HAPEJBA Ne 4 OT 4 MAPT 2009 T. 3A YCJIOBUSITA U PEJIA
3A IPEJNUCBAHE U OTIIYCKAHE HA JEKAPCTBEHM
MNPOAYKTH

H30a0ena om munucmovpa Ha 30paseonazéaremo

Oo6nu. /[B. 6p.21 om 20 mapm 20092., usm. /[B. 6p.91 om 17 noemspu 20092.,
usm. /[B. 6p.94 om 29 noemepu 201 12., uzm. [B. o6p.2 om 6 anyapu 2012e., usm. u oon. /{B.
op.81 om 17 cenmemepu 2013e., usm. /[B. 6p.104 om 3 dexemspu 2013e., usm. u oon. /IB.
op.15 om 21 ¢pespyapu 2014e., usm. u oon. [{B. 6p.68 om 15 aseycm 2014e., usm. u oon.
JIB. 6p.95 om 18 noemepu 2014e., usm. /[B. 6p.91 om 18 noemspu 2016¢., usm. u oon. /IB.
0p.95 om 16 noemepu 2018e2., usm. u don. /[B. 6p.68 om 27 aszycm 2019e., oon. J{B. 6p.90
om 15 noemspu 2019e., usm. /[B. 6p.91 om 23 oxmomepu 2020ez., oon. /IB. 6p.107 om 18
oexemepu 2020z., uzm. [B. 6p.37 om 7 mau 20212., oon. /IB. 6p.47 om 4 onu 20212., usm.
JIB. 6p.94 om 12 noemepu 20212., usm. u oon. J{B. 6p.53 om 8§ ronu 20222., oon. /[B. 6p.61
om 2 aszycm 2022e2., usm. JB. 0p.85 om 25 oxmomepu 2022e., usm. u don. /[B. 6p.51 om
13 ronu 20232., uzm. u oon. J{B. 6p.85 om 10 oxmomepu 20232., usm. u oon. /{B. 6p.105
om 19 dexemepu 20232., uzm. u oon. /[B. 6p.68 om 13 aseycm 20242., uzm. /[B. op.112 om
19 oexemepu 2025¢.

I'naBa mbpBa.
OBILIH MMOJIOKEHUSA

Y. 1. C Ta3u Hapenda ce onpeaensr:

1. (mom. - IB, Op. 85 ot 2023 r., B cmia ot 16.10.2023 r.) MEAUIIMHCKUTE
CICIHAIIMCTH, KOUTO MOTAT JIa M3/1aBaT PEIeNTH, PSABT 3a MPEANUCBAHe HA JICKApCTBEHU
MPOJYKTH, CPOKBT 32 UIIBIHEHUETO, CIIyYauTe U PebT, IPU KOUTO MaruCThp-(hapMaiieBT
U3ITBJTHIBA WITM MOJKE J1a OTKaXKe J]a M3IIBJIHU JICKApCKO TIPe/IITUCaHIE,

2. yCIOBUSATA U PEABT, O KOUTO OBITAPCKU TPAXKAAHU U UYKIU TPaKIaHHU,
MOCTOSTHHO W BPEMEHHO IpeOWBaBalld B CTpaHaTa W MHTYBAllM W3BBH PemyOnmka
bearapus, Morat na HOCAT WM J1a U3HACAT JIEKApPCTBEHU MPOIYKTH, MpPEJIHA3HAUEHU 32
JICYCHUETO UM;

3. KonMuecTBaTa JeKapCTBEHH MPOIYKTH, MIPeIHa3HAYEHH caMO 3a JICYEHUETO
Ha TPaH3WTHO MPEMHHABAIM W BPEMEHHO NMpEOWBABAId HA TEPUTOPHUATA HA CTpaHATa
JUIIa, KOUTO T€ MOTaT Jla IPUTEekKaBar,

4. (moma - /IB, Op. 15 ot 2014 r.) ycrnoBusaTa U peabT 3a NMPU3HABAHETO U
U3MBIHEHUETO Ha PEIeNTH, U3a/IeHU B Jpyra AbprKaBa YICHKa;

5. (m3m. - [IB, 6p. 81 ot 2013 r., mpeaumna T. 4 - JIB, 6p. 15 o1 2014 1.) pensT
3a TpeANuCcBaHe Ha JIEKAPCTBEHU MPOIYKTH, CHIABPKAIIA HAPKOTHMYHU BEIIECTBA OT
npunoxenus Ne 2 u 3 kpM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kinacuduimpane Ha
pacTeHHsATa U BellecTBaTa KaTo HapKOTH4HM, npueta ¢ IloctanoBmenue Ne 293 Ha
Munucrepckus cbBet ot 2011 r. (IB, 6p. 87 ot 2011 1.);

6. (mpegumHa 1. 5, u3Mm. - JIB, 6p. 15 ot 2014 1., oT™. - [IB, 6p. 51 017 2023 1,
B cuna ot 13.06.2023 1.)

7. (noBa - 1B, 6p. 68 o1 2019 ., B cuna ot 27.08.2019 r.) ycnoBusita, peabT U
MPUHIIMITATE, TI0 KOUTO C€ MPEANUCBAT JICKAPCTBCHHW NPOAYKTH CHOOpa3HO TAXHATA
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pa3xojHa eeKTUBHOCT MO CMUCHIA Ha § 1, T. 28 OT MONBJIHUTEITHUTE pa3nopendHn Ha
3akoHa 3a 31paBHOTO ocurypssane (330).

Ui 2. PexxuMbT Ha IpeUCBaHE Ha JIEKAPCTBEHUTE MPOAYKTH € ONPE/IEICH B
pa3pelieHueTo 3a ynorpeda Ha JIEKapCTBEHHUSI POIYKT.

Un. 3. Pa3pemienute 3a ynorpeda v perucTpupaHuTe JEKapCTBEHU MPOIYKTH
Ha TepuTopusaTa Ha PenyOnmuka bbarapus ce o0aBsBaT Ha MHTEPHET CTpaHMIIATa Ha
W3nbiiHUTEIHATA areHIMs 110 JIEKApCTBATA.

I'naBa BTOpA.
MEJUIWHCKHA CHENUAJINCTH, KOUTO MOT'AT JA U3JABAT
PELEIITH

Un. 4. (1) IlpaBo na mpeamucBaT pa3pelieHH 3a ymorpeba B CTpaHara
JICKApCTBCHH NPOAYKTH M Ja W3JaBaT pPEUENTH UMaTr JIeKapu/JIeKapu IO JCHTaIHA
MEIWIIMHA, YIIPAXKHIBAIIA MEAUIIMHCKATA Tpodecus.

(2) (U3m. - JIB, 6p. 81 ot 2013 1., oM. - JIB, Op. 85 ot 2023 1., B cuna ot
16.10.2023 1.)

(3) (dom. - /IB, 6p. 61 ot 2022 r.) denamepure u JICKaPCKUTE ACUCTCHTH UMaT
MPABO JIa PEIUCBAT pa3pelleHu 3a ynorpeda B cTpaHaTa JCKApCTBCHH MPOIYKTH U J1a
U3JIaBaT PELENTH, ¢ M3KIIYEHHE Ha Te3W OT mpuiokeHue Ne 1, camMo mpu CKIIIOYEH
JIOTOBOP C JieueOHO 3aBeeHne 1o Wwi. 2, ai. 1, T. 1 ot 3akoHa 3a 1edeOHUTE 3aBEICHUS.

(4) (Hosa - IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Berepunapuute
JICKapy MOTaT Jia PEITMCBAT pa3pelieHu 3a yrmoTpeda B CTpaHaTa JeKapCTBCHH POAYKTH
3a XyMaHHa ynoTrpeba W Ja W3AaBaT ENEeKTPOHHHU MPEANUCAaHUS EIUHCTBEHO NpU
MpUJIaraHeTo Ha JiedeHue 1o peaa Ha wi. 322, an. 1, .2 m4 nwwt. 323, an. 1, T. 2 u 4 ot
3akoHa 3a BeTepruHapHOMenuuuHckara aeinoct (3BM/I), ¢ u3kitoueHne Ha JeKapCTBeHU
MPOJYKTH, ChIBPIKANTN HAPKOTUIHH BEIICCTBA.

Un. 5. (U3m. - IB, 6p. 94 o1 2011 1.) (1) B pernonannara 31paBHa HHCIIEKIIUS
(P3N) ce Bomm perucTbp Ha JeKapuTe W JEKapuUTe MO JEHTAJIHA MEIUIMHA, KOWUTO
NPENKUCBaT JIGKAPCTBEHU NMPOIYKTH, ChAbPIKAIIN HAPKOTUYHH BELIECTBA.

(2) B peructppa o an. 1 ce BucCBaT JaHHUTE Ha JeKaps/IeKkaps Mo AeHTaIHa
MeJIMIHA 10 JOKYMEHTA 332 CAMOJIMYHOCT, JINYEH KO/ U KO/ Ha JIe4eOHOTO 3aBe/ICHHE.

I'naBa Tpera.
HPEAIIUCBAHE HA JIEKAPCTBEHU TPOAYKTU

Paznea 1.
Pen 3a npeanucBaHe HA JIEKAPCTBEHU NMPOAYKTH

Un. 6. (1) IIpenmucBaneTo Ha JEKAapCTBEHU MPOAYKTH C€ H3BBPIIBA Ha
perenTypHa 0aHKa ¢ OsuT IBST ChIIACHO MpuitokeHne No 2.
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(2) (OT™m. - 1B, 6p. 81 oT 2013 1.)

(3) Bwpxy penentyprara OiaHka 3aAbDKHTEITHO ce OTOENsI3Ba PEKUMBT Ha
OTITyCKaHE - 32 €HOKPAaTHO WJIM MHOTOKPAaTHO OTIYCKaHE, KaTo IMPU MHOTOKPATHOTO
OTITyCKaHE Ce YTOUYHSBA U KOJIKO ITBTH IIE CE U3ITBIHIBA PElenTaTa.

(4) (U3m. - ]IB, Op. 105 ot 2023 1., B cruta ot 19.12.2023 r.) Penentute ¢
PEKUM 32 €THOKPATHO OTITYCKaHe UMaT BanuAHOCT 30 JHH OT JaTrara Ha W3/1aBaHETO WM,
a PeLeNTHUTE C PEKUM 32 MHOTOKPATHO OTITYCKaHE MMaT BaJIMTHOCT JI0 6 Mecella OT JAaraTta
Ha W3J]aBaHETO UM U ChABPIKAT 03HAYCHHUE HA OpOst HAa OTITYCKAHUSATA.

Un. 7. (1) Peuentypuata 61aHka ChabpiKa:

1. (mom. - JIB, 6p. 68 oT 2014 1., B cuna ot 15.08.2014 r., nom. - JIB, 6p. 85 ot
2023 r., B cuna ot 16.10.2023 r., mom. - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 1.)
"wHCKpHOIMO" - coOCcTBeHO W (aMHIHO HMME Ha JMIETO mo Wi 4, yHUKaJleH
UACHTH(HUKAITMOHEH HOMEpP/IMYeH TMpodecHoOHANIeH KOJa, HAaMMCHOBAaHHWE M aJpec Ha
7e4eOHOTO 3aBe/IeHHe/BeTepPUHAPHOMEIUIIMHCKOTO 3aBe/ieHue, TenedoH 3a Bpb3ka, Aara
Ha M3/1aBaHe Ha pelernTara;

2. "mpeckpuOuuo" - HaMMEHOBAaHHME, KOJMYECTBO HA aKTUBHO BEIICCTBO B
JeKapcTBeHa (GopMa W KOJMYECTBOTO HA JICKAPCTBEHHS MPOIYKT; KOJIHMYECTBOTO CE
u3nucBa ¢ 1udpH, a NpU OPearucBaHE Ha JIEKapCTBEHH MPOIYKTH, ChIbpXKAIU
HApKOTUYHH BEIIECTBA - U C TyMH;

3. "curnatypa" - mocouBaT C€ €IHOKpAaTHATa M JEHOHOIIHATa [03a Ha
JIEKapCTBEHMUSI IPOYKT, MPOIBJDKATETHOCTTA HA Kypca Ha JICUEHHE U HEOOXOAUMOCTTa OT
MOBTAPSHETO MY; J103aTa ce U3MUCBA ¢ HU(PU; MPHU MPEANKUCBaHEe Ha /1033, T0-BUCOKA OT
MaKCHUMAaJTHO OIpeiesieHaTa Py pa3peliaBaHeTo 3a yrnoTpeda Ha JIEKapCTBEHUS TIPOYKT,
MPEINUCBAlIUAT ce TOIMUCBA CpEIly MpPEeBUIIeHAaTa J03a; He Ce JOIYCKaT OOIIH HU3pasu
karo: "u3zBecTHo", "mo HacTaBieHue", "mo cxema" u Jp.;

4. "cybckpubumo" - ykazaHus 3a HAUMHA HA U3IbJIHEHHUE Ha MPEeANUCaHHUETo;
IpU U3MOJ3BaHE Ha ykazaHusATa "muto", "murucumo" win "craTuM" 3aBbJIKUTEIHO Ce
3amucBa 4achT HA MPEIMUCBAHETO HA JIEKAPCTBEHUS IPOAYKT;

5. (mom. - IB, Op. 61 ot 2022 r., mom. - JIB, 6p. 85 ot 2023 r., B cwia ot
16.10.2023 r.) moanuc Ha JeKaps/nekapsa Mo JeHTalHa MeIulnHa/denamepa/IeKapcKus
ACHCTEHT/BETEpUHAPHUS JIEKAP;

6. (m3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., nom. - /IB, 6p. 85 ot
2023 r., B cuna ot 16.10.2023 r.) auueH mnevar Ha Jekaps/JIeKkaps IO JIeHTaJlHa
MeAUIIMHA/BETepUHAPHUS JeKap u/unm neyar Ha Je4eOHOTO
3aBeJICHUE/BETEPUHAPHOMETUITTHCKOTO 3aBE/ICHNUE;

7. TpUTE UMEHA Ha MalMeHTa, Bb3PacTTa U aJIpec M0 MECTOKUBEEHE, KAaTO MpHU
OpeMeHHa JKeHa, KbpMayka WU JIETE Ce OTpa3sBa U TOBA 0OCTOATEINICTBO;

7a. (noBa - [IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Tpute nMeHa Ha
coOCTBEHHMKA, aapeca Mo MECTOKMBEEHE 1 BHJIa Ha )KUBOTHOTO, MOJJIOKEHO HA JICYCHUE -
3a pelenTu, NpeAnucalu no ui. 4, ai. 4,

8. (moBa - JIB, Op. 68 or 2014 r., B cuna ot 15.08.2014 r.) YuukaneHn
uneatudukamones Homep (YMH) nHa wmaructbp-dapmareBTta OT peructbpa Ha
bwarapckus ¢papmaneBTHUEH CHIO3.

(2) (Or™m. - 1B, 6p. 81 o1 2013 1)
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Ui 8. (1) JlekapcTBeHUTE MPOAYKTH CE€ W3MHCBAT YETIMBO HA JATHHUIA C
MEKYHAPOJIHOTO HETIATeHTHO WK (hapMaKOIeiHO HAUMEHOBAHHE Ha JICKAPCTBEHOTO UM
BEIIECTBO WU ThPTrOBCKUTE UM HaUMEHOBaHHUSI.

(2) KonuyecTBOTO Ha JIEKapCTBEHOTO BEIIECTBO B MPEANHUCBAHUS JIEKAPCTBEH
MPOIYKT Ce U3pa3siBa:

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

2. B MAJIUTPaMH, KOraTo € IMo-MaJIko OT €1H rpam (mg);

3. KOJIMYECTBA, NO-MAJIKU OT €IMH MWJIUIPaM, CE O3Ha4yaBaT B MUKpPOTpamH,
KaTo Ta3u MEpUTEJIHA €MHULIA HE CE€ ChKpalllaBa, a ce U3MKCBa ¢ AyMHU (microgram);

4. obemure ce u3pazsaBaT B MIITWIATPH (ml);

5. B mexxayHapoaau eauauii (1U) - 3a nekapcTBeHU MPOIYKTH OT OMOJIOTHYEH
IIPOU3XOI.

(3) Cobkpamenusita Ha JekapcTBeHara (opma ce H3IUCBAT BBbPXY
penentypHara OJaHKa/IeKapCTBEHHS JHCT B CHOTBETCTBHE C JeicTBallaTa B CTpaHaTa
dapmakories.

(4) 3abpansiBa ce U3MOI3BAHETO HA CHKPALICHUS U TIONIPABKH PU U3MHCBAHE
HAUMEHOBAHMSTA HA JICKAPCTBEHUTE MPOTYKTH.

Un. 9. JlekapcTBeHM NPOAYKTH, MPHUTOTBEHH IO MarucrpaiHa U
¢dapmakormelina perenrtypa, ce MpeArnrucBaT Ha OTAETHA pelenTypHa OaHka.

Un. 9a. (Hos - IB, 6p. 15 or 2014 r.) (1) Ha peuentu, xouto mie ce
U3IIBJIHABAT B Jpyra JIbpkaBa WICHKA, C€ M3MUCBAT HEOOXOAMMHUTE 3a JICYEHUETO Ha
KOHKpPETEH MaIeHT JIEKAPCTBEHH MPOIYKTH, C U3KIIOYCHUE Ha JIEKAPCTBEHUTE MPOAYKTH
1o wi. 174 ot 3akoHa 3a JiekapcTBEHUTE IPOAYKTH B XyMaHHATa MeIUIMHA.

(2) Peuentute mo an. 1 ce m3nucBar mpu cra3BaHe M3MCKBAaHUATA HA Ta3H
Hapeza0a, KaTo 3abJDKUTEITHO C€ BKJIIOUBAT BCUUKH JAHHU, IOCOYEHH B MpUIIOKeHHE No
4a.

(3) JlekapcTBeHHUTE MPOTYKTH CE MPEIMUCBAT IO MEXTYHAPOJHO HETATEHTHO
HaMMEHOBaHME WM (apMaKoNeifHO HAMEHOBAHNE Ha JIEKAPCTBEHOTO M BEIIECTBO.

(4) JlexapcTBeHHTE NMPOAYKTH MOraT Ja ObAaT MPEANHCaHd MO ThPrOBCKO
HaMMEHOBAHUE B CIEIHUTE CITyJau:

1. xoraro ce mpeanucBa OMOJIOTUYEH JIEKAPCTBEH MPOAYKT M0 CMHUCHIA Ha §
2, T. 2 oT nombaHUTENHUTE pasznopendou Ha Hapenba Ne 27 ot 2007 r. 3a U3UCKBaHUATA
KbM JaHHUTE M JOKyMEHTAlMsATa 3a paspellaBaHe 3a ynoTpeda M perucrpanus Ha
nekapctBenu npoayktu (B, 6p. 54 ot 2007 r.);

2. KOraro ToBa € He00OXOAMMO OT MEIUIMHCKA IJIeJJHA TOYKa MO MpEleHKa Ha
JMIIaTa mo 4wi. 4, KaTo B TO3M CIIydail B perenrara ce HocouBaT MPUIMHHATE, KOUTO HaJIarat
U3II0JI3BaHETO Ha MOCOYEHOTO ThPrOBCKO HAMMEHOBAHHE.

Yn. 10. HpI/I MMpEANMNCBAaHC HAa BCCKU OTACIICH JICKAPCTBCH MMPOAYKT JIMICTO 110
1. 4 ¢ 3aABJIXKCHO Aa CC I/IHCbOpMI/Ipa OT ManyveHTa 3a NpeAmeCTBaAIlO WX CHIIBTCTBAIO
JICYCHUC C APYT'U JICKAPCTBCHU IIPOJAYKTH.
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Paznean 11.
IIpeanucBaHe HA JJeKAPCTBEHH MPOAYKTH, ChAbPKAIIH HAPKOTHIHH
BelllecTBA

Un. 11. (1) (U3m. - [IB, 6p. 81 ot 2013 1., m3m. - JIB, Op. 51 o1 2023 ., B cruia
ot 13.06.2023 r.) IIpennucBaHeTo Ha JIEKAPCTBEHU MPOIYKTH, ChIbPIKAIIA HAPKOTUIHH
BEIIIECTBA, CE U3BBPIIIBA HA CIICIATHA PELENTYpHA OJIaHKA, C )KBJIT LIBAT - 3 JIEKAPCTBEHU
MPOAYKTH, ChABPKALIN HAPKOTUYHU BellecTBa OT mpuioxeHue Ne 2 kpM wit. 3, T. 2 OT
Hapen6ara 3a pena 3a kiacupuiimpane Ha pacTEHUSATA U BENIECTBaTa KATO HAPKOTUYHU, U
ChC 3€JIeH LBSAT - 3a JIEKAPCTBEHH MPOJIYKTH, ChIbPXKAIIU HAPKOTUYHU BEIIECTBA OT
npuioxkenue Ne 3 kpMm wit. 3, T. 3 ot Hapenbara 3a pena 3a knacuduiupane Ha pacCTCHHUSTA
U BelllecTBaTa KaTo HAPKOTHYHHU.

(2) (Or™. - IIB, 6p. 85 oT 2023 1., B cuna ot 16.10.2023 1.)

(3) (U3m. - IB, 6p. 51 ot 2023 r., B cuia ot 13.06.2023 r.) CrneuuanHara
penentypHa OJlaHKa ChAbP)Ka OCBEH JAHHUTE 10 WI. 7 ¥ CIICTHUTE TOMTBIHUTEIHN TaHHH:

1. HarmoHaneHn pedepeHTeH HoMep;

2. Hagnuc "JIoOKyMeHT, KOWTO MOJIEkKH Ha CIIEUAJIEH OTYeT" .

(4) CpoxbT Ha BaNUAHOCT Ha ClieLMA]HATa pelenTa € 7 IHU OT JaTrara Ha
U3JIaBaHETO H.

Y. 12. (1) (Orm. - AB, 6p. 51 ot 2023 1., B cuia ot 13.06.2023 1.)

(2) (U3m. - IB, 6p. 94 ot 2011 1., ot™m. - JIB, Op. 51 ot 2023 1., B cuna ot
13.06.2023 r.)

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

(4) (U3m. - IB, Op. 68 or 2019 r., B cuma ot 27.08.2019 r.) Koraro
JeKapCTBEHUAT MPOAYKT ce 3amiamia oT HamuoHanmHaTta 37paBHOOCHUTYpHUTENHA Kaca
(H30K), nekapsrt 3agbmkurento nombiBa koga Ha H30K Ha choTBEeTHUS JE€KapCTBEH
npoaykT 1 MKbB koza Ha 3a0onsBaHeTo chriiacHO Hapen6ara o ui. 45, an. 3 ot 330.

(5) Tlo mpeuenka Ha Jekaps Ha €IHA peleNnTypHa OJaHKa MOXE Ja ce
IpEeNKCcBa OBEYE OT €AMH JIEKapCTBEH MPOAYKT, ChIbprKalll HApPKOTUYHH BEIIECTBA.

(6) 3abpansiBa ce TPEANMUCBAHETO HA JICKAPCTBEHU MPOAYKTH, KOUTO HE
ChIbpXKAT HAPKOTHYHH BELIECTBA, HAa CIELIMATHUTE PELeNTYpHH OJaHKH.

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

Un. 14. Ilpu npeanucBaHe Ha JEKapCTBEHM NPOAYKTH, ChIbpIKallU
HapKOTUYHM BEILECTBA, CE CIIA3BaT CIEIHUTE U3UCKBAHHUS:

1. KOIMYEeCTBOTO Ha JIEKAPCTBEHUTE MPOAYKTH CE U3MHCBA C IUPPU U C TyMH;

2. KOJIMYECTBOTO Ha IMPEANMCAHUS JIEKAPCTBEH MPOAYKT HE MOXKE [Ja
HaJ[BHILABa TepaneBTUYHAaTa 103a 3a 30 gHu.

Un. 15. (Hom. - IB, 6p. 81 ot 2013 r., u3m. - /IB, 6p. 104 ot 2013 r., u3m. -
B, 6p. 68 ot 2019 ., B cuna ot 27.08.2019 1., usm. - /1B, 6p. 53 ot 2022 r., u3m. - /IB,
Op. 85 o1 2023 ., B cuna ot 16.10.2023 1.) (1) JlekapcTBeHH TPOAYKTH, ChABPKAIIH €IHO
OT BellecTBaTa eTHIMOP(hUH, KOJeHH, (eHoOapOuTal WM TpaMaaoJl B KondecTsa 10 50
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MT 3a J1030Ba €AMHMIIA B KOMOMHALIMS C APYTU JIEKaPCTBEHH BEIIECTBA, CE MPEAMNICBAT B
CbOTBETCTBUE C PEXKHMMa Ha OTIYCKAaHE, ONPEICIIEH B pa3pelieHUeTo 3a
ynoTpe0a/yI0CTOBEPEHUETO 3a PErucTpals WK pa3pelieHUueTo 3a mapajieieH BHOC Ha
JICKapCTBEHUS MPOIYKT HA TepuTOpUsiTa HA PenyOnuka brirapus.

(2) JlekapcTBeHHTE IPOIYKTH IO ajl. 1 ¢ pe’XUM Ha OTITyCKaHe "o JIEKapCKO
npeanucanue’ ce npelnucBar Ha pelenTypHa O1aHka ¢ OsUT IBST C €IHOKPATEH PEKUM Ha
OTIIyCKaHE U B KOJIMYECTBA, ChOOpa3eHH ¢ AHEBHATA JO3UPOBKA, 3a HEe moBeye oT 30 nHu.

(3) JlexapcTBeHU MPOAYKTH, ChIbPKAIIU MOBEYE OT €AHO OT HAPKOTHUUHUTE
BellecTBa Mo ajn. 1| B KOMOMHAIMS C OPYTH JIGKAPCTBEHU BEUIECTBA, Ce MPEIINUCBAT Ha
CIelHaTHa pelenTypHa OJlaHKa ChC 3€JIeH LBAT HE3aBUCHMO /A OOIIOTO KOJIMYECTBO €
1o 50 Mr 3a Jo30Ba €OUHUILIA.

Un. 16. IIpu npeanucBane Ha BCEKU OTACJICH JIEKAPCTBEH MPOIYKT JIUILIETO 10
4II. 4 € 33IBJDKEHO J]a ce MH(pOpMHUpa OT NalMeHTa 3a MPEAMIECTBANI0 UIIH ChI'BTCTBAIIO
JIeYeHUE C IPYTH JIEKapCTBEHU MPOAYKTH.

Pazgea I11.

IIpennucBaHe Ha JieKAPCTBEHHU NMPOAYKTH, 3aIJIAIIAHHN OT IbPKABHUSA
O10/1KeT 32 JieYeHNeTOo HA ObJIrapCKUTe rPaskaaHy 3a 3a00J1IBaHNsl, U3BbH
0o0XxBaTa HA 3abJIKUTEJTHOTO 3APaBHO ocurypsisane (3arua. usm. - /B, op. 90
or 2019 r.)

Ui 17. (M3m. - IB, 6p. 90 ot 2019 r.) Jlekapure moraT aa IpeanucBaT
JICKapCTBEHH MPOAYKTH, 3aIlJIalllaHl ChC CPENICTBA OT AbPKaBHUS OIODKET 3a JIeUeHUE Ha
3a0o0ngBaHMsl, U3BBH OOXBaTa Ha 3aJbJDKUTEIHOTO 3[PAaBHO OCHTYpsSBAaHE CBHIIACHO
Hapen6a Ne 34 ot 2005 . 3a pefa 3a 3ariamiade OT IbpKaBHUs OIOKET HA JICUCHUETO Ha
OBITapCKUTE TpaKJaHU 3a 3a00NABaHMS, U3BBH 00XBaTa Ha 3aBDKUTEIHOTO 3JIPaBHO
OCHTypsIBaHE.

Ui 18. (Otm. - [IB, 6p. 95 o1 2014 1.)

Un. 19. (U3m. - B, 6p. 90 ot 2019 r.) KonudectBoTO Ha MpeANnuCcCaHUTE
JIeKapCTBEHU MPOAYKTHU CJIeJIBA J1a CbOTBETCTBA HA CpOKOBeTe Mo wi. 22 oT Hapen6a Ne 34
ot 2005 1. 32 pesa 3a 3amianiaHe OT JIbPKaBHUS OFOKET Ha JICUSHUETO Ha OBJITapCKUTE
rpakaaHu 3a 3a00sIBaHMs, U3BbH 00XBaTa Ha 33AbJKUTEITHOTO 3/IPAaBHO OCUTYpPSIBAaHE U
4. 14 ot Ta3u Hapezaoba.

Un. 20. (U3m. - 1B, 6p. 95 ot 2014 r., u3m. - JIB, 6p. 90 ot 2019 r.)
[Tpeanucanute nekapcTBEHU NpoayKTH 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a
3amjailaie OT JIbp’KaBHUSA OMO/KET Ha JIEYeHHETO Ha ObirapckuTe TpaxkJaHd 3a
3a00Js1BaHMsI, U3BBH 00XBaTa Ha 3aIbJDKUTEIHOTO 3/IpAaBHO OCHUTYpSIBAHE CE BIHMCBAT B
MeAMIMHCKAaTa JOKyMEHTaIUs Ha MallleHTa.
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i 21. (1) (U3m. - JIB, 6p. 90 ot 2019 r.) JlekapcTBeHH MPOAYKTH 3a
MAIUEHTH, KOUTO C€ JIEKyBaT MpU aMOyJIaTOPHH YCIOBHSI, C€ MPEANKCBAT HA PELENTypHa
Osanka cerimacHo npuitockerure Ne 8 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3arianiane
OT IbpKaBHUS OFOKET Ha JICYCHUETO Ha OBIrapcKUTe rpaskaaHy 3a 3a00JIIBaHUS, U3BHH
00xBaTa Ha 3aJbJDKUTEITHOTO 3/IPaBHO OCUTYpSIBaHE, KOSITO C€ M3/1aBa B JIBa €K3EMILIIPA.
[TppBHUAT €K3eMIUISIP Ce ChbXpaHsBa B anTekara, a BTOPUAT - B CYETOBOJICTBOTO Ha
CHOTBETHOTO JIeYeOHO 3aBe/ICHHE B MPOIbIDKEHUE HA 5 TOIMHHU.

(2) (U3m. - IB, 6p. 95 ot 2014 r.) JlekapcTBeHUTE MPOLYKTH 3a MALUEHTH,
KOHUTO C€ JIEKyBaT B CTAllMOHAPHU YCJIOBHUS, CE MPEANUCBAT Ha JIEKAPCTBEH JIUCT CHIIIACHO
npunoxkenue Ne S5a, KOUTO ce u3laBa B JBa €K3eMIuIsApa. [IbpBHUAT exk3eMILsIp ce
ChXpaHsBa B alTeKkara Ha JieueOHO 3aBe/IeHHe, a BTOPUAT - B ChOTBETHOTO OTJIEJICHHE B
MPOABIDKEHUE HA S5 TOAUHU.

Ui 22. (U3wm. - [IB, 6p. 95 ot 2014 1.) Penentute no wi. 21, an. 1 ca BanuaHu
3a CpOK 15 qHM OT Jararta Ha U3J]aBaHETO WM.

Pasnen IV.
IIpeanucBaHe HA JJeKAPCTBEHH MPOAYKTH, 3aMJIAINAHNA HANTBJIHO HJIH
gactuuHo ot H30K

Ui 23. (1) (Hom. - AB, 6p. 81 ot 2013 ., u3m. - /IB, 6p. 95 oT 2018 r.) JIumata
no ui. 4, an. 1, paboreniu B 1e4eOHU 3aBe/IeHNUs 32 M3BBHOOIHUYHA TIOMOIII, B U3II'BIHEHUE
Ha goroBop ¢ H30OK morar na nmpeanucsat JiekapcTBEHU MPOIYKTH 10 Wi. 262, ai. 6, T. 1
oT 3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XymMaHHaTa meaununa (3JIIIXM) 3a neuenue Ha
3apaBHoocurypenn smna (30JI), 3ammamanu HambaHo wiu yactuuHo oT H3OK 3a
JIOMAIITHO JIEYEHHE Ha TEPUTOpHATa Ha CTpaHaTta 3a 3a0oisiBaHUS, OMpEAeNeHU C
HapeaOara o 4. 45, an. 3 330.

(2) U3BBH ciydaute 1o an. 1 jekapcTBEHU MPOIYKTH, 3alljalllaHd HAI'bJIHO
wm dactnaHo ot H3OK, Morar nma ce mpenamucBaT OT JIeKapH/JieKapw MO JCHTAJIHA
MeAUIIMHA, PadOoTely B IedeOHU 3aBeIeHUs 32 U3BbHOOTHUYHA MTOMOII] 10 4. 5, an. 1 ot
3akoHa 3a JeueOHNTE 3aBeIeHUS, KOUTO ca KbM MHHHCTEPCTBOTO Ha MPABOCHANETO.

(3) JlekapcTBeHM MPOJYKTH, 3aIUIAIaHU HAMBJIHO MM yacTuyHOo oT H30K,
Morar aa ObJaT NpeANrCcBaHu Ha 3IPaBHOOCHTYPEHU OBJITapCKU TPayKIAaHH, JIUIIA C TPABO
Ha 3J[paBHO OCUTYpsIBaHe, YIOCTOBEPEHO OT JIpyra Jbpkana - uwieHka Ha EC, unu chriacHo
JIBYCTPAHHU CIIOT'OJI0HU.

(4) (U3m. - IB, 6p. 81 ot 2013 1.) JIumara no un. 4, an. 1, cnenuamucTy Mo
npoduna Ha 3abonaBaHero, paboremu no gorosop ¢ H30K B neueGHu 3aBeneHus 3a
M3BBHOONHUYHA TIOMOI WM CIEUUAIN3UpPaHd KOMHCHHM B JIe4eOHU 3aBeleHHUs 3a
OomHnuyHa momotl, ckmoumm goroBop ¢ H30K, moratr nma wm3maBar mpOTOKOIM 3a
NpelrucBaHe Ha JIeKapCTBeHW mpoaykTd, 3arutam@anun ot H3OK/Peruonannara
3npaBHoocuryputenna kaca (P30K).

(5) (Homa - JIB, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) B cnmyuauTe mo a.
1 - 4 npeammcBaHeTO ce€ OCBHIIECTBSIBA TMPH CIIa3BaHE HA YTBBPJACHHUTE (hapMakKo-
TepaneBTUYHU PbKOBOJICTBA 1O WiL. 259, an. 1, T. 4 oT 3akoHa 3a 1€KapCTBEHUTE TPOIYKTH
B XyMaHHAaTa MEHIINHA.
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Ui 23a. (Hos - JIB, 6p. 81 or 2013 ., ot™. - [IB, 6p. 95 o1 2014 1., HOB - /IB,
op. 68 012019 1., B cuna ot 27.08.20191.) (1) B cnyuaure mo 4. 23, ain. 4 npu u3gaBaHeTo
Ha IPOTOKOJ 3a CKBIIOCTPYBAIIM JIEKAPCTBEHU IPOAYKTH, 3a KOUTO CE€ H3BbpLIBA
ekcneptuza mo wi. 78, T. 2 or 330, MoOXke JAa ce€ MpeanucBa JEKAPCTBEHUST
IPOAYKT/TEPAeBTUYHUAT KypC ChOOPa3HO HeroBara pa3xoHa e()eKTHBHOCT 10 CMHCHJIA
Ha 330, Koraro B KOHKPETHUSA CJydaill ca Hajulle TEpaleBTUYHU aITCPHATUBH,
JIEKapCTBEHUTE MPOIYKTH/TEPAIUM UMAT J0Ka3aHa CXOAHA €PEKTHUBHOCT M 0€30MacHOCT
3a jedeHue Ha 3abomsBaHero Ha 30JI, ¢ MOAOOHO KIMHUYHO NPOTHYAHE U TEXKECT
CBIJIACHO KpaTKaTa XapakTepUCTHUKA Ha MPOIYKTa/IPOAYKTHTE.

(2) YcnoBusita U KpUTEPUUTE, 11O KOUTO CE OINpEAess Nalld JIEKapCTBEHUTE
NPOAYKTH Ca TEPareBTUYHU AJITEPHATHBH, Ca:

1. nekapcTBEHUTE MPOIYKTH Jla UMAT UJACHTUYHU MOKA3aHUSl B YTBbPJCHUTE
KpaTK! XapaKTePUCTUKH HA TIPOYKTHTE;

2. IeKapCTBEHUTE MPOIYKTH JIa Ca €IHAKBO MO3UIIMOHUPAHU B TEPAIEBTUYHUS
QITOPUTHPM HAa CBOTBETHOTO 3a00JIIBaHE CHOOPA3HO YTBBPACHUTE (apMaKo-
TepaneBTUYHU PHKOBOJICTBA;

3. 3a JeKapCTBEHHUTE MPOJIYKTH Ja Ca MPHUIOKHUMH €IHAKBH TEPANICBTHYHH
MOKAa3aTeIN KaTo U3MEPHUTEN Ha TePAeBTUYHUS Pe3yIITar;

4. cxonHata e()eKTUBHOCT U OE30IMMACHOCT 3a JICUCHUE Ha 3a00JISBAHETO JIa €
JI0Ka3aHa Ype3 MeTaaHalu3| WIH MPEKU CPAaBHEHUS Ype3 KIMHUYHH MTPOYUBAHHUS.

(3) OmpenensaHeTo Ha TEPANECBTUYHUTE AJITEPHATUBU CHITIACHO YCJIOBUSTA U
KpUTEpPUUTE Ha aJl. 2 ce U3BBPILBA B IpoLeaypa 1o 4. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsko 3abossiBaHe, 32 TEPANEBTUUHOTO JICUEHUE HA KOETO CE M3/aBa
npotokos, H3OK wu3BbpmiBa aHanu3 W ompenens pa3xogHara e(QeKTUBHOCT Ha
TEpaneBTHYHUTE AJITEPHATHBH TIOCPEACTBOM H3UYHUCISBaHE HA CHOTHOUICHUETO
pasxon/pe3yiarar. 3a 1eaTa ce pazJelis CTOMHOCTTa Ha TOAMIIHMS TepaneBTUYeH Kypc 3a
BCEKH JIEKAPCTBEH MPOJYKT HA TOCTHTHATHS OT HETO KJIWHUYEH pPEe3yJTaT, U3MEPEH C
MpeBapuUTeIHO U30paHus U3MepHUTen Ha e(heKTUBHOCTTA.

(5) 3a gnexapcTBeHHMTE TPOJAYKTH, TMPEACTABISIBAIIM  TEpareBTUYHU
aNTepHATHBH 3a JieueHue Ha najaeHo 3abomsBane, H30K usrorss undopmaius, B KOSTO
10CcOYBa B HM3XOJAII PeJl MPOAYKTUTE ChOOpPA3HO OMpeesieHaTa UM Mo peaa Ha an. 4
pa3xoaHa eekTuBHOCT. JOMycTUMO € eTUH HIIM TTOBeYe JIEKapCTBEHU MPOAYKTH J]a UMaT
eiHa U cblia pa3xoaHa epextuBHocT. MHpopmanusra ce onobpssa ot HagzopHus ceBeT
Ha H3OK, nybnukyBa ce Ha oduuumanHata uHTepHeT crpaHuna Ha H3O0K u ce
aKTyaJu3upa npu HeoOXOUMOCT/TIPOMSIHA HA OTHOCUMHTE 0OCTOSITENICTBA.

(6) Ilpu m3naBaHe HA MPOTOKOJ JEKapST/CleNMaTn3upaHaTa KOMUCHS MOXKe
Jla TIpeAnKcBa JIEKapCTBEH IPOJIYKT/JIEKAPCTBEHU NPOAYKTH, KOUTO Ca IOCOYEHHU B
uH(poOpMaIuATa 1o an. 5 ch00pa3Ho TAXHATA Pa3XxoHa €)eKTUBHOCT.

(7) Anunes 6 ce mpwiara B ClIydyauTe Ha W3/IlaBaHE Ha MPOTOKOJ Ha
3/IpaBHOOCUTYPEHO JUIIE 32 IbPBU MBT. [Ipu mumca Ha TepanmeBTHUEH OTTOBOP, HATTUYHE
Ha HEXXEJaHW JICKAPCTBEHW PEaKIUU WM IO MpPEleHKa Ha MEIUITMHCKHS CIEIHAaHCT,
HOJKpeNneHa ¢ MEIUIIMHCKAa OOOCHOBKA, € JIOIMYCTHMO MpEINHCBaHE Ha JIEKapCTBEH
NPOAYKT OT HAJIMYHUTE TEPANeBTUYHM AITEpPHATHBH Oe€3 cla3BaHe HA MPHHIMINA 3a
pas3xo/Ha e(eKTUBHOCT.
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Un. 236. (HoB - JIB, 6p. 68 ot 2019 r., B ciima ot 27.08.2019 1.) (1) 3a
onpenensHe Ha paszxofHara edexkruBHocT mo wi. 23a, an. 4 kpM H3O0K ce cb3nasa
KOMUCHS, KOSITO BKJItouBa Tpuma mpencraButenu Ha H3O0K, enun mpencraButen Ha
MuHHCTEpCTBOTO HA 3/IpaBEONa3BaHETO U €IMH MpeACcTaBUTEN Ha HalmoHanHus ChBET 10
IEHU U peuMOypcHpaHe Ha JiIeKapCTBEHUTE MpOAyKTH. ChCTaBBT HAa KOMHUCHUATA C€
onpeznens cbc 3anosen Ha ynpasutens Ha H3OK. Komucusta npuema npaBuia 3a
paborara cu.

(2) 3a nognomarane paboTaTa Ha KOMUCHUATA MOTaT Jia ObJaT MPUBIUYAHU U
BBHIIIHU €KCIIEPTH.

(3) YnenoBere Ha KOMUCHATA MO all. 1, KaKTO M JMIlaTa MO aJ. 2 HE MoraT Ja
ydacTBaT B JEHHOCTH, CBBpP3aHH C pa3pabOTBaHETO, MPOU3BOJCTBOTO, MAapKETHHTA,
THPrOBUSATA HA €APO U IPEOHO ChC CHOTBETHHS JIGKAPCTBEH MPOIYKT.

(4) UneHoBeTe Ha KOMHUCHSATA IO aJI. 1, KAKTO M JIMIIATA IO aJl. 2 ca JITHKHH J1a
He pasriacsBar (aKTH U OOCTOSITENICTBA, CTAHAIM WM HM3BECTHU TPU WIA 1O TOBOJ
U3IIBIHEHNE HA 33bJDKCHUSITa UM TI0 Ta3u Hapenaoa.

(5) Ha xomucwusita ce mpenoctaBs HHPOpPMAIUS 33 IOTOBOPEHUTE TI0 pea Ha
HapenOara mo wi. 45, an. 9 330 OTCTBIKM 3a JIEKapCTBEHUTE MPOAYKTH, 32 KOUTO Ce
ompenens pa3xonHa e(EKTUBHOCT M Ha TEpPaNeBTUYHUTE aITEPHATUBH, KAKTO U
JTOMBIHUTENHA HHPOPMAIIHS PU HEOOXOAUMOCT.

Un. 23B. (Hos - IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) B ciygaunte
1o wi. 23a, KOraTo KaTo TepaneBTUYHA aITEPHATHBA € ONPE/IeIICH JISKAPCTBEH MPOAYKT I10
1. 29, an. 2 ot 3JIIIXM, nekapst/cnennain3npaHaTa KOMUCHS MOXKeE Jia IPEIICBA TO3H
JIEKapCTBEH NPOIYKT HA 3APaBHOOCHTYPEHOTO JIMIE, Ha KOETO C€ M3JaBa IPOTOKOI,
CBIJIACHO MPUHITUIA 33 Pa3X0/Ha €(pEeKTUBHOCT.

Ui 24. (1) (U3m. - IB, 6p. 81 ot 2013 1., u3m. - JIB, Op. 68 o 2019 1., B cuna
ot 01.01.2020 r.) JIekapcTBeHUTE MPOAYKTH, KOUTO HAIIBJIHO WIJIM YACTUYHO C€ 3aIljaar
ot H30K 3a gomamiHo neueHue, ce MpeanucBaT Ha penenTtypHa Onanka (obpazen M3 -
H3O0K Ne 5 o mpunoxenue Ne 6), peuentypHa 6yanka (oopazery M3 - H30K Ne 5A no
npunokenue Ne 7) wim 3a TAX ce u3/AaBa MpoTokoid (oOpazery mo mpuinoxkenue Ne 8) mpu
YCJIOBHS M PE€/l, OTIPEICIICHH B HAITMOHAIIHUTE PAMKOBH JIOTOBOPH 110 4. 53, an. 1 330.

(2) Penenrypuute 6manku 1o an. 1 ce u3aaBar, KakTo CleBa:

1. (mom. - [IB, 6p. 95 ot 2018 1.) peuentypna 61anka (oopazen M3 - H30K Ne
5 mo mpunoxkenue Ne 6) - 3a TMpeaNUCBaHE HA JICKAPCTBEHU MPOAYKTU 3a JIeYCHHE Ha
3a00J15BaHMsI, B KOJMYECTBA 3a He moBeue oT 30 THU, OCBEH KOraTo JIMIICBA MOAXOsIIA
OITaKOBKA CBINIACHO CIIMCHKA 110 4. 262, aim. 1 3JIIIXM;

2. (m3m. - [IB, 6p. 95 ot 2014 1.) peuentypHa 61anka (o6pazen M3 - H30K Ne
5A no npunoxkenue Ne 7) - 3a mpeAmnucBaHe Ha JIEKaPCTBEHH MPOAYKTH 3a JIeUeHHE Ha
XPOHUYHU 3a00IsIBaHUs, B KOJIMYECTBA 3a He moBeue ot 100 qHu.

(3) (Hosa - IB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) [IpoTrokonure 1o
an. 1 ce m3gaBar 3a MpeaIUCBaHE Ha JICKAPCTBEHU NMPOAYKTH 3a JICYCHHE HA XPOHUYHU
3a00JIIBaHMsI B KOTMYECTBA 32 HE TIOBeUe OT 365 THHU.

(4) (Ilpeaumna an. 3 - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
Henomnbinenure nosiera B pelienTypHUTE OJAHKU 110 ajl. 1 ce aHynupar cbe 3Hak "Z".

(5) (IMlpepumnaa an. 4 - JIB, 6p. 68 ot 2019 r., B cmma ot 01.01.2020 r.)
Peuentypuute 61anku mo an. 1 ce u3gaBaT B IBa €K3EMILISIpA.
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(6) (U3m. - [IB, Op. 95 ot 2018 r., mpeaumnHa an. 5 - JIB, op. 68 o 2019 ., B
cuna ot 01.01.2020 r., u3m. - IB, Op. 85 or 2023 r., B cuna or 16.10.2023 r.)
Penenrrypuute 611aHKu 10 ait. 1 3aABJDKUTEITHO CE MOITBJIBAT B €JIEKTPOHHA (hopMa.

Ui 24a. (Hos - JIB, 6p. 15 ot 2014 r., u3m. - IB, 6p. 95 ot 2018 1.) Korato
Ha 30JI ce mpeanucBaT JIEKApCTBEHW MPOAYKTH, C H3KIIOUECHHE Ha JIEKAPCTBEHUTE
npoayktd no wi. 174 3JIIIXM, 3amnamanu HanbiaHo win vactuyHo oT H3OK,
perentypHuTe ONaHKH MO wi. 24 cieaBa Ja ChABPKAT BCUYKU JAHHH, TOCOYCHU B
npunoxxenue Ne 4a, koraTo ce IIaHupa Jia ce U3ITBJIHSABAT B Ipyra AbprKaBa YICHKA.

. 25. (1) (U3m. - JIB, 6p. 95 ot 2018 r.) Jlumata mo wi. 23 BOHcBaT B
amMOynaTOpHHSA JIMCT, KOUTO ce chbXpaHsBa B jgocuero Ha 30JI 3a 0TYETHOCT M KOHTPOII,
CJICIHUTE JaHHU OT penentute mo 4i. 24, ai. 1: xoq Ha H30K, MKbB ko Ha 3a0o0ssiBaHETO
no Hapeabara no wi. 45, an. 3 330, curHarypa, IpeAnucaHo KOJIMYECTBO M JHUTE, 3a
KOUTO € JOCTaThYHO MPEANUCAHOTO KOJINYECTBO.

(2) (Hom. - IB, 6p. 68 01 2019 1., Bcuna ot 01.01.2020 r.) /lataTa Ha nu3naBane
Ha pelenTara ciiefiBa Ja ChBIaja ¢ JaTaTta Ha u3JaBaHe Ha amOynaropHus nuct. [larara
Ha M3/]JaBaHE Ha MPOTOKOJIA CJIe/IBa Jla ChBIAJa C JaTara Ha W3/1aBaHe Ha aMOyJIaTOPHUS
JUCT, PECHEKTUBHO C JaraTa Ha OKa3BaHE Ha MeAMIIMHCKaTa momoir (amOynaTtopHa
poreaypa) Mo ONpeeNisiHe Ha TUIAaH Ha JICYCHHE W TPOCIICsIBaHE HAa TEPAICBTHYHUS

OTrOBOP IPH NAIIMEHTH, TOJIyYaBaIlly CKbIIOCTPYBAIIIHY JICKAPCTBEHH POIYKTH 110 pelia Ha
1. 78, T. 2 ot 330.

Ui 26. (1) (U3m. - [IB, 6p. 68 ot 2024 r., B cruta ot 01.09.2024 r.) JIumara no
yJ1. 23 UMar mpaBo Ja MPEANKCBaT Ha eIHa pelenTypHa OJaHKa JTeKapCTBEeHH MPOAYKTH,
CBBP3aHM C JICUCHUETO HA Pa3INIHK 3a00JIIBaHUS, @ HA €JUH ITPOTOKOJI - €TUH JICKApPCTBEH
MPOIYKT B IO TPH TO30BH €IUHUIIM 32 €HO 3a00IsBaHe. 3a JJeueHUe Ha eJHO 3a00IsIBaHe
Cce JIoMycKa MPeINUCBaHe Ha JIO TPH JICKAPCTBEHU TMPOTYKTA.

(2) (Jom. - 1B, 6p. 68 ot 2024 r., B cuna ot 01.09.2024 r.) IIpomenu B
MpeAMUCaHUTE JIEKAPCTBEHH MPOAYKTH 10 perentypHa 01anka (oopazen M3 - H30K Ne 5
no mpuioxeHue Ne 6) MOXe Ja MpaBU caMo JIKapAT/JIEKapsT MO JeHTaIHA MEAUIINHA,
W3] PeIlenTara, KaTo 3a IeJiTa ChITUAT aHyJInpa HeM3ITbJIHEHATA PEIeNTa/4acTTa OT Hesl
C HEOTITyCHATUTE JIEKAPCTBEHU MPOAYKTH U M3/aBa HOBA.

(3) (U3m. - JIB, 6p. 68 ot 2024 r., B cuia ot 01.09.2024 r.) I[Ipomenu B
IpeNUcaHuTe JIEKapCTBEHU MPOAYKTH 1O perentypHa 6ianka (oopazery M3 - H30K Ne
5A no npunioxxerue Ne 7) MOe J1a TpaBu caMo JIEKapAT/JIEKapAT M0 ICHTaTHA MEAUINHA,
U3JIa perenTara, Karo 3a IeNTa ChIIUAT aHyJIupa HEeU3MbIHEHUTE OTPSI3bIN/4acTTa OT
TSAX C HEOTITYCHATHTE JICKAPCTBEHH MPOIYKTH U U3]IaBa HOBA.

(4) (U3m. - [IB, 6p. 95 ot 2018 ., ot™. - [/IB, 6p. 68 oT 2024 r., B cuna ot
01.09.2024 1.)

(5) (M3m. - IB, Op. 68 ot 2024 r., B cuna ot 01.09.2024 r.) Ilpu uszknouBaHe
Ha JIGKAPCTBEHU TPOJYKTH OT MO3UTHUBHUS JICKAPCTBEH CIHCHK M3/aJICHUTE PEIEITH Ce
aHyJTUpAT 1O pelia Ha ajl. 2 U 3, KaTo MalMeHTUTe He 3ariamar cymara mo wi. 37, an. 1, T.
1 330, ako He ce Hajara oKa3BaHe Ha MEIUIIMHCKA TOMOIII.
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Un. 27. (1) Jlunata mo wi. 23 wMaT MpaBo Ja NPEANKMCBAT JIEKAPCTBEHHU
npoyKTH, 3a kouto H30K HambiHO WIIM YaCTUYHO 3arialla, B CICIHUTE KOJUYECTBA!

1. 3a 1leyeHre Ha OCTPU CHCTOSHUS - JICKAPCTBEHU MPOAYKTHU 32 HE IMOBEYE OT
10 nuwm;

2. (m3Mm. - [IB, Op. 95 ot 2014 r.) 3a jNe4yeHHe Ha XPOHUYHU 3a00JIIBaHUS -
JIEKapCTBEHU MPOJYKTH 3a He moBede oT 100 nHu, npeanucaHu Ha A0 TPU OTpA3bKa OT
penentypHa Omanka (o6pazenr M3 - H30K Ne 5A mo mpuiokenue Ne 7) wim Ha
penentypna 6ianka (o6pazer; M3 - H30K Ne 5 o mpuiioskenune Ne 6).

(2) JIunata o wi. 23 mocoyBar B perenTypHuTe OJaHku 1o 4. 24, an. 1 u B
amMOyNIaTOpPHUS JIMCT CPOKa, 32 KOMTO ce MpeANucBa.

(3) (Hom. - 1B, 6p. 95 ot 2014 r.) B cmyyaute no an. 1, T. 2 ce mpeanucar
JIEKApCTBEHU MPOJYKTH HA €AUH OTPSA3bK 3a He moBeue oT 30 THU, OCBEH KOraTo JIUIICBA
MOAXOAAIIA ONIAaKOBKA ChIVIACHO CIHMCHKA MO wi. 262, an. 1 oT 3akoHa 3a JEKapCTBEHUTE
OpOAYKTU B XymMaHHaTta meauuuHa (3JIIIXM) unm koraro JiekapcTBEHUTE MPOAYKTH Ce
MpeUCBaT B KOJIMYECTBA 3a moBeye oT 90 nHu.

Un. 28. Ha penentypuure Omanku mo ui. 24, an. 1 He morar jga Obaar
MIPEANUCBAHN €THOBPEMEHHO JIEKAPCTBEHU MPOTYKTH:

1. Ha3HAYEHM C MPOTOKOJ 1O 4jl. 24, ai. 1 1 TakuBa, KOUTO HE ca HA3HAYEHU C
TaKbB IPOTOKOT;

2. Ha3HAYEHHU C MTOBEYE OT €IMH MPOTOKOJ 1o 4. 24, an. 1.

. 29. (1) (U3m. - JIB, 6p. 95 ot 2018 r.) JIunara no wi. 23 ca IIBXHHA Ja
yBenomsT 30J1 - pecii. HErOB pOAUTEN, HACTOMHUK WM TOTEUYUTEN, WM JTUIETO MO YII.
162, an. 3 ot 3akoHa 3a 3ApaBETO, 33 BUAA HA MPEANUCAHUTE JICKAPCTBEHU MPOAYKTH,
TAXHOTO JCWCTBHE, HEKEIAHW JICKAPCTBEHHU DPEAKIMH, peJl U HAYMH Ha TPHEMaHe, 3a
cyMara, KOsITO CJeJiBa Jia 3allaTh, ako JIEKAPCTBEHUSAT MPOAYKT Ce 3aruiaiia YaCTHIHO OT
H30K.

(2) (U3m. - [IB, 6p. 95 ot 2018 r.) YBegomsaBanero Ha 30JI, pecn. HeroBus
pOAUTEI, HACTOMHUK, TIOTIEUUTEN HIIM JIUIETO 110 4. 162, an. 3 ot 3akoHa 3a 37IpaBeTo, ce
YIOCTOBEPsIBA C TOJMKCA MY B aMOYIaTOPHHUS JTUCT.

Yn. 30. (1) Peuenture, n3nucanu mo pefa Ha TO3M pasliell, MMaT CPOK Ha
BAIMTHOCT CYMTAHO OT JlaTaTa Ha U3JaBaHe, KaKTO CIIe/IBa:

1. no 15 kanenapHu 1HU - 3a perentypHa O1anka (oopazery M3 - H30K Ne 5
no npusoxkenue Ne 6) u 3a oTps3bK A OT peuentypHa O1anka (oopazen M3 - H30K Ne SA
1o npuioxenue Ne 7);

2. 1o 45 KaJIeHTapHU JTHU - 32 OTPsA3bK B oT penientypra 61anka (o6paszen; M3
- H30K Ne 5A no npunoxxenue Ne 7);

3. 1o 75 kaneHaapHH THU - 32 oTpsi3bK C OT penentypHa 6anka (oopaszerr M3
- H30OK Ne 5A no npunoxxenne Ne 7).

(2) (Hom. - B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Otnennure
OTpsI3BIIM Ha perentypHa 6manka (oopazery M3 - H30K Ne 5A no npusnoxenue Ne 7) ce
U3ITBJIHSABAT MOCTIEIOBATETHO B CIIEAHUTE CPOKOBE CUMTAHO OT JlaTaTa Ha M3/IaBaHETO H,
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CbOTBETHO - JaTaTa Ha OTIyCKaHE Ha MPEAXOAHOTO KOJIMYECTBO OT MPEANHCAHHUTE
MPOJIYKTH:

1. no 15 kaneHaapHu JIHU - 32 OTPSI3BK A;

2. (m3m. - IB, 6p. 95 ot 2014 1.) oT 25 10 45 KaneHIapHH JHU - 32 OTPSI3BK B;

3. (u3m. - JIB, 6p. 95 oT 2014 1.) ot 50 o 75 xaneHaapHu JHU - 32 OTPs3bK C.

(2a) (Homsa - JIB, 6p. 68 ot 2024 r., B cuna ot 01.09.2024 r.) B ciayuyaute no
1. 74, an. 3 mocneAaBanusaT OTPSA3BK OT €IEKTPOHHOTO mpennucanue (obpaszenm M3 -
H30OK Ne 5A no npuiioxxenue Ne 7) Moxke J1a ce U3ITBJIHABA HA AaTaTa Ha Hali-KbCHUS CPOK,
CUMTAHO OT Jarara Ha OTIyCKaHe Ha MpPEeIXOJHUTE KOJIMWYECTBA OT MPEIIUCAHHUTE
JIEKAPCTBEHU MPOAYKTH.

(3) (U3m. - JIB, op. 81 ot 2013 1., u3m. - IB, 6p. 68 ot 2019 1., B cuna ot
01.01.2020 r.) ITpoTokoaute no ui. 24, ain. 1 uMaT cpok Ha BATUAHOCT 10 365 KaneHJapHu
JTHU CYMTAHO OT JlaTaTa Ha 3aBepsSBAHETO UM B pErMOHAIHATA 3[PaBHOOCUTYPHUTENHA Kaca.
OrnpenensiHeTO Ha CpOKa Ha BAJIMIHOCT HA BCEKU MPOTOKOJ C€ U3BBPIIBA 110 KPUTEPHH,
YCTaHOBEHHU B HAllUOHATHUTE PAMKOBU AOTOBOPH 10 ui. 53, ai. 1 ot 330.

Pa3znea V.
IIpeanucBaHe HA JIeKAPCTBEHU MPOAYKTH B JiedeOHH 3aBedeHNsI ChC
cranquonap (Hos - /1B, op. 81 ot 2013 1.)

Ui 30a. (Hos - IB, 6p. 81 ot 2013 r.) (1) (U3m. - AB, 6p. 95 ot 2014 r.)
[IpenmucBaneTo Ha JEKApCTBEHM MPOAYKTH B JieUeOHM 3aBElICHHS ChC CTAllMOHAp 3a
XOCIUTATM3UPAHY MAIIMEHTH CE U3BBPINBA Ha JICKAPCTBEH JIUCT CHIIACHO MPHIIOKEeHHE No
Sa.

(2) (U3m. - 1B, 6p. 95 o1 2014 1., u3Mm. - /1B, Op. 95 o1 2018 r.) JIekapcTBEHUSAT
JUCT 1o mpusoxkeHue Ne Sa Moxe 1a ObJ1e ¥ caMo B eIeKTpoHHA (hopMa, KaTo ce MONICBa
CBIIIACHO 3aKOHA 32 eNIEKTPOHHHUS JJOKYMEHT U eJIEKTPOHHUTE YIOCTOBEPUTEITHH YCIYTH C
KBaTM(DULIMPAH UITU YCHBBPUICHCTBAH €EKTPOHEH MOIIHC.

(3) (U3m. - [IB, Op. 95 ot 2014 r.) JIekapCTBEHUAT JUCT C€ MOMBJIBA B JBa
eK3eMILIsApa, OJIMUCBA Ce OT JIEKYBAIIHs JIeKap U HaYaTHUKA Ha OTJENIEHUETO, Clie] KOETO
ce TpemaBa 3a W3NBbIHEHWEe B OonmHWuYHATa amnrteka. CpokbT Ha ChXpaHEHHWE Ha
JIEKapCTBEHUSI TUCT € 5 TOAUHHU.

(4) (HoBa - 1B, Op. 95 ot 2014 r.) JlekapCTBEHUST JUCT MOXke Ja ObIe
CHhCTaBsIH U OTIEUYaTBAH 4Ype3 CHelHalu3upaH codryep, KaTo 3abIKUTETHO ChABPKA
BCUYKH PEKBU3HTH.

(5) (Homa - JIB, 6p. 95 ot 2018 r.) Korato nexapcTBeHHTE MPOIYKTH ca 3a
3JI0OKAYECTBCHH 3a00JISIBAHUS, JICKAPCTBEHUAT JHCT MO al. | ce TpuapyxaBa oOT
TepaneBTHuYeH QU ChIIacHo mpuinoxkeHue Ne 56.

(6) (Homa - JIB, Op. 95 ot 2018 r.) TepaneBTuyHUAT Ul Moxke 1a Oble u
caMO B eJIEKTpOoHHa (opma, Karo ce MOJNMUCBA CHIVIACHO 3aKOHa 3a EJIeKTPOHHUS
JOKYMEHT H CJICKTPOHHHUTE YyJOCTOBEPHUTCIHU YCIYTH C KBATM(DHUIHUpAH WIH
YCHBBPIICHCTBAH EIEKTPOHEH MOJIIIHC.

(7) (HoBa - 1B, 6p. 95 ot 2018 r.) TepaneBTUYHUAT (UII CE TOMBIBA
CBIIIACHO pEeIIeHneTo Ha KIMHUYHATA OHKOJIOTUYHA KOMUCHS o
XUMHUOTEPANMsI/KIMHAYHATA KOMHCHSI TI0 XEMaToJIOTHs, OTpPa3eHO B IPOTOKOI,
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€JHOKpPaTHO HA TBPBUS JIeH OT Tepamuara II0 CHhOTBETHAaTa KIMHUYHA
IbTEKa/aMOYIIaTOpHA TIPOLEAYpA.

(8) (Hosa - IB, Op. 95 ot 2018 r.) TepaneBTUYHUAT (PuII CE MOMBIBA B JBA
eK3eMIUIsIpa, MOJIMUCBA Ce OT JICKYBAIUs JIEKap, CJIe KOETO ce MpeiaBa 3a U3IbIIHEHUE B
OOJIHMYHATA anTeKa.

Yn. 306. (Hos - [IB, 6p. 81 ot 2013 r.) (1) [IpennucBanero Ha JeKapcTBEHU
MPOAYKTH, ChIABbPKAIIM HAPKOTUYHH BEIIECTBA OT MPHIIOKEHUS Ne 2 1 3 KbM WL 3, T. 2 U
3 or Hapenbara 3a pema 3a kmacuduimpaHe Ha pacTeHHSATa M BEIIECTBaTa KaTo
HAapKOTUYHH, B JIeYeOHUTE 3aBEJICHUSI ChC CTALIMOHAP 32 XOCHUTAIM3UPAHUTE OOJIHU ce
U3BBPIIBA HA OTJEIICH JICKAPCTBEH JIUCT.

(2) (U3m. - ]IB, Op. 95 ot 2014 r.) JIekapcTBEHUSAT JUCT 10 al. 1 ce mombiBa
B choTBeTCTBHE C Wi. 304, ait. 3 u 4, KaTo He ce I0MyCKa N3/1aBaHETO MY CaMo B €JIEKTPOHHA
dopma. CpoKbT Ha CbXpaHEHHUE Ha JIEKAPCTBEHHUS JIUCT € 5 TOIUHHU.

Ui 30B. (Hos - ZIB, 6p. 81 ot 2013 r.) (1) (U3m. - [IB, 6p. 95 ot 2018 r.)
[IpeanucBanero Ha JiekapcTBeHU Npoayktu mo wi. 30r, ai. 7, T. 2 ce U3BBpIIBA Ha
CHCHUAITHUTE PEIEITYPHH OJIaHKK 110 wi. 11.

(2) Cneunannara peuenTtypHa 0jaHKa 1o ai. 1 ce u3gaBa B TpHU €K3EMILISApa,
IBPBUTE JIBA OT KOUTO CE€ MpeJaBaT OT MalMeHTa B OOJHUYHATA anTeka, a TPETHUST Ce
CBXpaHsBa OT JICKYBAILUs JIEKap.

(3) IpemnucanuTe neKapCTBEHH MPOAYKTH MO ail. | ce BOUCBAaT B
MeIMIUHCKAaTa JOKYMEHTAIHs Ha TalieHTa.

Ui 30r. (Hos - 1B, Op. 81 ot 2013 r., u3m. - JIB, 6p. 95 ot 2018 1.) (1)
JlexapcTBeHM NPOAYKTH 10 4il. 262, an. 6, T. 2 3JIIIXM, 3amnamann HaneiaHo oT H30K,
MOTaT Ja MpeanucBar jumara mo wi. 4, aia. 1, paboremu B je4eOHM 3aBEACHUS -
U3IBJIHUTEN Ha OOJIHUYHA MOMOI MO0 KIMHUYHU IThTeKH/aMOyJaTOpHU MpOLEaypH
chIyIacHO HapenbaTa mo ui. 45, an. 2 330.

(2) Koraro cermacHo Hapenbata mo wi. 45, an. 2 330 nekapcTBEHHUTE
NPOAYKTHU 3a 3J0KauyecTBeHU 3aboisBaHus ce 3amiamar or H30K u3BbH neHara Ha
KJIMHUYHUTE IBTEKHU/aMOyJIaTOPHUTE MPOLEIypH, CBIIUTE Ce NMpeNNucBaT U Ipuiarat
caMo CJIe]] B3€TO PELlEHHUE 3a TPOBEKIaHe Ha JIEKAPCTBEHO JIEYEHHE OT 0011aTa KIMHUYHA
OHKOJIOTMYHA KOMUCHS/KJIMHUYHATA KOMUCHS TI0 X€MaTOJIOTUS ChITIACHO METUIIMHCKUTE
crangaptu "MeauruHcka onkosyorus'/"Kinnauyuna xemarosorus."

(3) JlekapcTBEeHUTE MPOIYKTH 32 JIEYCHHUE Ha 3I0KAUECTBEHU COJIUIAHU TYMOPH
npu Jmua Hajg 18 r., ¢ M3KIIOYEHHE Ha ONMUOMIHUTE AHAITETHIM, CE€ MPEANHUCBAT OT
JEKyBalllisg JIeKap CleJ pelIeHHEe Ha KIMHUYHATa OHKOJOTMYHA KOMMCHS IO
XUMHUOTEPAINHUS ChIVIACHO MEIUIUHCKUSA cTaHAapT "MenununHcka okosorus'. Komucusita
CE CBbCTOM HaW-MajaKo OT TpHUMa JIEKapu C MpHU3HATa clenuanHocT "MenuuuHcka
OHKOJIOTHA", KOUTO paboTAT B JIEUEOHOTO 3aBEJCHUE, U CE€ OMpeeNs ChC 3aloBe] Ha
PBKOBOJUTENS Ha J1e4eOHOTO 3aBeleHHE. PelleHusITa Ha KIMHUYHATa OHKOJIOTWYHA
KOMUCHS 110 XMMHOTEpAaIusi c€ BIUCBAT B MPOTOKOJIM ChIVIACHO MpuiiokeHne Ne 86 u ce
MOJIKUCBAT OT WIEHOBETE Ha KomucHsTa. [IpoTokonuTe ca BanuaHu 3a cpok a0 180 nHu
CUMTAHO OT HA4aJo0TO Ha JEUEHUETO M0 cXxemarTa.
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(4) JlekapcTBeHUTE NPOAYKTH 32 J€UEHUE HA 37I0KAYECTBEHN XEMaTOJIOTUYHH
3a00J5BaHMs TIpU JUIA@ Haj 18 T., ¢ U3KIIOYEHUE HA ONUOUIHUTE aHAJITEeTHUIIM, CE
IpeINnucBaT OT JIEKYBalllUsl JIeKap Cclie[ pelleHHe Ha KIWMHWYHATa KOMHUCHUS IO
XEMaTOoJIOrUs ChIVIACHO MEIUUUHCKUA cTaHaapT "KnuHuuna xemaronorus”. Pemenusita
ce BIIMCBAT B IPOTOKOJI IO 00pasel] ChriiacHo mpuiiokeHue Ne 8B, momucad oT Hali-MajKo
TpUMa JieKapu ¢ npusHaTta cnenuanHocT "Kinumnuuna xematosnorus”. IIpoTtokonure ca
BaJIMJIHU 32 CpOK 110 180 AHM CYMTAHO OT HAYAJIOTO HA JICUEHUETO IO cXemaTa.

(5) JlekapcTBeHUTE MPOMYKTH 3a JICUCHUE HA 3JIOKAYSCTBEHH 3a00JISIBAHUS
npu Jdua nox 18 r., ¢ M3KIOYEHUE Ha ONMUOWJAHUTE aHAITETHIM, CE€ MPEANHCBAT OT
JeKyBaIlUsg JIEKap Ccled pelieHHe Ha KIMHWYHA OHKOJOTMYHA KOMUCHS/KIMHUYHA
KOMUCHS 110 XeMaToJIoTus 3a una rnoj 18 rogunu. Pemienusita ce BucBar B MPOTOKOJ IO
oOpa3zerr ceritacHo npriokenust Ne 86/Ne 8B 1 ce MOAMMCBAT HAi-MalIKO OT IBaMa JieKapu
cbe cnennaniHocT 1o "lleguatpusa" u "Kinnnuyna xematosorua" wim "Jlercka KIMHUYHA
XEeMaTOJIOTHSI M OHKOJIOTHsA", KOUTO paboTaT B JledeOHOTO 3aBeneHue. [Iporokomnure ca
BaJIMIHU 32 CpOK 10 180 AHM CYMTAHO OT HAYAJIOTO HA JICUEHUETO IO cXemaTa.

(6) Pemienusita Ha KOMUCHUTE 110 aJ1. 3 - 5 ca ChIVIACHO TEPAIIEBTUYHUTE CXEMU
3a JIeueHUe B ChOTBETCTBHUE C 0100peHUTE (papMako-TeparneBTUYHH PHKOBOJICTBA.

(7) Jlumara mo an. 1 morar ga mpeanucBar Ha 30JI cbc 370KaYeCTBEHU
3a00JIBaHUs JIEKAPCTBEHH MPOAYKTH 3a JICUCHUE/TIPOIbIKABAHE Ha JIEYCHUETO B
M3BBHCTAIMOHAPHU YCIIOBHS, KAKTO CJIC/IBa:

1. nexapcTBeHH MPOAYKTH 3a EPOpaAHA MPULIETHA TPOTUBOTYMOPHA TEPATUS
U IepopajiHa XUMHUOTEepanus - npu aexocrnuranusanus Ha 30J1, nexkyBaHu B CHIIOTO
Je4eOHO 3aBelleHHe MO KIMHUYHU IBbTEKH WU aMOylaTopHA MpoIleaypa 3a CUCTEMHO
JICKapCTBEHO JICYCHHUE MPH 3JI0KAYECTBEHH 3200 SIBAHNUS;

2. ONWOWAHM AHAITETHIM - TPU JUCHAHCEPHO HAOIIOJIEHUE TMPHU
3JI0KaueCTBEHHU 3a00JISIBAHUS U TIPH BPOJICHH XEMAaTOJIOTHYHU 3a00JI1BaHusI.

(8) B caywante mo an. 7, . 1 30JI crenBa aa ca JeKyBaHU MO KIWHUYHH
I'bTEKH/aMOyIaTOPHU TIPOLIEIypH, TTOCOUEHU B Hapenbarta mo wi. 45, an. 2 ot 330, npu
KOUTO CTOMHOCTTA Ha JIeKapCTBEHUTE MPOayKTH ce 3aruiamia oT H30K u3BbH 1leHaTa Ha
KJIMHUYHATa IbTeKa/aMOyiaTopHaTa nporenypa.

Un. 30a. (Hos - [IB, 6p. 81 ot 2013 1.) (1) (M3m. - IB, 6p. 95 or 2014 1., u3m.
- JIB, 6p. 95 ot 2018 r.) JlekapctBenute npoayktu o ui. 30r, an. 7, T. 1 ce mpennucsar
Ha peuentypHa Onanka (o6pazery M3 H30K Ne 6 mo mpunoxenue Ne 8r) 3a jiedeHue Ha
3JI0Ka4eCTBEHU 3a00JIIBaHMsI B KOJIMUECTBA 3a He noseye oT 30 aHu.

(2) PeuentypHara 6naHka mo an. 1 ce u3znaBa B JBa €K3eMILISPa, MbPBUAT OT
KOMTO Ce MpeiaBa upe3 MalfeHTa Ha anrTekaTta Ha JISYeOHOTO 3aBe/ICHUE ChC CTallMOHAP, a
BTOPUSAT C€ ChXPaHsABA OT JIEKyBAIIHs JIEKap/IeKkap Mo JeHTalHa MEeIUIIMHA.

(3) Pettenitute ca BamuaHU 3a CPOK 15 qHU OT maTaTa Ha U3JaBAHETO UM.

(4) Jlumata mo um. 30r, am. 1 moraT na pasmeyaTBaT oOpasuuTe Ha
JOKYMEHTHUTE TI0 all. 1, KaTo ChIIUTE ChABPKAT 38 IBIDKUTEITHO BCHYKU PEKBU3UTH.

I'maBa yerBbpTA.
OTITYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH
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Pazgen 1.
IIpuemMaHe U M3NMbJIHEHHE HA JIEKAPCTBEHUTE MPEANUCAHUS

Ui 31. (1) (Ilpenumen Texer Ha wi. 31 - JIB, 6p. 68 ot 2014 r., B criia ot
15.08.2014 r.) Ilpu npuemaHeTo Ha PEUENTUTE U JEKAPCTBEHUTE JIMCTOBE MarucThbp-
dbapmMaleBTHT ce 3aAbKaBa Ja:

1. mpoBepsiBa 1any ca cria3eHU U3MCKBAaHUATA HA IJIaBU BTOPA U TPETa;

2. (m3m. - JIB, 6p. 85 or 2023 r., B cria ot 16.10.2023 1.) He oTIrycka
JIEKapCTBEHU IMPOAYKTH Cpelly TaJOHM 3a OTCThIIKA WU JPYrd JIONBJIHUTEIHU
MaTepHuaH, HeTIPeABUIeH! B Ta3u Hapenoa, 3JITIXM wmu 3BM/I;

3. (u3m. - IB, Op. 81 ot 2013 1., u3m. - [IB, 6p. 85 ot 2023 r., B cmiia ot
16.10.2023 r.) OCTOHHOCTSIBa MPEANUCAHUTE JCKAPCTBEHU MPOMYKTH; CIIOMAraTEITHUTE
MaTepUaIl U OMaKOBKUTE, KOUTO CE M3IOJI3BAT 3a JIEKAPCTBEHU NPOAYKTH, IPUTOTBEHU
M0 MarucTpajaHa u apMakolieiiHa pelenTypa B aTeKuTe, U ce€ OCTOMHOCTSBAT ChIIIACHO
Hapen6ara 3a ycioBusiTa, mpaBuiaTa 1 pefia 3a peryJupaHe U perucTpupaHe Ha IEHUTE Ha
JeKapcTBeHUTe NMpoaykTH, npueta ¢ [locranoBnenne Ne 97 Ha MUHHUCTEPCKH CHBET OT
2013 r. (B, 6p. 40 ot 2013 1.);

4. (nom. - JIB, 6p. 85 ot 2023 r., B cmia ot 16.10.2023 r.) BIMcBa BCska
U3IIBJIHEHA PELeNTa B JHEBHUK 3a PETUCTPUPAHE Ha PELENTH ChIIacHO npuioxenue Ne 4
KbM 4iI. 3, ant. 3 ot Hapen6a Ne 28 ot 2008 r. 3a ycTpoHCTBOTO, pelia M OpraHu3alusiTa Ha
paboTaTa Ha anTEeKUTEe U HOMEHKJIaTypaTa Ha JiekapcTBeHuTe npoayktu (B, op. 109 ot
2009 r.).

(2) (Homa - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., u3m. - JIB, 6p. 85
ot 2023 1., B cuna ot 16.10.2023 1.) JIHEBHUKBT 32 pETUCTPUPAHE HA PEIENTH 110 ail. 1, T.
4 ce BOAM Ha €IEKTPOHEH HOCUTEIL.

(3) (Hosa - /1B, 6p. 85 o1 2023 r., B cuna ot 16.10.2023 r.) [IpaBo na otmyckat
JIEKapCTBEHU MPOAYKTH, ChAbPIKAIM HAPKOTUYHU BELIECTBA OT puiioxkeHue Ne 1 kbM 41
2 ot Hapenba Ne 2 ot 2012 r. 3a ycioBusiTa U pefia 3a OChILECTBSIBaHE Ha MPOrpamMu 3a
JIEYEHUE C aTOHUCTH U arOHUCTU-AaHTarOHKUCTH Ha JIMIIA, 3aBUCUMU KbM ontmouu (/1B, Op.
49 or 2012 r.), umaT nexkapu, paboTeuM B NPOTrpaMUTe, MOIYUYHJIM pa3pelieHue OT
MUHUCTBpA Ha 37paBe0a3BaHETO 3a OCHILECTBABAHE HA IPOTPaMU 3a JIEUEHHE C arOHUCTH
Y arOHUCTH-aHTAarOHUCTH Ha JIMIIA, 3aBUCUMU KbM OTTHOUIH.

Un. 32. (1) B anTekaTa 3a1bDKUTENHO CE ChXpaHIBa B MPOJBIKEHUE HA MET
TrOJIMHU UHpOpMaIus 3a:

1. mpueTnTe U U3MBIHEHUTE PELENTH;

2. MOTYyYEHUTE JICKAPCTBEHU MPOAYKTH 110 TAPTHJIN.

(2) (U3m. - [IB, 6p. 68 ot 2014 1., B cuia ot 15.08.2014 r.) Ha Bcsika perenta
MarucTbpp-hapManeBThT IOCTaBA I€YaT, KOWTO CBHIBP)Ka HOMEpa M JaraTa Ha
pa3pelieHueTo 3a ThProBus Ha JPeOHO C JIEKApCTBEHU MPOAYKTH.

(3) (Homa - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Peuenrture ce
MOJMKCBAT OT MarucThp-papMareBTa, KOUTO U3IMIBJIHIBA MPEIMUCAHUETO U/UITU OTITYCKa
JIeKapCTBEHHUTE MPOAYKTH. Ha BCsika perenta MarucTbp-(papManeBThT MOCTaBS:

1. HOMep ¥ 1aTa Ha IpUEMaHe Ha PEelenTara;

2. YUH na ornyckamus Maructbp-apmariesnT.
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Ui 33. (1) B anrekuTe penenture ce U3IMbIHABAT IPHOPUTETHO IO CIICTHHS
pen:

1. peuentu ¢ ykazanue "umto", "mutucumo" miam "cratum'" ce HU3MbIHABAT
He3a0aBHO, KaTO BBPXY TAX ce OTOENsI3Ba YachT Ha IMOCTHIIBAHETO B amnTeKaTa U Ha
U3ITBIHEHUETO UM;

2. peuerntu 3a jieua 10 14 rogunu;

3. BCHYKHM OCTaHAJIM PELENTH Ce U3IIBJIHABAT 10 pe/ia Ha OCTHIIBAHETO UM.

(2) (Or™. - IIB, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 1.)

Ui 34. (1) Ilpu orniyckaHe Ha IpeANucaHy JIEKApCTBEHU ITPOIYKTH C€ Clia3Ba
CIICHUAT PEeN;

1. (m3m. - 1B, 6p. 81 ot 2013 r.) KOTaTO JIEKAPCTBEHUSAT MPOAYKT € MPEANUCAH
Yype3 MeXIyHapOJHO HEeNaTeHTHO WK (papMaKkoleiiHO HAMMEHOBaHHUE Ha JIEKapCTBEHOTO
BEIIIECTBO, CE€ OTITYCKa JIEKapCTBEH MPOJIYKT, pa3pelieH 3a ynorpeda B cTpaHaTa, KOHTO
ChIbpXKa MPEINHCAHOTO aKTUBHO BELIECTBO, KaTO 3aJbJDKUTEIHO C€ CIa3Bar
npernrcaHaTa JekapcTBeHa opmMa 1 KOJIMYECTBOTO B J1030BA €IMHUIIA;

2. KOrato JeKapCTBEHMAT MPOAYKT € MpEeANucaH IoJ TbProBCKO
HaNMEHOBAHHUE, C€ OTIYCKa TOYHO MPEANUCAHUAT IPOIYKT.

(2) Koraro anTekara He pasmojara ¢ IMpEIIHCAaHUs JEKapCTBEH MPOIYKT,
MarucTbp- GpapManeBThT € JTBKEH J1a TO OCHTYpPH B CpOK A0 24 yaca. B To3u ciryyaii
Jlatata M 4achT Ha MOCTHIIBAHETO Ha pelienTara ce 0Tpa3siBaT BbpXY Hesl.

Un. 35. (1) Cnen oTmyckaHeTo Ha MPEANUCAHUTE JIEKApPCTBEHU MPOIYKTH
peuernirara ce Bpblila Ha IPUHOCUTEIS H.

(2) (U3m. - IIB, Op. 94 ot 2011 r., u3m. - IIB, 6p. 90 ot 2019 r.) B antekure
Ha JIe4YeOHUTE 3aBEJICHUS ChC CTAllMOHAP, CKIFOUMIIN JOTOBOD 1o peaa Ha Hapenba Ne 34
ot 2005 r. 3a pena 3a 3amiamiane OT IbpKaBHUS OI0/DKET HA JIEYCHUETO Ha OBITapCKUTe
rpakJIaHu 3a 3a00JIIBaHuUs, U3BBbH 00XBaTa Ha 3aIbJDKUTEITHOTO 3[JPaBHO OCUTYpPSIBaHE, CE

3a/IbpiKa €AMHUAT EK3EMILIAP Ha pelrenTara.
(3) (Otm. - AB, 6p. 51 oT 2023 1., B cruta ot 13.06.2023 1.)

Y. 36. Ilpu oTnyckaHe Ha JIEKapCTBEHU NMPOJYKTH MarucTbp-(papmManeBThbT €
JUTbXKEH Ja MpeAocTaBu MH(OpMAaLKs U ChbBETH Ha MallUEHTUTE, U3PA3EHU SICHO, Ha €3UK,
JieceH 3a Bb3NpHEeMaHe, OTHOCHO 0€30MacHOTO U €(EeKTUBHOTO NMpHEMaHe U U3IO0J3BaHe
Ha JIEKAPCTBEHUTE MPOTYKTH.

Un. 37. (1) [Ipeanucanusi, KOUTO HE OTrOBAPSAT HA M3UCKBAHHATA MO TJIABU
BTOpa M TPETa, HE CE U3ITBIIHSIBAT.

(2) Tlpu BB3HMKHAIO CHMHEHHE OTHOCHO TPEIINHCAHOTO B perenTara
MarucTbp-GpapManeBTbT € JUIBKEH, NPeAn Aa OTIYCHE JIEKapCTBEHUs MPOAYKT, Ja ce
KOHCYJITHpA C MPEITUCAITUS perienTaTa JeKap.

Ui 38. He ce oTmyckar JIeKapCTBEHU MPOAYKTH IO KOMHE HA OPUTHMHAIHA
peLenTa.
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Ui 39. [Ipeau oTiyckaHe HA JIEKAPCTBEHH MPOAYKTH O€3 perenTa MarucTbp-
(dapManeBTHT HAIOMHS Ha MAIMEeHTa Mpeau ynorpeda aa mpodere MHPOpPMaIMOHHATA
JIMCTOBKA.

Pa3nean 11.
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH, ChAbP KAIld HAPKOTHYHH BelllecTBA

UYn. 40. (M3m. - [IB, 6p. 51 ot 2023 ., B cuna ot 13.06.2023 r.) JlekapcTBeHn
HPOAYKTH, ChIbpXKAIIM HAPKOTUYHU BEILECTBA, NPEANMCAHU 10 pela Ha IjaBa TpeTa,
pazzen II, ce oTmyckar B anTeku, KOUTO ca NOJYUYMIIH JULEH3US 32 ThProBUs Ha IpeOHO U
CbXpaHsABaHE Ha HApKOTMYHM BeLIecTBa IO peJa Ha 3aKkoHa 3a KOHTPOJ BBPXY
HapKOTUYHUTE BelecTBa U npexkypcopute (3KHBII).

UYn. 41. (1) (Uzm. - IB, 6p. 81 o1 2013 1., u3m. - /IB, Op. 51 o1 2023 1., B cuia
ot 13.06.2023 r.) [Ipenu oTmyckaHe Ha JIEGKApCTBEHU MPOIYKTH, ChABPIKALIN HAPKOTHUHHU
BEIIECTBA, MAarucThp-(papManeBThT 3aIb/DKATEIIHO TPOBEpsiBA JAIM Ca CIa3eHU
M3HMCKBaHUATA 3a MPEANUCBAaHE Ha JIEKAPCTBEHH MPOJYKTH, ChABPKAIIU HAPKOTUYHU
BELIECTBA, U BbBEXKJIA TPUTE UMEHA U JAHHUTE OT JOKYMEHTA 33 CAMOJIMYHOCT Ha JIMLETO.

(2) (U3m. - IB, 6p. 81 ot 2013 1., u3m. - JIB, Op. 51 ot 2023 1., B cujna ot
13.06.2023 r.) UadopmanusiTa OT CHEHUATHUTE PEHENTypHH OJaHKH - HAIlMOHAJICH
pedepeHTeH HOMEp Ha pelentypHara OllaHKa, UME Ha MalMeHTa, HauMEHOBaHHE Ha
JIEKapCTBEHUsI NMPOJIYKT, OTIIYCHATO KOJIMYECTBO M JlaTa Ha OTIYCKAaHETO, CE BbBEXK/A B
CHEIMAlIHUS PETUCTbp cbritacHo wi. 3 oT Hapen6a Ne 21 ot 2000 r. 3a U3UCKBaHUSTA KbM
JOKYMEHTAlUATa U OTYETHOCTTA MPU U3BBPIIBAHE HA IEHHOCTU C HAPKOTUYHU BEIIECTBA
U JIEKapCTBEHH NMPOJYKTH, ChABPIKAIIN HapKOTUYHM BeniecTsa (1B, 6p. 86 ot 2000 r.).

(3) (M3m. - B, 6p. 94 ot 2011 1, ot™m. - IB, Op. 51 ot 2023 r., B cuia oT
13.06.2023 r.)

(4) (U3m. - 1B, 6p. 81 ot 2013 r., u3m. - JIB, Op. 68 ot 2014 r., B cuna ot
15.08.2014 r., u3m. - JIB, Op. 51 or 2023 r., B cuma ot 13.06.2023 r.) Koraro
JIEKAPCTBEHUT TPOAYKT Mo wi. 262, am. 6, 1. 1 3JIIIXM, chabpkaill HapKOTHUYHU
BemiecTBa, ce 3amiama or H30K 3a nomamHo jneueHue, uHpopmanusaTa mo aji. 2 oT
crenuanHuTe peuentypHu Onanku ce mnpenoctaBs Ha P3OK uypes Hauwmonannara
3/paBHOMH(OPMALIMOHHA CUCTEMA.

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

Un. 42. (U3m. - IB, 6p. 51 012023 1., B cruta ot 13.06.2023 r.) UnopmanusTa
no wi. 41, an. 2 oT chnenuagHUTE peuentypHu OnaHku ce mpenoctaBs Ha P3U upes
Hanuonannara 31paBHOMH(OpMAIIMIOHHA CUCTEMA.

Un. 43. (U3m. - JIB, Op. 81 ot 2013 r.) 3a0paHsiBa ce OTMyCKaHE Ha
JIEKapCTBEHH MPOYKTH IO pelernTa, MPeANUCcany IpeIu oBeye OT 7 JTHH.

Un. 44. (1) (M3m. - JIB, 6p. 81 ot 2013 r.) 3abpaHnsiBa ce OTIMyCKaHE Ha
JIEKapCTBEHH MPOAYKTH, ChABPIKAIIN HAPKOTHYHH BEIIECTBA OT MpuiioskeHust Ne 2 1 3 KbM
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. 3, T. 2 u 3 or Hapenbara 3a pena 3a kiacuduipane Ha pacTeHUATA U BELIECTBATa KaTo
HAapKOTUYHH, B KOJIUYCCTBA, [IO-T'OJICMH OT NPCAINMUCAHUTC.

(2) IIpu ycraHoBsiBaHE Ha HECHOTBETCTBHS B MPEIIUCAHUETO U MAKCHUMAIIHO
JIOITyCTUMATa J103a MarucTbp-(papmManeBThT B anTeKaTa € JIBKEH Ja ce KOHCYIATHpa C
Mpeucanus perenTara jyexap.

(3) Ilpu HEBB3MOXKHOCT 3a U3MBIHEHUE Ha MPEANHCAHUETO CIIEJ
KOHCYJTAIMATA 1O ajl. 2 perenTara ce Bpblila Ha JieKaps/IeKaps Mo JAeHTalHa MeIUluHa
3a aHyJIIpaHe.

Ui 45. 3abpaHsBa ce OTIIyCKaHE Ha JIEKapCTBEHU MPOIYKTH 10 PEa Ha TO3U
paszielt, Korato IpUHOCHTEIAT Ha perenTara € nox 18 roaunn.

Pazgea I11.
OTnyckaHe HA JJeKAPCTBEHHM MPOIAYKTH, 3aIJIAIAHA HAMBJIHO OT M3 u
HANBJIHO WiId YacTudHo oTr H30K

Un. 46. (1) (U3m. - IIB, 6p. 94 ot 2011 r., m3m. - IB, 6p. 90 ot 2019 r.)
OTnyckaHeTo Ha JJeKapCTBEHU MPOAYKTH, IPENMCaHU 110 peia Ha ri1aBa Tpeta, paszaen 11,
CE€ M3BBPILIBA OT alTEKU Ha JIeYeOHU 3aBEJICHUSI ChC CTAI[MOHApP, CKIIIOUMIM JOTOBOP IO
pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amjamiaHe OT JIbp)KaBHUS OFOKET Ha
JeUYCHHETO Ha OBJrapcKuTe TpakJaHW 3a 3a00JsBaHMsA, W3BBH OOXBara Ha
3aIBJKUTEIHOTO 3/IPAaBHO OCUTYPSIBAHE.

(2) (Otm™. - [IB, 6p. 81 or 2013 r., HOBa - JIB, Op. 68 ot 2014 1., B cua oT
15.08.2014 r.) OtmyckaneTo Ha JeKapCTBEHU MPOAYKTH OT alTeKH, pabOTEIIH O I0TOBOP
¢ H30K, ce n3BbpIiiBa B CbOTBETCTBUE C Ta31 Hape10a U C yCIOBUTA U PE/Ia 3a CKIIIOUBAHE
Ha MUHJMBHIyaJTHU JOTOBOPH 1O Wi. 45, an. 15 ot 3akoHa 3a 31paBHOTO OCUTypsIBaHE.

(3) (Hom. - B, 6p. 81 ot 2013 r., gom. - JIB, 6p. 68 ot 2014 1., B cuna or
15.08.2014 r., oTM. B yacTTa OTHOCHO JyMuTe "Maructbp papmanent” ¢ Permenue Ne 5812
ot 17.05.2016 r. na BAC - ]IB, 6p. 91 o1 2016 1., B cmia ot 18.11.2016 r.) OtnyckaneTo
Ha JIEKapCTBEHHU NMPOIYKTH, IPEIITUCAHU 110 peJla Ha I1aBa TpeTa, paszaen [V, ce u3pbpiiBa
OT Marucrbp-(apmaneBT B anteku, padoremu no poroop ¢ H30K ¢ uskimoueHue Ha
JeKapCTBEHUTE MPOIYKTH MO Wi. 30r, KOUTO Ce OTIyCKaT OT OOJTHUYHHUTE alTeKu.

(4) (Hosa - /1B, Op. 81 ot 2013 r.) KoraTo nekapcTBEeHUST IPOAYKT CE OTIyCKa
B OITAKOBKa, pa3JINYHa OT OKOHYATEJIHATA, C€ 0TOENA3BAT BCUUKH JaHHU OT OKOHYATeIHATa
OIIaKOBKa Ha MPOU3BOJUTEINS U C€ IPEOCTaBs JUCTOBKATA 3a MMallUEHTa.

(5) (Homa - IB, 6p. 81 ot 2013 r., mon. - /IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., u3m. - JIB, Op. 90 ot 2019 r.) Ha oOparnara crtpaHna Ha perenrara 3a
JIeKapCTBEHUTE MPOAYKTH, OTITyCKaHHU 1o peaa Ha 4. 21 ot Hapen6a Ne 34 ot 2005 1. 3a
pena 3a 3amamiaie oT Jbp>KaBHUS OIOJKET Ha JICUEHUETO Ha OBJArapCKUTEe rPakKIaHH 3a
3a0o0sBaHMsI, U3BBH 00XBaTa Ha 3aBDKUTEITHOTO 3[paBHO ocurypsiBaHe (B, Op. 95 ot
2005 r.), ce 3anucBar JaHHUTE OT JIMYHATA KapTa (1acrlopT) Ha MalMeHTa U Ha oJTy4JaTes,
KOI'aTo JIEKAPCTBEHUTE MPOIYKTH HE C€ MOIy4aBaT JIMYHO OT MaLUEHTA.
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Ui 47. (1) (U3m. - [IB, 6p. 95 ot 2014 r., npeaumeH TekcT Ha wi. 47 - JIB, Op.
68 or 2019 r., B cuna ot 27.08.2019 r.) OrnmyckaHeTo Ha JIEKapCTBEHU INPOAYKTH,
MpeAnrcaHu Ha perentypHa 6manka (oopasen M3 - H30K Ne 5A mo npumnosxenne Ne 7),
CE M3BBPINBA B PAMKUTE HA BATUIHOCT Ha OTPSI3BIIUTE, KATO JlaTaTa HAa U3ITBIHCHHUE Ha
BCEKU OTPA3BK Ce MOCOYBA BHPXY HErO U BBPXY CJIEBALIUSI OTPSI3BK.

(2) (Homa - JIB, 6p. 68 ot 2019 r., B cuia ot 27.08.2019 r., u3m. u nom. - /1B,
op. 68 ot 2024 r., B cua ot 01.09.2024 r.) [Ipu Hamuuue HAa TPEANUCAHKS HA €IHA WIIH
noBeye OT eHa peuentypHa Onanka (oOpasen M3 - H30K Ne 5 no npunoxxenue Ne 6 u
obpazerr M3 - H30K Ne 5A no npumnosxxenue Ne 7) ¢ mpeanucaHus 3a pa3indeH Opoi JHU
perenTuTe MoraT Jja ce U3IIBJIHABAT Ha JaTaTa Ha Hall-KbCUS CPOK, HO HE TIO-MaJIKO OT 25-
usl JIeH.

Ui 47a. (Hos - [IB, 6p. 68 or 2014 r., B cruta ot 15.08.2014 r., oT™. B yacTTa
OTHOCHO nymuTe "Maructhp papmanent” ¢ Pemenue Ne 5812 ot 17.05.2016 r. mHa BAC -
B, 6p.91 012016T.,Bcuna ot 18.11.2016 r.) [Ipu oTiiyckaHe Ha JiekapCTBEHU MIPOTYKTH,
MpeIIMCcaHu 0 pe/ia Ha TiiaBa Tpera, pasgen [V, maructbp-(apmarneBThT MpPOBEpsBa
3/IPaBHOOCUTYPUTEITHHSI CTATYC HA MAIUEHTHUTE IO PEJl, ONPEICIICH B YCIOBUSTA U pefia 3a
CKJIIOUYBaHE HAa WHAMBUAYyAJTHH JTOTOBOpH Mo wi. 45, an. 15 or 3akoHa 3a 3ApaBHOTO
OCHUTYpsIBaHE.

Un. 476. (Hos - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1.) (1) (OT™. ¢
Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /IB, 6p. 91 o1 2016 1., B cuua ot 18.11.2016

T.)

(2) (Otm. c Pemnenue Ne 5812 ot 17.05.2016 1. na BAC - /IB, 6p. 91 ot 2016
r., B cra ot 18.11.2016T.)

(3) (Otm. c Pemenue Ne 5812 ot 17.05.2016 . na BAC - JIB, 6p. 91 ot 2016
r., B cuia ot 18.11.2016 1.)

(4) (Otm. c Pemmenue Ne 5812 ot 17.05.2016 . na BAC - JIB, 6p. 91 ot 2016
r., B cuia ot 18.11.2016 1.)

(5) (Otm. c Pemenue Ne 5812 ot 17.05.2016 . na BAC - JIB, 6p. 91 ot 2016
r., B cuia ot 18.11.2016 1.)

Un. 48. (1) Peuentute M mMpOTOKOJUTE HE C€ M3MBJIHABAT U C€ BPBIIAT HA
IIPUHOCUTEIIS UM, KOTaTo:

1. peuentypHara 0JaHKa HE ChbpKa U3LSI0 NOMBIHEHH BCUUKU JaHHH;

2. CPOKBT Ha BAIMJIHOCT € U3TEKBJI;

3. IpeNNUCaHusT JIEeKapCTBEH MPOAYKT He ce 3ariamia ot M3, or H30K unu
HE OTroBapsl Ha U3UCKBAHUATA, ONIPENEICHH B JoroBopa Ha anrtekara ¢ H30K;

4. ca 1omyCcHATH TPEIIKU U HEChOTBETCTBUS IIPH MO'bJIBAHE HA OJaHKUTE;

5. B clIly4auTe, KOTaTo He ca U3I'bJIHEHU U3UCKBAHMATA HA 4iI. 7, al. 1, T. 3;

6. (oBa - [IB, Op. 95 ot 2018 r., u3m. - JIB, 6p. 68 ot 2019 1., B cmia ot
01.01.2020 r.) B cimy4anTe, KOraTo He € U3IBJIHEHO U3UCKBAHETO Ha Wil. 24, ail. 6.

(2) Maructbp-hapManeBThT, OTIIyCKAl JEKAPCTBEHUTE MPOIYKTH, HSIMa
IPaBo J1a HaHacs MONPaBKU BbPXY pelienTypHaTa OJ1aHKa, ¢ U3KIIIOYEHHE Ha TIONIPABKH MPU
HAIPaBeHU OT HEr0 TEXHUYECKH IPEIIKU B MOMEHTA Ha U3IbJIHEHUE Ha penenTara. B to3u
CJIy4ail TOM ce MOAINCBA CPELLy HallpaBeHaTa OT HETO KOPEKLH.
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Paszpen IV.
OTnyckaHe Ha JIEKAPCTBEHU NPOAYKTH U MEeJUIMHCKH M3/1eJIUs 10 pelenTH,
U3aJeHu B Apyra abp:xasa ywienka (Hos - /1B, 0p. 15 ot 2014 r.)

Ui 48a. (Hos - IB, 6p. 15 ot 2014 1.) (1) (U3m. - [IB, Op. 85 or 2023 1., B
cuna ot 16.10.2023 r.) Maructbp-apManeBTuTe npyu crazBaHe pa3nopenouTe Ha pa3zel
I ca mrbKHY 1a M3MIBJIHABAT PELIETITH, U3a/ICHU B ApYyra AbprKaBa YIeHKa.

(2) Peuentutre mo an. | cimeaBa ga ChIbpKAT J@HHUTE, MOCOYEHU B
npunoxenue Ne 4a.

(3) (U3m. - B, Op. 85 ot 2023 r., B cuia ot 16.10.2023 r.) Maructsp-
dapmaiieBTUTE C L1eJ] TapaHTHpaHe IPUEMCTBEHOCT IIPH JICYCHUETO HAa KOHKPETEH MallueHT
MOTaT J]a U3IIBIHIBAT PELETITH 10 al. | ¥ B CIIydanTe, B KOUTO HE ChABPIKAT BCUYKH JJAHHU
no npunoxkenue Ne 4a, HO ¢ TOBa HE c€ 3acsAra TOYHOTO HJICHTUUIMpPaHE Ha MAlMEHTa,
MPEITUCAHUTE JICKAPCTBCHH IPOJTYKTH/MEAUIIMHCKY H3JCTUs, HAYMHBT HA TPHIIAraHe,
KaKTO U MEIULUHCKUST CIEIUAINCT, U3all pelenTaTa.

Ui 486. (Hos - JIB, 6p. 15 oT 2014 1., u3m. - JIB, 6p. 85 oT 2023 1., B crita oT
16.10.2023 r.) Maructbsp-papMareBTUTe HE W3MBIHSIBAT PELENTH, U3JAJCHA B Apyra
IbpKaBa YICHKA, B YaCTTa, B KOSTO ca MPEANHCAHU JIEKApCTBEHU NMPOAYKTU 1o wi. 174
3JITIXM.

Pasnen V.
OTnyckaHe Ha JieKaPCTBEHU NMPOAYKTH B JiedeOHH 3aBeJleHHs ChC CTAlIMOHAP
(IIpenumen pa3nexa 4 - /IB, op. 15 ot 2014 1.)

Un. 49. (1) (U3m. - IB, Op. 81 ot 2013 r.) JlekapcTBEeHUTE MPOAYKTH 3a
XOCIUTAIU3UPAHNTE MALMEHTH C€ OTIyCcKaT OT OOJIHWYHATA anTeKa.

(2) (U3m. - B, 6p. 2 ot 2012 r., u3m. - [IB, 6p. 81 ot 2013 r., u3m. - JIB, Op.
85 ot 2023 r., B cuia ot 16.10.2023 r.) Koraro ne4e6HO 3aBefieHNEe ChC CTAllMOHAP HsMA
anTeka, ce npuiarat wi. 38 - 386 ot Hapenba Ne 28 ot 2008 r. 3a ycTpoiicTBOTO, pesia u
opraHMszanusaTa Ha paboTara Ha anNTEeKUTE W HOMEHKJIAaTypaTa Ha JIEKapCTBEHMTE
npoaykTH. Ilpu crenHu ciiyyaun ce ocurypsiBa cHaO/sBaHe ¢ HEOOXOIUMHUS JIEKapCTBEH
IPOAYKT BbB BB3MOXHO Hal-KpaTbK CpPOK. 3a 1I€HOOOpa3yBaHETO Ha JIEKAPCTBEHUTE
IPOAYKTH Ce Clla3BaT ycJIOBUATA HAa HapeabaTa mo wi. 261a, an. 5 3JIITXM.

Un. 49a. (1) (Hos - 1B, 6p. 81 ot 2013 r., mpenuiien TekcT Ha 4wi. 49a - JIB,
Op. 53 ot 2022 r.) IIpu mpuemane Ha JIEKAPCTBEHUTE JIMCTOBE MarucThbp-papManeBTbT
3aIBJDKUTEIHO TpOBEpsiBa Jlald ca CHNA3eHH M3UCKBAHMATAa 3a TNPEANKCBAaHE Ha
JIEKapCTBEHH MPOIYKTH MO 4. 8, 14 u 15.

(2) (Homa - IB, Op. 53 or 2022 r.) IIpu npuemaHe Ha JIEKapCTBEH JIUCT B
eJNeKTpoHHa (opMa MarucThp-papManeBThT CHhCTaBsS 4Ype3 CleNUaIn3upan codryep
BTOPH €JIEKTPOHEH EK3eMIUIIp Ha moamnucaHus no wi. 30a, an. 3 JiekapcTBEH JIMCT MO
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CBIIMSA HOMEp C Jo0aBeHa B Kpas Ha Homepa OykBa "A", KOWTO HE ChIbpPKa MOAMUC HA
JICKyBAIll JICKap U HaYaTHUK Ha OTJAEJCHHE. BTOpHUAIT elneKTpoHEeH eK3eMIUIIp TpsOBa aa
ChAbPKAa BCUYKU JPYT'M PEKBU3UTH, MOJINC HA MarucTbp-dapmaieBra, KakTo U Ha
JUuaTa, Ipeiaiyd U NpUey JeKapCTBEHUTE MPOTYKTH.

Ui 50. (1) JIekapcTBeHUTE MPOIAYKTH IO JIEKAPCTBEHH JTUCTOBE CE OTITYCKAT
MOOT/IEITHO 32 BCEKH IMALIUEHT, KaTO BCEKU BUJI JIEKAPCTBEH MPOJYKT C€ OTIYCKA B OTJEIHA
OIIaKOBKa, BHPXY KOSTO c€ OTOENSA3BAT UMETO U Bb3pacTTa Ha OOJIHUS, HOMEPHT Ha CTasITa,
JIETJIOTO U MpEeANKcaHaTa /103a.

(2) (U3m. - [1B, 6p. 81 ot 2013 r.) Koraro siekapcTBEHUSAT MPOAYKT CE OTITYCKa
B OMAKOBKA, pa3JIMYHAa OT OKOHYATEIIHATA, OCBCH JIAHHUTE 110 aJl. 1 ce 0TOesI3BaT U BCHUKU
JTAHHU OT OKOHYATeJIHaTa OMaKOBKa HAa MPOU3BOAUTEIIS.

(3) (U3m. - [IB, Op. 95 or 2014 r., u3m. - [AB, Op. 53 or 2022 r.) /IBara
eK3eMILIApa Ha JIEKaPCTBEHUS JIUCT B CHBKYIMHOCT, HE3aBHCUMO JAJId Ca ChbCTAaBEHU Ha
XapTUEH HOCUTEIl, /WU B CIGKTPOHHA ()OpMa, ChCTABIISIBAT JICKAPCTBEH JIUCT CHIIIACHO
npuioxenue Ne Sa.

(4) (HoBa - IB, Op. 95 ot 2018 1., non. - JAB, 6p. 53 ot 2022 r.) Koraro
JIEKapCTBEHUTE MPOIYKTH Ca 3a JICYCHHE Ha 3JI0KAY€CTBEHU 3a00IsIBAaHMS B CTAlIMOHAPHU
yCJIOBHSI, OOJTHUYHATA anTeKa BOJAM >KypHAI 3a pa3TBapsiHE Ha JIEKAPCTBEHH MPOJIYKTH 3a
JieYeHWE Ha OHKOJIOTMYHH/OHKOXEMATOJIOTHMYHU 3a00IiABaHUS MO 00pasel ChIiIacHO
npuwioxenue Ne 81, B KOWTO NaHHUTE C€ perucrpupar exenneBHo. [Ipu ocurypena
TEXHHYECKa Bh3MOKHOCT )KYPHATBT MOXKE JIa CE ChCTaBs B €IEKTPOHHA Popma.

(5) (Homa - JIB, 6p. 95 or 2018 r.) B cnyuaii We cieq MpUTrOTBSHE HA
WHAUBUAYAIHUTE JO3H 3a JIGHA OT JaJieH JIEKapCTBEH MPOAYKT ce (opmHpa OCTaThK,
KOWTO HE MOXe Ja ObJe NPHIOKEH B CPOKa My Ha TOJHOCT, MOCOYEH B KparkaTa
XapaKTepUCTHKAa Ha JIEKapCTBEHMsI MPOAYKT, OCTaThbKbT C€ OTpa3siBa B OIUC Ha
HEW3MOJ3BAEMUTE  OCTaTBIIM OT JICKAPCTBEHU TMPOAYKTH 3a JICUEHHE Ha
OHKOJIOTUYHH/OHKOXEMAaTOJIOTHYHU 3a00JsBaHus TI0 00pasell ChriaacHoO mpuiiokeHue No
8e.

Un. 50a. (Ho - JIB, 6p. 81 or 2013 r.) (1) IIppBuTE ek3eMIULsipu Ha
JIEKapCTBEHUTE JIUCTOBE, 110 KOUTO Ca OTIYCHATH JIEKAPCTBEHU MPOAYKTH, ChIAbpiKAIIU
HApPKOTUYHH BEIIECTBA, CE 3abpKaT B OOJTHUYHATA alTeKa U Ce ChXPaHsBAaT 3a CPOK €/1HA
TOJIMHA, KaTO CE MPEACTaBIT Ha KOHTPOJIHUTE OPTaHU MIPU MIPOBEPKA.

(2) Cnen wusmbIHEHHWE Ha MpPEANUCAHUATA MO JIEKApCTBEHHUS JIUCT 3a
JIEKApCTBEHU MPOAYKTH, ChIbP)KAIld HAPKOTUYHU BEIECTBA, BTOPHUSAT EK3EMILISIP CE
ChXpaHsBa B OTJIEJICHUETO 3a CPOK 5 TOJUHHU.

(3) Cnen u3THuaHe Ha CpoKa MO al. | IbpPBUTE EK3EMIUISIPU OT JIEKAPCTBEHUTE
JUCTOBE C€ MPEAaBaT C IPUEMHO-TIPEIaBATENIEH POTOKOI Ha nHcnekTopute B P3N, kouto
TY ChbXpaHsaBaT 3a cpok 10 roaunm.

(4) IIpu oTnmyckaHe Ha JEKApPCTBEHH MPOAYKTH, ChIBPIKAIIM HAPKOTUYHH
BElleCTBa Ha JIEKAPCTBEH JIUCT, HeoOXoaumara MHopMaius OT HEro ce BbBEXKAa B
peructhpa mo ui. 3, aim. 2 ot Hapemba Ne 21 ot 2000 r. 3a M3HCKBaHUSTA KbM
JIOKYMEHTAIMATA U OTYETHOCTTA MPU U3BBPIIBAHE HA JECHHOCTH C HAPKOTHYHH BEIIECTBA
U JIEKapCTBEHU MPOIYKTH, ChAbPHKAIIN HAPKOTUYHHU BEIIECTBA.
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Ui 506. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3m. - IIB, 6p. 95 ot 2018 r.)
JlexapcTBenute npoayktu no wi. 30r, an. 7, T. 2 ce OTIyCKaT OT alTeKH Ha JieueOHHUTe
3aBeICHUs ChC cTaluoHap, ckmoumnu goropop ¢ H30K 3a kimHuyHa mpouenypa 1o
mucriancepHo Habmoaenue Ha 30J1 cbe 3110KauecTBEHH 3200 IIBAaHHS.

(2) (M3m. - 1B, 6p. 95 ot 2018 r.) [IppBUTE €K3EMIUISIPH Ha PEIENTUTE, C
KOUTO Ca MpEeANUCaHu JeKapCTBEHU MpoaAykTu mo 4wi. 30r, ai. 7, T. 2, ce MOapexar B
XPOHOJIOTUYEH Pell, KaTo HeoOxoaumara HH(pOpMaIus OT TAX Ce BbBEX/a B PETUCTHPA IO
u. 3, an. 2 ot Hapen6a Ne 21 ot 2000 r. 3a u3uCKBaHUATAa KbM JOKYMEHTaLUATa U
OTYETHOCTTA IPU U3BBPLIBAHE HA JACHHOCTU C HAPKOTUYHM BELIECTBA U JIEKAPCTBEHU
HPOAYKTH, ChIbpPKAIIM HAPKOTUYHH BEIIECTBA, U HA ITbPBUS €K3EMIUISP C€ OTOEISI3BAT
TPUTE UMEHA U JaHHUTE OT JOKYMEHTA 3a CAMOJINYHOCT Ha IIPUHOCUTENS HA pPeLenTara.

(3) (U3m. - 1B, 6p. 95 ot 2014 r.) [IbpBUTE EK3EMILISPU OT PELEITUTE T10 aJl.
2 ce cpxpaHsBaT B OOJHMYHATa anTeKa 3a CPOK €JHa IoJuHAa U C€ IPEJCTaBAT Ha
KOHTPOJIHUTE OPTaHH IPH MPOBEPKa.

(4) (U3m. - IB, 6p. 95 ot 2014 r.) Bropute ek3eMILIApH OT PELENTUTE T10 aJl.
2 ce npenasat B P3OK exemeceuHo B CpOKOBETE 3a OTYUTAHE AEMHOCTTa Ha JIe4eOHOTO
3aBeJICHHUE.

(5) (U3wm. - IB, 6p. 95 ot 2014 r.) Cnex m3THYaHE HA CPOKa 110 all. 3 PEIeNTUTE
ce IpelaBaT ¢ IPUEMHO-IIPeaBaTe]IeH MPOTOKOJ Ha uHcnektopure B P3U, xouto ru
chXpaHsBaT 3a cpok 10 roguHu.

Y. 50B. (Hos - 1B, 6p. 81 ot 2013 1.) 3a0pansiBa ce OTIycKaHe B OOJTHUYHATA
anTeKa Ha JICKAPCTBCHHU MPOAYKTH, ChIbPIKAI HAPKOTUYHH BEILECTBA, [0 PELEITa Win
JIEKapCTBEH JIUCT, MPEINUCAHU ITPEAU TOBEYE OT 7 THH.

Ui 50r. (Hos - ZIB, 6p. 81 o1 2013 1.) (1) 3a0pansiBa ce B O0THUYHATA anTeKa
OTIyCKaHE Ha JIEKapCTBEHU TMPOJAYKTH, ChIbPXKALIM HAPKOTUYHU BEIIECTBA OT
npuioxenus Ne 2 u 3 kpM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kinacuduiupane Ha
pacTeHHsTa U Bell[eCTBaTa KaTo HAPKOTUYHM, B KOJIMUECTBA, 10-TOJIEMH OT MPEIUCAHUTE.

(2) IIpu ycraHOBsIBaHE Ha HECHOTBETCTBHS B MPEJIUCAHUETO U MAKCUMAJIHO
JIOIycTUMAaTa J103a MarucTbp-papManeBTbT B OOJHMYHATA anTeka € JUTbXKEeH Ja ce
KOHCYJITHPA C MPEIMTUCATUS perenTaTa/IeKapCTBEHU JIUCT JeKap.

(3) Ilpm HEBB3MOXXHOCT 3a U3IBJIHEHHWE Ha MPEIIHCAHUETO ClIe]
KOHCYNTAIlMsITa TO al. 2 pEeleNTara/IeKapCTBeHUAT JIMCT ce BpbINAa Ha JeKaps 3a
aHyJIHMpaHe.

Yn. 50x. (Hos - 1B, 6p. 81 o1 2013 1., u3Mm. - /IB, 6p. 95 o1 2018 r.) 3abpansBa
Cce OTITyCKaHe Ha JIEKapCTBEHU MPpOoXyKTH 1o wi. 30r, ai. 7, T. 2, KOrato MPUHOCUTEIIST Ha
penenrara e noj 18 ronunu.

Un. 50e. (Hos - JIB, 6p. 81 ot 2013 r.) (1) (M3m. - [IB, 6p. 95 ot 2018 r.)
JlexapcTBenute npoayktu mo wi. 30r, ain. 7, T. 1 ce OTIyCcKaT OT anTeKu Ha JICUeOHUTE
3aBeJIEHUs ChC cTanuoHap, ckirounin qorosop ¢ H30OK 3a kimanunu mereku no ui. 30r,
an. 8 w/mnmm amOymatopHa Tpoleaypa 3a CHCTEMHO JIEKAPCTBEHO JICUCHUE TIpH
3JI0KaYeCTBEHU 3a00JIIBaHUS.
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(2) Konns Ha penentuTe, 1o KOUTO ca OTIYCHATH JIEKAPCTBEHU MPOJIYKTH IO
ain. 1, ce cbxpaHsBaT B anTeKara Ha JIeYeOHOTO 3aBElEHUE B MPOJIBIDKCHHE Ha €IHA
rOJIMHA, KaTO CE MPEACTABIT Ha KOHTPOJIHUTE OPTaHU MIPU MIPOBEPKA.

Paznea VI.
IIpeanucBane Ha MeIMUMHCKH M3/1€J1UsI, KOUTO IIIe ce OTIYCKAT B Apyra
abp:kaBa wienka (Hos - /IB, op. 15 or 2014 1.)

Yn. 50k. (Hos - [IB, 6p. 15 ot 2014 r.) (1) I1o u3puuHO HCKaHE HA NAIIUEHT
JaMnara no wi. 4 npeanucBaT HEOOXOIUMUTE 32 JICUEHHETO MEIULMHCKH U3/1eNHs, KOUTO
11I€ Ce OTILYCKAT B Jpyra JAbpKaBa YICHKA.

(2) Penenture mo am. 1 cnexBa na chABpKAT JaHHUTE, MOCOYEHH B
npuiiokenue Ne 4a.

Y. 503. (Hos - IB, Op. 15 ot 2014 1., m3m. - JIB, 6p. 95 ot 2018 r.) Koraro
MeAUIMHCKUTE n3aenus mo an. 1 Ha uin. 50k ce mpeanucBatr Ha 30JI, penentypHure
Oy1aHKu 110 4iI. 24 ciieqBa a ChAbpKAT BCUUKU JaHHU, TOCOYCHH B IpriiokeHue Ne 4a.

I'naBa nera.

OTIHHEYATBAHE, PA3IIPEJEJISIHE U KOHTPOJI HA CIIEHHUAJIHUTE
PELHEIITYPHU BJIAHKU 3A JIEKAPCTBEHHU ITPOAYKTMU,
CBABPXKAILIN HAPKOTUYHU BEILIECTBA, U HA PELLEIITYPHUTE
BJIAHKMU 3A TITIPEAIIMCBAHE HA JIEKAPCTBEHMU ITPOJAYKTH I10
PEJA HA HAPEJBA Ne 34 OT 2005 I'. 3A PEJIA 3A 3AIIVIAITAHE OT
JABPKABHUSA BIOJIKET HA JIEYEHUETO HA BBJI'APCKUTE
I'PAYKJIAHUA 3A 3ABOJISIBAHUS, U3BBbH OBXBATA HA
SAABJIKUTEJIHOTO 3JPABHO OCUT'YPABAHE (BAI'JI. U3M. - J/IB,
BP.90 OT 2019T'., OTM. - IB, BP. 51 OT 2023 TI'., B CUJIA OT 13.06.2023
I.

Un. 51. (M3m. - IB, 6p. 94 o1 2011 r., u3m. - IB, Op. 81 o1 2013 1., oT™. - /IB,
6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)

Uin. 52. (Otwm. - [IB, 6p. 51 ot 2023 1., B cuita ot 13.06.2023 r.)

Un. 53. (Otm. - IB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

Un. 54. (U3m. - IB, Op. 94 o1 2011 1, ot™. - JIB, Op. 51 o1 2023 r., B cuiia ot
13.06.2023 r.)

Ui 55. (Orw™. - [IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)
Y. 56. (Otm. - [IB, 6p. 94 o1 2011 1.)
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I'naBa mecra.
YCJIOBUSA U PEJ 3A HOCEHE UWJIA N3HACSIHE HA JIEKAPCTBEHHU
NPOAYKTU, IPEJHA3ZHAYEHMU 3A TEYEHHUETO HA BbJI'APCKHU U
YYXKIN I'PAXKIAHU, IOCTOAHHO U BPEMEHHO ITPEBUBABAIIU
B CTPAHATA U ITbTYBAIIIU U3BBH PEINNIYBJIUKA BBJITAPUS U 3A
TPAH3UTHO ITIPEMUHABAIIA YYXJIEHIIA

Hii. 57. bparapcku rpaXkJaHu U 4y>KIHA TPaXkJaHH, IIOCTOSHHO U BPEMEHHO
npeOuBaBally B CTpaHaTa U MbTyBallld W3BbH Pemybnuka bbirapus, Morat aa HOCAT WK
Jla U3HACAT OT U 33 TPETH CTPAHHU CIEAHUTE BUIOBE JIEKAPCTBEHU MPOLYKTH:

1. (u3m. - JIB, 6p. 90 ot 2019 r.) nekapcTBEHU MPOIYKTH, MPEIHAZHAYCHH 32
JICYCHUETO UM, OTITycHATH 110 peaa Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3ariamiade ot
Ibp)KaBHUS OIO/DKET Ha JICYCHHETO Ha OBJITAPCKUTE TPAKIAAHU 3a 3a00JISIBaHUS, U3BBH
00xBaTa Ha 3aJIbJDKUTEIIHOTO 3/IPAaBHO OCUTYPSIBAHE;

2. IeKapCTBEHU MPOIYKTH, OTIIYCKaHU 0€3 JIEKapCKO IPEIIICaHKE;

3. IE€KapCTBEHU NMPOAYKTH, OTIYCKAHU IO JIEKAPCKO MPEAIUCAHUE.

Ui 58. (U3wm. - JIB, 6p. 68 o1 2019 1., B cuma ot 27.08.2019 r.) JIekapcTBeHUTE
HPOAYKTH IO WI. 57, T. 1 MOTaT 1a ce mpeHacsT OT CIeTHUTE JINLA:

1. manmMeHTBT, 3a YUETO JICUCHHE ca MPEIHA3HAYCHU NPEIANMHUCAHUTE
JICKaPCTBEHH MPOTYKTH;

2. JIMLETO, KOETO € IMOJYyYWJIO JICKAPCTBECHHTE MPOAYKTH OT CHhOTBETHATA
anTeKa ¥ MIMETO MY € BITMCAHO KaTO IMOJIy4aTesl BbPXY pelernTara;

3. JMie, KOETO MPUTEKaBa W3PUYHO ITBIIHOMOIIHO OT TMAIMEHTa, 32 YHUETO
JICYCHUE ca MPeJHA3HAYCHU IPEIITUCAHUTE JICKAPCTBEHU MTPOYKTH.

Ui 59. (1) (M3wm. - [IB, 6p. 68 ot 2019 1., B cruta ot 27.08.2019 r.) JIumara no
4. 58 yIocToBepsBaT MPaBOTO CU J1a HOCAT HIIM J1a MPEHACST JEeKapCTBEHUTE MPOAYKTH
mo wi. 57, T. 1 ¢be 3aBepeHO OT MarucTbp-(hapMaiieBTa KOIUe Ha U3ITBIHEHA PEIenTa OT
CHOTBETHATA anTeKa, MpernrucaHa 3a KOHKPETHOTO JICUYEHHE.

(2) JTunara mo wi. 58 Morart J1a HOCST WJIM J1a M3HACAT JICKApCTBCHH MPOIYKTH,
npelHa3HauYeH! 3a JIEYEeHHEeTO MM, B KOJIMYECTBA, MOCOYEHU HHU(PPOM H CIOBOM B
perneritata, KOsITO clie/iBa Jia € oOpaboTeHa B anrTekara.

Uin. 60. (U3m. - IB, 6p. 68 or 2019 1., B cuma ot 27.08.2019 1.) Konmuectata
Ha MPEHACSTHUTE JIEKapCTBEHH MPOIYKTH 10 Wwi. 57, T. 1 cienBa Aa OCUTypsBat JeUEHUETO
Ha IMaIfMeHTa 3a CPOK JI0 JIBa Mecerla.

Un. 61. (U3m. - 1B, 6p. 68 o1 2019 1., B cuna o1 27.08.2019 1.) JlekapcTBenure
OPOAYKTH MO wWi. 57, T. 2 MOrar Ja ce MpeHacAT OT OBATapCKH M YY>KAH TPakaaHu
TIOCTOSTHHO Y BPEMEHHO MpeOUBaBaIIy B CTpaHAaTa.
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Ui 62. (1) JIumara o 4. 61 mMorat 1a mpeHacsT JIEKapCTBEHH MPOAYKTH OT U
3a TPETH CTPAHU B KOJIMYECTBA, HEOOXOUMHU 32 BPEMETO Ha MPECTOsI UM, HO HE IMOBEYE OT
TpH Mecela.

(2) (M3m. - IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) Jlumara mo 4. 61
MOraT J1a IPEeHacAT OT U 3a TPETU CTPAHU JIEKAPCTBEHHU MPOAYKTH MO Wi. 57, T. 2 B mO-
roJIieMH KOJIMYECTBA, aKO MPECTOSAT UM MPOIbbKaBa MOBEYE OT TPU MECELa U MPUTEKaBaAT
u3JIaJieHa pelenTa 3a ChOTBETHHUS JEKapCTBEH MPOAYKT U 32 CbOTBETHOTO KOJIUYECTBO.

Ui 63. (U3m. - JIB, 6p. 68 o1 2019 1., B cuma ot 27.08.2019 1.) JIekapcTBeHUTE
OPOAYKTHU 10 Wwi. 57, T. 3 Morar Jja ce IpeHacsr OT CIAEAHUTE JINLA:

1. maumeHTta, 3a 4YHETO JIEUEHHE ca TMpEeJAHA3HAUYEHU IMPEINUCaHUTe
JIEKapCTBEHU MPOIYKTH;

2. nuIe, KOETo MPHUTEKaBa M3PUYHO MBIHOMOIIHO OT MAIMeHTa, 32 YHETO
JIeYEHHUE ca MPeAHAa3HAuYEHU IPENUCAHUTE JIEKApCTBEHU ITPOJYKTH.

Uin. 64. (1) (MU3m. - B, 6p. 68 ot 2019 r., B cuita ot 27.08.2019 r.) JIumara no
41, 63 yIOCTOBEPSIBAT NMPABOTO CH Jia HOCAT WM JIa IPEHACST JICKAPCTBECHUTE MPOIYKTH
o 4wi. 57, T. 3 ¢hC 3aBEPEHO OT MarucThp-PapMareBTa KOMrue Ha U3ITBIHCHA PEeIenTa OT
ChOTBETHATA anTeKa, IMpeIrucaHa 3a KOHKPETHOTO JICUCHHE.

(2) JIunara mo wi. 63 MoraT 1a HOCAT WJIH J]a U3HACST JIEKAPCTBEHH MPOIYKTH,
IpeIHa3HAYCHU 3a JICYCHHETO MM, B KOJHMYECTBA, IOCOYCHH LHM(PPOM H CIOBOM B
penenTara.

Ui 65. TpaH3uTHO NpeMHUHABAILY [IPE3 TEPUTOPUSATA HA CTpaHATa JULA UMAT
IIPABO J1a IpUTEXaBaT JIEKapCTBEHU MPOAYKTH, KOUTO ca IIPEIHA3HAUEHHU CaMO 3a TIXHOTO
JIeUCHHE.

Ui 66. KoHkpeTHUTE KOIMYECTBA JIEKAPCTBEHU MPOAYKTH, KOUTO JIMIIATA 110
1. 65 UMaT IpaBo Ja NPUTEKABAT, CE ONPEIENAT OT CbOTBETHATA ITPHEMAILA IbPKaBa.

Un. 67. Ilpu TpaH3UTHO NpeMUHaBaHE Mpe3 TepuTopusTa Ha PemyOmuka
bearapus Ha nunata o wi. 65 ce mpenopbyBa Jia ObAAT NPEABAPUTETHO UHPOPMUPAHU
3a U3UCKBAHUATA, YCTAHOBEHU OT ChOTBETHATA IPUEMAIla JbpKaBa.

Un. 68. Bcuuku aekapCcTBEHH MPOIYKTH, KOUTO C€ MPEHACAT OT U 3a TPETH
CTpaHM 1O peja Ha Ta3u Hapenda, ciieqiBa a Ob/1aT B OPUTHHAIHUTE CH OTIAKOBKH.

Uin. 69. (1) ITo pena Ha Ta3u Hapeada HE MOTAT Ja Ce MPEHACAT JIEKApCTBEHHU
IPOAYKTH, ChJIbPXKAIY HAPKOTUYHU BEIIECTBA.

(2) YcnoBusTa v peibT 3a MpeHACSHE Ha JIEKapCTBEHUTE MPOAYKTH 110 ail. 1 ce
onpenensat B 3KHBIL.
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I'naBa ceama.

EJIEKTPOHHO NNPEJAIIMCBAHE HA JTJEKAPCTBEHU ITPOAYKTMU.
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU U U3ITbJIHEHUE HA
EJJEKTPOHHU IMTPEAIIMCAHUSA (HOBA - /IB, bP. 107 OT 2020T'., B
CHJIA OT 18.12.2020T".)

Y. 70. (Hos - 1B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (Hom. -
B, 6p. 47 ot 2021 r., B cuna ot 04.06.2021 r., u3m. - [IB, 6p. 53 ot 2022 r., B cuna oT
01.11.2022 r., u3m. - IB, Op. 85 o1 2022 1., B cuna ot 25.10.2022 1., u3m. - [IB, 6p. 51 ot
2023 r., B cuna ot 13.06.2023 r., non. - /1B, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.)
[IpenmucBaneTo Ha JEKapCTBEH MPOIYKT, C U3KIIOUEHUE Ha JIEKAPCTBEHUTE MPOIYKTH MO
riasa Tpera, pazaenu Il u V, ce u3pppiBa ¢ enekTpoHHO npeanucanue. [Ipeanucsanero
Ha JIEKApCTBEH MPOAYKT IO pe/ia Ha 4i. 6 ce U3BBPILBA C pelenTypHa OJaHKa Ha XapTUEH
HOCHUTEJ WM C €JIEKTPOHHO IMpeANHCaHue, C M3KIIOYEHUE Ha MpEeANHCBAaHETO Ha
JICKapCTBEHU MPOAYKTH, KiIacupuIupaHu BbB (apmakogoruynu rpymnu "JlekapcTBeHu
NPOAYKTH 3a JiedeHHe Ha nuaber” u "AHTHOAKTEpUAIHH JICKAPCTBCHH IMPOJYKTH 32
CUCTeMHa yrnoTpeba" ChIIACHO aHATOMO-TEepareBTUYHO-XMMHYHATA KIacUpUKalUsg Ha
CaeroBHaTa 3/ipaBHa OpraH13alys, KOETO CE€ U3BBPILIBA CAMO C EJIEKTPOHHO MPEIHUCaAHHE.
[IpenmucBaneTo Ha JIGKAPCTBEHU MPOAYKTH MO Wi. 9, KOUTO ca KiIacHU(PHUIMPAHU BbHB
dapmakonornyan Tpynu "JlekapcTBEHM TPOAYKTH 3a JIeueHHWE Ha Juader" u
"AHTHOAKTEpUATHH JICKAPCTBEHU MPOJIYKTH 3a CUCTEMHA yroTpeba" ChIlIacCHO aHATOMO-
TepaneBTUYHO-XUMHUYHATa Kiacudukamnus Ha CBeTOBHATA 3[paBHA OpraHU3aIUs, MOXKE
Ja ce W3BBbpIIBA Ha pelenTypHa OJaHKa Ha XapTHEH HOCHUTENl WIH C EJIEKTPOHHO
IpeIcaHue, a Te3u 1o wWi. 9a - caMo Ha XapTUEH HOCUTEN.

(2) (Homa - JIB, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r., ot™. - IB, Op. 85
ot 2022 1., B cuna ot 25.10.2022 r., HoBa - [IB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023
r.) OTnyckaHeTo Ha eNeKTPOHHO MPEIMUCaHH JIEKAPCTBEHH MPOIYKTH Ce U3BBPIIBA CaMO
0 €JIEKTPOHEH MbT IO pesia Ha uil. 73 u 74.

(3) (IIpegumna an. 2 - 1IB, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r.)
EnextponHoTo npeanucanue no aji. 1 ce u3gasa noa Gpopmara Ha e€1eKTPOHEH JOKYMEHT,
noanucad ¢ kBanudunupan enekrporen noxanuc (KEII), cermacHo u3nckBaHUSATa Ha
Pernament (EC) Ne 910/2014 na EBponeiickus napiameHT u Ha CbBerta oT 23 ronu 2014
I. OTHOCHO €JIEKTpOHHATa WIACHTHU(HUKAIUS U yIOCTOBEPUTEIHUTE YCIYTH TpHU
€JIEKTPOHHH TPaHCAKIMU Ha BHTPEIIHUS Na3zap U 3a oTMsHa Ha J{upektusa 1999/93/EO
(OB, L 257/73 ot 28 asryct 2014 r.) u Ha 3akoHa 3a €JIEKTPOHHUS JIOKYMEHT H
€JIEKTPOHHUTE yI0CTOBEPUTENIHU YCIYTH.

(4) (ITpeaumna an. 3 - JIB, 6p. 53 ot 2022 1., B cuna ot 01.11.2022 1., usMm. -
B, 6p. 51 ot 2023 r., B cuia ot 13.06.2023 r.) [Ipu enexkTpoHHOTO MpeANUCBaHe Ha
JIEKapCTBEHHUTE MPOJYKTH M0 all. 1 ce mpuiaraT CbOTBETHO pa3nopeaduTe Ha riaBa BTOpa
U TJIaBa TpeTa, pasaen I, a mpu eneKTpoHHOTO IPEAIUCBaHE Ha:

1. nexapcTBEHU MPOAYKTH, ChIbPKAIIKA HAPKOTUYHH BEUIECTBA - M Ha TaBa
Tpera, pazzaen II;

2. JIeKapCTBEHU MPOAYKTH, 3aIlIalllaHy HanbJIHO uin yactuyHo oT H30K - u
Ha TJ1aBa TpeTa, pasnen [V, ¢ u3kiroyeHne Ha M3UCKBaHUATa OTHOCHO XapTueHata hopma
Ha pelenTypHUTe OJIAHKU U MPOTOKOJIUTE.
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Un. 71. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1)
EnextponHuTte mpennucanus ce M3AaBaT, BbBEXKAAT, 00padOTBAaT M ChXpaHSIBAT 4pe3
CTeHaTH3UPaH MEAUIIMHCKU U anTeueH coPTyep.

(2) HetictBusita mo wi. 72 - 74 ce u3BBpPUIBAT NpU CHOOpa3siBaHE HaA
HOMEHKJIATypuUTe, 00pa3nuTe, GOpMaTUTE U JPYTUTE M3UCKBAHUS 33 CTPYKTYpPHpaHE Ha
uHpopmanuaTa W oOMEHa Ha JaHHM, NpeJHa3HayeHH 3a HanwmonanHara
sapaBHOMH(DOpMaronHa cucrtema (H3UC), my0iauKyBaHU Ha MHTEPHET CTpaHHUIIATa Ha
MUHHCTEPCTBOTO Ha 3/JpaBEOIIa3BAHETO.

(3) IIporpamuuTe HTEPQEHCH 1 HOMEHKIATYpUTE 32 0OMEH Ha HHMOpMaIus
MEeXIy MeauuuHckus u anteuHust copryep u H3UC ce akTyanusupar TeKyllo, B TOBa
YHCIO B CBOTBETCTBHE CBHC CTCNCHUTE HAa W3rpaXIaHe W BHEApsSBaHE Ha
¢ynkunonannocture Ha H3UC.

Un. 72. (Hos - IB, 6p. 107 ot 2020 r., B cmma ot 18.12.2020 1.) (1) 3a
U3/IaBaHETO Ha €JEKTPOHHO MPEANHCAHNE JIEKApAT WU JIEKapsT IO JACHTAIHA MEIUIIMHA
ce uaeHtudunupa upe3 KEIT.

(2) Ilpu eneKTpOHHOTO MPENKUCBAHE HA JIEKAPCTBEHUS MPOAYKT CE U3BHPIIIBA
aBTOMAaTUYHA TMPOBEPKA B PETUCThpa Ha bbarapckus JIeKapcKu ChiO3, CHOTBETHO Ha
Bbrirapckus 360071€KapCcKy ChIO3 32 HATMYMETO HA MpaBa 3a YIpaxHsIBaHe Ha podecusra
OT JIeKapsi, ChOTBETHO JIeKaps MO JeHTallHA MEeIMLIMHA, U3BBPIIBAII IPEANHUCBAHETO.

(3) Cnen mnonbiBaHe Ha HeoOxonuMmaTa HH(OpManMs 3a HpEeIIUCAHUS
JICKapCTBEH TMPOAYKT JIEKapsAT WIM JIeKapsAT MO JCHTaTHa MEAWIMHA TOANKNCBA
€JeKTpOHHOTO npeanucanue upe3 KEIL

(4) Crnen moamucBaHe Ha ENEKTPOHHOTO MpPEINUCAHUE ABTOMATHYHO C€
U3BBPIIBA BAIMIMpAaHE Ha BbBelneHaTa HMH(OpMAIMs W TEHEpPHUpaHEe Ha HAIMOHAJICH
pedepeHTeH HOMEp Ha €NEeKTPOHHOTO MpeAmnucanue noja ¢opmara Ha OyKBeHO-LIM(PPOB
KOJ.

Un. 73. (HoB - JIB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a
U3IBIIHEHHETO HAa  €JEKTPOHHOTO  NPEINHCAaHHEe  MarucTbp-QpapMameBThT  ce
unentudunupa upes KEIT.

(2) Cnen unentuduupaneTo mo ai. | ce u3BbpIIBAa aBTOMATHYHA IPOBEPKA B
peructbpa Ha bbarapckus papManeBTHUEH ChIO3 32 HATMYMETO Ha MpaBa 3a yIpakKHsBaHe
Ha npodecusiTa OT MarucTbp-(papmanesra.

(3) Maructbp-hapMaleBTbT W3BBPIIBA ACUCTBUS MO HIACHTU(UIMpPAHE HA
M3AaJ€HOTO €JIEKTPOHHO MPEANUCAaHNE, IPU KOUTO KaTo BOJAEl KpuTepui n3nonssa EI'H
Ha IMalUeHTa.

(4) Cnen wupeHtuduIMpaHEe HA EJIEKTPOHHOTO TMpPEANUCAHUE MarucThbp-
(dapMaleBThT U3BBpIIBA IPOBEPKAa 3a CHA3BAHETO HAa CBHOTBETHUTE MPHIOKUMHU
pasnopendu Ha TJIaBH BTOpA U TpETa.

(5) Ilpm HecmazBaHe Ha pa3nopendUTEe, MOCOYEHHM B aj. 4, MarucTbp-
(dapMareBThT O0TKa3Ba M3MBIHEHUETO Ha EIEKTPOHHOTO TPEANMCaHue, KaTo 1MOCOYBa H
NPUYMHUTE 32 TOBA.

(6) 3a M3MTBIHEHUETO Ha EJIEKTPOHHO MPEIITUCAHNE HA JEKAPCTBEH MPOIYKT,
3aramad HarmbJaHo ik yactuyHo oT H30K, upes u3non3Banus 0T MarucTbp-hapmarieBra
anTedyeH codTyep ce M3BBpIIBA M aBTOMAaTH4YHA NpoBepka B peructbpa Ha H3O0K 3a
neyebHoTO 3aBeneHue ¢ goroop ¢ H30K, B koeto paboTu JiekapsT WM JeKapsAT 10
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JEHTallHA MEeIULIMHA, U3/aJl eIEKTPOHHOTO MpeIucaHme, KakTo u B perucrbpa Ha HAII -
3a 3IpaBHOOCUTYPUTEIHUS CTATyC HA NAL[UEHTA.

Uin. 74. (Hos - 1B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (Hom. -
B, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r., mom. - [IB, 6p. 68 ot 2024 r., B cuna oT
01.09.2024 r.) Cnen w3BBpIIBaHE Ha JeWcTBHATA MO Wi. 73, an. 3 u 4 MarucTep-
(dapManeBThT U3MBIHIBA CIIEKTPOHHOTO MPEANKCAHNE, KaTO MPEJOCTaBs ChOTBETHHUTE
JICKapCTBEHU NMPOJYKTH Ha MAllMeHTa U yIOCTOBEPSBa U3MBIHEHUETO Ha €IEKTPOHHOTO
npennucanue upe3 noanuceaneto My ¢ KEII, u momydaBane Ha HalloHaIeH pe)epeHTEH
HOMEp Ha U3MBJIHEHHE Ha €JIEKTPOHHOTO MPEANUCAHUE 32 BCEKU OTIYCHAT JIEKapCTBEH
MPOJIYKT.

(2) (U3m. - IB, 6p. 68 ot 2024 1., B cua o1 01.09.2024 r.) Cnen npukiIrouBaHe
Ha U3MBJIHEHUETO Ha €JIEKTPOHHOTO MPENUCAHUE CHIIOTO C€ aKTyalIu3upa aBTOMATUYHO
B alTeUHUs W MEIUIUHCKUSA codTyep karo "UsmbaHeHo", choTBeTHO '"YacTHYHO
U3IIBJIHEHO".

(3) (Homa - JIB, 6p. 68 ot 2024 r., B cuia ot 01.09.2024 r.) Koraro
€JICKTPOHHOTO MPENUCAHNE € YaCTUYHO M3IBJIHEHO, MPEINUCAaHUETO MOXEe Ja Obiae
U3IIBJIHEHO B OCTaHajaTa CH 4acT B ChIIAaTa WM B JpYyra anTeka, CKIIYMiIa J0rOBOp C
H3O0K. OxoHuaTeHOTO M3IIBIHEHHE MOXE J1a CE€ OCBIIECTBU A0 JABa pabOTHU JHHU OT
I'bPBOHAYAITHOTO YACTUYHO U3II'BJIIHEHUE, HO HE TO-KBCHO OT JIaTaTa Ha U3THUYaHe Ha CPOKa
Ha BaJUIHOCT HA €JIEKTPOHHOTO MIPEANKICAHHE.

(3) (U3m. - [IB, Op. 51 ot 2023 r., B cuna ot 13.06.2023 r.) IIpu usmbianeHue
Ha €JIEKTPOHHOTO MPEANMCAaHUE MarucThp-(hapMaleBThT ClIa3Ba M3UCKBaHUATA HA Wi. 33,
an. 1, wn. 34, an. 1 u an. 2, uzpeyeHue mbpBo, 4wi. 36, wi. 37, an. 2 u wi. 39, a 3a:

1. JexkapCcTBEHM TIPOJAYKTH, ChAbpXKAIIM HAPKOTUYHU  BEIIECTBA -
n3nckBanuaTa Ha wi. 40, 41, 43, 44 u 45;

2. JIeKapCTBEHU MPOAYKTH, 3aIljlalllaHU HambiIHO win yactuyHo ot H30K -
W3HUCKBaHMATA Ha 4il. 46, a1, 2, 3 u 4 u ui1. 47, an. 1, ¢ U3KII0YEHNE Ha 3aIbDKCHUETO 3a
MMOCOYBAHE HA JlaTaTa Ha U3ITbJIHEHNE HA BCEKH OTPS3BK, U all. 2.

JonbIHUTEIHN pa3nopendu

§ 1. ITo cMuchia Ha Ta3u Hapeada:

1. "Kon ma H30K" o3nayaBa OykBeHO-LIM(POB KOJ, YUATO I'bpBa OyKBa
OTroBaps Ha MbPBO HUBO HAa AHATOMO-TepaneBTUYHaTa Kiacudukanus Ha CBeTOBHATa
3/IpaBHA OpraHu3anus, Bp3npuera B Penyonuka bearapus.

2. "BanugHocT Ha perentara’ 03Ha4aBa CPOKBT, 32 KOMTO TS MOKe /1a Obae
M3ITBJIHEHA B allTeKaTa.

3. "KonnyecTBO aKTMBHO BELIECTBO B JI030BAa €IMHMIIA" HA JIEKAPCTBEHUS
MPOJYKT € ChIBPKAHMETO HAa aKTUBHOTO BEIIECTBO, M3PA3€HO KOJMYECTBEHO 3a €IHA
J030Ba eAnHMIA (TabneTka, Karcyna) Uil 3a eJUHHUIA Maca U 00eM B 3aBUCUMOCT OT
JeKkapcTBeHara gopma.

4. "HuTo" o3nauaBa "0bp30".

5. "llutucumo" o3nauaBa "MHOTO OBp30".

6. "CratuM" o3HauaBa "BegHara".

7. (noBa - JIB, 6p. 68 oT 2014 r., B cmma ot 15.08.2014 1., oM. ¢ Pemmerne No
5812 ot 17.05.2016 r. nHa BAC - /IB, 6p. 91 or 2016 1., B cuna ot 18.11.2016 1.)
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8. (moma - /IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "OrmyckaHe Ha
JeKapcTBeH mpoaykT 0e3 nekapcko mpeamnucanue (OTC)" o3HayaBa CHBKYMHOCTTa OT
JeicTBUSL Ha (apMalleBTH B NMPHEMHOTO MOMEIIEHHE Ha anTeKara Mo ONpe/eisiHe Ha
MOAXOSIINS 32 OTITYCKaHE JIeKapCTBEH MPOAyKT 0e3 siekapcko npennucanue (OTC) wim
npreMaHe Ha PEelenTypPHUTE OJIAaHKU M NPOBEPKATa Ha ChABPKAHUETO UM, KOHCYIITAIUS
OTHOCHO MPUEMAHETO U Bb3MOKHUTE HEXKEIIAaHU PEAKINH U JICKAPCTBEHU B3aUMOICHCTBUS
Y Tpe/IaBaHe Ha JICKAPCTBEHUTE MPOJYKTH HA MAI[HCHTHUTE.

IIpexoanu n 3aKII0OUYUTETHE pa3nopeaoun

§ 2. (1) Pasnmopenbure Ha rTimaBa Tpera, pazgen IV, permameHTHpaniu
U3JIaBaHETO, TPOMEHUTE M BAJIMHOCTTA Ha perenTypHa Onanka (oopazenr M3 - H30K Ne
5A no npunoxkenue Ne 7), Biu3zat B cuia ot 1 anpun 2009 r. [Jo Bnu3zaHeTo uMm B cuiia
BCHYKHM JICKAPCTBCHHW NPOAYKTH, 3aIulaliaHu HanmbJHO wim dactudao oT H3O0K, ce
MpeInucBaT Ha perentypHa 6ianka (oopazery M3 - H30K Ne 5 o npunosxenue Ne 6) cbe
cpok Ha BanuaHocT 30 qHU.

(2) B cpok go 1 ampun 2009 r. anrekute mpuBexIaT codryepa cu B
ChOTBETCTBHE C W3HMCKBAaHUATA Ha Ta3u Hapeada OTHOCHO H3/IaBaHETO, MPOMEHUTE U
BaJIMIHOCTTA Ha peuentypHa 6manka (oopazen M3 - H30K Ne SA no npunosxenue Ne 7).

§ 3. (1) (M3m. - IB, 6p. 91 or 2009 1.) B cpok 1o 31 mait 2010 r. ntekapcTBeHU
IPOAYKTH, ChABPIKALLY HAPKOTUYHH BellecTBa OT npuiokeHus Ne 2 u 3 xbM uit. 3, an. 2
Ha 3aKoHa 3a KOHTPOJ BbPXY HapKOTHUYHUTE BEIECTBA W MPEKypCOpHUTE, MOraT Ja ce
IPEIIMCBAT U Ha CIIEHUAIHUTE PELENTypHHU OJaHKH [0 00pa3el ChIVIACHO MPHIIOKEHNE
Ne 6 kpM 4. 11, an. 1 or Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa U peia 3a NpeAnucBaHe U
OTITyCKaHE Ha JIEKapCTBEHH MPOTYKTH.

(2) Cnen u3THuaHe Ha CpoKa Mo al. 1 crenuanTHuTe PeUenTypHU ONaHKU 10
npuioxenue Ne 6 kpm wi. 11, an. 1 ot Hapen6a Ne 4 ot 2001 r. 32 ycnoBusita 1 pena 3a
IPEIIIUCBAHE M OTIIYCKAaHE Ha JIEKapCTBEHU NPOAYKTH CE€ YHHIIOKAaBaT OT KOMMCH,
ompeJiesieHa ChC 3amoBe] Ha aupekTopa Ha PLI3.

(3) 3a yHumoxkaBaHeTo Ha OJaHKUTE MO al. 2 ce CbCTaBs MMPOTOKOII, KOMTO ce
YTBbpXKAaBa OT AupekTopa Ha cboTBeTHUsS PLI3 u ce u3mpama B MuUHUCTEpCTBOTO Ha
3/1paBEOIa3BaHETO.

(4) Penentypuure Onanku no npuiioxenue Ne 4 kpm ui. 6, ain. 1 ot Hapenba
Ne 4 or 2001 r. 3a ycrmoBusiTa M pena 3a NMPEANNUCBAHE U OTIYCKaHE Ha JIEKapCTBEHU
IPOJAYKTH MOTaT Ja Ce€ MU3MOJ3BAT JO0 TAXHOTO M3YEpIBaHE, HO HE MO-KbCHO OT €JHa
rOJIMHA OT BJIM3aHE B CHJIA HA Ta3u Hapen0a, KaTo B TSX Ce BIUCBAT JaHHUTE 10 4i. 7, all.
2 OT MEIMLIMHCKHUS CIIEUAINCT, KOMTO 13/1aBa perenTara.

(5) bnankuTe Ha JIeKapCTBEHUTE JIMCTOBE IO MpHiokeHue Ne 5 KbM ui1. 6, aj.
2 ot Hapen6a Ne 4 ot 2001 r. 3a ycrmoBusTa W peaa 3a NMpEeANUCBaHE M OTIyCKaHE Ha
JIEKapCTBEHM IPOJYKTH MOTaT J1a C€ U3IOJI3BAT 0 TAXHOTO U3UEpIBAaHE, HO HE MO-KbCHO
OT €JlHa roJIHa OT BJIM3aHE B CUJIa Ha Ta3H Hapenaoa.

§ 3a. (Hos - IIB, 6p. 90 ot 2019 1., u3m. - JIB, 6p. 91 ot 2020 r., u3m. - /1B,
op. 94 ot 2021 ., ot™. - 1B, 6p. 53 o1 2022 1.)
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§ 4. (U3m. - ]IB, Op. 94 ot 2011 1.) KOoHTpOIBT 110 M3IIBIIHEHHUE HA HapeaoaTa
ce OChIIeCTBsIBA 0T MUHHUCTEPCTBOTO Ha 3/paBeomnas3BaHeTo, P31 u M3nbanurennara
areHius 1o JekapcrBara 1 H30K (B wacTra OTHOCHO OTITyCKaHE W TpEIIHMCBaHE Ha
JIEKapCTBEHU MIPOAYKTH, 3aIlIalllaHd HAITbJIHO WM YaCTUYHO OT Hes).

§ 5. (Hom. - [IB, 6p. 68 ot 2019 1., B crita ot 27.08.2019 r.) Ta3u Hapenda ce
u3/laBa Ha OCHoBaHMe Wi. 221 oT 3aKkoHa 3a JIEKApCTBEHUTE NPOAYKTH B XyMaHHaTa
MeaunuHa U wi. 60 or 3akoHa 3a KOHTPOJ BBPXY HAPKOTUYHHUTE BEIIECTBA H
MPEKYPCOPUTE, KAKTO U Wwi. 56, aji. 2 oT 3aKOHA 3a 37pPaBHOTO OCUTYPSIBAHE U OTMEHS
Hapen6a Ne 4 or 2001 r. 3a ycioBusiTa M pela 3a NPEANHCBAHE W OTIYCKaHE Ha
JeKapcTBeHH MpoaykTu (06H., B, 6p. 10 ot 2001 r.; usm., 6p. 74 ot 2002 r.; Op. 82 oT
2003 r.; 6p. 32 ot 2005 1.; 6p. 34 o1 2006 T.).

§ 6. (U3m. - [IB, 6p. 94 ot 2011 r.) Yka3anus no mpujiaraHeTo Ha Hapendara
naBatr H30K otHOcHO pasmopeaOute mo IpeAnucBaHE U OTIYCKAHE Ha JIEKApCTBEHU
MPOIYKTH, 3aIUTalaHl HAbJIHO WK YacTu4HO oT H30K, choTBeTHO MUHUCTEPCTBOTO HA
3npaBeonas3BaneTo, P3U u M3nbiHuTeHaTa areHus 1o JiekapcTBaTa cboOpa3Ho TAXHATa
KOMIIETEHTHOCT.

JlonbJIHUTEIHN pa3nopendu
KBbM HAPEJIGA 3A U3MEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT
2009 I'. 3A YCJIOBUSITA U PEJIA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU ITPOAYKTHU

(OBH. - 1B, BP. 15 OT 2014 T"., B CWJIA OT 21.02.2014 T".)

§ 6. C Ta3u Hape0a ce BbBEXKIAT M3UCKBaHUATA Ha [{lupekTrBa 3a N3ITbITHEHUE
2012/52/EC na Kommucusara or 20 nexkemBpu 2012 r. 3a ompenensiHe Ha MEpPKH 3a
yIeCHsIBaHE Ha MPHU3HABAHETO HA MEAWIMHCKUTE NPEINHCAHUs, W3IaJeHH B JIpyra
nbprxkaBa uineHka (OB, L 356/68, 22.12.2012).

3ak/II0uYNTeIHU pa3nopenou
KbM HAPE/JIGA 3A UBMEHEHUE U JTJOITbJIHEHUE HA HAPEJIBA Ne
4 0T 2009T.3A YCJOBUSATA U PEJIA 3A TIPEAIIMCBAHE U
OTINYCKAHE HA JIEKAPCTBEHMU ITPOJAYKTH

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

§ 7. Hapenbara Bin3a B cuiia OT JeHA Ha oOHapojBaHeTo i B "JlbpikaBeH
BECTHHK".
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3aK/II0YUTEeHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
4 OT 2009T.3A YCJIIOBUSITA U PEJA 3A IIPEJAIIMCBAHE "
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

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

§ 15. Hapenbara Bnu3a B cuina ot JaeHs Ha oOHaponaBaHeTo i B "/IbpikaBeH
BECTHHK".

IIpexoanu n 3aKII0OYUTETHA pa3nopeaoun
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
4 0T 2009T.3A YCJIOBUSTA U PEJIA 3A IPEAIIUCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU

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

§ 21. B cpok 10 Tpu Mecela OT BIIM3aHE B CHJla Ha HapeadaTa JIeUYCOHHTE
3aBEJICHUSI MOTAaT Ja MPEANUCBAT JICKAPCTBEHU MPOAYKTH HA JIEKAPCTBEHU JIMCTOBE IO
JIOCETaITHUS PEI.

3aKJII0YUTEeIHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
4 OT 2009T.3A YCJIOBUSATA U PEJA 3A TIPEJAIIMCBAHE "
OTITYCKAHE HA JIEKAPCTBEHMU NTPOAYKTHU

(OBH. - 1B, BP. 95 OT 2018 T".)

§ 17. HaBcsaxkbae B Hapenbara abpeBuarypata "(330JI)" ce 3ameHs CbC
11(30.]1)'!.

IIpexoanu u 3aKIOUYUTETHHA pa3nopeadoun
KBbM HAPEJIBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne
40T 2009T.3A YCJIOBUSTA U PEJIA 3A TIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 68 OT 2019 T'., B CUJIA OT 27.08.2019T".)

§ 22. (1) Ho mybnukyBane Ha uHbopManusaTa o wi. 23a, an. 5 ce uzgasar
IIPOTOKOJIU 3a MPEANNCBAHE HA JIEKAPCTBEHU IPOAYKTH 1O 4iI. 23, all. 4 IpU TOCETAIIHUTE
YCIIOBUS U 10 AOCETALIHUS Pel.

(2) U3nanenurte npoToKOIM 10 MyOJIMKyBaHe Ha MHPOpMaLusATa 1o Wwi. 23, ail.
5 ce U3IBJIHABAT O U3TUYaHE HAa TEXHMSI CPOK.
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§ 23. Hapenbara BiaM3a B cuiia OT JieHd Ha oOHapojBaHeTo M B "J[bpikaBeH

BecTHUK", ¢ m3kimoueHne Ha § 8,9, § 10, 1. 2, § 12 u 21, xouTo BiM3aT B cujia ot 1 ssHyapu
2020 r.

3aK/JII0YUTeIHU pa3nopendu
KBbM HAPEJBA 3A JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSTA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTHU

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

§ 2. HaBcsxwae B Hapenbara gymara "penmyOnukaHCKus'' ce 3aMeHs C
"nbpxkaBHUS".

IIpexonHu u 3aK/JIOYUTETHH pa3nopeadu
KbM HAPE/BA 3A TOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSTA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 107 OT 2020 I'., B CHJIA OT 18.12.2020 I"., U3M. - /IB,
bP.37 OT 2021 T'., B CUJIA OT 07.05.2021T".)

§ 2. Hapen6ara Bnu3a B cuina ot 18 nexemBpu 2020 r.

§ 3. (U3wm. - [IB, 6p. 37 ot 2021 1., B cuna ot 07.05.2021 r.) IIpu ocurypenu
TEXHHYECKH W OpraHM3allMOHHU YCJIOBHA 3a TOBa OT MUHHCTEPCTBOTO Ha
3apaBeonazBanero 1 H30K nunara mo wi. 4 W mpuTexaTeNMTE Ha pa3pelieHue 3a
THProBUS Ha IpeOHO C IEKapCTBEHH MPOAYKTH Ca JATBKHU Ja MPUBEAT IeHHOCTTA CH TI0
MpEANMCBAHEC U OTITYCKAHC Ha CbOTBCTHUTEC JICKAPCTBCHU IMPOAYKTHU CaMO C CICKTPOHHU
MpeIucaHus B ChOTBETCTBHE C M3MCKBAHUATA HA TJlaBa ceAMa He MO-KbCHO OT | 1oHM
2021 r., kaTo AOTOTaBa ce U3AaBaT U 00pabOTBAT U pelenTH Ha XapTueH Hocuteln. He ce
JOTIYCKa JICKAPCTBEHUAT MPOAYKT Aa OBbJAe MpearnucaH €IHOBPEMEHHO C €JIEKTPOHHO
MPEMCAaHUE U C PElIenTa Ha XapTUEH HOCUTEN.

§ 4. (M3m. - IB, 6p. 37 ot 2021 1., B cuna ot 07.05.2021 r.) U3manenute 1o
31 mait 2021 r. peuentu Ha XapTUEH HOCHUTEN C€ M3MBJHABAT MO JIOCETAIIHMS pen /10
M3THYaHE Ha CPOKa Ha TSIXHATA BAJTMTHOCT.

§ 5. IIpu Tekymara akryanu3anus o wi. 71, an. 3 B paMKuTe Ha Ipoueca 1o
u3rpaxkgaHe M BHenpsiBaHe Ha (QyHkuunoHamHocture Ha H3UC ce pasrnexnar u
CTaHOBMILATa CHOTBETHO Ha bbiarapckus jekapcku cbio3, bbiarapckus 3p001eKapcKu
cbio3 U bearapckus ¢papmaineBTHYEH ChIO3.

IIpexoaHu pasnopenoun
KbM HAPEJIGA 3A UBMEHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
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YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTHU

(OBH. - JIB, BP. 37 OT 2021 I'., U3M. - ]IB, BP. 47 OT 2021 I'., B CUJIA
OT 04.06.2021T".)

§ 3. (1) (U3m. - ]IB, Op. 47 ot 2021 1., B cuna ot 04.06.2021 r.) U3nanenure
JI0 BIIM3aHE B CHWJIa HA Ta3u Hapenda MpoTokosm oT KiMHWYHAaTa OHKOJOTMYHA KOMHCHUS
0 XUMHOTEpanusi ¥ 3a JICKApCTBEHO JICUCHHE IO XEMAaTOJIOTHS Ce H3IBJIHSABAT J0
U3THYaHE Ha CPOKA UM Ha BaIUIHOCT.

(2) B cinyuaute mo an. 1 pemenusita Ha OOmiara KIMHUYHA OHKOJIOTHYHA
KomucHst 1 Ha KiMHn4YHATa KOMHCHS [0 XE€MAaTOJIOTHS HE CE MPEen3JaBar 0 HaCThIIBaHE
Ha HEOOXOMMOCT OT IPOMSIHATA UM.

IIpexoanu u 3aKIIOYUTETHHA pa3nopeadon
KBbM HAPE/IGA 3A U3MEHEHUE HA HAPE/IGATA 3A
JOIIBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUATA U
PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - 1B, BP. 37 OT 2021 I"., B CWJIA OT 07.05.2021T".)

§ 2. 3gamenute 10 BIM3aHE B CWjla Ha Hapeadara perenTd Ha XapTHEH
HOCHTEJ C€ M3IBJIHABAT IO JOCETAITHUS PEI.

§ 3. Hapenbara Bnu3a B cuia oT AeHs Ha oOHapojBaHeTo ¥ B "JIbpkaBeH
BECTHHK".

3ak/II0uYNTeIHU pa3nopenou
KBbM HAPEJBA 3A IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSTA U PEJA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA
JJEKAPCTBEHH MNPOAYKTHU

(OBH. - 1B, BP. 47 OT 2021 T"., B CWJIA OT 04.06.2021T.)

§ 3. Hapenbara Biu3a B cuiia OT JeHS Ha oOHapojBaHeTo ¥ B "JlbpikaBeH
BECTHUK".

IIpexonHu n 3aK/JII0OYUTETHU pa3nopeadu
KbM HAPE/IGA 3A UIBSMEHEHUE U TOITBJIHEHUE HA HAPE/IBA Ne
40T 2009T.3A YCJIOBUSATA U PEJIA 3A TIPEAIIUCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - JIB, BP. 53 OT 2022 T")
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§ 6. Ilaparpad 4 Bam3a B cuma ot 1.11.2022 r. MuHHCTEpCTBOTO Ha
3/IpaBEOIa3BaHETO Ch3/1aBa TEXHUUYECKUTE YCIIOBUS 3a M3MBJIHEHHE Ha § 4 B Cpoka IO
U3peUueHue MbPBO.

HAPEJIBA 3A U3SMEHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A IPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTHU

(OBH. - 1B, BP. 85 OT 2022 I"., B CWJIA OT 25.10.2022 T".)

§ 2. Hapenbara Bim3a B cwiia oT JcHS Ha oOHapoaBaHeTo M B "IIbpkaBeH
BECTHHK".

IIpexonHu u 3aK/JIOYUTETHH pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
4 0T 2009T.3A YCJIOBUSTA U PEJIA 3A IPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 51 OT 2023 T'., B CWJIA OT 13.06.2023 T'., U3M. - JIB, BP.
105 OT 2023 I., B CHJIA OT 19.12.2023 T.)

§ 13. Penenture Ha XapTUEH HOCHUTEN, M3JaJCHU JO BJIM3aHE B CHUJIAa Ha
Hapendara, ce ChbXPaHABAT U YHUIIOXKABAT 110 pelia Ha OTMeHeHus wi. 12, am. 1 u 2.

§ 14. Bropure exk3eMIUIIpM Ha pELENTUTE, MPUETH OT MAarucrbp-
dapmarnieBTUTEe 10 BIM3aHE B CWJIa Ha Hapeabara, ce M3MpallaT Ha CbOTBETHUTE
MHCIEKTOpU IO HapKOTH4YHMTE BemlecTBa B P3U mo omuc Ha XapTHEH U €NeKTPOHEH
HOocuTeN B cpok 710 10 romm 2023 T.

§ 15. Bropute ex3emiisipu oT peuenture no 4i. 41, an. 4, uzganeHu 1o
BIIM3aHE B CWJa Ha Hapeabara, ce mpemaBat oT antekute Ha P3OK B cpokosere,
onpezenenu B ckiarouenure ¢ P3OK norosopu.

§ 16. IIbpBUTE €K3eMIUISIPU Ha PELIEITUTE 1O JEHCTBAIIMS IPEIU BIU3aHE B
cuiia Ha HapeaOaTa wi. 42, u37a/IleHH J10 BiM3aHe B CUJla Ha HapenbaTta, ce ChbXpaHsBarT 1o
pena Ha AelcTBaIlUs Npeay BIU3aHe B CHIla Ha HapeaOaTa wi. 42, an. 1 u 2.

§ 17. (1) B cpok no nBa Mecelia OT BIM3aHE B CHJIa Ha HapeadaTa Juiara 1o
wI. 5, an. 1 Bppmar B crorBeTHaTa P3M mpepgocTtaBeHUTE MM ClIELMAIHU PELENTYPHU
0JIaHKH, C M3KIIFOYCHHE Ha ciydanTe 1o § 18.

(2) (U3m. - IB, 6p. 105 ot 2023 ., B cuna ot 19.12.2023 1.) B ciiywaute 1o §
18 cneunanuuTe penenTypHu OaHKU ce Bpbiuat B cboTBeTHaTa P3U B cpok no 30 ampuin
2024 1.

(3) (U3m. - B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Jlo 31 maii 2024
I. CHELMATHUTE PeUenTypHU ONaHKu Mo ai. 1 U 2 ce YHHUIIOXKaBaT OT KOMHCHS,
oIpeziesieHa ChC 3aroBe Ha qupekTopa Ha P3U.
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§ 18. (Usm. - IAB, 6p. 105 or 2023 r., B cunma ot 19.12.2023 r.) [o
MHTETPUPAHETO HAa COPTYEPHUTE MPOAYKTH/CIEHUANTU3UPAHUTE MEAULIMHCKU cOPTyepu
Ha alTeKuTe Ha JIedeOHUTE 3aBEJCHUS - M3IbJIHUTENM Ha OOJHMYHA IOMOLI, C
Hanmonannara 3npaBHOMH(OpMAIIMOHHA CUCTEMA, HO HE MO-KbCcHO OT 1 ampuit 2024 r.,
JIEKapCTBEHUTE MPOAYKTH, CBABP)KAIIM HApPKOTHYHU BEIIECTBA, C€ IpPEINUCBAT U
OTITyCKAaT B T€3H JICUEOHU 3aBEJCHHUS 110 JOCETAIIHUS PE.

§ 19. Uzpnapenute mo pega Ha § 18 peuentu Ha XapTUEH HOCHUTEN C€
CbXpaHABaAT, OTYUTAT U YHUIIOKABAT 110 JOCCTAllIHUSA PEA.

§ 20. M3panenuTe 10 BIM3AaHETO B CUjla Ha HapeadaTa peLenTy Ha XapTUEH
HOCHTENI C€ W3MBIHIBAT IO JOCETAllHWA pPEA [0 HM3THYaHe Ha CpOKa Ha TAXHATa
BAJIUTHOCT.

§ 22. Hapenbara BiaM3a B cuiia OT JieHs Ha oOHapojBaHeTo 1 B "JIbpkaBeH
BECTHHK".

IIpexoanu u 3aKIIOUYUTEHHA pa3nopeadoun
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
40T 2009T.3A YCJIOBUSTA U PEJIA 3A TIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU

(OBH. - 1B, BP. 85 OT 2023 I'., B C1JIA OT 16.10.2023 I"., 1OI1l. - B, BP.
105 0T 2023 T'., B CWJIA OT 19.12.2023 T".)

§ 15. U3manenuTe 10 BIWM3aHE B CHJIa Ha Hapem0aTa pELENTH HAa XapTHEH
HOCHTEJ C€ M3MBJIHABAT MO JOCETALIHUS PEI.

§ 15a. (Hos - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) o 1 ampun
2024 r. nekapcTBEHUTE TMPOJYKTH, Kiacu(uuupaHd BbB (papMakoioruyHa rpymna
"AHTHOAKTEpUATHU JIEKApCTBEHU MPOJYKTH 3a CUCTEMHA yroTpeba" ChINIaCHO aHATOMO-
TepaneBTUYHO-XMMUYHATa Kilacudukanus Ha CBeTOBHATA 3/IpaBHA OpraHMU3allUsl MOTaT /1a
ce MpeJnucBaT U Ha XapTHUEeH HOCUTEI.

§ 16. (1) [IputexxaTenure Ha pa3pelieHue 3a ynorpeda mpuBexaar 3aBapeHnuTe
KbM BJIM3aHE B CWJIAa HAa Ta3u Hapen0a OMaKOBKH Ha JIGKAPCTBEHUTE MPOAYKTH 1O Wi 15,
an. 3 B cboTBETCTBUE C Wwi. 168, ain. 2 oT 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MeauIMHa 1 Wi. 68, ai. 2 oT 3aKkoHa 3a KOHTPOJ BBbPXY HAPKOTHYHHUTE BEIIECTBA U
MIPEKYPCOPUTE B CPOK JI0 €/IHA TOAMHA OT BJIM3aHE B CHJIa HA Ta3u Hapenoa.

(2) TlpuTexarenute Ha pa3pelieHue 3a ynotpeda nogasat B 3mbaHuTenHaTa
areHIus o JEeKapcTBaTa 3asiBJIECHUE 0 pe/la Ha 3aKOoHa 3a JIEKApCTBEHUTE MPOJIYKTH B
XyMaHHaTa MEJUIIMHA 32 TPOMSHA B PeKHMa Ha OTIYCKaHE HA JIEKAPCTBEHUTE TIPOTYKTH
mo wi. 15, an. 3 B cpok 710 e7jHa ro/IMHA OT BIM3aHE B CHJIA HA Ta3H Hapenoa.

(3) Cnen n3tnuane Ha cpoka 1o ajl. 1 JiekapcTBEHUTE MPOIYKTH 1Mo 4. 15, am.
3, Ha KOUTO OMAKOBKHUTE HE ca MPUBEACHU B CbOTBETCTBHUE ¢ wi. 168, an. 2 ot 3akoHa 3a
JIEKAPCTBEHNUTE NMPOAYKTH B XyMaHHATa MEJUIIMHA U 4iI. 68, ajl. 2 oT 3aKOHA 32 KOHTPOJI
BbpPXY HAPKOTUYHUTE BEIIECTBA U MPEKYPCOPUTE, HE MOraT Jia C€ pa3MpOCTPaHsBAT U Ce
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YVHHUIILIOKABAT 110 pe/ia Ha Hapeaoata 1o wi. 97 ot 3akoHa 3a KOHTPOJI BbPXY HAPKOTUYHHUTE
BELIECTBA U IIPEKYPCOPUTE.

(4) JIekapcTBeHUTE MPOAYKTH 110 Wi. 15, aj. 3 ce mpeAmucBar 1o peaa Ha Ta3u
Hapea0a OT BIM3aHETO M B CHIIA.

§ 19. Hapenbara Biu3a B cuina ot 16 okromBpu 2023 T.

IIpexoaHu u 3aK/JII0YUTEHH pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
4 OT 2009T.3A YCJIIOBUSITA U PEJA 3A IIPEJAIIMCBAHE "
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - JIB, BP. 105 OT 2023 T, B CHJIA OT 19.12.2023 T")

§ 7. HapenbaTa Bim3a B cuiia OT JACHS Ha oOHapojaBaHeTo M B "JIbpikaBeH
BECTHHK".

IIpexonHu u 3aK/JIIOYUTETHH pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
4 0T 2009T.3A YCJIOBUSTA U PEJIA 3A IPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 68 OT 2024 T"., B CMJIA OT 01.09.2024 T".)

§ 5. Uzpapenure 10 BAM3aHe B CHIIa HA HapeaOaTa eleKTPOHHH MPEANUCAHUS
C€ U3ITBJIHABAT 110 JOCETAIIHUS pell, B CPOKa UM Ha BaTUIAHOCT.

§ 6. Hapen6ara Bnu3a B cuiia ot 1 centempu 2024 .
IIpexoaHu ¥ 3aKJIIOYHUTETHU Pa3nopeadu
KBbM HAPE/JIBA 3A UBMEHEHUWUE HA HAPEJIBA Ne 34 OT 2005 T. 3A
PEJIA 3A SAIIVTIAITAHE OT ABPKABHUS BIO/KET HA
JIJEHEHUETO HA BBJI'APCKUTE I'PAYXKIAHU 3A 3ABOJISIBAHUS,

N3BBH OBXBATA HA 3AABJIZKUTEJIHOTO 3IPABHO
OCUTI'YPSIBAHE

(OBH. - 1B, BP. 112 0T 2025 I"., B CMJIA OT 01.01.2026 I".)

§ 4. Hapen6ara Bnu3a B cuiia ot 1 ssuyapu 2026 r.

[Tpunoxenne Ne 1 kbMm 4. 4, an. 3
(Uzwm. - JIB, 6p. 81 ot 2013 1., gom. - JIB, Op. 61 ot 2022 1.)
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JlekapcTBEHH MTPOAYKTH, KOUTO (DETAMIEPUTE U JICKAPCKUTE aCUCTCHTH HAMAT
npaBo jaa npeanucsar (3aria. gom. - [IB, 6p. 61 ot 2022 1.)

1. AHTHAPUTMUYHH JIEKAPCTBEHH MPOTYKTH.

2. XOpMOHAJIHM JICKAPCTBEHH TMPOAYKTH ©O€3 TNPOTUBO3AUYaTbUHU H
KOPTUKOCTEPOUIH 32 JIOKAIHO MPUJIOKEHHE.

3. AHTHHEOITIaCTUYHU U KMYHOMOYJIUPAIIHN JIEKAPCTBEHU ITPOYKTH.

4. IlcuxonuTULM U TICUXO0aHAJICNTHUIIM 32 JICYEHHE Ha XPOHUYHHU 3200 IsIBaHUSI.

5. (u3m. - JIB, 6p. 81 or 2013 r.) JlekapcTBEHH NPOAYKTH, ChIbPIKALIH
HAapKOTUYHH BeliecTBa oT npuioxkeHus Ne 2 u 3 kpMm wi. 3, 1. 2 u 3 ot Hapenbara 3a pena
3a Kiacu(uuupane Ha paCTEHHUATA M BELIECTBAaTa KATO HAPKOTUYHH.

6. JlekapcTBeHU IPOAYKTH, BKIIOUECHH B IIpuiiokeHue Ne 5 kbMm wi. 11, ain. 2.

[Ipunoxenue Ne 2 kbMm ui. 6, an. 1

(Hom. - JIB, 6p. 105 ot 2023 1., B cuyia ot 19.12.2023 1.)

Penentypna Onanka

3a 3a
GI[HOKpaTHO MHOFOKpaTHO

IMPCANMCBAHC|IIPCAIINCBAHEC

MI/IHI/ICTepCTBO Ha 3IpaBCOIIa3BaAHCTO

MeauIMHCKH CTIenranucT (IMe)

(mopmuc)
(meuar)
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ot rp. (C.)

(OpeMeHHa xeHa, KbpMayKa, JAETe - MOJYepPTaBa Ce MPHIOKUMOTO)

[Ipunoxenne Ne 3 kbM 4. 6, an. 2

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

[Ipunoxxenue Ne 4a kpM ui. 9a, an. 2
(HoBo - 1B, 6p. 15 o1 2014 1.)

HGI/I?;‘-ICpHaTCJIeH CIIMCBK Ha CICMCHTHUTC, KOMTO CC BKJIIOYBAT B PCUCUTUTE,
KOHUTO LI€ CC U3MIBJIHABAT B Apyra AbpiKaBa YJICHKaA

Wnentudukanus Ha nmanyMeHTa:

damunHo(1) ume(Ha)

Cob6ctBeno(nn) uMme(Ha) (w3mucaHo(u) H3IUIO, T.6. HE CE€ pas3periaBaT
WHUIIAAIIN )

JlaTa Ha paxxnaHe

Nnentudukanus Ha penenrara:

Jlata Ha u3naBaHe

Nnenrudukarnus Ha METUITUHCKUS CIICITHAITACT, H3/1aJ1 pelenTara:

damunHo(1) uMe(Ha)

CobOctBeno(nn) wume(Ha) (m3nmcaHo(W) U3IBUIO, T.€. HE C€ pa3periaBaT
WHUITUIATIN )

[Tpodecnonanna kBamupukaus

JlanHu 3a mpska Bpb3Ka (EIEKTPOHHA IMOIa U HOMep Ha TenedoH uiu ¢axc,
KaTo C€ MOCOYH U KOABT 3a MEXIYHAPOIHO U30HpaHe)

CnyxebeH aapec (BKIIOUUTEIIHO HANMEHOBAHHETO Ha ChOTBETHATA AbpiKaBa
YJICHKA)

[Toamnuc (mooxkeH cOOCTBEHOPHYHO WK U(PPOB B 3aBUCUMOCT OT HAaYMHA Ha
W3/1aBaHe Ha MPEIMUCAHNUETO)

Wnentudukarus Ha npeanucanus NpoAyKT, KOTaTo TakaBa € HeoOxoauMma:

MexnyHapoIHO  HEMaTeHTHO  HaMMEHOBaHWE WIM  (apMaKomnelHo
HAUMEHOBAHHE Ha JICKAPCTBEHOTO MM BEIIIECTBO
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T"pr‘OBCKOTO HAaMMCHOBAHHUEC HA JICKAPCTBCHUA IIPOAYKT B CIIYHaUTEC I10 YJI. 93,

JlexapcTBeHa opma (TabseTu, pa3TBOpP U T.H.)
Komnuectso

KonndecTBo Ha aKTHBHOTO BEIIECTBO 32 JI030Ba SIMHUIIA
Jlo3upoBka.

[Ipunoxenne Ne 5 kpm un. 11, an. 2

(M3wm. - JIB, 6p. 81 or 2013 r., ot™m. - JIB, Op. 85 ot 2023 r., B cuia oT
16.10.2023 .)

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

(HoBo - 1B, 6p. 95 oT 2014 1.)

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



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

(Hoso - 1B, 6p. 95 o1 2018 1.)
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TEPAIIEBTUYEH ®UIII

10 MPOTOKOJ Ne

[Tanment: Mme IIpesume @amunus

Hara n3 Bw3pacr:
Ha No/Allp
pax No:
aHe:
Pscr Teruno: Ten. noBBpXHOCT
(c™m): (m?):
Kpea] Otnenen Jara - Hayajgo Ha
TUHU ue, uMe U TepanusTa:
H: KOZ:
Mux XHUMHUOTE,
BI1 paneBTHY
Noe: Ha
cxema:
Hara|N UYac |A| Jlekapcr| Jleka| I1pT Ha| Cran| Unausun| Pen| Kopurupal Hocf Konte| O6| Bpe
- Ha |T BEH |pcTBe| mpwiar| Japr| yaaHa | yKI Ha ute| WHep | eM| me/
Hewn/| | npun|C | mpoaykr| Ha aHe | Ha n03a us |uHaUBUAY| 1 | 3a | Ha|CKOp
JIHH | | O%KeH - dopm| (iv, sc,| mo3a| (mg/mcg/| Ha |anHa no3a nanue| rot| oct
ue TBPrOBCK| a po, IU/MIU/ | mo3a] (mg/mcg/ HTa |0BH| 3a
0 UMe HUHTPaK MU) | tas| IUMIU/ (Cank| s | mpum
aBHUTap % MU) a | pa3|nara
HO, CTBKJI| TBO| HE
WHTpAaB o, | p| (hl
e3UKal 6ankal (ml{ ml/h
HO U PVC,| ) | )
T.H.) uHpy3
. CaK,
CIIpHH
I[OBKa
eJ1acT
OMEpH|
a
oMmITa)
u J1p.)
Jlam|]
a:’ 2
Jlen
1
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Jlam|]]

Ilen

JlexyBalll J€Kap: .....ccoceeeeveeene (moamuc)  Ha3HAYEHO HA:! .....ccceevevuveneennene. (nata)

Nwme [Ipesnme Oamuns

[TpurotBui: mar.-papm./mom.-papm. Ume [Ipesume Gamumnus ..................... (mopmuc)
[TpoBepuit: Mar.-hapm. Mime [Ipe3nmMe DaAMUITUS ....c..eevveeviiiniieniieiiiiieenieeieeae (moammuc)

[Tpunoxxenue Ne 6 kbM ui. 24, ain. 1

(M3m. - IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.)
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[Tpunoxenue Ne 7 kbm wit. 24, ain. 1

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

ITpunoxxenne Ne 8 xbm 4. 24, ain. 1

(M3wm. - ]IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r., u3m. - JIB, 6p. 68 ot
2019 r., B cmma ot 01.01.2020 1.)
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[Tpunoxenue Ne 8a kbm wi. 30a, ai. 1

(Homo - JIB, 6p. 81 ot 2013 r., u3m. - [AB, O6p. 68 ot 2014 r., B cuna or
15.08.2014 r., ot™. - IB, 6p. 95 oT 2014 1.)

[Tpunoxenne Ne 86 xpm wi. 30r, an. 3 u 5
(HoBo - JIB, 6p. 81 ot 2013 1., u3m. - JIB, Op. 68 ot 2014 1., B cuna ot

15.08.2014 r., npenumno [Ipunoxxerne Ne 86 kpm . 30r, an. 3, usm. - JIB, Op. 95 ot
2018 r., u3m. - JIB, Op. 37 ot 2021 1.)
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MN3TCq

YHKK: NpaBHO-UHbOPMALIMOHHM cuctemun "Cuena"




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

(Hoso - JIB, 0p. 95 ot 2014 r., npeaumno IIpunoxenne Ne 88 kpM ui. 30r,
an. 3, usm. - /IB, 6p. 95 ot 2018 r., u3m. - /IB, 6p. 37 o1 2021 1.)
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[Tpunoxenue Ne 8r kbM ui. 301, an. 1

(Homo - JIB, 6p. 81 ot 2013 r., u3m. - [AB, O6p. 68 ot 2014 r., B cuna or
15.08.2014 r., npegumno [Ipunoxenne Ne 88 kpm wi. 307, an. 1 - [IB, 6p. 95 or 2014 1.)

Peunentypna 6manka No .....................
3a JIEKapCTBEHU MPOAYyKTH, 3araniad ot H30K

HaumeHnoBaHue Ha neueOHOTO 3aBeaeHue - Per. Ne

Jlexap (ume)

3a00515IBaHE TPYIIA NO ...ooviiiiiiiiiiiieeiieeeiee e o npwit. Ne 1
[TpoTokOa Ne ....ooenerieenee Hara:

Jlekap:
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(moamuc u neyar)

[Tamuenr:
EI'H:

Hom. agpec:

l_"p. (c.)

6THYCH3.J'IZ [Momyym:
Mar. papm. YUH:
Doooooboog

(moanuc u neyar) [lara:

[Tpunoxxenne Ne 81 kM wit. 50, an. 4

(Hogo - JIB, 6p. 95 o1 2018 1.)
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Kypnan 3a pazTBapsiHe Ha JIEKapCTBEHH MPOJIYKTH 3a JICUCHHE Ha
OHKOJIOTUYHH/OHKOXEMATOJIOTHYHHU 3a00JIsIBaHUS

JI' | Hat| Yac|JIex| Kon|UunuBu| bpo[Ocrarsk| Cp|Ho|Ho|I1a|I1a| ITa|ITa|I1a|B|I1a| IIp | JIe|®ap
I1 -|a na| Ha |apctjuuec| nyanna| # | (mg/mc| ok | cu | cu | mu| uu|ume u| mu| S| e | oTo|kys| Mary
no| npu|npu| BeH| TBo| nmo3a |otB|g/IU/MI| Ha |ren|Tenjent|ent HT [eHT|/eHT|AleHT|KOJI| amy| eBT
pe [rorBlroTs| mpo|axTu| (Mg/mc | ope| U/MU) [roa| (u |(ml| (E| (u [(BB|(pB|(Te| (|(r10] Ne |nex| usr
ne| sine | ssue | nyk | BHO [g/IU/MI| HI Ho|me| ) |['H|me)3palct)[rmojm| i) ap | oTB
H T |B-Bo| U/MU) | pnia cr| ) ) CT) ) 1?) 170
Ne (uMm| BBB KOH Ha
e) | dua U 3a ocT
KOH npu aTH
rOTB Ka
sTHE
Ha
1033
Ta
1
06
110
3a
nar
a
2
06
110
3a
nar
a
3
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Kypnan 3a pazTBapsiHe Ha JIEKapCTBEHH MPOJIYKTH 3a JICUCHHE Ha
OHKOJIOTUYHH/OHKOXEMATOJIOTHYHHU 3a00JIsIBaHUS

JI' | Hat| Yac|JIex| Kon|UunuBu| bpo[Ocrarsk| Cp|Ho|Ho|I1a|I1a| ITa|ITa|I1a|B|I1a| IIp | JIe|®ap
IT-|a Ha| Ha |apct|uuec| ayanHa | # | (mg/mc| ok | cu|cu | uu| u|uue mu | e | S| u | oro|kys| Mair
no| npu|npu| BeH| TBo| nmo3a |otB|g/IU/MI| Ha |ren|Tenjent|ent HT [eHT|/eHT|AleHT|KOJI| amy| eBT
pe [rorBlroTs| mpo|axTu| (Mg/mc | ope| U/MU) [roa| (u |(ml| (E| (u [(BB|(pB|(Te| (|(r10] Ne |nex| usr
ne| sine | ssue | nyk | BHO [g/IU/MI| HI HO [ Me I'H|me)|3paf cT)[rmo|m| i) ap | oTB
H T |B-Bo| U/MU) | pnia cr| ) ) CT) ) 1?) 170
Ne (uMm| BBB KOH Ha
e) | dua U 3a ocT
KOH npu aTH
rOTB Ka
STHE
Ha
71034
Ta
06
110
3a
Jat
a
[Tpunoxxenne Ne 8e xkbpm ui. 50, an. 5
(Hoso - 1B, 6p. 95 or 2018 1., u3m. - JIB, Op. 112 or 2025 r., B cuna ot
01.01.2026 1.)
Omnuc Ha HEU3IOI3BaEMHUTE OCTAThLIU OT JIEKAPCTBEHU MPOIYKTHU 32 JICUEHUE Ha
OHKOJIOTUYHH/OHKOXEMATOJIOTUYHHU 3200 IsIBAHUS
N{ Hat| Jlekapcts| AT|Jlekapct| Ko| Jlek.| Tlaptunen | Hewusnomseaem | Ilena na | CroitHo
a eH C eH 1- | dop Ne Ha OCTaThK 3a JIeH 1T CT Ha
MPOAYKT npoaykt | Bo| ma |mpoussomut| (mg/mcg/IU/MIU/| drnakon/a|ocTaThK
(TBPT. (INN) [akr. ens MU) M. (eBpo)| a (eBpo)
nuMme) B-
BO
1.
2.

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



[Tpunoxenue Ne 9 kbm wit. 53, ain. 1

(U3m. - JIB, 6p. 81 ot 2013 r., ot™m. - [IB, 6p. 51 ot 2023 1., B cuia or
13.06.2023 r.)

[Tpunoxxenne Ne 10 kpMm wit. 54

(M3m. - JIB, 6p. 81 or 2013 r., ot™m. - JIB, Op. 51 ot 2023 r., B cuia oT
13.06.2023 1.)

[Ipunoxenue Ne 11 xbpm uin. 56

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

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



