMPOAYKTHU, MPEAHAZHAYCHU 3a JICYHCHHUETO MM, B KOJHUYCCTBA, IMOCOUCHU I_II/I(prM n
CJIOBOM B pelienTara, KosiTo ciefiBa a € 00paboTeHa B anTeKara.

Un. 60. (M3m. - JIB, 6p. 68 ot 2019 r., B cuma or 27.08.2019 r.)
KonnuecTBaTta Ha mpeHACSHUTE JICKAPCTBEHW MPOAYKTH 1o wi. 57, T. 1 cimensa na
OCHUTYpsIBAT JICUEHHETO Ha MAIMEHTa 3a CPOK J0 J1Ba Mecela.



Un. 61. (U3m. - JIB, Op. 68 ot 2019 r., B cuma or 27.08.2019 r.)
JlekapcTBEHHTE MIPOAYKTH 110 WI. 57, T. 2 MOTAT J1a ce MPEHACAT OT OBJITAPCKU U UYXKIN
rpaXkJIaH| MOCTOSTHHO ¥ BPEMEHHO MTpeOMBaBaIlld B CTPAHATA.

Y. 62. (1) JInnara no wi. 61 morar ia npeHacsT JIEKapCTBEHU MIPOIYKTH
OT U 32 TPETU CTPAaHU B KOJUYECTBA, HEOOXOJUMHM 32 BPEMETO Ha IPECTOs UM, HO He
1oBeYe OT TPU Mecela.

(2) (U3m. - JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIunara mo 4.
61 moraT 1a npeHacsT OT U 3a TPETH CTPAHU JIEKApCTBEHU IIPOAYKTH 110 wi. 57, T. 2 B
IO-TOJIEMH KOJIMYECTBA, aKO IPECTOAT MM MpPOJbJDKaBa IOBEYe OT TPU Mecela U
NPUTEKABAT U3/1aJICHA PEIIeNTa 3a ChOTBETHHS JIEKAPCTBEH MPOIYKT U 32 CbOTBETHOTO
KOJINYECTBO.

Ui 63. (U3m. - IB, Op. 68 or 2019 r., B cuna or 27.08.2019 r.)
JlekapcTBeHHTE MPOIYKTH IO WI. 57, T. 3 MOTaT J1a ce MPEHACAT OT CIICAHUTE JINIA:

1. mammeHTa, 3a 4YHMETO JICUCHHE ca TpEJAHA3HAYCHU NPEANHUCAHUTE
JICKaPCTBEHH MPOTYKTH;

2. nWIle, KOETO MPUTEKABA U3PUYHO ITBITHOMOIIHO OT MAI[EeHTA, 32 YUETO
JICYCHUE ca MPeJHA3HAYCHU IPEIITUCAHUTE JICKAPCTBEHU MTPOYKTH.

Uin. 64. (1) (U3m. - IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIunata
no wi. 63 yJaoCTOBEpsIBAT MPABOTO CH Ja HOCIT WM Jla TMPEHACAT JEKApCTBCHUTE
HPOJYKTH 1O WI. 57, T. 3 ChC 3aBEPEHO OT MAarCThp-(hapMareBTa KOHe Ha H3ITbJIHEHA
perenTa OT ChOTBETHATA alTeKa, MPEANrcaHa 332 KOHKPETHOTO JICUCHHE.

(2) Jlumara mo un. 63 Morar ga HOCAT WM Jla M3HACAT JICKapCTBEHU
NPOAYKTH, MPEIHA3HAUCHH 3a JICUCHHETO MM, B KOJHMYECTBA, MOCOYCHH HU(POM U
CIIOBOM B pelernTaTra.

Uin. 65. TpaH3uTHO MpeMHUHABAIIM TIPE3 TEPUTOPUITA HA CTpaHATa JIMIA
MMAaT MPaBO J1a NPUTEKABAT JIEKAPCTBEHU MPOAYKTH, KOUTO Ca MPEAHA3HAYEHU CaMO
3a TSXHOTO JICUEHUE.

Ui 66. KoHKkpeTHUTE KOJIUYECTBA JIEKAPCTBEHU MPOAYKTH, KOUTO JIUIaTa
no wi. 65 UMar mpaBo Ja MPUTEXKABAT, CE OMPEAETAT OT ChOTBETHATa MpHUeMalla
TbpIKaBa.

Un. 67. Ilpu TpaH3uTHO NMpeMUHaBaHe Mpe3 TepuTopusiTa Ha PemyOnuka
bearapus Ha nmmata mo wi. 65 ce mpenopbuBa Ja OBAAT MPEIBAPUTETHO
MH(OPMUpaHH 32 U3UCKBAHUATA, YCTAHOBEHU OT ChOTBETHATA MpUeMalla IbpKaBa.

Ui1. 68. Bcnuku 1eKapCTBEHM MPOAYKTH, KOUTO CE IMPEHACAT OT U 3a TPETU
CTpaHM 110 pesia Ha Ta3u Hapenda, cieBa Ja Ob/1aT B OPUTHHATIHUTE CH OTIAKOBKU.

Un. 69. (1) Tlo pena Ha Ta3um Hapenda He MorarT Ja c€ HpeHacsT
JIEKapCTBEHU MPOIYKTH, ChAbPIKALM HAPKOTUYHU BEUIECTBA.

(2) YcnoBusiTa v pebT 3a MPEHACSIHE HA JIGKAPCTBEHUTE MPOYKTH 10 aJl.
1 ce onpenensat B 3KHBII.



JlonbJIHHUTEIHN pa3nopeadu

§ 1. ITo cmMuchia Ha Ta3u Hapenoa:

1. "Kon na H30K" o3HagaBa OyKkBeHO-IIU(PPOB KOJ, YUATO MbpBa OyKBa
OTroBaps Ha IbPBO HUBO HA AHATOMO-TepareBTHYHAaTa Kiacudukaiuys Ha CBeToOBHATA
3/IpaBHA OpraHu3aIysl, Be3npuera B PenyOnuka bearapus.

2. "BanmuaHocT Ha penienitara’ 03HayaBa CpOKBT, 32 KOWTO TS MOXKeE J1a ObJIe
M3ITHJIHCHA B allTeKaTa.

3. "Konn4ecTBO aKTUBHO BEIIECTBO B J030Ba €UHHMIIA" HA JIEKAPCTBEHUS
MPOJIYKT € ChAbPKAHUETO HA AKTUBHOTO BEILIECTBO, U3PA3€HO KOJWYECTBEHO 3a €Ha
J030Ba enuHMIA (TabeTKa, Karcysia) Wik 3a eUHUIIa Maca WiId 00eM B 3aBUCHMOCT
OT JIeKapcTBeHara (opMma.

4. "[luto" o3HauaBa "0bp30".

5. "llutucumo" o3nauaBa "MHOTO OBp30".

6. "Cratum" o3HauaBa "Bequara'.

7. (noBa - /1B, 6p. 68 or 2014 r., B cuita ot 15.08.2014 1., oT™. ¢ Pemienue
Ne 5812 ot 17.05.2016 r. na BAC - J]IB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 1.)

8. (noBa - /IB, Op. 68 or 2014 r., B cuna ot 15.08.2014 1.) "OTmyckane Ha
JeKapcTBeH MpoaykT 6e3 nekapcko npeamnucanue (OTC)" o3HauaBa ChbBKYIHOCTTA OT
JIeicTBUS Ha (apMalleBTH B MPUEMHOTO IIOMEIICHUE Ha anTeKara 1Mo ONpeIeisiHe Ha
MOIXOJISAIINS 32 OTIYCKaHEe JeKapCTBEH NpoAyKT 0e3 sekapcko npeanucanue (OTC)
WIH TPHEMaHe Ha peIenTypHHTE OJNaHKW M TMPOBEpKaTa Ha ChIBPKAHUETO WM,
KOHCYJTAIIHs] OTHOCHO MPUEMAHETO U Bh3MOXKHUTE HEXKEJIaH! PEaKLIUU U JIEKAPCTBEHU
B3aUMOJICHCTBUS U TIPe/IaBaHe Ha JIEKAPCTBEHUTE MPOIYKTH Ha MAI[UEHTHUTE.

IIpexoxnu u 3aKkI0UYNTEHH pa3nopeadoun

§ 2. (1) Pasmopenbute Ha riaBa TpeTa, pazaen 1V, permameHTHpaiin
W3/1aBaHETO, TPOMEHHUTE U BAJIMIHOCTTA Ha perentypHa 0ianka (obpazen M3 - H30K
Ne 5A mo nmpunoxkenue Ne 7), Bau3at B cuia ot 1 anpun 2009 r. [lo BiM3aHeTo UM B
CUJIa BCUYKH JIEKapCTBEHU MPOAYKTH, 3allJIalllaHd HarbIHO win yactuuHo oT H30K,
ce mpeanucBaT Ha perentypHa 6manka (oopazen M3 - H30K Ne 5 mo npunoxenne No
6) cbC cpok Ha BanuaHOCT 30 AHMU.

(2) B cpox mo 1 ampun 2009 r. antekute MpUBEXIAT copTyepa CH B
ChOTBETCTBUE C M3UCKBAHUATA HA Ta3u Hapen0a OTHOCHO W3/1aBaHETO, IPOMEHUTE U
BAJIMJTHOCTTA Ha penentypHa 0xanka (o6pazert M3 - H30K Ne S5A no npunoxxenue Ne
7).

§ 3. (1) (M3m. - IB, 6p. 91 ot 2009 r.) B cpok go 31 maii 2010 r.
JIEKapCTBEHH MPOYKTH, ChAbPIKAIIA HAPKOTUYHU BEIIECTBA OT MpuiIokeHus Ne 2 u 3
KbM wi. 3, an. 2 Ha 3aKoHa 3a KOHTPOJ BBPXY HAPKOTUYHUTE BEUIECTBA U
MPEKypCOpUTE, MOTAT Ja Cce MPEINUCBaT U Ha CHEHUAIHUTE PELENTypHU OJaHKU IO
oOpa3zerr cpriaacHo mpuiokenue Ne 6 kpM ui. 11, an. 1 ot Hapen6a Ne 4 ot 2001 1. 3a
yCIIOBUSATA U pe/ia 3a MPEANNUCBAHE U OTITyCKaHe Ha JEKapCTBEHU MPOJIYKTH.

(2) Cnen u3Tnyane Ha cpoka 1Mo ajl. | CHEeNMaTHUTE PEHEeNTYPHH OJaHKU
no npuioxxkenne Ne 6 kpM uwi. 11, an. 1 ot Hapenba Ne 4 ot 2001 r. 3a ycnoBusita u



pena 3a TMpeamUCBaHE W OTIYCKAaHE HA JIEKApPCTBEHU MPOAYKTHU CE YHHUIIOXKABAT OT
KOMHUCHSI, OTIpeJieieHa ChC 3aloBe]l Ha nupekTopa Ha P1I3.

(3) 3a yauimokaBaHeTo Ha OJAHKUTE M0 ajl. 2 C€ ChCTaBs MPOTOKOJ, KOHTO
ce yTBbpK/aBa OT qupekTopa Ha cboTBeTHUs PLI3 u ce uznpaia B MuHHCTEPCTBOTO
Ha 3/]paBE0Na3BaAHETO.

(4) Penentypuure Onanku mo mpuioxeHue Ne 4 kbM wi. 6, ai. 1 or
Hapen6a Ne 4 or 2001 r. 3a ycrnoBusitTa U pefa 3a MPEANKUCBaHE W OTIIyCKaHE Ha
JICKapCTBEHU MPOJYKTH MOTaT Jia c€ M3MOJ3BAT JO TAXHOTO M3YEpIIBaHE, HO HE I0-
KBCHO OT €/IHa TOJIMHA OT BJIM3aHE B CHUJIa HA Ta3HW Hapenda, KaTo B TSAX CE BIUCBAT
JAHHUTE IO Wi. 7, ajl. 2 OT MEAUIIMHCKHS CTIeUaINCT, KOWTO U3/laBa pelernTara.

(5) bnankuTe Ha NTEKapCTBEHUTE JIUCTOBE 1O MpHiIoKeHHe Ne 5 kbM uil. 6,
an. 2 ot Hapen6a Ne 4 ot 2001 r. 3a ycinoBusiTa u pena 3a NpeanucBaHe U OTIyCKaHe
HAa JIEKAPCTBEHU MPOAYKTH MOTaT Jia C€ U3I0JI3BaT 0 TAXHOTO U34YEepIIBaHE, HO HE I10-
KbCHO OT €/IHa TOAMHA OT BJIM3aHE B CHJIa HAa Ta3u Hapeaoda.

§ 3a. (Hos - 1B, 6p. 90 ot 2019 r., u3m. - /1B, 6p. 91 or 2020 r.) B cpok
JIBE TOJIMHU OT BJIM3aHE B CHJIa HA HapealaTa JIEKapCTBEHUTE NMPOIYKTH, ChIIbpXKALIU
Tpamazosl B KosnmyectBa 10 50 Mr 3a J030Ba €IMHUIA B KOMOMHAIUs C ApPYyru
JIEKapCTBEHM BEIlleCTBa, C€ IPENMCBAT Ha OOMKHOBEHAa pelenTypHa OyiaHka 3a
€HOKpPaTHO OTIYCKaHE U B KOJMYECTBA, ChOOpa3eHU C JHEBHATa JO3MPOBKA, 3a HE
noseuye oT 30 nHuU.

§ 4. (U3m. - [IB, 6p. 94 ot 2011 r.) KoHTposbT 10 W3MBJIHEHHE HA
Hapenbara ce ochlIecTBsIBa OT MUHUCTEPCTBOTO Ha 37paBeomna3Banero, P3U u
M3nbiautennata arennus 1o jekapersara 1 H30K (B yacTTta OTHOCHO OTIyCKaHE U
MpEeMCBaHe HA JIEKApCTBEHU MPOAYKTH, 3aIlJIalllaHd HAITBJIHO UM YACTHUYHO OT Hesl).

§ 5. (Hdom. - IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Ta3u napenda
ce u37aBa Ha OcHOBaHUe 4i. 221 oT 3akoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHATa
MeaumuHa W wi. 60 oT 3aKkoHA 3a KOHTPOJ BBHPXY HAPKOTHYHUTE BEIISCTBA H
MPEKypPCOpPUTE, KAaKTO U 4i. 56, anl. 2 oT 3aKoHa 3a 3/[paBHOTO OCUTYPSIBAaHE U OTMEHSI
Hapen6a Ne 4 ot 2001 r. 3a ycnmoBusATa M pefa 3a MPEANHUCBaHE W OTIYCKaHEe Ha
JeKapcTBeHH NMpoAykTu (00H., [IB, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 r.; 6p. 82
ot 2003 r.; 6p. 32 ot 2005 .; 6p. 34 o1 2006 T.).

§ 6. (M3m. - 1B, 6p. 94 or 2011 r.) Vkazanus mo mpujiaraHeTo Ha
HapenOara gaBat H30K oTHocHO pasmopendute mo mpeAnrcBaHe W OTIYCKaHE Ha
JICKapCTBEHH TMPOIYKTH, 3aIlIalllaHd HAmbIHO WM yactTudHo oT H30K, choTBeTHO
MunnctepcTBOTO Ha 3apaBeomnaszBaHero, P3M u M3nbiHuTenHata areHuus 1o
JIeKapcTBaTa ChboOpa3HO TAXHATA KOMIIETCHTHOCT.

JonbjHUTEIHU pa3nopendoun
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4
OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A ITIPEJATIMCBAHE U OTITYCKAHE
HA JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 15 OT 2014 T'., B CWJIA OT 21.02.2014T".)



§ 6. C Ta3m Hapenmba ce BBBEXKIAT HM3UCKBaHMITA Ha JlMpekTuBa 3a
m3nbiaHeHue 2012/52/EC na Komucusara ot 20 nexemBpu 2012 1. 3a onpenensHe Ha
MEpKHU 32 yIIeCHsIBaHE HA MPU3HABAHETO HA MEAWIIMHCKUTE MPEANMCAHUS, U3IAJICHH B
npyra abpxkaBa wienka (OB, L 356/68, 22.12.2012).

3aKJII0UNTEeTHE pa3nopeaoun
KbM HAPEJBA 3A UBMEHEHUE U JOIIBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A TIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 15 OT 2014 I'., B CWJIA OT 21.02.2014T".)

§ 7. Hapenbara Bnu3a B cuiia oT JieHs Ha oOHapoaBaHeTo U B "J[bpikaBeH
BECTHHK".

3aKJII0YUTEeHH pa3nopendu
KbM HAPEJABA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJIOBUSTA U PEJA 3A ITIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 68 OT 2014 I'., B C1JIA OT 15.08.2014T".)

§ 15. HapenGara Bim3a B cuiia OT JIeHs Ha 0OHapoaBaHeTo i B "JIbpikaBeH
BECTHHK".

IIpexoxnu u 3aKI0OUNTEHH pa3nopeadun
KBbM HAPE/IBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJIOBUSTA U PEJIA 3A ITIPEAIINCBAHE 1
OTIITYCKAHE HA JIEKAPCTBEHHA ITPOAYKTHU

(OBH. - IB, BP. 95 OT 2014 T.)

§ 21. B cpok 1o Tpu Mecena OT BIM3aHE B cujla Ha Hapeadara jJedeOHuTe
3aBeJICHHUs MOTaT Jia MPeIIUCBaT JEKapCTBEeHN IPOAYKTH Ha JIEKAPCTBEHH JIUCTOBE 110
JIOCETaIIHUS Pel.

3ak/Il0uNTeHU pa3nopendu
KBbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009T. 3A YCJIOBUATA U PEJIA 3A IIPEAIIMCBAHE "
OTITYCKAHE HA JIEKAPCTBEHU NTPOAYKTHU

(OBH. - IB, BP. 95 OT 2018 T.)

§ 17. HaBcsaxbne B Hapendarta abpeBuatypara "(330J1)" ce 3ameHs chC
11(30.]'[)"'



IIpexonnu u 3aKIIOUNTEHH pa3nopeaoun
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne4 OT 2009T. 3A YCJIOBUSTA U PEJIA 3A IIPEJAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 68 OT 2019T"., B CWJIA OT 27.08.2019T".)

§ 22. (1) do nybnmukyBaHe Ha nHGOpMaNHATa Mo Wi. 23a, al. 5 ce u3aaBar
IIPOTOKOJIM 3a HIPEINUCBAHE Ha JIEKAPCTBEHM MNPOAYKTHM o wi. 23, ain. 4 mnpu
JIOCETAIIHUTE YCIOBUSI U MO TOCETAIIHUS PEJI.

(2) Uznanennte mpoTOKOIM J0 MyOJIMKYyBaHEe Ha HHpOpMAIUsITA MO Wi. 23,
al. 5 ce U3MBIHABAT 10 U3THYAHE HA TEXHUS CPOK.

§ 23. HapenOara BIu3a B cuJjia OT JIcHS HAa 0OHapoIBaHETo ¥ B "[[bpkaBeH
BecTHUK", ¢ m3kmoueHue Ha § 8, 9, § 10, 1. 2, § 12 u 21, kouTo BIM3aT B cuja oT 1
aryapu 2020 r.

3aKJII0YUTEHH pa3nopendu
KbM HAPEJBA 3A TOITbJIHEHUE HA HAPEJBA Ne 4 OT 2009 I'.
3A YCJIOBUSITA U PEJIA 3A ITIPEAIINCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 90 OT 2019 T".)

§ 2. HaBcsakbpae B Hapenbara nymara "pemyOiMKaHCKUSA" ce 3aMEHs C
"nbpkaBHUS".

[Ipunoxenne Ne 1 xbM 4. 4, an. 3
(Uzm. - JIB, 6p. 81 or 2013 1.)
JlekapCTBEHU MPOTYKTH, KOUTO (ENIIIepUTEe HAMAT MTPABO 1A IIPEITUCBAT

1. AHTMApUTMHWYHH JIEKAPCTBEHU MPOTYKTH.

2. XOpMOHalHHU JIEKApCTBEHM NPOAYKTH O€3 MNpOTHBO3aYaThb4HU H
KOPTUKOCTEPOU/IU 32 JIOKAJTHO IPUIIOKEHHUE.

3. AHTHHEOIIJIACTUYHU U UMYHOMOAYJIMPAIIH JIEKAPCTBEHU IPOLYKTH.

4. llcuxomuTuuM W TCHUXOAHAJENTUIM 3a JIEUEHHWE HA XPOHUYHH
3a00JBaHUSL.

5. (m3m. - 1B, 6p. 81 ot 2013 r.) JlekapcTBEHU NPOAYKTH, ChABPKAIIN
HapKOTHYHH BelecTBa oT npuioxenus Ne 2 u 3 xpM wi. 3, T. 2 u 3 ot Hapenbara 3a
pena 3a kiacupuIpaHe Ha paCTEHUsITa U BEIleCTBaTa KaTO HApKOTUYHH.

6. JlekapcTBEHU IPOAYKTHU, BKIIOYEHH B ITpuitoskeHne Ne 5 kpM wi. 11, ain.
2.

[Tpunoxenne Ne 2 kbM 4. 6, ai. |

PenentypHa Gnanka



3a 3a
€THOKPATHO MHOTOKPAaTHO
[IPEIITICBaHE [PEIITICBaHE

MI/IHI/ICTepCTBO Ha 31paBC€OIIa3BaAHETO

MeauIHCKH CeIHaIACT (MMe)

YUH
(HaMMEHOBaHUE Ha JICUSOHOTO 3aBEACHUE)
TP. (C.) evereeeereeeree e aapec
MeaUIIMHCKH CTICUUATHCT .......oeeneeenee.
(moamuc)
(meyar)
3a

ot rp. (c.)

(6peMeHHa JKCHa, KbpMaiKa, ICTC - MoaAUCpTaBa Ccc HpI/IJ'IO)KI/IMOTO)

ITpunoxxenne Ne 3 xpMm ui. 6, an. 2

(Otm. - [IB, 6p. 81 o 2013 1.)

[Tpunoxenne Ne 4a xpM 4. 9a, an. 2
(Hoso - IB, 6p. 15 01 2014 1.)

Hen3qepnaTeJleH CIIMCBK Ha CICMCHTHUTC, KOUTO C€ BKJIOYBAT B
PEUOCITUTE, KOUTO LIC CC UBIIBJIHABAT B Apyra AbpKaBa YJICHKA



Wnentudukanus Ha nmauyMeHTa:

®amunHo(u) ume(Ha)

Cob6cTBeHo(Hn) ume(Ha) (W3mucaHo(u) M3IPUIO, T.€. HE CE pa3peliaBar
VHUITAATIHN )

Jarta Ha paxxnaHe

WNnentudukaius Ha perenTara:

Jlata Ha u3naBaHe

WNnentudukarus Ha METUITUHCKUS CIICTIHAIMCT, H3/1aJl pelenTara:

damunHo(1) uMe(Ha)

Cob6cTBeno(nn) ume(Ha) (u3nucaHo(u) W3IEIIO0, T.€. HE CE pa3peliaBar
WHULIAAIIN )

[Mpodecnonanna kBanupukanus

JlanHu 3a mpsika Bpb3Ka (€JIEKTPOHHA IMOINAa U HOMEp Ha Telne(oH WM
(akc, KaTo ce MOCOYU U KOJIBT 32 MEXIAYHAPOJIHO N30UpaHe)

Cnyxeben aapec (BKJIIOUMTEIHO HAUMEHOBAHHMETO Ha CHOTBETHATA
I'bprKaBa 4JICHKA)

[Toamnuc (monokeH cOOCTBEHOPHYHO WK LIU(PPOB B 3aBUCUMOCT OT HAUMHA
Ha U3/1aBaHe Ha MPEINUCAHUETO)

Wnentudukaius Ha npeAnucaHus NpoayKT, KOraTo TakaBa € Heo0Xoauma:

MexayHapoIHO HEMaTeHTHO HAMMEHOBaHHME WM  (apMaKONerHO
HAaUMEHOBAHHE HA JICKAPCTBEHOTO MM BEILIECTBO

TBpProBckOoTO HAMMEHOBAHKE HA JIEKAPCTBEHUS MTPOAYKT B CITYYAWTE 110 UII.
9a, ai. 4

JlexapcTBena opma (Tabneru, pa3TBOp U T.H.)

KonnuecTBo

KosmaecTBo Ha akTUBHOTO BEUIECTBO 32 JJ030Ba SUHUIIA

Jlo3upoBKa.

ITpunoxxenne Ne 5 xpm ui. 11, an. 2
(M3wm. - IB, 6p. 81 ot 2013 1.)

JlekapcTBeHH TPOAYKTH, CHABPKAIIM HAPKOTHYHU BEIIECTBA OT
npuioxenus Ne 2 u 3 xpm 4. 3, T. 2 u 3 ot HapenOarta 3a pena 3a kinacudunmpane Ha
pacTeHHsATa M BellecTBaTa KaTo HAPKOTUYHHU, B KOMOWHAIUS C APYTU JIEKAPCTBEHU
BEIIEeCTBA

1. Codeini phosphas, Phenobarbitalum, Coffeinum, Metamizolum,
Paracetamolum.

[Ipunoxxenue Ne 5a kbm 4. 21, an. 2 u un. 30a, an. 1 u 2

(Hoso - 1B, 6p. 95 o1 2014 1.)






[Tpunoxenne Ne 56 kpMm ui. 30a, ai. 5

(HoBo - 1B, 6p. 95 o1 2018 1.)

0 MPOTOKOJ Ne
[Tatment: Mme [pesume Oamunms

TEPAIIEBTUYEH ®UIII

Hata N3 No/Allp Bwb3pacr:
Ha Ne:
pakJIaH
e:
PscT Termno: Ten. moBBPXHOCT (M?):
(cm):
Kpeatn Otnenenue, [ara - Hauaso Ha
HUH: UMe U KOJI: Tepanusra:
uxba Xumuoreparn
Ne: €BTUYHA
cxema:
Hata - |[N{ Yac na [AT| JlekapctBen |Jlekapct| IIprna |Cranga|UnauBunyanu | Penyk | Kopurupana | Hocu | Konreitn | OGe | Bpeme
Hen/nu| | npumnox |C MPOJYKT - BeHa |TMpuiaraHe | pTHa a 103a U Ha | MHOUBUAYaIHA | Tel ep3a |MHa /
" CHHE ThproBcko | dopma | (iv, sc, po, [ mo3za | (mg/mcg/lU/ |mozata 71032 MAIKMEeHT | TOTO | CKOPO
ume WHTpPAKaBU MIU/MU) B % | (mg/mcg/1U/ a (baHka | Bus | cT3a
TapHoO, MIU/MU) CTBKJIO, |pa3TB | mpuiia
WHTpPaBE3N OaHka op | raue
KaJHO U PVC, | (ml) | (hl
T.H.) UHOY3. ml/h)
Cax,
CIPUHIIO
BKa,
eJ1IacTOM




epHa
IIOMIIa U
zp.)

Hama:

ﬂeH.N? 2

Ilama: |1

Jen Ne [

Ilama: |1

Jen Ne |5

Ilama: |1

Jen Ne [o

Ilama: |1

Jen Ne [o

Jlama:




Jlen No

JlexyBal JIeKap: .......ceeneee. (mommuc)  Ha3HAYEHO HA: .....cccevveeeveeenenen. (mara)
Nwme [Ipeznme Gamumnust
[TpurotBui: Mar.-papm./mom.-papm. Ume [Ipesume QaMumus ..................... (moamuc)

[TpoBepuin: Mar.-papM. Mime IIpesrme DaAMUIHS .......ccveevereienieeieniieieeieeieeienne (moammuc)



[Tpunoxxenne Ne 6 kbM 4. 24, ain. 1

(Uzm. - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)




[Tpunoxenue Ne 7 kbm wit. 24, an. 1

(H3m. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)




[Tpunoxxenne Ne 8 xbMm ui. 24, ain. 1

(M3wm. - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., u3m. - JIB, 6p. 68 ot 2019 1., B cuma ot 01.01.2020 1.)


















ITpunoxxenne Ne 8a xkbpm ui. 30a, an. 1

(Hoso - IB, 6p. 81 ot 2013 r., u3m. - JIB, Op. 68 ot 2014 1., B cmia ot
15.08.2014 r., orm. - JIB, Op. 95 o1 2014 1.)

[Tpunoxxenue Ne 86 kbm ui. 30r, an. 3 u 5

(Hogo - JIB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2014 1., B cuna ot
15.08.2014 r., npegumno [Ipunoxenne Ne 86 xkbm wi. 30r, an. 3, u3wm. - IIB, 6p. 95 ot
2018 1.)







[Ipunoxxenne Ne 88 kbM uit. 30r, ann. 4 u 5

(Hogo - IB, 6p. 95 ot 2014 1., npenuinno [Ipunoxxenue Ne 88 kbm wit. 30r,
an. 3, u3am. - JIB, Op. 95 or 2018 1.)



[Tpunoxxenne Ne 8r kpm wi. 307, an. 1




(Hoso - IB, 6p. 81 ot 2013 r., u3m. - JIB, Op. 68 ot 2014 1., B cmia ot
15.08.2014 r., npenumno [Ipunoxenue Ne 88 kpm . 30x, an. 1 - JIB, 6p. 95 ot 2014

T.)

Peuentypna 6manka No .....................
3a JIKapCTBEHU MPOAYyKTH, 3aranian ot H30K

HaumeHnoBaHue Ha neueOHOTO 3aBeaeHue - Per. Ne

Jlexap (ume)

3a00515IBaHE TPYIIA NO ...ooviiiiiiiiiieieeeiiecciee e o npwit. Ne 1
ITpoToKOI Ne ....ccoviiiiiiannnnne Hara:

Jlekap:
(moamuc u mevar)

[TauuenT:
EI'H:



Hom. agpec:

I'p. (c.)

OrnycHan: [Honyunn:
Mar. ¢papm. YUH:

Hoongoboog

(moamuc v mevar) Jara:



ITpunoxxenne Ne 81 kM wit. 50, an. 4

(HoBo - 1B, 6p. 95 o1 2018 1.)

XKypnan 3a pa3TBapsHe Ha JEKapCTBEHH MPOAYKTH 3a JICUeHHE HAa OHKOJIOTUYHN/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MnauBuayanHa gosa bpoii OcTaThK Cpok na |Hocuren|Hocuren|Ilary
MOPEICH | IPUTOTBSHE |IPUTOTBsAHE| TPOAYKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| roauoct | (1me) (ml) (EI
No (ume) BO BbB (bnakoHu 3a Ha
(brakoH MIPUTOTBSIHE ocTaTbKa
Ha J03ara
1
OO06m10 3a
Jarta .......
2
00610 3a
JarTa .......




XKypnan 3a pa3TBapsHe Ha JEKapCTBEHH MPOAYKTH 3a JICUeHHE HAa OHKOJIOTUYHU/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MnauBuayanHa gosa bpoii OcTaThK Cpok na |Hocuren|Hocuren|Iary
MOPEICH | IPUTOTBSHE |IPUTOTBsAHE| TPOAYKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| roauoct | (1me) (ml) (EI
No (nme) BO BbB (bnakoHu 3a Ha
¢bakoH IIPUTOTBSIHE ocTaTbKa
Ha 103arta
OO0 3a




[Tpunoxxenne Ne 8e xkbpm ui. 50, an. 5

(HoBo - 1B, 6p. 95 o1 2018 1.)

Omnuc Ha HEU3IIOJI3BACMUTE OCTaThUMX OT JICKAPCTBCHU IMPOAYKTH 3a JICUHCHUC HA OHKOJIOTMYHH/OHKOXEMAaTOJOTHIHU

3a001sIBaHUS
Ne| Nara | JlekapctBen | ATC | JlekapctBen | Kon-Bo | Jlek. | Ilaptunen Ne HewusznonsBaem Hena na usn | CtoitHOCT
MPOAYKT MPOAYKT | aKT. B- |(dopma Ha OCTaThK 3a JCHS bnaxon/amr. Ha
(TBpr. UMe) (INN) BO npousBoautess [ (mg/meg/IlU/MIU/MU) (11B.) ocTaThKa
(y1B.)
1.
2.




[Tpunoxxenne Ne 9 xpm ui. 53, ain. 1

(Msm. - JIB, 6p. 81 ot 2013 1)

BX.No e,
.............................. 200 .....T

0

JANPEKTOPA HA

PETMOHAJIHA 3/IPABHA MHCIIEKII S
| B O

Ha BHuManuero Ha
MHCIEKTOpA IO
HapKOTUYHH BEIIECTBA

3ASBJIEHUE
Or
(TpuTe MMEHA Ha JIeKaps/JIeKaps 1Mo ACHTaTHA METUITTHA)
e et et ettt et et e e et et ettt ettt ettt et et e et r e et et et et et e et et e et et et e e et e e e e e et Il,
(HaMeHOBaHUE Ha JIe4eOHOTO 3aBEJICHUE)
(anpec Ha 1e4yeOHOTO 3aBE/ICHUE)
CNe B perucTbpa Ha P3U Ha nekapute/nexapute mo JeHTaTIHA MEIUIINHA,

KOHUTO IPCANUCBAT JICKAPCTBCHU IMPOAYKTH, ChbAbPIKAIIN HAPKOTUYIHH BCUICCTBA.

Mouns na Mu Ob1aT IPEOCTABEHU:

........................................... 6p051 KO4YaHU CIICHUAJIHU PCUCIITYPHU OJIaHKH ChC 3€JICH OBAT

........................................... Oposi KOUaHU CIIEUATHU PELENTYPHH OJAaHKH C KBJT BT

(moammuc)



[Tpunoxxenne Ne 10 kpMm wit. 54

(Msm. - JIB, 6p. 81 ot 2013 1)

Peructsp Ha nekapure/neKkapuTe 10 ASHTATHA MEAULUHA, TIOJYYHIIH CIICHUAIHN PELENTYpHH OJIaHKH 32 MpeIIICBaHe Ha
JIEKapCTBEHM MPOJYKTH, ChABPIKALLM HAPKOTUYHUTE BenlecTBa oT npuioxeHus Ne 2 u Ne 3 xbm ui. 3, 1. 2 u 3 ot Hapenbara 3a

pena 3a KIacupUIMpaHe Ha PAaCTCHUSATA U BEIIECTBATa KATO HAPKOTHYHHU
(3arn. u3m. - 1B, 6p. 81 oT 2013 1.)

Per. Ne
CBIJIACHO
perucrepa
1o 4. 5,
am 1, 1.1 Tpute nMeHa Ha Jiekapsi/JIeKaps 1Mo JeHTaTHa MEAUITIHA
Kon na Bpoii nonydyenu bpoii nonyuenu Cepus JlaTa Ha Ioamuc JlaTa Ha IToamuc Ha
ne4eOHOTO |  KOYaHH (KapHETH) KOYaHH (KapHETH) ot Ne noJy- Ha JIeKapsi/ |TMpelnaBaHe | MHCIIEKTOpa
3aBesieHUE | ¥ Opoii Ha crienuain- u Opoil Ha cneruan- 10 Ne YaBaHE JeKaps 1o 10 HapKo-
HUTE PELENTYPHU HUTE pPelenTypHU JIeHTaJIHa THYHHA
OJIaHKH C JKBIIT OJIaHKM ChC 3€JICH MEIUIHA BEIIleCTBA
LBAT B TAX LIBSIT B TAX







[Tpunoxxenne Ne 11 kbpMm wit. 56

(Otm. - 1B, 6p. 94 oT 2011 1.)






