HAPE/IBA Ne 4 OT 4 MAPT 2009 T'. 3A YCJIOBUSATA N
PEJIA 3A IPEJIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTU

H30a0ena om munucmovpa Ha 30paseonazéaremo

Oo6n. /IB. 6p.21 om 20 mapm 2009z., usm. /IB. 6p.91 om 17 noemspu
2009z., uzm. /IB. 6p.94 om 29 noemepu 201 12., uzm. /IB. 6p.2 om 6 snyapu 20122., uzm.
u oon. /[B. op.81 om 17 cenmemspu 20132., uszm. J{B. 6p.104 om 3 oexemepu 2013e2.,
usm. u oon. /[B. 6p.15 om 21 gpespyapu 2014e., usm. u oon. /[B. 6p.68 om 15 agzycm
2014e., usm. u oon. /[B. 6p.95 om 18 noemepu 2014e., usm. /[B. 6p.91 om 18 noemspu
2016¢., usm. u oon. /[B. 6p.95 om 16 noemspu 2018e., usm. u oon. /[B. 6p.68 om 27
aseycm 2019z., oon. /IB. 6p.90 om 15 noemspu 20192., usm. /[B. o6p.91 om 23
oxmomepu 20202., oon. /B. 6p.107 om 18 oexemapu 2020z., uzm. /B. 6p.37 om 7 maii
20212, oon. JIB. 6p.47 om 4 1onu 20212., usm. IB. 6p.94 om 12 noemepu 2021e.

I'naBa mbpBa.
OBIIH MMOJIOKEHUA

Un. 1. C Ta3u Hapenba ce onpeaensr:

1. MEAUIIMHCKUTE CTIEHUATNCTH, KOUTO MOTAT J]a U3AaBaT pEeUenTH, PEAbT
3a MpEeANUCBaHe Ha JIGKAPCTBEHU MPOJYKTH, CPOKBT 33 M3IIBIHEHUETO, CIYYauTe U
penwT, MPU KOUTO MarucTbp-papMaieBT MOXE J1a OTKaXKe J1a H3MBJIHU JIEKAPCKO
npeAucaHue;

2. YCIOBHSTA U PEIBT, IO KOUTO OBIATAPCKU MPAXKIAHU U UYKIU TPAKIAHH,
NIOCTOSTHHO W BPEMEHHO NpeOHMBaBallyl B CTpaHaTa W MbTyBallyd M3BBH PermyOnmka
bwarapus, MmoraT ja HOCSIT WM 1a U3HACST JICKAPCTBEHU MPOAYKTH, IPEIHA3HAUCHU 32
JICYCHUETO UM;

3. KoJMuecTBaTa JIEKapCTBEHH NPOAYKTH, IMpeJAHAa3HAa4eHH caMo 3a
JICYSHUETO Ha TPAH3UTHO MPEMUHABAILIN U BPEMEHHO NMpeOMBaBaIlld Ha TEPUTOPHATA
Ha CTpaHaTa JIMIla, KOUTO T€ MOTrarT Jia IpUTe)KaBar;

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

5. (m3m. - [IB, 6p. 81 ot 2013 r., npegumna T. 4 - JIB, Op. 15 ot 2014 1.)
penbT 3a IpeANUCBaHe Ha JIEKAPCTBEHU MPOAYKTH, ChIbpKallll HAPKOTUYHU BELIECTBA
ot npuitoxxeHus Ne 2 u 3 xpM 4. 3, 1. 2 u 3 ot HapenOarta 3a pena 3a kinacuduuypase
Ha pacTeHHUATA U BelllecTBaTa KaTo HapKOTU4YHH, npueta ¢ [loctanoBnenue Ne 293 Ha
Munucrtepckus cpeT ot 2011 1. (IB, 6p. 87 or 2011 1.);

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

7. (noBa - JIB, Op. 68 o1 2019 1., B cuna ot 27.08.2019 1.) ycnoBusiTa, pepT
U IPUHIUIINTE, 10 KOUTO Ce MPEANUCBAT JIEKAPCTBEHU MPOAYKTH ChOOpa3HO TAXHATA
pa3xoaHa epEeKTUBHOCT IO CMUCHIA Ha § 1, T. 28 OT TOMBJIHUTETHUTE pa3openon Ha
3akoHa 3a 31paBHOTO ocurypsBane (330).

Un. 2. PexuMbT Ha TpEANHCBaHE HA JICKAPCTBEHUTE MPOAYKTH €
OIIpE/ICTICH B pa3pelIeHHeTo 3a YIoTpeda Ha JIEKapCTBEHHS POTYKT.



Un. 3. Paspemenure 3a ymorpebda M PETUCTPUPAHUTE JIEKAPCTBEHHU
NPOAYKTH Ha Teputopusita Ha PenyOnuka bbirapusi ce 0o0sBSIBAT Ha HMHTEPHET
cTpaHuuara Ha V3mbiaHUTENHATa areHIHs 110 JeKapcTBaTa.

I'naBa BTOpA.
MEJUIUHCKHA CHEONUAJINUCTHUH, KOUTO MOT'AT A U3JABAT
PELIEIITHN

Un. 4. (1) [IpaBo na mpeanucBaT paspemnieHd 3a yrnorpeba B cTpaHaTa
JICKapCTBEHU TMPOAYKTH U Ja M3JaBaT PELENTH UMaT JIeKapu/JeKapu MO JeHTallHa
MEIWIIMHA, YIIPAXKHIBAINA MEAUIIMHCKATa TTpodecus.

(2) (M3m. - JIB, 6p. 81 ot 2013 r.) IIpaBo ga oTmycKaT JEKapCTBEHHUTE
MPOIYKTH, ChABPIKAIIN HAPKOTUIHH BelecTBa oT npuiioskenue Ne 1 ma Hapen6a Ne 2
or 2012 r. 3a ycroBusTa M pella 3a OCHILIECTBABAHE HA MPOrpaMU 3a JICUECHHUE C
aroHMCTH M arOHUCTU-aHTArOHUCTH Ha JIUIA, 3aBUCUMU KbM onmouu (B, Op. 49 ot
2012 r.) umar nexapu, padoTely B IPOrpaMuTe, HOTYYUIH pa3pelieHne OT MUHUCTbpa
Ha 3JpaBEOINa3BaHETO.

(3) ®enpmepure UMaAT MPaBO Aa MPEANKUCBAT pa3pellieHu 3a yrnoTpeda B
CTpaHaTa JICKapCTBEHU IMPOJYKTH U J1a U3AaBaT PELENTH, C U3KIIOYEHUE HA TE3H OT
npusioskenue Ne 1, caMo Mpu CKJIFOYEH JJOTOBOP € JIeueOHO 3aBe/ICHUE.

Un. 5. (M3m. - JIB, 6p. 94 or 2011 r.) (1) B peruonamnara 3apaBHa
uncnekus (P31) ce Boau peructTrvp Ha JEKapuTe U JIEKApUTE 10 ACHTAIHA MEUIIMHA,
KOUTO MPEINCBAT JICKAPCTBEHU MPOAYKTH, ChABPKAIIN HAPKOTUYHU BEUIECTBA.

(2) B peructbpa mo an. 1 ce BIMCBaT AaHHUTE HA JIeKapsi/JeKaps IO
JEHTallHA MEAUIIMHA 110 JOKYMEHTA 32 CaMOJIMYHOCT, JJMYEH KOJ M KO/ Ha JIe4eO0HOTO
3aBe/ICHUE.

I'naBa Tpera.
HPEJAIINCBAHE HA JIEKAPCTBEHMU ITPOAYKTH

Pasznea 1.
Pen 3a npeanucBaHe Ha JIEKAPCTBEHU NMPOAYKTH

Un. 6. (1) IlpeanucBaneTo Ha JIEKapCTBEHHW MPOJYKTH C€ M3BBPIIBA Ha
peuentypHa OJaHKa ¢ 05T IIBAT CHITIACHO TprIiokeHue Ne 2.

(2) (Orm. - 1B, 6p. 81 oT 2013 1)

(3) Bbpxy penentypHara O61aHKa 3aIBIKUTENHO c€ OTOENA3Ba PEKUMBT
Ha OTIyCKaHE - 3a EIHOKPAaTHO WM MHOTOKPATHO OTITyCKaHe, KaTo IpHU
MHOTOKPAaTHOTO OTITYCKaHE Ce YTOUYHSBA U KOJIKO IIBTH M€ C€ U3MBIHIBA pelenTaTa.

(4) Peuentute ¢ pe’KUM MHOTOKPATHO OTITYCKaHE MMAT BAIHIHOCT 10 6
Mecella OT JaraTa Ha W3/aBaHETO UM M ChIbpPXKAT O3HAUeHHWE Ha Opos Ha
OTITYCKaHUSATA.

Un. 7. (1) Peuentyprara 61aHKa ChabpiKa:
1. (mom. - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "unckpubimo” -
COOCTBEHO U (haMWITHO MM€ Ha JIUIETO 110 9. 4, yHUKaJIeH UICHTH(QHUKAIIMOHEH HOMED,



HAaUMEHOBAaHME M aJipec Ha JIeyeOHOTO 3aBelecHHe, TenedoH 3a Bpb3Ka, JaTa Ha
M3/1aBaHe Ha PEeLeNTara;

2. "mpeckpuOumo" - HAMMEHOBAHKE, KOJIMYECTBO HA aKTMBHO BEIIECTBO B
JeKapcTBeHa (opMa M KOJUYECTBOTO Ha JICKAPCTBEHUS MPOJIYKT; KOIUYECTBOTO CE
u3NUcBa ¢ nudpu, a OpU MPEANUCBaHE Ha JIEKAPCTBEHH MPOAYKTH, ChABPIKALIU
HApKOTUYHU BEIIECTBA - U C TyMH;

3. "cur"atypa" - mocouyBaT ce€ €JHOKpaTHAaTa W JCHOHOIIHAaTa J03a Ha
JIEKAPCTBEHUSI  MPOAYKT, MPOJBDKUTEIHOCTTA Ha Kypca Ha JICYEHHE U
HEO0OXOIUMOCTTA OT MOBTAPSHETO MY; J03aTa € U3NKCBa ¢ UG PH; IPU NpEANCcCBaHe
Ha 71032, M0-BUCOKA OT MAKCHMAJIHO OTIpe/eieHaTa Ipy pa3pelaBaHeTo 3a ynorpeda
HAa JIEKapCTBEHHUS MPOAYKT, MPEANUCBALIUAT Ce MOJMUCBA CPeIlly IPEeBHILIeHATa 1034,
HE Ce JOITyCKaT OOIIH u3pa3u KaTo: "m3BecTHO", "o HacTaBienue", "mo cxema" u np.;

4. '"cyOckpuOrmo" - yKazaHMS 3a HAauMHA HAa W3IBIHCHHE Ha
MpEeANUCAaHUETO; MPU U3MOJI3BaHE Ha yKazaHuATa "muto", "mutucumo" umm "cratum"
3aIBJKUTENIHO CE 3alMCBa YachT Ha MPEANHCBAHETO HA JIEKAPCTBEHUS MPOIYKT;

5. moJIMC Ha JieKaps/IeKaps 1o JIeHTaIHa MeIUIHHA/ pernmepa;

6. (u3m. - /1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) nuyeH nevar Ha
JIeKapsi/JieKaps o JeHTaIHA MEIUIIMHA W/WIH TIe4aT Ha JICYeOHOTO 3aBe/ICHUE;

7. TpUTE UMEHA Ha MalMeHTa, Bb3PacTTa U aJpec M0 MECTOKUBEECHE, KaTo
npu OpeMeHHa )KeHa, KbpMadKa WM JIETE Ce OTPa3siBa M TOBA OOCTOSATENICTBO;

8. (noBa - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) VHukanex
unentuduxanmoned Homep (YMH) na maructep-¢dapmanieBra OT peructbpa Ha
brarapckus ¢apmaneBTHUEH CHIO3.

(2) (Or™m. - 1B, 6p. 81 o1 2013 1)

Y. 8. (1) JlekapcTBeHHUTE IPOAYKTH CE€ M3MUCBAT YETJIMBO HA JATUHHULIA C
MEXIyHApOJAHOTO HEMATeHTHO UM (papMaKoINeiiHO HAaMMEHOBaHUE Ha JIEKAPCTBEHOTO
UM BEIECTBO MM ThPTrOBCKUTE UM HANMEHOBAHHSI.

(2) KomuuecTBOTO Ha JIEKAPCTBEHOTO BEIIECTBO B IPEINUCBAHUSA
JIEKapCTBEH MPOAYKT CE U3pas3siBa:

1. B rpamMoBe, KOTaTo € €1MH I'paM WK HaJl €UH TpaM (g);

2. B MIJIMTpaMH, KOraTo € I0-MaJIko OT €1H rpaM (mg);

3. KOJNMYecTBa, MO-MaJKM OT €IWH MWJIMIPaM, C€ O3HayaBaT B
MHUKpOTpaMH, KaTo Ta3u MEpUTEITHA eIMHHIIA HE C€ CHKpAIllaBa, a ce U3IUCBA C JYMH
(microgram);

4. obemurte ce u3paszsBaT B MIJIWIUTPU (ml);

5. B MmexnayHapogau eauHuuu (IU) - 3a nekapcTBeHM NpPOAYKTH OT
OMOJIOTHYEH MTPOU3XO/I.

(3) Cepkpamenusta Ha JeKkapcTBeHaTa ¢opMma ce U3IUCBAT BBbPXY
penentypHara 6JaHKa/IeKapCTBEHUS JIUCT B CHOTBETCTBUE C JICHCTBAIIATa B CTpaHaTa
bapmaxores.

(4) 3abpansiBa ce H3MOJI3BAHETO HA CBHKPAIICHHUS W TONpPaBKU MpU
U3IIMCBaHEe HAMEHOBAHUATA HA JIEKAPCTBEHUTE MPOIYKTH.

Un. 9. JlekapcTBeHM TMPOJAYKTH, MPHUTOTBEHHM [0 MAruCTpaliHa M
(dapmakoreiina perenrtypa, ce MpeArnrucBaT Ha OTAeTHA PelenTypHa OlaHKa.

Un. 9a. (Hos - JIB, Op. 15 ot 2014 r.) (1) Ha penentu, xouto me ce
U3MBJIHSABAT B JApyra Abp)kaBa 4iEHKA, Ce U3MHCBAT HEOOXOJUMHUTE 3a JICUCHHETO Ha



KOHKPETEH IAalUEHT JIEKapCTBEHU INPOAYKTH, C H3KIIOYEHHE Ha JIEKAPCTBEHUTE
IPOAYKTH 10 wi. 174 ot 3akoHa 3a JIeKapCTBEHUTE NMPOJYKTH B XyMaHHATa MEIULIMHA.

(2) PeuenTute 1o azn. 1 ce u3nucBat Npu Cra3BaHe U3UCKBAHUATA HA Ta3U
Hapen0a, KaTo 3aIbJDKUTEIHO Ce BKIIOYBAT BCUYKHU JaHHU, IOCOYCHH B IPUIIOKEHUE
Ne 4a.

(3) JlexapcTBeHUTE TMPOJIYKTH C€ NPEANUCBAT MO MEXKIYHAPOIHO
HEMaTeHTHO HaUMEHOBaHHUE WU (papMaKOIeHHO HaMMEHOBaHHE Ha JIEKAPCTBEHOTO UM
BEIIIECTBO.

(4) JlexapcTBeHUTE MPOAYKTH MOrat Aa ObJAT NPEANNUCAHH 110 ThPrOBCKO
HaNMEHOBAHUE B CIEIHUTE CIIy4au:

1. xoraTo ce npeanucBa OMOJIOrMYEH JEKapCTBEH MPOAYKT [10 CMUCHJIA HA
§ 2, T. 2 or gombaHUTENHHTE pasnopendu Ha Hapenda Ne 27 ot 2007 r. 3a
U3MCKBAaHUATA KbM JAHHUTE M JOKYMEHTALUsATa 3a pas3pellaBaHe 3a yrnorpedba u
perucrtpanus Ha jekapctBeHu npoayktu (B, 6p. 54 ot 2007 1.);

2. KOraTo ToBa € HeOOXOJUMO OT MEIULIMHCKA IJIe[IHA TOYKa I10 MPELeHKa
Ha JIMIaTa 1o wi. 4, Kato B TO3W CIIlydail B perenTara ce mocoyBaT MPUINHUTE, KOUTO
HaJlaraT M3M0JI3BaHETO Ha IOCOYEHOTO ThPIrOBCKO HAMMEHOBAHHUE.

Un. 10. ITpu npennucBane Ha BCEKH OT/IECH JIEKApPCTBEH MPOAYKT JIUILIETO
no wi. 4 € 3aabpDKeHO na ce MH(pOpMUpa OT ManueHTa 3a MPEIIIeCTBAIO WU
CBHITBTCTBALIO JICUCHUE C JIPYTH JIEKAPCTBEHH MPOTYKTH.

Pasnen 11.
IlpeanucBaHe HA JIeKAPCTBEHU MPOAYKTH, ChAbPKAIld HAPKOTUIHH
BellecTBa

Y. 11. (1) (U3m. - AB, 6p. 81 o1 2013 r.) [IpeanuicBaHeTo Ha JIEKapCTBEHU
OPOAYKTHU, CBHAbPXKAIIA HAPKOTHYHU BEIECTBA, CE€ W3BBHPIIBA HA CIElHaIHA
peuentypHa OilaHka, MperocTaBeHa OT MMHHCTEPCTBOTO Ha 3paBEONa3BaHETO, C
KBJIT LBIT - 32 JIEKAPCTBEHU MPOJIYKTH, CHIbPKAIIM HAPKOTUYHH BEIIECTBA OT
npuwioxenue Ne 2 xkpM wi. 3, T. 2 ot Hapenbara 3a pena 3a kiacuduimpane Ha
pacTeHHsATa W BellecTBaTa KaTo HApKOTUYHH, U CHhC 3€JICH IBAT - 3a JEKapCTBEHU
HNPOAYKTH, ChJIbPKAIM HAPKOTUYHU BelllecTBa OT npusoxkeHue Ne 3 kbMm ui. 3, T. 3 oT
Hapenbara 3a pema 3a kimacupuiupaHe Ha pacTeHHSATa M BellecTBara Karo
HApPKOTUYHH.

(2) JlexkapctBenuTe NPOAYKTH TO npuiiokeHue Ne 5, cpabpxamiu
HapKOTHYHH BEIIECTBA B KOMOMHAIIMS, Ce TIPEANMICBAT Ha pellenTypHaTa OJlaHKa ITo aJl.
1 cbe 3enmeH UBST.

(3) Cnemnmannara peuentypHa OjaHKa ce OTIIeYaTBa B TPU €K3EMILIApa Ha
XUMHU3UpaHa XapTHs U ChIbpKa OCBEH JAHHHUTE MO Y. 7 ¥ CIEIHUTE NOMbIHUTEITHU
JTAaHHH:

1. cepust u HOMep Ha perenTypHara OJIaHKa,

2. Hagnuc "JIoOKyMeHT, KOMTO MOJIJIE’KH HA CHEUaIeH OTYET .

(4) CpoxbT Ha BAIUTHOCT Ha CIIEI[MAIIHATA PEIlenTa € 7 JHU OT JaTara Ha
A31aBaHETO M.

Un. 12. (1) PeuenTara ce u3aaBa B Tpu €K3eMIUISIpa, IbPBUTE JBa OT KOUTO
ce MpejaBaT Ha MalMeHTa, a TPETHAT Ce ChbXpaHsABa OT JieKaps/JIeKaps o JeHTallHa



MeAMIIMHA B IPOIBIKEHUE Ha €/THA TOANHA U C€ MPEIOCTaBsl HA KOHTPOJIHUTE OpraHu
IIpH MPOBEPKA.

(2) (M3m. - B, 6p. 94 or 2011 r.) Cnen u3THYaHe Ha cpoka 1mo ai. 1
pelenTuTe ce MpeaaBar ¢ MPUEMHO-TIPEeIaBaTeICH MPOTOKOJI Ha HHCTIeKTopuTte B P31,
KOUTO T'M ChXpaHsABAT 3a cpok 10 roauHu, ciea KOeTo ce YHUIIOKABaT OT KOMHUCHS,
oIpeziesieHa ChC 3aroBe Ha qupekTopa Ha P3U.

(3) (OTm. - 1B, 6p. 81 ot 2013 1.)

(4) (M3m. - JIB, 6p. 68 ot 2019 r., B cuna or 27.08.2019 r.) Korato
JIEKapCTBEHUST MPOAYKT ce 3ariama oT HamuonanHnara 31paBHOOCUTYpUTETHA Kaca
(H30K), nekapsar 3aabixuTtento nonbisa koaa Ha H30K Ha cboTBEeTHHS JIeKapCTBEH
npoaykT 1 MKbB koja Ha 3a0oisaBaHeTO chIIacHO Hapeabara o 4. 45, an. 3 ot 330.

(5) Ilo npenieHka Ha JeKapsi Ha €JHA pelenTypHa OJaHKa MOXKeE Ja ce
IpEeJIMCBa IOBEYE OT €ANH JIEKAPCTBEH MPOJIYKT, ChAbpIKAIll HAPKOTUYHH BEIECTBA.

(6) 3a0pansBa ce MpeANKMCBAHETO HA JIEKAPCTBEHU IPOAYKTHU, KOUTO HE
ChABPKAT HAPKOTUYHH BEIECTBA, HA CHECIUATIHUTE PEUENTYpHH OJaHKH.

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

UYn. 14. Ilpu mpenmucBaHe Ha JIEKApCTBEHH MPOAYKTH, ChIbPIKaIld
HAapKOTUYHU BCUICCTBA, CC CIIa3BAT CJICAHUTC N3MCKBAHUA:

1. KOJIMYECTBOTO HA JIEKAPCTBEHUTE MPOAYKTU CE€ M3MHCBA C LUPPHU H C
JyMH;

2. KONMYECTBOTO Ha MPENNHCAHUs JIEKApCTBEH INPOAYKT HE MOXKE Ja
HaJIBMILIaBa TepareBTUYHATa 103a 3a 30 nHu.

Ui 15. (Hom. - IB, 6p. 81 ot 2013 1., u3m. - [IB, Op. 104 ot 2013 r., u3m.
- IB, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) JIekapcTBEeHU MPOIYKTH, CHABPKALITI
etunmopduH, kKogenH u GpeHodapouTan B komnyecTBa 10 S0 Mr 3a J030Ba €IUHUIIA B
KOMOHMHAIUS C JPYTH JIEKapCTBEHU BEIIECTBA, C€ MpEANHCBAT Ha OOMKHOBEHA
peuenTtypHa OylaHKa 3a €JHOKPAaTHO OTIYCKaHE M B KOJUYECTBA, ChOOpPa3eHU C
JTHEBHATAa JI03UPOBKa, 3a He oBeue oT 30 AHH.

Ui 16. IIpu npeanucBane Ha BCEKU OT/AEJIEH JIEKAPCTBEH MPOIYKT JIULIETO
no 4i. 4 e 3aAbDKEHO Ja ce MH(opMmHpa OT MalMeHTa 3a MPEIIecTBAII0 WU
CBHI'BTCTBALIO JICYEHUE C IPYTU JIEKAPCTBEHU MPOAYKTH.

Paznea I11.

IIpeanucBaHe Ha JTeKaPCTBEHHU NPOAYKTH, 3aIJIAIIAHU OT IbP/KABHUSA
OK0/KeT 32 JIeYeHNeTO HA ObJIrapCKUTe rPaskIaHu 3a 3a00/151BAHUS, U3BbH
00XBaTa HA 3abJKUTEJTHOTO 3APAaBHO ocurypsiBane (3arua. usm. - /IB, Op.

90 oT 2019 1.)

Yn. 17. (Uzm. - B, 6p. 90 ot 2019 r.) Jlekapute MoraT Jia mpeanucBar
JIEKapCTBEHU MPOJYKTH, 3aIlJIAIlaHU ChC CPEJICTBA OT AbPrKaBHUS OIOJIKET 3a JIeUeHUe
Ha 3a00JI1BaHUs, U3BBH 00XBaTa Ha 33bJDKUTEITHOTO 3/IPaBHO OCUTYpSIBAaHE ChITIACHO
Hapen6a Ne 34 ot 2005 . 3a peaa 3a 3aruiamane ot JbpKaBHUS OI0/KET HA JICUEHUETO



Ha OBJTApCKUTE TPaKIaHU 3a 3a00JIsIBaHUSA, W3BBH 00XBaTra Ha 3abJDKUTEITHOTO
3/IpaBHO OCHUTYpsIBaHE.

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

Yn. 19. (U3m. - B, 6p. 90 ot 2019 r.) KonnvecTBOTO Ha MpeaNHCaHUTE
JIEKapCTBEHH MPOJYKTH CII/IBa Jla ChOTBETCTBA Ha cpoKoBeTe o wi. 22 ot Hapenba
No 34 or 2005 r. 3a pena 3a 3aruiamiaHe OT Jbp>KaBHHUS OKO/KET Ha JICYCHUETO Ha
OBITapcKHUTe rpaXJaHu 3a 3a00JIIBaHK, N3BBH 00XBaTa Ha 3abJDKUTEIHOTO 3/JPaBHO
ocurypsBane u wi. 14 ot Ta3u Hapexaoa.

Un. 20. (U3m. - B, 6p. 95 ot 2014 1., u3m. - IIB, 6p. 90 ot 2019 r.)
[IpeanucanuTe nekapcTBeHU MPoaAyKTH 1o peaa Ha Hapenba Ne 34 ot 2005 1. 3a pena
3a 3arUlamaHe OT JAbP)KaBHHS OFOJKET Ha JICYCHHUETO Ha OBITapCKUTE TPa)JIaHd 3a
3a00JIsBaHUs, U3BBH 00XBaTa Ha 3aIbJKUTEITHOTO 3/[PAaBHO OCUTYPSIBAaHE CE BIIMCBAT B
MEIUIIMHCKATa TOKYMEHTAIIMsI Ha MalMeHTA.

Y. 21. (1) (U3m. - [IB, 6p. 90 ot 2019 r.) JlekapcTBEeHU MPOIYKTH 3a
NAIMEeHTH, KOWTO C€ JICKyBaT MpH aMOyJIaTOPHH YCJIOBHUS, C€ MPEIIUCBAT Ha
penenTypHa Oanka ceriracHo npuioxenue Ne 8 or Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3aIUiam@aHe OT JAbP)KaBHUS OFOJDKET HA JICYEHUETO Ha OBJITapCKUTE IpaXKIaHH 3a
3a00JsBaHMsI, M3BbH 00XBaTa Ha 3aJIBJDKUTEIHOTO 3/PAaBHO OCHTYpsIBaHE, KOATO CE
U3/1aBa B J[Ba eK3eMIUIsIpa. [IbpBUST EK3eMILISIP CE ChXPaHSBA B allTeKarTa, a BTOPHSAT -
B CUETOBOJICTBOTO Ha CHOTBETHOTO JIe4eOHO 3aBE/ICHUE B MPOJBIDKEHUE HA 5 TOAUHHU.

(2) (M3m. - 1B, 6p. 95 ot 2014 r.) JIekapcTBEHHUTE MIPOILYKTH 3a MALUCHTH,
KOMTO C€ JIEKyBaT B CTAllMOHAPHHU YCJOBHUS, C€ TNPEANUCBAT Ha JIEKAPCTBEH JIUCT
chriacHo npuinoxenue Ne 5a, KOATo ce u3aasa B J1Ba ek3eMIUIsipa. [I5pBUAT ek3eMILIIp
Ce ChXpaHsBa B anTeKara Ha JiedeOHO 3aBEJICHHWE, a BTOPUAT - B CHOTBETHOTO
OTJIeJICHHE B MIPOBIKEHHIE Ha 5 TOTUHHU.

Un. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Peuenture mo un. 21, an. 1 ca
BAJIMJIHM 32 CPOK 15 THM OT ararta Ha U31ABAHETO UM.

Pazgea 1IV.
IIpennucBaHe HA JIeKAPCTBEHU NPOAYKTH, 3aAMJIANIAHN HANIBJIHO UJIH
gactnuHo ot H30K

Un. 23. (1) (Hom. - [AB, 6p. 81 ot 2013 ., u3m. - JIB, 6p. 95 ot 2018 r.)
Jluniata no ui. 4, an. 1, paboreniy B ieueOHU 3aBEICHUS 32 M3BbHOOJIHIYHA TTOMOIII, B
u3nbiaHeHue Ha gorosop ¢ H30K morat na npennucBar JekapcTBEHH TPOLYKTH T10 4Jl.
262, an. 6, T. 1 or 3akoHa 3a JIEKapCTBEHUTE IMPOAYKTH B XyMaHHaTa MeAMIIMHA
(3JITIXM) 3a neuenue Ha 3apaBHOOCHTypeHH uua (30JI), 3amamany HalrbiIHO WK
gyactuyHo ot H3OK 3a nomMamHoO JieueHHE Ha TEpPUTOpHUSTa Ha CTpaHara 3a
3a00Js1BaHMsl, ONIpesieNieHu ¢ HapeabaTa o wi. 45, an. 3 330.

(2) U3BbH cnyyauTe no aj. | 1ekapcTBEHU MPOAYKTH, 3aIIalllaHi HAITbJIHO
win yactuyHo ot H3OK, morar na ce mpeamucBaTt oT JieKapu/JeKapu IO JeHTalHa
MEIUIIMHA, pa0OTEIIH B JIeUeOHU 3aBEICHHS 3a N3BbHOOTHIYHA TTOMOII IO WiI. 5, ai. 1



or 3akoHa 3a Jie4eOHUTE 3aBeJEHHUS, KOUTO ca KbM MUHUCTEPCTBOTO Ha
IIPaBOCHAUETO.

(3) JlekapcTBeHM NPOAYKTH, 3aIljalllaHd HANBJIHO MM YaCTUYHO OT
H3O0K, morar ga ObaaT mpeanucBaHu Ha 3paBHOOCHTYPEHH OBJITApCKU TPakIaHH,
JUIIa ¢ IPaBO Ha 3/IpaBHO OCUTYpsIBaHE, YIOCTOBEPEHO OT Apyra JbpraBa - WICHKa Ha
EC, unu cbrioacHo IByCTpaHHU CIIOTOAOU.

(4) (M3m. - IB, 6p. 81 ot 2013 1.) JInmara no uin. 4, an. 1, cienuagIucTy 1o
npodmiia Ha 3a0onsBaHeTo, padoremu no goroop ¢ H30K B neueGHM 3aBeaeHus 3a
M3BBbHOONHUYHA TOMOII WJIHM CHELHUATU3UPaH KOMHUCHHM B JIeYeOHHM 3aBelleHUs 3a
O0onHuuHa nomoul, ckiroumin gorosop ¢ H30K, morar na usgaBar mpoTokonu 3a
MpeANnUCBaHe Ha JIEKapCTBEHHW NpoaykTH, 3arwtamanu ot H3OK/Permonamnara
3apaBHoocuryputenna kaca (P30K).

(5) (Hosa - JIB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 1.) B cimyuaunte mo
an. 1 - 4 mpeAnuCcBaHETO ce OCHIIECTBSBA MU CIIa3BaHE HAa YTBbpACHUTE (papmako-
TEepaneBTUYHU PBKOBOACTBA 1O wi. 259, an. 1, T. 4 or 3akoHa 3a JIEKApCTBEHUTE
NPOAYKTH B XyMaHHATa MEIUIIMHA.

Uin. 23a. (Hos - JIB, 6p. 81 ot 2013 r., oT™. - JIB, 6p. 95 o1 2014 1., HOB -
B, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) (1) B cnyuaute no un. 23, an. 4 npu
M3JIaBaHETO Ha MPOTOKOJ 3a CKbIIOCTPYBAILM JIEKAPCTBEHU IPOAYKTH, 32 KOUTO CE€
M3BBPILIBA eKcriepTr3a 1no wi. 78, 1. 2 ot 330, MOXke J1a ce NpeAnucBa JEKAPCTBEHUIT
IPOAYKT/TEPAieBTUYHUAT KypC CBHOOpa3HO HeroBara pas3xojaHa E(PEeKTHBHOCT II0
cmucbia Ha 330, Koraro B KOHKPETHMsI cllydyail ca Haldle TeparneBTUYHU
QITEPHATHBH, JICKAPCTBEHUTE MPOAYKTH/TEpalmMd WMaT JIOKa3aHa  CXOJHA
edeKTUBHOCT M Oe3omacHOCT 3a JiedeHue Ha 3abonsBanero Ha 30JI, ¢ momobHO
KIMHUYHO TPOTHMYAaHE M TEXKECT ChIVIACHO KpaTKaTa XapaKTepUCTHKa Ha
MPOJYKTa/TIPOTYKTHUTE.

(2) YcnoBusita U KpUTEPUUTE, 10 KOUTO CE ONPEAEIs 1alu JEKapCTBEHUTE
MPOJYKTH Ca TepaneBTUYHH aNTEPHATUBH, Ca:

1. nexkapcTBeHHUTE NPOAYKTH Jla HMMAT MJEHTUYHU TIOKa3aHUS B
YTBBPJCHUTE KPATKHU XapaKTEPUCTHKHU Ha MPOTYKTHUTE;

2. JIeKapCTBEHUTE TMPOAYKTH Ja ca €JHAaKBO I[O3WLMOHMPAHU B
TEpaneBTUYHUS alTOPUTBM Ha CHOTBETHOTO 3a00JIsiBaHE CHOOPA3HO YTBBPICHUTE
(dapmako-TepareBTUYHN PbKOBOJICTBA;

3. 3a JJeKapCTBEHUTE MPOAYKTH Ja ca MPUIOKUMHU €HAKBU TeParleBTUIHH
MOKa3aTeIM KaTo U3MEPUTEN Ha TEPANeBTUYHUS Pe3yTar;

4. cxonHaTa e(h)eKTUBHOCT M O€30MacCHOCT 3a JIeYeHUe Ha 3a00JIIBaHETO A
€ JI0Ka3aHa ype3 MEeTaaHaIN3U WK IPEKU CPaBHEHUS Ype3 KIMHUYHU IPOYYBaHUS.

(3) OnpenensHeTo Ha TEpaNEeBTUYHUTE aITEPHATUBU CHITIACHO YCIOBUSTA
U KpUTEpUUTE Ha al. 2 ce U3BbpIIBA B Mpolieaypa no wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsiko 3a00ms1BaHe, 3a TEPANEBTUYHOTO JICUEHUE HA KOETO Ce M3/aBa
nporokos, H30K wusBbpmIBa aHanu3 M omnpenens pasxogHaTa €(QEeKTUBHOCT Ha
TEPANEeBTUYHUTE aJITEPHATUBU IIOCPEICTBOM H3UUCIISIBAHE HA CHOTHOLIEHHETO
pa3xoj/pe3yaTar. 3a 1esiTa ce pa3iessi CTOMHOCTTa Ha TOJIMIITHUS TepaleBTUUYEH KypC
3a BCEKH JIEKAPCTBEH NPOAYKT HA IOCTUTHATHSI OT HETO KJIMHUYEH PE3yiTar, U3MEpEH
C IpeBapUTETHO N30paHus U3MEepUTEN Ha €EeKTUBHOCTTA.

(5) 3a nexapcTBeHHTE NPOAYKTH, NPEACTABISABAILM TEparneBTUYHU
aJTepHATHUBH 3a JIeueHue Ha najeHo 3adomsiBane, H3OK u3rorsst undopmarnus, B KOATO
MI0COYBA B HU3XOJAIL PeJ] MPOJIYyKTUTE ChOOPa3HO ONpeieieHaTa UM 10 peaa Ha ail. 4
pa3xojHa epeKTUBHOCT. JloNycTUMO € €AMH WU TOBEYe JIEKApCTBEHU MPOAYKTH Ja



UMaT e€aHa W ChIma pasxonHa edektuBHOCT. HMHpopmanmsTa ce omoOpsiBa OT
Hamzopuus ceer Ha H30K, nybnukyBa ce Ha odunmanHaTa HMHTEPHET CTPAHULA HA
H3O0K u ce aktyanu3upa npu He0OX0JUMOCT/IIPOMsIHA HA OTHOCUMHTE 0OCTOATENICTBA.

(6) Ilpu w3maBaHe Ha MPOTOKOJ JIEKAPST/CHCHHATU3MpAHATa KOMHUCHS
MOJK€ J1a IPEeIIIUCBA JIEKAPCTBEH MPOYKT/JIEKapCTBEHU IPOIYKTH, KOUTO Ca IOCOUEHH
B MH(OpMaLUATA 10 1. 5 ChOOPA3HO TAXHATA PA3XOAHA EPEKTUBHOCT.

(7) AnuHes 6 ce mpuiara B CllydauTe Ha M3/1aBaHE Ha NPOTOKOJ Ha
3paBHOOCUTYPEHO JIMIe 3a MbpBU MbT. Ilpum nmmca Ha TepameBTHYEH OTTOBOD,
HAJIMYME HAa HEXKEJIaHW JIEKapCTBEHU pEeaklUH WM 10 MNpeleHKa Ha MEAULUHCKUS
CHELHAINCT, MOAKPENeHa ¢ MEAUIIMHCKAa 00OCHOBKA, € JOMyCTUMO MpPEINHCBaHe Ha
JIEKapCTBEH MPOJYKT OT HAJIWYHUTE TEPalleBTUYHU AITEpPHATUBU O€3 Cra3BaHe Ha
NPUHIHIA 32 Pa3XoHa e()EeKTUBHOCT.

Y. 236. (Hos - 1B, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.) (1) 3a
ompenensHe Ha pa3xonaHata eextuBHocT mo wi. 23a, an. 4 kbpM H3OK ce cw3maBa
KOMHUCHSI, KOSTO BKJIIOYBA TpuMa mpeactaBurenu Ha H30K, enun npeacraBuTen Ha
MuUHHCTEPCTBOTO Ha 37paBEONa3BaHETO U eANH pecTaBuTeN Ha HaronanHus chBeT
0 I[EHU U peuMOypCcHUpaHe Ha JIEKapCTBEHUTE MPOAYKTH. ChCTaBBT HA KOMUCHSITA CE
ompezens cbc 3anoBen Ha ynpaeurens Ha H30K. Komucusita npuema npaBuia 3a
paborara cu.

(2) 3a moamomarane paboTaTra Ha KOMUCHATA MOTaT Aa ObJaT MPUBIUYAHU
Y BBHIITHU €KCIIEPTH.

(3) UnenoBere Ha KOMHUCHSTA MO al. 1, KAKTO U JIMLIaTa O ajl. 2 He MOraT
Jla y9acTBar B ICHHOCTH, CBBP3aHH C pa3paboTBAaHETO, IPOMU3BOACTBOTO, MAPKETUHTA,
THProBUATA HA €APO U IPEOHO ChC CHOTBETHHS JIEKAPCTBEH MPOIYKT.

(4) UnenoBete Ha KOMUCHSATA 110 . |, KaKTO M JIMIIATa MO . 2 ca JThKHU
J1a He pasriacsBaT (akTu U 00CTOSATENCTBA, CTAHAIM UM U3BECTHHU MPH WU 110 TTOBOJ]
W3MBJIHEHUE Ha 3aIbJDKEHUSATA UM 110 Ta3u Hapenoa.

(5) Ha xomucusiTa ce mpenoctaBst HHGOpMaIUs 32 TOTOBOPEHUTE 10 penia
Ha HapenOata 1o 4i. 45, an. 9 330 OTCTHIIKM 3a JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO
ce ompenens pa3xoAHa e()eKTHUBHOCT M HAa TEPaNeBTHUYHUTE alTEPHATUBU, KaKTO U
JOITBJIHUTENHA UHPOPMAIIHS P HEOOXOJUMOCT.

Un. 23B. (HoB - 1B, 6p. 68 01 2019 1., B crnia o1 27.08.2019 1.) B cnyuaute
10 Wwi. 23a, KOTaTo KaTo TepareBTHYHA aJITEPHATHBA € OTIPE/ICIICH JICKAPCTBEH MPOITYKT
o 4. 29, an. 2 ot 3JIIIXM, nekapst/cnenuanu3upaHaTa KOMUCHS MOXKe /1a IPEANHICBa
TO3W JIEKApPCTBEH MPOIYKT Ha 3JPaBHOOCHUTYPEHOTO IIMIE, HAa KOETO Ce WH3/aBa
MPOTOKOJI, ChIVIACHO MPUHITUIA 32 Pa3X0/IHA €(PEKTUBHOCT.

Un. 24. (1) (U3m. - [IB, Op. 81 ot 2013 1., u3m. - JIB, 6p. 68 ot 2019 ., B
cuna ot 01.01.2020 r.) JlekapcTBEeHUTE MPOIYKTH, KOUTO HAITBJIHO WJIM YaCTUYHO CE
samamatr ot H30K 3a nomaiHo jeueHue, ce mpeanucBaT Ha pelenTypHa OnaHka
(o6pazerr M3 - H30K Ne 5 o npunoxenune Ne 6), perienntypHa Onanka (o6pazery M3 -
H30K Ne 5A mo mpunoxenue Ne 7) wim 3a TAX ce M3/1aBa MPOTOKOJI (0Opaser| mo
npuioxenne Ne 8) mpu ycioBuS U pel, ONpENeieHH B HAallMOHATHUTE PaMKOBHU
nmoroBopu o 4. 53, an. 1 330.

(2) Peuentypuute Onanku mo ai. 1 ce n3naBart, KakTo cjeJBa:

1. (mom. - JIB, 6p. 95 ot 2018 r.) penientypHa 61anka (oopazen M3 - H30OK
Ne 5 no npunoxenne Ne 6) - 3a npeAnucBaHe Ha JIEKAPCTBEHU NMPOJIYKTHU 3a JICUCHHE
Ha 3a00JsABaHuUs, B KojJudecTBa 3a He moseue oT 30 AHHM, OCBEH KOraTo JIMIICBA
MOJIXOJIAIIa OIIaKOBKA ChITIACHO CIMCHKA IO WiI. 262, an. 1 3JITIXM,;



2. (m3m. - JIB, 6p. 95 ot 2014 r.) penientypHa 61anka (oopazen M3 - H30K
Ne 5A no npuioxxenue Ne 7) - 3a mpeanucBaHe Ha JIGKAPCTBEHU MPOAYKTH 3 JIEUEHUE
Ha XpOHMYHM 3a00JIs1BaHMsI, B KOJIMYECTBA 3a He noBede oT 100 auu.

(3) (HoBa - /1B, 6p. 68 ot 2019 1., B cuia ot 01.01.2020 r.) IIpotokonure
no ain. 1 ce m3gaBaT 3a NpEANNCBAHE Ha JIEKAPCTBEHM NPOJYKTHU 3a JICUEHHE Ha
XPOHUYHH 3a00JIsIBaHMsI B KOJIMYECTBA 32 HE TIOBEYe OT 365 THH.

(4) (IMpenumna an. 3 - 1B, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.)
Henomnbinenure nosiera B perientypHUTe OJaHKH 110 ajl. 1 ce anynupar cbe 3Hak "Z".

(5) (IMpenumna an. 4 - 1B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
Penentypuute Gianku o ain. 1 ce u3gaBar B ABa €K3eMILIIpA.

(6) (M3m. - 1B, 6p. 95 ot 2018 r., npeaumna an. 5 - /1B, 6p. 68 ot 2019 .,
B cua ot 01.01.2020 r.) Penentypaute 61aHKHU 10 ai. 1 3aIBIDKUTENHO CE TOMTBIBAT
B €JIEKTPOHHA (OopMa, pasliedyarBaT c€ W M3JAJMTE T'M JeKapu/IeKapu MO JEHTaJlHa
MeIWIIMHA [ToJIaraT IMOATNC U JIMYEH MeYaT U/IIU 1nevyar Ha JeueOHOTO 3aBe/ICHuE.

Ui 24a. (Hos - /1B, 6p. 15 012014 1., u3m. - [IB, 6p. 95 o1 2018 1.) Koraro
Ha 30JI ce mpeanucaT JeKapCcTBEHU HPOAYKTH, C M3KIIIOUEHHE Ha JIEKApCTBEHUTE
npoayktu no wi. 174 3JIIIXM, 3amnamanu HanbaHo win yactuuHo ot H3OK,
peuenTypHuTe OJIaHKU 1O 4jl. 24 cieBa Aa ChAbP)KAT BCUYKHU JAHHU, OCOYCHH B
npuiiokeHue Ne 4a, koraTo ce IJIaHUpa Jia ce U3IIBJIHIABAT B JIpyra JIbpKaBa WICHKA.

. 25. (1) (U3m. - [IB, Op. 95 ot 2018 r.) JIunata no wi. 23 BOucBaT B
aMOyIaTOpHHUs JTUCT, KOMTO ce chxpaHsiBa B jocueTo Ha 30J1 32 OTYETHOCT U KOHTPOI,
CIeIHHUTE NaHHW OT penentute mo 4wi. 24, an. 1: kon Ha H3O0K, MKb kox nHa
3a0ossiBaHeTO Mo HapeabaTa o ui. 45, an. 3 330, curnarypa, npeanucaHo KOJTU4eCTBO
U JHUTE, 32 KOUTO € JOCTAThYHO MPEINHUCAHOTO KOJIUYECTBO.

(2) (dom. - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) /laTaTa Ha
M3/laBaHEe Ha pelenTaTa cie/Ba Jja ChBIaja ¢ Jarara Ha W3/laBaHe Ha aMOyJIaTOpPHUS
nuct. Jlatata Ha U3aBaHe Ha MPOTOKOJIA CJIe/IBa J]a ChBIIAJla C laTaTa Ha U3/1aBaHe Ha
aMOyJIaTOpHHS JIUCT, PECTIEKTUBHO C JlaTaTa HAa OKa3BaHE HA MEAMIIMHCKATa ITOMOII]
(amOynaTopHa mporieaypa) Mo ompeseisHe Ha MJIaH Ha JIYeHUEe U MPOCIeAsIBaHe Ha
TepaneBTUYHUS OTTOBOP MPH MAIlMEHTH, MOJydaBalld CKBIIOCTPYBAIU JEKAPCTBEHU
IPOAYKTH IO peaa Ha wi. 78, T. 2 ot 330.

Un. 26. (1) Jlumata mo un. 23 uMar mpaBo Ja MpEANHCBAT Ha €aHA
peuentypHa 0JaHKa 10 TPU JEKAPCTBEHU MPOAYKTA, CBBP3aHU C JICUEHUETO Ha JI0 TPU
pa3iauyHu 3a00JIsBaHUA, @ HA €IUH MPOTOKON - €IWH JIEKapCTBEH MPOIYKT B 10 TPHU
JI030BU €IUHUIIN 32 €THO 3a00JIsIBaHE.

(2) Ilpomenu B mpennucaHUTE JIEKAPCTBEHU MPOAYKTH MO peLenTypHa
omanka (o6paszerr M3 - H30K Ne 5 mo mpunoskenue Ne 6) Moxke Aa TpaBU caMoO
JIeKapsIT/IeKapsAT MO JACHTaTHa MEIWIMHA, U3Jal pelenTara, Karo 3a 1enTa ChIIUSIT
aHyJIMpa HEW3MBJIHEHATA PEIENTa U U3/1aBa HOBA.

(3) Ilpomenu B mpennucaHUTE JIEKAPCTBEHU MPOAYKTH MO pelenTypHa
Omanka (o6pazerr M3 - H30K Ne 5A mo npunokerne Ne 7) Moke Ja mpaBH caMo
JIeKapsIT/IeKapsAT MO JCHTaTHa MEIUIIMHA, U3JaN pelenTara, Karo 3a IenTa ChIIUST
aHyJIMpa HEU3MBJIHEHUTE OTPS3BIM OT HES U U3/1aBa HOBA.

(4) (M3m. - IB, 6p. 95 ot 2018 1.) B cnyyaute mo an. 2 u 3 nuuara Mo 4.
23 3appmwxutenHo usuckBar oT 30JI penentypHure ONaHKM WM OTPSA3BLUU OT
pernentypHu ONaHKHU, KOWTO IOJJIekKAT HA aHylIHpaHe. AHYTUPAHUTE PELENTypHU



OJIaHKW WJIM OTPS3BIM OT PEIENnTypHU OJIAaHKU ce chbxpaHsBar B jgocuetro Ha 30JI,
MPHUKPETICHN KbM aMOYJIaTOPHUS JIMCT OT JlaTaTa Ha TIXHOTO U3JIaBaHe.

(5) Ilpu wusKkIOYBaHE HA JIEKAPCTBEHH MPOIYKTH OT MO3UTUBHUS
JIEKapCTBEH CIMCHK M3/IaJICHUTE PELENTH CE aHyIMpaT Mo peaa Ha ai. 2, 3 u 4, karo
MalMeHTUTEe He 3artamar cymata no wi. 37, ain. 1, 1. 1 330, ako He ce Hajlara oka3BaHe
Ha MEJUIIMHCKA ITOMOLII.

Y. 27. (1) Jlunara o uwi. 23 umar npaBo Ja MPEANNCBAT JEKAPCTBEHU
npoaykTu, 3a kouto H30K HambIHO MIIM 4aCTUYHO 3ariaiia, B CICAHUTE KOJIUYECTBA:

1. 3a nedeHne Ha OCTPU CHCTOSHUS - JIEKAPCTBEHH MPOIYKTH 32 HE IMOBEYEC
ot 10 mau;

2. (u3m. - IB, 6p. 95 ot 2014 r.) 3a Jle4eHHE HA XPOHUYIHU 3200JISIBAaHS -
JIEKapCTBEHU MPOJYKTH 3a He ToBeue oT 100 qHu, npeanucanu Ha 10 TPU OTPSA3bKA OT
penentypna 6manka (o6pazerr M3 - H30K Ne 5A mo mpunoxenue Ne 7) win Ha
penentypHa 6ianka (o6pazery M3 - H30K Ne 5 o mpunoxxenue Ne 6).

(2) Jlunara o wi. 23 mocoyBar B pelenTypHUTE OJIaHKH 110 WI. 24, an. 1 u
B aMOYJIaTOPHHUSI TUCT CPOKA, 32 KOUTO Ce MPEANUCBa.

(3) (Hdom. - [IB, 6p. 95 ot 2014 r.) B cirygaure 1o an. 1, T. 2 ce npeanucpar
JIKapCTBEHH MPOJYKTH Ha €IWH OTPsA3bK 3a He moBeue oT 30 THU, OCBEH KOratro
JIMIICBA IIOAXOJINA OIIAKOBKA CBHIJIACHO CIMCBHKA Mo wi. 262, an. 1 or 3akoHa 3a
JeKapCcTBEHUTE NPOAYKTH B XyMaHHata wMenuuuHa (3JIIIXM) wmm korato
JICKapCTBEHHUTE MPOAYKTH C€ TIPEITUCBAT B KOJMYECTBA 32 MoBede oT 90 qHU.

Un. 28. Ha penentypaute Omanku mo 4wi. 24, ain. 1 He morar na Obaar
MPEMCBaHU €THOBPEMEHHO JICKAPCTBEHU MPOAYKTHU:

1. Ha3HAYEHU C MPOTOKOJI 11O 4. 24, an. 1 u TakuBa, KOUTO HE Ca HA3HAYCHU
C TaKbB MPOTOKOJ;

2. Ha3HAYEHU C TIOBEYE OT €JMH MPOTOKOJI 10 4JI. 24, ai. 1.

Y. 29. (1) (U3m. - B, 6p. 95 ot 2018 1.) JIumnaTa mo wi. 23 ca JIbKHA Ja
yBeaoMsT 30JI - pecn. HETOB pOAUTEN, HACTOWHUK MIIN MOTIEYUTE, UM JIUILIETO O UIL.
162, an. 3 ot 3akoHa 3a 3ApaBeTo, 3a BUJa Ha NMPEANUCAHUTE JEKAPCTBEHU MPOIYKTH,
TAXHOTO JICHCTBUE, HEXEJIaH! JICKAPCTBEHU PEaKlUU, pell U HAaUMH Ha MpUeMaHe, 3a
cymara, KOsITO CJIe/iBa Jla 3aIiaTh, aKo JIGKApCTBEHUST MPOIYKT CE 3aruiaiia YacCTUIHO
ot H30OK.

(2) (M3m. - IB, Op. 95 ot 2018 r.) YBenomsasaneto Ha 30JI, pecri. HeroBus
poaUTEN, HACTOMHUK, TOMEUYUTEN WK JIULETO 1o Wi. 162, ann. 3 ot 3akoHa 3a 3ApaBeTo,
Ce yJIOCTOBEPSIBA C TOJINKCA MY B aMOyJIaTOPHUS JIUCT.

Uin. 30. (1) Penenture, U3nucanu 1o peaa Ha TO3W pasjiel, UMaT CPOK Ha
BAJIMJTHOCT CYMTAHO OT JlaTaTa Ha U3/aBaHe, KaKTO ClIe/Ba:

1. no 15 xanenmapHu qHU - 3a pernentypHa 6manka (oopazen M3 - H30K
Ne 5 mo mpunoxxenne Ne 6) u 3a oTpsI3bK A OT peuentypHa 6ianka (obpazer; M3 -
H30K Ne 5A no npunosxenue Ne 7);

2. 1o 45 kaneHIapHU JHU - 32 OTpsI3bK B oT penentypHa 6anka (o6pasen
M3 - H30K Ne 5A no npunoxenne Ne 7);

3. 1o 75 kaneHaapHu JIHU - 32 oTpA3bK C oT peuenTypHa 61anka (oOpasern
M3 - H30K Ne 5A no nmpumnosxxenne Ne 7).



(2) (dom. - IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Otnenaute
OTpsI3BIIM Ha penenTypHa 6manka (oopazen M3 - H30K Ne 5A no mpumnoxenne Ne 7)
Ce WUBMBJIHABAT TIOCJIEOBATEIIHO B CICJHUTE CPOKOBE CYMTAHO OT JjaraTa Ha
U3J]aBaHETO M, CHOTBETHO - JaTaTa Ha OTIyCKaHE Ha MPEIXOAHOTO KOJMYECTBO OT
NPEIIUCAHUTE IPOTYKTH:

1. no 15 xaneHaapHu HU - 3a OTPSA3BK A;

2. (m3m. - [IB, 6p. 95 or 2014 1.) oT 25 110 45 KaNEHAAPHU JHH - 33 OTPA3BK
B;

3. (u3Mm. - IB, 6p. 95 o1 2014 1.) oT 50 10 75 KaJNIEHIApHU JTHU - 32 OTPA3BK
C.

(3) (U3m. - 1B, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 68 oT 2019 1., B cuna ot
01.01.2020 r.) IIporokonute mo wi. 24, aix. 1 UMar cpok Ha BAIUIHOCT A0 365
KaJCHIApHU [JHH CYHMTAHO OT JaTara Ha 3aBEpPsBAHETO WM B pPETrHOHAIHATA
3paBHOOCUTYpUTeNHA Kaca. OmpenensHeT0O Ha CpPOKa Ha BaJMIHOCT Ha BCEKH
NPOTOKOJI CE€ W3BBPIIBA 10 KPUTEPUH, YCTAHOBCHW B HAIIMOHAIHUTE DPaMKOBHU
noroopu 1o ui. 53, axn. 1 ot 330.

Pa3zmea V.
IIpeanucBaHe HA JTeKAPCTBEHH MPOAYKTH B JiedeOHH 3aBeJeHUs ChC
cranuonap (Hos - /IB, op. 81 or 2013 1.)

Ui 30a. (Hos - /IB, 6p. 81 oT 2013 1.) (1) (M3m. - JIB, 6p. 95 ot 2014 1.)
[IpenmucBaneTo HA JIEKAPCTBEHU MPOJIYKTH B JIEYEOHH 3aBECHHUS ChC CTALMOHAP 3a
XOCHUTATM3UPAHH NAIIMEHTH CE U3BBPINBA HA JICKAPCTBEH JIUCT CHITIACHO MPUIIOKCHUE
Ne Sa.

(2) (U3m. - JIB, Op. 95 ot 2014 r., u3m. - JIB, 6p. 95 or 2018 r.)
JlexapcTBeHMAT JHUCT 1O mpuiiokeHre Ne 5a moke na Oblle U caMO B €JIEKTPOHHA
dopMa, Karo ce TMOAMHCBA CHIIACHO 3aKOHA 3a EJIEKTPOHHMSI JIOKYMEHT W
€JIIEKTPOHHUTE YIOCTOBEPUTEIIHU YCIYTH C KBAIM(QUIMPAH WM YCHBBHPIICHCTBAH
€JIEKTPOHEH IMOJIITHUC.

(3) (U3m. - B, 6p. 95 ot 2014 r.) JIekapCTBEHUST JHUCT CE MOITBIBA B JIBA
eK3eMILIsApa, MOAMKUCBA Ce OT JIEKYBaIlHs JIeKap U HAYallHUKa Ha OTAENEHUETO, CIel
KOETO ce TpeaaBa 3a M3NbIIHeHne B OomHMYHATa anTteka. CpOKbT Ha ChbXpaHEHHE Ha
JIEKapCTBEHHUSI TUCT € 5 TOJAMHHU.

(4) (Homa - JIB, 6p. 95 ot 2014 r.) JlekapCTBEHUAT JTUCT MOXKE J1a OB
CHCTaBsSIH M OTIEYaTBaH 4Ype3 CIeUaATU3UpaH cOPTyep, KaTo 3aIbIKUTEITHO ChIAbpKA
BCUYKH PEKBU3HTH.

(5) (Hosa - 1B, 6p. 95 ot 2018 r.) Koraro nekapcTBeHUTE NPOIYKTHU ca 3a
3JI0KQueCTBEHN 3a00JIBaHMs, JIEKAPCTBEHUAT JIUCT TO aj. | ce mpuupykaBa OT
TepaneBTHuYeH (UII ChIIacHo mpuioxkenue Ne 56.

(6) (Homa - IB, 6p. 95 ot 2018 r.) TepaneBTUUHHUAT UL MOXKE Ja ObAC U
caMoO B €IIEKTpOHHA (opMma, KaTo c€ MOIMHCBA CHIIACHO 3aKOHA 3a EIEKTPOHHUS
JOKYMEHT W eJEKTPOHHUTE YAOCTOBEPUTEIHU YCIYIH C KBATUQUIMPAH WIH
YCHBBPIICHCTBAH EIEKTPOHEH TOIIIHC.

(7) (Hosa - 1B, 6p. 95 ot 2018 r.) TepaneBTUYHUAT U ce TOMBIBA
CBhIJACHO  pEUICHHMeTO  Ha  KJIMHUYHATa  OHKOJIOTMYHAa  KOMHCUSA  TIO
XUMHOTEPANHS/KIMHIYHATA KOMHUCHS 1O XEMaTOJOTHS, OTPa3eHO B MPOTOKOJI,
€IHOKpAaTHO Ha TMHPBUSA JIeH OT TepamusiTa 10 CHOTBETHATa KIMHUYHA
rbTeKa/aMOyIaTopHa MpoIeaypa.



(8) (Hosa - IB, Op. 95 ot 2018 r.) TepaneBTuuHUAT (Ul Ce TOMBJIBA B
JIBa €K3eMIUISpa, MOANKCBA C€ OT JIEKyBAallUs JIeKap, Clea KOEeTO ce IMpeaaBa 3a
U3ITbJIHEHHE B OOJIHWYHATA allTeKa.

Un. 306. (Hos - 1B, 6p. 81 o1 2013 1.) (1) [IpennucBaneTo Ha TEKaPCTBEHH
NPOJYKTH, ChABPIKAIIN HAPKOTHYHH BEIIECTBA OT MpHiioxkeHust Ne 2 u 3 kbM . 3, T.
2 u 3 or Hapenbara 3a pena 3a knacuuIiMpane Ha pacTEHUSATA M BEIIECTBATa KATO
HApKOTHYHH, B JICUCOHUTE 3aBEICHUS ChC CTAIMOHAP 33 XOCITUTAITU3UPAHUTE OOJTHU ce
U3BBPIIBA HA OTJICJTICH JICKAPCTBCH JIUCT.

(2) (U3m. - JIB, 6p. 95 ot 2014 r.) JlekapcTBeHHAT JIUCT 1O ai. 1 ce
MOI'BbJIBA B ChOTBETCTBUE C Wwi. 30a, an. 3 u 4, KaTo He ce JA0IYCKa U3/1aBaHeTO MYy CaMO
B enlekTpoHHa hopma. CpOKbT HA ChXPAaHEHUE HA JICKAPCTBEHUS JIUCT € S5 TOJMHH.

Ui 30B. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3Mm. - JIB, 6p. 95 oT 2018 1.)
[IpeanucBanero Ha JeKapCTBEHHM NPOAyKTH 1o wi. 30r, an. 7, T. 2 ce u3BbpILIBa HA
CHCIHUATHUTE PEenTypHH OaHku 1o wi. 11.

(2) Cneumannara penentypHa Oyianka 1o ain. | ce u3naBa B Tpu
€K3eMIUTSIpa, IbPBUTE JBA OT KOMTO CE MPelaBaT OT NMallMeHTa B OOJIHUYHATA aNTeKa, a
TPETHST CE ChbXPaHsIBa OT JICKYBaIIHs JISKap.

(3) Ilpenmucanurte IEKapCTBEHHM MPOAYKTH MO ai. 1 ce BmmcBaT B
MEMIIMHCKATA JOKyMEHTAIMs Ha MAllUeHTA.

Ui 30r. (Hos - JIB, 6p. 81 ot 2013 1., u3m. - IB, Op. 95 ot 2018 1.) (1)
JlexapcTtBenu npoayktu mo wi. 262, an. 6, 1. 2 3JIIIXM, 3annamanu HambjiHO OT
H3O0K, morat na npeanucsar JuiaTa mo wi. 4, ai. 1, padoreny B iedcOHN 3aBeICHUS
- U3I'BJIHATENN HAa OOJIHWYHA TIOMOII 110 KIIMHUYHU ITbTEKU/aMOyIaTOPHU TPOLeTypH
ChIIIACHO Hapenadara mo wi. 45, ai. 2 330.

(2) Koraro ceriacuo Hapeabara mo ui. 45, an. 2 330 nexapcTBeHUTE
MIPOJIYKTH 3a 3JI0KayecTBEeHU 3a0oisBanus ce 3amiamar oT H30K u3BbH 1ieHaTa Ha
KIIMHUYHUATE THTEKH/aMOyIaTOPHUTE IPOLEAYPH, CHIIUTE CE TPEANUCBAT U MpUIarar
caMoO CleJl B3€TO pElLIeHHE 3a IMPOBEXKIaHE Ha JIEKApCTBEHO JIeYeHHE OT olIaTa
KIIMHUYHA OHKOJIOTHYHA KOMHCHS/KIMHUYHATA KOMHUCHS 10 XEMaTOJOTHUS ChITIacHO
MEIUIIMHCKUTE cTanaapTu "Menunnnacka onkosorus"/"Knuanana xemaTtonorus."

(3) JlekapcTBeHHUTE MPOAYKTH 3a JICUECHHE Ha 3JIOKAYECTBEHH COJHIHU
TYMOpU TpU Juna Haja 18 r., ¢ W3KIIOYEHHWE HA ONMUOWJIHHUTE AaHAJITETHIH, Ce
MpeInucBaT OT JIEKYBallus JieKap clieJ pelleHHe Ha KIWHUYHATa OHKOJIOTUYHA
KOMUCHSI TIO XHMHOTEparnus CbhIIACHO MEIUIIMHCKHS cTaHaapt "MeaunuHcka
onkonorus". Komucusita ce CbCTOM HaW-MaJKO OT TpUMa JIEKapu C IMpHU3HATa
crienuasHoCT "MeIUIIMHCKa OHKOJIOTHS"!, KOUTO padOTSIT B JICUEOHOTO 3aBE/ICHUE, U CE
oTpesieNisi ChC 3aMoBe/] HAa PHKOBOAUTENS Ha JIe4eOHOTO 3aBefieHHe. PerieHusra Ha
KJIIMHUYHATAa OHKOJOTMYHA KOMHUCHS IO XUMHOTEpANusi C€ BIUCBAT B IMPOTOKOJHU
chriaacHo mpuioxkeHue Ne 80 W ce moANMUCBAT OT YJICHOBETE Ha KOMHCHSATA.
IIpoTtokonuTe ca BaJiMIHU 3a CpoK A0 180 AHM cUWTAHO OT HAYAJIOTO HA JIEYEHUETO 10
cxemara.

(4) JlexapcTBeHHMTE TPOAYKTH 3a JIEYCHHE Ha 3JIOKAYECTBEHU
XEMaTOJOTUYHU 3a00JsBaHUs TpH JHIa HajJ 18 T., ¢ U3KIIOYEHHE Ha OMUOUJIHUTE
aHAJITETUIIN, C€ TPEANMUCBAT OT JIEKYBAIlMsl JiEKap cliej] PElIeHHEe Ha KIWHWYHATA
KOMHUCHUS TI0 XEMaToJOTHsl CBhIIaCHO MeIUIMHCKHUS cTaHnapt "KinHuuna
xemarosiorus". Permenusita ce BIUCBAT B MPOTOKOJI IO 00pa3erl ChIiIaCHO MPHIIOKEHNE
Ne 8B, moanucan oT Hali-MaJIkO TpHUMa JIEKapu C MpU3HaTa crenuanHocT "KinuHudHa



xemarogiorus”. IIporokonure ca BaiuaHu 3a cpok A0 180 qHM CYMTAHO OT HAYAJIOTO
Ha JICUCHUETO T10 CXeMara.

(5) JIekapcTBeHUTE IPOYKTH 3a JICUSHHE HA 3JTI0KAYSCTBEHU 3a00IsIBAHUS
npu Jmna noj 18 r., ¢ U3KIoUeHWEe Ha OMUOUIHUTE AHAITETHUIM, CE MPEANUCBAT OT
JIEKYBaIllds JIEKap CJIeNl PEIICHHEe Ha KJIMHWUYHA OHKOJIOTHYHA KOMHCHS/KIMHHYHA
KOMHUCHSI [10 X€MaTOJIOTHS 3a Jiniia noj 18 roaunu. Pemenusita ce BIUCBAT B IPOTOKOJ
o obpasen cbriaacHo npuitokeHuss Ne 86/Ne 8B 1 ce moanmucBaT Hali-MajaKko OT JBaMa
nekapu cbe cneruanHoct no "lleguatpus" u "Knunnuna xemartonorus" uinum "Jlercka
KJIMHUYHA XEMAaTOJIOTHS W OHKOJIOTHs'", KOMTO paboTAT B JIEYCOHOTO 3aBEACHHE.
[TpoToxonuTe ca BaauaHU 3a cpok 10 180 JHM CUMTAHO OT HAYaJIOTO HA JIEYEHUETO 10
cxemara.

(6) Pemenusita Ha KOMHCHUTE TI0 ajl. 3 - 5 ca ChIJIACHO TEPANICBTHYHHTE
CXEeMHU 3a JIGYCHHE B CBOTBETCTBHE C O0JI00peHHTe (hapMaKo-TeparneBTUUHU
PBKOBOJICTBA.

(7) Jlunara o an. 1 morar na npeanuceatr Ha 30JI cbc 370KaYECTBEHU
3a00JIIBaHMsI JICKAPCTBCHH IMPOJYKTH 3a JICYCHHE/TIPOABKABAHE HA JICYCHHETO B
M3BBHCTAIMOHAPHU YCJIOBHUSA, KaKTO CJIEBA!

1. JexapcTBEHH NTPOAYKTH 3a TMEpOpaiHa MPHIEIIHA MPOTUBOTYMOpPHA
Tepanus U nepopaiHa XuMuoTepanus - npu gexocnuranuzanus Ha 30J1, nekyBanu B
CBIIOTO JICUSOHO 3aBEICHHE 10 KIMHHYHU IMIBTEKU WIM aMOyJIaTOpHA MpOIeaypa 3a
CHCTEMHO JICKaPCTBEHO JICUECHUE TIPH 3JI0KAYECTBEHHU 3a00IsIBAHUS;

2. ONWOUJHM aHANTeTULU - MpPU JUCHAHCEPHO HAOIIOJEHHE IpU
3JI0KaYECTBEHH 3a00JIIBaHMS U MPU BPOJACHH XEMAaTOJIOTHYHH 3a00JISIBaHUS.

(8) B cywaute no an. 7, T. 1 30JI cneaBa na ca JeKyBaHM MO KIMHUYHH
I'bTEKU/aMOYIaTOpHU MPOIIeAypHU, TIOCOUEHH B Hapeabara mo wi. 45, ain. 2 ot 330, npu
KOUTO CTOMHOCTTA Ha JIeKapCTBEHUTE MpoayKkTu ce 3aruiama ot H30K u3BbH 11eHaTa
Ha KJIMHUYHATA MbTeKa/aMOyIaTopHaTa mpoueaypa.

Y. 30xa. (Hos - 1B, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, Op. 95 ot 2014 .,
u3M. - /IB, 6p. 95 or 2018 r.) JlekapctBenute npoaykru no wi. 30r, an. 7, 1. 1 ce
MpeAnucBaT Ha penentypHa 6manka (oopazerr M3 H30K Ne 6 o npunoskenne Ne 8r)
3a JIeYeHHE Ha 3JI0KaueCTBEHU 3200 sIBaHUS B KOJIMYECTBA 3a He noBeye oT 30 AHU.

(2) PeuentypHata 6yianka 1o ai. 1 ce W3aaBa B Ba €K3EMILISIPA, IEPBUAT
0T KOWTO C€ MpeJaBa 4pe3 MallMeHTa Ha anTeKkaTra Ha JIe4eOHOTO 3aBEJCHUE ChC
CTalllOHap, a BTOPUAT C€ ChXpaHsABa OT JIEKyBalllus JeKap/Jlekap Mo JeHTajaHa
Me/IMLUHA.

(3) Peutenitute ca BamuaHU 3a CPOK 15 qHU OT maTaTa Ha U3/ITaBAHETO UM.

(4) Jlupnara mo un. 30r, am. 1 moraT ma pasmeuyaTBar oOpa3LUTe Ha
JOKYMEHTHUTE TI0 ajl. 1, KaTo ChIIUTE ChABPIKAT 38 IBIKUTEITHO BCHUKN PEKBU3HTH.

I'naBa yerBbpTA.
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

Pasznea 1.
IIpuemaHe u U3NIbJIHEHHE HA JIEKAPCTBEHUTE MPeANNCAHUS

Ui 31. (1) (ITpenumien tekct Ha wi. 31 - /1B, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r.) IIpu nmpruemaHeTo Ha peLENTHTE U JIEKAPCTBEHUTE JINCTOBE MAaruCThp-
(dbapmaneBThT ce 3aIbKaBa J1a:



1. mpoBepsiBa Aanu ca Clia3eHd U3UCKBAHUATA Ha IJIaBH BTOPA U TPETa;

2. HE OTIYCKa JICKAPCTBEHU MPOIYKTH CPEIly TAJIOHHU 32 OTCTHIIKA WIU
JIPYTH AOIBIHUTEITHN MaTeprualii, HEMpeaBUACHH B Ta3u Hapenoa wiu 3JIIIXM;

3. (m3m. - JIB, Op. 81 or 2013 r.) ocTOWHOCTABAa NpPEIANMHCAHUTE
JICKapCTBEHU MPOJYKTH U C€ MOJIKCBA; CIIOMAaraTeJIHUTEe MaTepUail U ONaKOBKUTE,
KOUTO C€ HW3IMOJI3BaT 3a JICKAPCTBEHH MPOIYKTH, MPUTOTBEHU IO MarucTpaiHa |
dapmakorneliHa pelentypa B amnTeKUTe, ce€ BIMCBAT 0 BUJ U KOJIMYECTBO MU CE
ocToitHOCTsBAT chriacHO HapenOaTa 3a ycinoBusiTa, MpaBUiIaTa U pelia 3a peryiupaHe
U perucTpupaHe Ha IIEHUTE Ha JIeKapCTBEHUTE MPOAYKTH, ripueta ¢ [loctanoBnenue Ne
97 na Munucrepcku csBet ot 2013 1. (IB, 6p. 40 ot 2013 1.);

4. BNHCBa BCSIKa M3IIBJIHEHA pelenTa B JHEBHHUK 32 PETUCTPHUpaHE Ha
pELenTH.

(2) (Homa - [IB, 6p. 68 ot 2014 r., B cmma ot 15.08.2014 r.) JIHeBHUKBT 3a
peructpupaHe Ha penenTs no ai. 1, T. 4 Moxe Ja ce BOAM KaKTO Ha XapTHEH, TaKa U
Ha eJIEKTPOHEH HOCUTE.

UYn. 32. (1) B anTekara 3aAbKUTENIHO CE ChbXPaHsABA B MPOABIKEHHE Ha
NeT TOAMHN UHPOpMaLus 3a:

1. npueTuTe U U3MIBIHEHUTE PELIENTH;

2. MOJIy4YEHHUTE JIEKAPCTBEHU IPOAYKTHU IO MAPTHUIH.

(2) (M3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha Bcska
perenTta MarucTbp-papMareBThT IIOCTABs Me€YaT, KOWTO ChbpKa HOMEpa U JaTara Ha
pa3pelIeHneTo 3a ThProBUsl Ha IpeOHO C JIEKapCTBEHHU MPOTYKTH.

(3) (Homa - IB, 6p. 68 ot 2014 1., B cuiia ot 15.08.2014 1.) Peuenrture ce
HOJNKMCBAT OT MAarucTbp-(papmalneBTa, KOHTO M3MbJIHSIBA HPEANUCAHUETO W/WIN
OTIIyCKa JIeKapcTBeHUTE npoAykTh. Ha Bcska penenrta Marucrbp-¢papManeBThT
HOCTaBs:

1. HoMep U /1aTa Ha IpUEMaHE Ha PELEITaTa;

2. YUH Ha oTnyckamus Maructbp-(papmarienT.

Un. 33. (1) B anrekute penentutre ce HU3MBIHSABAT MPHUOPUTETHO IO
CIIETHUS PEeN:

1. peuentu ¢ ykazanue "uurto", "muTUCUMO" UM "cTaTUM" c€ U3MBIIHABAT
He3a0aBHO, KaTO BHPXY TAX C€ OTOEINSI3Ba 4YachT HA MOCTHIIBAHETO B arTekara ¥ Ha
U3IBJIHEHUETO UM;

2. peuernity 3a niena a0 14 roauHu;

3. BCUUKHM OCTaHAJIM PELENTH C€ M3MBJIHABAT MO pe/la Ha MOCTHIIBAHETO
UM.

(2) JlekapcTBeHHM TPOAYKTH, TMPUTOTBEHM MO MarucrpaiHa U
(dapmakorieiiHa perenTtypa, ce NpuroTBsIT B paMKUTE Ha 24 yaca OT MPUEMAHETO Ha
peuenTara.

UYn. 34. (1) IIpu ormyckaHe Ha MpEANKCAHH JEKAPCTBEHU MPOJIYKTU Ce
Cra3Ba CJIEIHUAT Pe.:

1. (m3m. - IIB, 6p. 81 or 2013 r.) KOraTo JIEKAPCTBEHUST MPOIYKT €
Mpeucal Ype3 MeXAYHApOJHO HEMAaTeHTHO WM (papMakoneiiHO HaMEHOBaHUE Ha
JIEKapCTBEHOTO BEIIECTBO, C€ OTITYCKA JIEKAPCTBEH MPOAYKT, pa3pelleH 3a ynorpeda B
CTpaHaTa, KOMTO ChAbpKa MPEANUCAHOTO aKTUBHO BEILIECTBO, KaTO 3a/IbJKUTEIHO Ce
crasBarT IpeJucaHaTa JeKkapcTBeHa (hopMa 1 KOJIMYECTBOTO B J1030Ba €AMHUIIA;



2. KOrato JIEKapCTBEHUSAT MPOAYKT € MpEANHcaH I0Jl ThProBCKO
HaMMCHOBAHUC, CC OTITYCKA TOYHO MPCANHUCAHUAT IMTPOAYKT.

(2) Koraro antekara He pasmojara ¢ IpeANUCaHUs JIEKapCTBEH MPOIYKT,
MarucTbp- (papmManeBThT € JUIBXKEH J1a TO OCUTYpHU B CPOK 110 24 yaca. B To3u ciryuaii
JlaTaTa ¥ 4achT Ha MOCTHIIBAHETO HA PELIENTaTa Ce OTPa3siBaT BbPXY Hesl.

Ui 35. (1) Cnen oTnycKaHETO Ha MPEANACAHUTE JICKAPCTBEHU MPOAYKTH
penenTara ce Bpbllla Ha IPUHOCUTEIIS M.

(2) (U3m. - [IB, 6p. 94 ot 2011 r., u3m. - [IB, 6p. 90 oT 2019 1.) B anTekure
Ha JICYeOHUTE 3aBEJICHUS ChC CTAIMOHAP, CKIIFOUMIIU JOTOBOp 1Mo pena Ha Hapenba Ne
34 or 2005 r. 3a pema 3a 3arUaliaHe OT JAbpPKaBHUSA OIOJDKET Ha JICUCHUETO Ha
OBJTapCKUTE TPAKIAHU 32 32a00IsIBaHNS, U3BBH 00XBaTa HA 33IBIDKUTEIIHOTO 31PaBHO
OCUTYypSIBaHE, C€ 3aIbpiKa SAUHUIT EK3EMIUISIp Ha pelenTara.

(3) B anrekara ce 3aabpikaT BTOPUAT €K3EMIUISIP OT perenTuTe odpasell
M3 - H30K Ne 5 no npunoxenue Ne 6, BTOpUAT €K3EMIUISIP OT OTPSA3BLUTE HA
peuentypHa 6manka obpaszery M3 - H30K Ne 5A no npunnokenue Ne 7 u korust ot
npoTtokonuTe (oOpaszer no npunoxxkeHue Ne 8), YUUTO PEKBU3UTH HE C€ MOIBJIBAT OT
anTeKkara U KOWUTO CE€ ChbXpaHsIBaT B alTeKara €JHa roJuHa, CYUTAaHO OT Jlarara Ha
TAXHOTO U3MbIIHEHHE.

Un. 36. Ilpu ormyckaHe Ha JEKapCTBEHU NPOAYKTH Marucrbp-
dapManeBThT € JIBKEH Ja MpeAocTaBu WH(GOpMAIMsS W CHBETH HA MAIlUCHTHUTE,
U3pa3eHU ACHO, Ha €3UK, JIECEH 3a Bh3IIPUEMaHe, OTHOCHO O€30MacHOTO U €(PEKTUBHOTO
MIpUEMaHe U U3IMOJI3BaHE HA JIEKAPCTBEHUTE MPOAYKTH.

Uin. 37. (1) llpennucanusi, KOUTO HE OTTOBAPSAT HA U3MCKBAHUSATA 110 TJIABU
BTOpA U TPETA, HE CE U3IIBIHIBAT.

(2) Ilpu BB3HHMKHAJIO CHMHEHHME OTHOCHO MPEANHMCAHOTO B pelenTara
MarucTbp-(hapmManeBThT € ATBKEH, IPEIH Ja OTIYCHE JIEKApCTBEHUS MPOAYKT, Ja ce
KOHCYJITHpA C MIPEIUCaINs perenrTaTa JeKap.

Y. 38. He ce oTrmyckaT JiekapCcTBEHU IPOAYKTH MO KOMHUE HA OPUTHHAIHA
peuenra.

Un. 39. Ilpean ornyckaHe Ha JIeKapCTBEHU INPOIYKTH 0e3 peLenta
Maructbp-apmMaleBThT HAllOMHS Ha MAalUeHTa Mpeau yrnorpeda ga MpoyeTe
UH(pOpPMallMOHHATA JIMCTOBKA.

Pasnen 11.
OTnyckaHe HA JIeKAPCTBEHH NMPOAYKTH, ChAbPKAIld HAPKOTUYHH
BellecTBa

Un. 40. JlekapcTBeHU MOPOAYKTH, ChABPKAIIM HAPKOTHYHHU BEIIECTBA,
IIPEIIIMCaHy 110 PeJa Ha IJ1aBa TpeTa, paszaed Il, ce oTmyckar B anTeku, KOUTO:

1. ca momy4unau JMIEH3US 32 THProBUS Ha APEeOHO U ChXpaHsSBaHE Ha
HapKOTHYHM BelecTBa 1o pena Ha 3KHBIT;



2. ce HaMHpaT Ha TEPUTOpHUATa Ha o0JacTTa MO MECTOM3JaBaHE Ha
peuenrara.

Uin. 41. (1) (U3m. - B, 6p. 81 ot 2013 r.) IIpu npuemane Ha perenture
MarucTbp-hapmMaleBThT 3aIbKUTEIHO MPOBEPSIBA AU Ca CIIa3€HU U3UCKBAHUATA 32
NpEeNICBaHe Ha JIGKAPCTBEHU MPOAYKTH, ChAbPKAIlM HAPKOTUYHU BELIECTBA, U HA
I'BPBUSI €K3EMILISAP OTOENA3BA TPUTE UMEHA U JAHHUTE OT IOKYMEHTa 32 CAMOJIMYHOCT
Ha MPUHOCUTENS Ha pelenTara.

(2) (U3m. - 1B, 6p. 81 ot 2013 1.) [IbpBUTE €K3EMIUIAPU OT PELEIITHTE CE
MOJPEX/IAT B XPOHOJIIOTUYEH pell, KaTo HeoOXoauMaTa HH(popMaIus OT TSIX ce BbBEXIa
B CIICIIUAITHUS PETUCTHP, chIiacHO 4. 3 oT Hapeaba Ne 21 ot 2000 r. 3a u3uckBaHUsATA
KbM JIOKyMEHTAIMSATAa U OTUYETHOCTTA MPH M3BBHPIIBAHE HA JCHHOCTU C HAPKOTHUYHU
BEIIECTBA U JICKAPCTBEHU MPOJIYKTH, ChbpKAIIU HApKOTHUHU BelecTna (B, 6p. 86
ot 2000 1.).

(3) (U3m. - JIB, 6p. 94 ot 2011 1.) BropuTe eK3eMILISIpH OT PELENTUTE CE
U3IpanaT Ha MHCIEKTOpa 10 HapKOTHYHUTE BemecTBa B P3M mo omnwc Ha xapTueH u
€JIEKTPOHEH HOCUTEI B CpoK 70 10 gHM cen Kpas Ha BCEKU MeEcell.

(4) (M3m. - 1B, 6p. 81 ot 2013 r., u3m. - [IB, Op. 68 ot 2014 r., B cuya ot
15.08.2014 r.) Koraro nexkapcTBEHHUSAT MPOAYKT Mo 4i. 262, am. 6, T. 1 3JIIIXM,
ChIbpIKall] HApKOTHUYHU BemiecTBa, ce 3amama or H30K 3a gomamHo neuenwue,
anTeKaTa IpejaBa BTopus ek3eMIuisp oT perentara Ha P3OK 3a oTueTHOCT ¥ KOHTPOJI
B CpPOKOBeTe, onpenenenu B ckitouenute ¢ P3OK norosopu.

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

Un. 42. (1) (U3m. - JIB, Op. 81 ot 2013 r.) IIbpBUTE eK3eMILIAPH Ha
pEelenTHTE, TI0 KOUTO ¢a OTITYCHATH JICKAPCTBEHU MIPOAYKTH, ChIbPKAIINA HAPKOTHIHH
BEIIIECTBA, CE 3aJbPKaT B alTeKaTa M CE ChXPaHIBAT 32 CPOK €IHA TOIHMHA, KaTO Ce
MPEJICTaBAT HAa KOHTPOJIHUTE OPTaHU IPH IPOBEPKa.

(2) (M3m. - [IB, 6p. 94 ot 2011 r., u3m. - IB, 6p. 81 ot 2013 r.) Cnen
U3THYaHE Ha CpPOKa MO aj. | peunenTure ce TpeaaBaT C IPUEMHO-TIpEIaBaTelieH
npoToKoI Ha uHcnekropute B P3U, kouto ru cbxpansasar 3a cpok 10 ronuHu.

Un. 43. (U3m. - IB, 6p. 81 ot 2013 r.) 3abpaHsBa ce OTHyCKaHE Ha
JIEKapCTBEHH MPOAYKTH T10 PEIETITa, MPEeIMTUCAHN TPEH ToBeYe OT 7 THU.

Un. 44. (1) (U3m. - IB, 6p. 81 ot 2013 r.) 3abpansBa ce oTImyckaHe Ha
JIEKapCTBEHU MPOAYKTH, ChAbpPKAIlM HAPKOTUYHM BEIIECTBA OT NpuiioskeHust Ne 2 u 3
kbM wi. 3, T. 2 u 3 ot Hapenbarta 3a pema 3a kinacuduiMpaHe Ha pacTEHUATA U
BEIIIECTBATa KaTO HAPKOTUYHU, B KOJMYECTBA, MO-TOJIEMH OT MPETUCAHUTE.

(2) Ilpm ycraHoBsSiBaHE Ha HECHOTBETCTBHUS B MPEANHUCAHUETO U
MaKCHUMAJIHO JIOIyCTHMAaTa /1032 MarucThp-(hapMalleBThT B alTeKkara € JUIhKEH Ja ce
KOHCYJITHpA C MPEITUCAITUS perienTaTa JeKap.

(3) IIpu HEBB3MOXKHOCT 3a M3MBJIHEHHWE Ha NPEANHUCAHHETO CJel
KOHCYNTAIMsITa 1O aj. 2 pelenTara ce BpbIa Ha JIeKaps/Jiekaps 10 JCeHTalHa
MeJIMIIMHA 33 aHYJIMpaHe.

Un. 45. 3abpansiBa ce OTITyCKaHe Ha JIEKApPCTBEHH MPOIYKTH IO pea Ha
TO3M pa3fiesl, KoraTo MpUHOCUTENAT HA penenTara € noja 18 roaunu.



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

Ui 46. (1) (U3m. - [IB, 6p. 94 ot 2011 1., u3m. - /IB, 6p. 90 ot 2019 1.)
OTmyckaHeTo Ha JIEKapCTBEHU NMPOIYKTH, IPEAIICAHU 10 pefia Ha TIaBa TPEeTa, pa3aes
111, ce u3BbpIIIBa OT aNITEKH Ha JIeYeOHU 3aBEACHUS ChC CTALIMOHAP, CKIIOYHIIN JOTOBOP
no pena Ha Hapen6a Ne 34 ot 2005 r. 3a peia 3a 3amianiaie ot Ibp>KaBHUS OFOJKET
Ha JICUEHUETO Ha OBJIrapckuTe TpakJaHu 3a 3a0oJsiBaHUs, W3BBH OOXBaTa Ha
3aIBJKUTEITHOTO 3JPAaBHO OCUTYpSIBAHE.

(2) (Otm. - [IB, 6p. 81 ot 2013 1., HOBA - /IB, Op. 68 o 2014 1., B cuna ot
15.08.2014 r.) OTnyckaHeTo Ha JEKApCTBEHH MPOAYKTH OT ANTEKH, pabOTEeHH 0
noroop ¢ H30OK, ce u3BbpIiBa B ChOTBETCTBUE C Ta3H Hapen0a U ¢ yCIOBHATA U pelia
3a CKJII0OYBAHE HA MHJIUBHIYATHH JOTOBOPH 10 Wi. 45, an. 15 ot 3akoHa 3a 31paBHOTO
OCHUTYpsIBaHE.

(3) (Hom. - B, 6p. 81 ot 2013 r., mom. - [IB, 6p. 68 ot 2014 r., B cuya ot
15.08.2014 r., oT™M. B yacTTa OTHOCHO IymuTe "Maructhp dapmaieBt” ¢ Pemenue Ne
5812 ot 17.05.2016 r. ma BAC - [IB, 6p. 91 ot 2016 r., B cuna ot 18.11.2016 1.)
OTnyckaHeTo Ha IEKapCTBEHH MPOIYKTH, PEANICAHHU 110 pefia Ha TJlaBa TpeTa, pa3ies
IV, ce u3BbpIIBa OT MarucThp-papMareBT B anteku, padorentu mo gorosop ¢ H30K ¢
U3KJIIOUEHUE Ha JIGKAPCTBEHUTE NPOAYKTH Mo ui. 30r, KOUTO ce OTMyCKaT OT
OOJIHUYHUTE aNTEKHU.

(4) (Hosa - JIB, 6p. 81 ot 2013 r.) Korato nexkapcTBeHHST MPOAYKT ce
OTITyCKa B OIMAKOBKa, pa3jMyHa OT OKOHYATEIHATa, C€ OTOEJSI3BAaT BCUUKU JaHHHU OT
OKOHYATEJIHATA OMAaKOBKA Ha MPOM3BOAMUTENS U CE€ MPeNoCTaBs JUCTOBKaTa 3a
NaIHeHTa.

(5) (Homa - /IB, 6p. 81 ot 2013 r., nom. - IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., u3m. - [IB, 6p. 90 ot 2019 r.) Ha oOpaTHaTa cTpaHa Ha perenTara 3a
JIeKapCTBEHUTE MPOJYKTH, OTIYCKaHU 1o peaa Ha wi. 21 ot Hapen6a Ne 34 ot 2005 r.
3a pena 3a 3alUlallaHe OT JAbp)KaBHMS OIO/DKET Ha JIEYEHHETO Ha ObJIrapckure
TpaXkIaHU 3a 3a00JsIBaHus, H3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3[IPaBHO OCUTYPsIBAHE
(B, 6p. 95 ot 2005 r.), ce 3amucBaT NAaHHWUTE OT JMYHATA KapTa (MacmopT) Ha
MaueHTa U Ha MoJIyJaTesisi, KoraTto JIKapCTBEHUTE MPOIYKTH HE Ce MOJIy4aBatT JUYHO
OT TIAIMEHTA.

Un. 47. (1) (U3m. - IB, 6p. 95 ot 2014 r., npeaumied TekcT Ha wi. 47 - [1B,
op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) OTnyckaHeTo Ha JIEKapCTBEHU MPOAYKTH,
IpeanucaHy Ha peuentypHa oianka (oopazen M3 - H30K Ne SA no mpuiioxxenne Ne
7), ce U3BBPIIBA B pAMKUTE HA BAJIMIHOCT Ha OTPA3BLUTE, KATO JlaTaTa Ha U3IbJIHEHUE
Ha BCEKHU OTPSA3BK CE OCOUBA BbPXY HETO U BbPXY CIEABAIUS OTPSA3bK.

(2) (Hosa - /IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) [1pu Hanuuue
Ha MPEe/IIUCaHNsI Ha TIOBEYE OT eHa perenTtypHa 6ianka (oopazery M3 - H30K Ne 5 mo
npuioxenue Ne 6 u o6pazert M3 - H30K Ne 5A no npunoxxenue Ne 7) ¢ mpeanucanus
3a pa3nuyeH Opoi THU peLenTUTe ce U3MBJIHABAT Ha JaTaTa Ha Hall-KbCUS CPOK, HO HE
MI0-MaJIKO OT 25-Msl JIeH.



Uin. 47a. (Hos - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r., oT™. B
4acTTa OTHOCHO aymuTe "Maructbp ¢apmanent” ¢ Pemenne Ne 5812 ot 17.05.2016 .
Ha BAC - JIB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 r.) IIpu ormyckane Ha
JIEKapCTBEHU NPOAYKTH, IIPEANNCAHU 110 Pella Ha riaBa Tpera, pasaen IV, maructsp-
¢dapManeBTBT IpOBEpsiBa 3APAaBHOOCUTYPUTEIHMS CTATyC Ha MAIUEHTHTE IO pef,
OIpeZieNiCH B YCIOBUATA U PEJa 3a CKII0UYBAHE HA MHAMBUIYaJIHH JI0TOBOPH 110 Wil 45,
ai. 15 ot 3akoHa 3a 3[paBHOTO OCUTYpSIBAHE.

Ui. 476. (Hos - JIB, 6p. 68 ot 2014 1., B cruta ot 15.08.2014 1.) (1) (OT™m.
¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot
18.11.20161.)

(2) (Ot™m. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - 1B, 6p. 91 ot
2016 ., B cmma ot 18.11.2016 1.)

(3) (Ot™m. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cruta ot 18.11.2016 1)

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

(5) (Ot™m. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot
2016 ., B cmma ot 18.11.2016 1.)

Ui 48. (1) Peuentute 1 mpoTOKOJIUTE HE CE€ M3ITBIHSABAT U CE BPBIIAT Ha
IPUHOCUTEJIS UM, KOTaTo:

1. peuentypHaTa OaHKa He ChABPIKA M3ISUIO MOITBIHEHU BCHUKH JIaHHH,

2. CPOKBT Ha BAJIUAHOCT € U3TEKbI;

3. mpeAnucaHusT JEKapCTBEH MPOIYKT He ce 3amamia oT M3, ot H30K
WM He OTTOBapsl Ha U3UCKBAHUATA, ONIpeieNIeHu B JoroBopa Ha antekara ¢ H30K;

4. ca 1onyCcHAaTH T'PEIIKU U HECHOTBETCTBUS IIPU NOITbJIBAHE HA OJIAHKUTE;

5. B cilyyauTe, KOraTo He ca U3I'bJIHEHHU U3UCKBaHUATa HAa uil. 7, ai. 1, T. 3;

6. (voBa - JIB, 6p. 95 ot 2018 1., u3m. - JIB, 6p. 68 ot 2019 1., B cuna ot
01.01.2020 r.) B cimy4anTe, KOraTo He € U3ITBJIHEHO U3MCKBAaHETO Ha Wil. 24, ail. 6.

(2) Maructbp-¢papmaieBThT, OTIIyCKAIll JEKAPCTBEHUTE MPOIYKTH, HAMA
IPaBo J]a HaHacs MOMPABKU BbPXY pelenTypHaTa 0JlaHKa, ¢ U3KIIOUEHHE Ha OTIPaBKU
IIPY HalpaBEHU OT HErO TEXHUYECKU IPELIKY B MOMEHTA Ha U3IIbJIHEHUE Ha pellenTara.
B To3m citydaii Tol ce moAnucBa cpelly HalpaBeHaTa OT HETO KOPEKIIMSL.

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

Un. 48a. (Hos - JIB, 6p. 15 or 2014 r.) (1) Antekute npu cra3BaHe
pasnopendure Ha paszzaen I ca JTbKHM Ja U3MBJIHABAT PELENTH, U3AaJeHU B Apyra
bprKaBa YIeHKa.

(2) Peuentute mo an. 1 cimeaBa na ChABPKAT JAaHHUTE, MOCOYEHH B
npuinoxenue Ne 4a.

(3) Anrekute ¢ 1€ rapaHTUPAaHE NPUEMCTBEHOCT IPH JICYEHHUETO Ha
KOHKpETEH MalMeHT MOraT Ja W3MbJIHABAT PELENTH 10 all. 1 ¥ B ciyyauTe, B KOUTO HE
ChABP)KAT BCUUKHM JaHHU IO NpuiiokeHue Ne 4a, HO ¢ TOBa HE C€ 3acara TOYHOTO
uAeHTU(PUIIMpaHE Ha MAlMEeHTa, NPEANUCAHNUTE JIEKAPCTBEHHU MPOYKTH/MEIUITMHCKU



U3JeNUsl, HAYMHBT Ha TMpHJIaraHe, KakTo W MEAWIUHCKUST CICIUAINCT, H3Hal
peuenrara.

Y. 486. (Hos - 1B, 6p. 15 oT 2014 r.) AnTekure He U3MBIHABAT PEICTITH,
U3JaJIeHU B Jpyra Jbp>KaBa YjeHKa, B 4acTTa, B KOATO ca MPEIIHCAHU JIEKapCTBEHU
npoAyKTH 1o wi. 174 3JIIIXM.

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

Ui 49. (1) (U3m. - JIB, Op. 81 ot 2013 r.) JlekapcTBeHUTE MPOAYKTH 3a
XOCHUTATIM3UPAHUTE NAIIMEHTH C€ OTIYCKAT OT OOJIHUYHATA aIlTeKa.

(2) (U3m. - IB, Op. 2 ot 2012 r., u3m. - JIB, 6p. 81 ot 2013 r.) KoraTo
ne4eOHO 3aBe/IeHNE ChC CTallMOHap HsAMA anTeka, ce npuiarat wi. 38 - 386 or Hapenda
Ne 28 ot 2008 r. 32 yCTpOHCTBOTO, pefia U opraHu3anusiTa Ha paboTaTa Ha aTEKUTE U
HOMEHKJIaTypaTa Ha JIekapCTBEHUTE MpoaykTH (00H., JIB, 6p. 109 ot 2008 r.; u3m., 6p.
67 ot 2010 r.). [Ipu cnemHu ciydau ce OCUTypsiBa CHaOAsIBAaHE C HEOOXOAUMUS
JIEKapCTBEH MPOAYKT BbB BBb3MOKHO HaW-KpaThK CpOK. 3a LEHOOOpa3yBaHETO Ha
JIeKapCTBEHUTE NMPOAYKTU CE CIla3BaT YCJIOBUATAa Ha Hapeabarta mo ui. 26la, am. 5
3JIIIXM.

Y. 49a. (Hos - /1B, 6p. 81 ot 2013 r.) [Ipn npuemane Ha JieKapcTBEHUTE
JUCTOBE MAarucTbp-GapManeBThT 3aIb/DKUTEIHO IPOBEpsiBa JaJd ca CIAa3eHU
M3MCKBaHUATA 3a PEANKUCBAHE HA JIEKAPCTBEHU NPOAYKTH 1o wi. 8, 14 u 15.

Un. 50. (1) JlexkapcTBeHMTE MPOIYKTH IO JIEKAPCTBEHH JIUCTOBE C€
OTITyCKAaT MOOT/AEIHO 32 BCEKH MAallMeHT, KaTO BCEKM BMJI JIEKAPCTBEH MPOAYKT ce
OTITyCKa B OTJENTHA OIAaKOBKa, BBPXY KOSTO C€ OTOENSI3BaT MMETO M BH3PACTTa Ha
0O0JIHUSA, HOMEPBT Ha CTasATa, JETJIOTO U MpenrcaHaTa 103a.

(2) (U3m. - [IB, Op. 81 ot 2013 r.) Koraro nekapcTBEHUAT MPOIYKT ce
OTIIyCKa B ONAaKOBKa, pa3JiMyHa OT OKOHYATEJIHaTa, OCBEH JIaHHMTE Mo al. 1 ce
0TOeNsA3BaT M BCHYKH JIaHHU OT OKOHYATETHATA OMAaKOBKA HA TIPOM3BOIUTEIIS.

(3) (U3m. - [IB, 6p. 95 ot 2014 r.) Cnen u3nbJIHEHUE HA MPEANHCAHUATA
10 JICKAPCTBEHHS JIUCT IIBPBHUAT €K3EMIUISIP OT HETO CE€ ChXpaHsBa B OOJIHUYHATA
afnTeKa, a BTOPUAT ce MpelaBa B OTAEICHHUETO 3aeHO C OTIYCHATUTE JIEKAPCTBEHU
TIPOTYKTH.

(4) (Hosa - IB, 6p. 95 ot 2018 r.) Korato nekapcTBeHUTE MPOAYKTH ca 3a
JeYeHHE Ha 3JI0KAUYeCTBEHM 3a00JIsIBaHWS B CTAI[MOHAPHHU YCIIOBHS, OOJHHWYHATA
anTeKa BOJM JKypHAJI 3a pa3TBapsiHE Ha JICKApCTBEHM MNPOJIYKTH 3a JICYEHHE Ha
OHKOJIOTHYHH/OHKOXEMATOJIOTUYHU 3a00JIIBaHus 110 00pa3el] ChriIacHO MPUIIOKEHUE
Ne 811, B KOWTO TaHHUTE CE PErHCTPUPAT €XKETHEBHO.

(5) (Hosa - JIB, Op. 95 ot 2018 r.) B ciyu4ait ue cien mpuroTBSHE Ha
UH/IMBUYaIHUTE 703U 3a JEHS OT JaJieH JEeKapCTBeH MPOIYKT ce (GopMHpa OCTATHK,
KOMTO HEe MOXe Aa ObJie MPHUIOXKEH B CpOKa My Ha TOJHOCT, IMOCOYEH B KpaTKaTa
XapaKTEepUCTHKa Ha JIEKapCTBEHMs MPOIYKT, OCTAaThKBT C€ OTpa3sBa B ONUC Ha
HEHM3MOJI3BAEMHUTE OCTATBIM OT JIGKAPCTBEHW TMPOJAYKTH 3a JICUCHWE Ha



OHKOJIOTHYHH/OHKOXEMATOJIOTUYHU 3a00JIIBaHus 0 00pasell ChINIACHO MPHUIIOKCHUE
Noe 8e.

Y. 50a. (Hos - JIB, Op. 81 ot 2013 r.) (1) IIspBUTE ek3eMIUIIpu Ha
JIEKapCTBEHUTE JINCTOBE, 10 KOUTO €A OTIYCHATH JIEKAPCTBEHU MPOAYKTH, ChABPIKALLU
HApKOTUYHH BEIIECTBA, CE 3aIbpKaT B OOJHUYHATA allTeKa M Ce ChXPaHsABAT 3a CPOK
€/1Ha rOJIMHAa, KaTo CE MPEACTaBIT Ha KOHTPOJHUTE OPTaHU IIPU IIPOBEPKA.

(2) Cnen w3nmbiaHEHHE Ha MPEANUCAHUATA IO JIEKAPCTBEHHS JIUCT 3a
JIEKapCTBEHU IPOJYKTH, ChABPKALIM HAPKOTHUYHU BEIIECTBA, BTOPUAT EK3EMIUISP CE
ChXpaHsiBa B OTJEJICHUETO 32 CPOK 5 TOAMHH.

(3) Cnen w3TMuUaHEe HaA Cpoka IO ajl. | NIbpPBUTE EK3EMIUIIPU OT
JIEKapCTBEHUTE JIUCTOBE C€ IMpeAaBaT C MPUEMHO-IIPeaBaTelIeH IPOTOKON Ha
uHcnekropute B P31, xouto ru cpxpansaBar 3a cpok 10 rogunu.

(4) IIpu ormyckaHe Ha JEKaPCTBEHHU MPOAYKTH, ChIAbpHKAIIKM HAPKOTHYHU
BEIIIECTBA HA JIEKAPCTBEH JIUCT, HEOOX0qMMaTa HHPOPMAaLKs OT HEro ce BHBEXKIA B
peructbpa mo ui. 3, an. 2 ot Hapenb6a Ne 21 ot 2000 r. 3a u3McKBaHHATa KbM
JOKYMEHTalusATa M OTYETHOCTTA IPU M3BBPIIBAHE Ha JEWHOCTH C HApPKOTUYHU
BEIIECTBA U JICKAPCTBEHU MPOIYKTH, ChAbPKALIN HAPKOTUYHU BELIECTBA.

Ui 506. (Hos - IB, 6p. 81 ot 2013 1.) (1) (M3M™. - JIB, Op. 95 oT 2018 1.)
JlexapctBenure npoayktu 1o wi. 30r, an. 7, T. 2 ce OTIyCcKaT OT alTeKH Ha JiedeOHUTe
3aBeJIeHUs] ChC CTalMoHap, ckimounian qorosop ¢ H30K 3a knuHuyHa mporeaypa mo
mucriancepHo Habmoaenue Ha 30J1 cbe 3110KauecTBEHH 3200 IIBAHHS.

(2) (U3m. - ]IB, Op. 95 ot 2018 r.) [IbpBHTE CK3EMIUISIPU HA PELICITHTE, C
KOUTO Ca MPEANUCAaHM JIKapCTBEHU MPOoaAyKTH 1o wi. 30r, ain. 7, T. 2, ce moapexaar B
XPOHOJIOTUYCH pejl, KaTo HeoOXouMaTta HH(GOpMAIIHS OT TAX CE BbBEXK/IA B PETHCThPa
no wi. 3, an. 2 or Hapen6a Ne 21 ot 2000 r. 3a u3ucKkBaHUATa KbM JJOKYMEHTALUATA U
OTYETHOCTTA MPU M3BBPIIBAHE HA JCHHOCTH C HAPKOTUYHHU BEIIECTBA U JICKAPCTBEHH
TIPOIYKTH, ChABPKAIINA HAPKOTUYHHU BEIIECTBA, M HA ITbPBHSI €K3EMILISP CE OTOEISI3BAT
TpUTE UMEHAa W JaHHUTE OT JOKyMEHTa 3a CaMOJMYHOCT Ha MPUHOCUTENs Ha
perenrara.

(3) (U3m. - IB, 6p. 95 ot 2014 1.) [IspBUTE EK3EMIUIAPH OT PELIEITUTE 1O
all. 2 ce ChbXpaHsABAT B OOJIHWYHATA alTeKa 3a CPOK e/lHA TOJMHA U Ce MPEICTAaBIT Ha
KOHTPOJIHUTE OPTraH| MPH MPOBEpKa.

(4) (U3m. - [IB, 6p. 95 ot 2014 1.) BropuTe ex3eMIuIsipi OT pElenTUTe 1o
ain. 2 ce npenaBar B P3OK exemecedHo B CpPOKOBETE 3a OTUMTAHE NEHHOCTTa Ha
71e4e0HOTO 3aBEICHHUE.

(5) (U3m. - IAB, 6p. 95 ot 2014 r.) Cnen m3TM4yaHe Ha cpoka Mo ai. 3
pELenTuTe ce mpenaBaT ¢ MPUEeMHO-TIpeIaBaTeNIeH MPOTOKOJI Ha nHenekTopute B P3U,
KOHMTO 'Y ChXpaHsBaT 3a cpok 10 roguHu.

Un. 50B. (Hos - /[IB, Op. 81 ot 2013 r.) 3abpanHsiBa ce OTIyCKaHE B
OoJTHUYHATA anTeKa Ha JIEKAPCTBEHH MPOAYKTH, ChIABPIKAIIN HAPKOTUYHHU BEIICCTBA,
10 PELIETTA UITU JICKAPCTBEH JIKCT, IPEANUCAHU TIPEIU ITOBEYE OT 7 AHMU.

Y. 50r. (Hos - JIB, 6p. 81 ot 2013 r.) (1) 3abpansBa ce B 601HHYHATA
anTeKa OTIIyCKaHe Ha JIEKapCTBEHU MPOJIYKTH, ChAbpIKAIld HAPKOTUYHU BEIIECTBA OT
npuoxenns Ne 2 u 3 kpM uit. 3, T. 2 1 3 ot Hapenbara 3a pena 3a knacuduipate Ha
pacTeHusATa U BellecTBaTa KaTo HApPKOTUYHH, B KOJMYECTBA, I[O-TOJEMH OT
IIPEIIUCAHUTE.



(2) Ilpum ycraHoBsBaHE Ha HECHOTBETCTBHS B MPEANHCAHUETO U
MaKCUMaJIHO A0IyCcTuMata ao3a MaFHCTBp-q)apMaHeBTBT B 6OJIHI/I‘-IHaTa alirTéKka €
JUTBXKEH J1a Ce KOHCYJITHpA C MPeINucanusl perenTara/JIeKapcTBeH sl JTUCT JIeKap.

(3) Ilpm HEBB3MOXHOCT 3a U3MBIHEHWE HA TMPEINUCAHUETO CleJ
KOHCYJTAIMATa MO ajl. 2 pelenTaTa/lekapCTBEHUAT JUCT Ce BpbIla Ha JieKaps 3a
aHyJIUpaHE.

Un. 50a. (Hos - JIB, 6p. 81 ot 2013 r., usm. - 1B, Op. 95 ot 2018 1.)
3abpaHsBa ce OTIyCKaHEe Ha JIEKapCTBEHH MpOoAyKTH 1o 4wi. 30r, ai. 7, T. 2, KOrato
IIPUHOCUTEIIAT Ha perenTara € noj 18 roauxu.

Y. 50e. (Hos - [IB, 6p. 81 or 2013 r.) (1) (M3M™. - AB, 6p. 95 ot 2018 1.)
JlexapcTBenute npoayktu 1mo wi. 30r, an. 7, T. 1 ce oTmyckaT OT anTeKH Ha JIe4eOHUTe
3aBE/IEHUs ChC cTalKoHap, ckitoumin gorosop ¢ H30K 3a KIMHUYHYM I'BTEKH 1O 4JI.
30r, an. 8 w/unu amOymnatopHa mpoleaypa 3a CUCTEMHO JIEKAPCTBEHO JICYCHHE TPU
3JI0Ka4€CTBEHHU 3a00JIIBAHHUS.

(2) Konus Ha perienture, Ho KOUTO ca OTITYCHATH JIEKAPCTBEHH MPOAYKTH
1o aji. 1, ce cbxpaHsaBar B anTeKaTa Ha JIeUeOHOTO 3aBe/IEHUE B IPOIBIKEHUE Ha €JHA
rOJIMHA, KaTO CE MPEACTABIT Ha KOHTPOJIHUTE OPTaHU MIPH MPOBEPKA.

Paznea VI.
IIpeanucBane HAa MeIMIMHCKH M31eJIUs1, KOUTO 1€ ce OTIYCKAT B Apyra
abp:xkaBa wienka (Hos - /1B, 6p. 15 or 2014 1.)

Y. 50x. (Hos - IB, Op. 15 o1 2014 r.) (1) Ilo u3puuHO UCKaHE HA MTAlUEHT
JaMnaTa mo wi. 4 mpeanucBaT HEOOXOIMMHUTE 33 JICYEHHETO METUIIMHCKH W3JICIIHS,
KOWTO III€ CE OTIYCKAT B Ipyra Abp:KaBa WICHKA.

(2) Peuenture mo an. 1 crmeaBa ga ChABPKAT JAHHUTE, MOCOYEHU B
npuiiokenue Ne 4a.

Y. 503. (Hos - B, Op. 15 o1 2014 1., u3m. - JIB, 6p. 95 o1 2018 1.) Koraro
MEAMIMHCKUTE n3aenus no an. 1 Ha 4. 50x ce npeanucsat Ha 30JI, peuentypHuTte
OyilaHkH 110 4JI. 24 cneBa Jja ChABbPKAT BCUUKHU JaHHU, IIOCOUEHU B TpuitoskeHue Ne 4a.

I'naBa nera.

OTIHHEYATBAHE, PA3IIPEJIEJISIHE U KOHTPOJI HA
CIIEIIMAJIHUTE PELEIITYPHU BJIAHKHU 3A JIEKAPCTBEHUA
MNPOAYKTU, CbABPKAIIIN HAPKOTUYHU BEILIECTBA, 1 HA
PEHEINTYPHUTE BJIAHKUA 3A IIPEAIIMCBAHE HA
JJEKAPCTBEHMU ITPOJAYKTH I10 PEJA HA HAPE/IBA Ne 34 OT 2005
I'. 3A PEJIA 3A SAIIVTAIIAHE OT ABbP)KABHUS BIOKET HA
JJEHEHUETO HA BbBJI'APCKUTE I'PAXK/IAHHA 3A
3ABOJISIBAHUS, U3BBH OBXBATA HA 3AABJIZKUTEJIHOTO
3IPABHO OCUT'YPSABAHE (BAI'JI. U3M. - IB, BP. 90 OT 2019T".)



Un. 51. (U3m. - JIB, 6p. 94 ot 2011 r., usm. - JIB, 6p. 81 ot 2013 1.)
MUHUCTEPCTBOTO HA 3paBEONa3BaHETO OPraHU3UpPa M KOHTPOJIMpa OTIEYaTBAHETO,
pasnpeAeIsHETO U OTYUTAHETO Ha CIIEUATHUTE PELENTYpHHU OJaHKH 3a OTIyCKaHE Ha
JIEKapCTBEHU MPOAYKTH 110 ui. 11, an. 1.

Un. 52. (1) (U3wm. - [IB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 81 ot 2013 r.)
MUHHICTEPCTBOTO Ha 3/IpaBEOIa3BaHETO €KETOAHO 00sIBSBA U MPOBEX/Ia OOIECTBEHA
MOpBYKA 32 OTIEYATBAHE HA CIICIIMATTHUTE pElenTypHH Onanku mo wi. 11, am. 1.

(2) (M3m. - IB, 6p. 94 ot 2011 r.) Ornevatanute OgaHKH 1O ajin. 1 ce
MPEIOCTABST OT U3MBIHUTENS HA MophUkaTa B P3U B konudecTBa 1o mpeaBapuTesIHO
HaIpaBeHa 3asBKa.

(3) (U3m. - 1B, 6p. 94 or 2011 r., m3m. - IIB, Op. 81 ot 2013 r.)
CrernuanauTe penentypHu Omanku mo wi. 11, an. 1 ce mpuemaT oT MHCIIEKTOpa Io
HapKOTUYHHUTE BemecTBa KbM P3U 1 ce cheTaBs MPOTOKOM B JIBa €K3EMILISIPa, KOWTO
ChABPIKA CIETHUTE IaHHU:

1. tpure umena, EI'H u ngaHHM OT OOKyMEHTa 3a CaMOJUYHOCT Ha
pUeMalus U npeaaBalius;

2. Opoii Ha peuenTypHUTE OJIAHKKW M Opoil HAa KOYaHWUTE (KapHETUTE), B
KOUTO ca opopMeHHU OIIaHKHUTE;

3. cepusi, HA4YaJIeH U KpaeH HOMEp Ha KouaHa (KapHeTaTa).

(4) (U3m. - 1B, 6p. 94 or 2011 r.) IIpoTokoauTe ce MOANMMUCBAT OT
MpUEMAIIUs ¥ PEAaBaIlis U ce mocTass neyat Ha P3N.

Un. 53. (1) (U3m. - B, 6p. 94 o1 2011 r.) MHCTIEKTOPHUTE 110 HAPKOTHYHUTE
BemiecTBa KbM P3M mpenocTaBaT crielMagHUTe pelenTypHU OJaHKH Ha JIMIaTa mo 4.
5, an. 1 cpemy moamuc M ciei MOJaBaHE Ha 3asBIEHUE IO 00pasel ChIJIACHO
npunoxenue Ne 9.

(2) lonyyenure cienMagHu peUenTypHH OJIaHKH C€ ChXPaHsBAT JIMYHO OT
JeKapsi/iexaps 1Mo JAeHTajlHa MEJUIIMHA U He ce IPEeOTCThIIBAT.

Un. 54. (U3m. - [IB, 6p. 94 ot 2011 r.) Uucnekropure kM P3U oTuntar
MOJTYYEHUTE CHEIHATHN PEIenTypHH OJaHKW, KAaTo BOJST PErHCThpP 1o obpaselr
cbriacHo npuiioxeHue Ne 10, B KOMTO ce BIIUCBAT:

1. (m3m. - JIB, 6p. 94 ot 2011 r.) TpuTe MMeHa Ha JieKaps/iekaps 1o
JEHTallHA METUIIUHA, PETUCTPALIMOHHHIT My HOMEp ChriiacHO peructbpa B P3U mo u.
5, an. 1 1 KoabT Ha JIe4ueOHOTO 3aBE/ICHHUE;

2. OpoAT Ha MOMyYeHUTE KOYaHHW (KapHETH) U OpOST Ha pelenTypHUTe
OJaHKH B THX;

3. cepusTra, TBbPBUAT U TOCIEAHUAT HOMEpP OT KOYaHa C pPELENTypHU
OJaHKH;

4. natata Ha TIOJyyaBaHe M Ha Mpe/laBaHe Ha pelenTypHUTE OJaHKH.

Un. 55. (1) 3a ycTaHOBEHH JUIICH Ha CHEIHMAHU PEIENTYPHHU OJIaHKH 3a
MPEIIMCBaHe Ha JIGKAPCTBEHU MPOJIYKTH, CHIBPKANIM HAPKOTUYHH BEIICCTBA,
He3a0aBHO C€ YBEAOMSBAT CHOTBETHOTO PANOHHO TONUIEHCKO yIpaBiICHHE U
uHcnekTopsT 1o wi. 17 3KHBII, kato ce mocouBar cepusita ¥ HOMEPBT UM.

(2) (U3wm. - IB, 6p. 81 ot 2013 1.) B cpok 24 gaca oT yBeIOMSBaHETO TIO
an. | MHCIEKTOPHT M3MpaIia MICMEH CHTHAI JO CHeHai3upaHaTa aJMHUHUCTPAIUSI



Ha MMUHHMCTEPCTBOTO Ha 3/paBEONa3BaHETO, KOSATO O0O0sBsBa 3a HEBAJIMIHU
CHELHATHUTE PEIENTYPHH OJIAHKU C TIOCOYEHUTE CEPUU M HOMEpa.

Y. 56. (Otm. - 1B, 6p. 94 o1 2011 1.)

I'nmaBa mecra.

YCJOBUSA A PEJ 3A HOCEHE WM U3HACSIHE HA
JEKAPCTBEHMU ITPOAYKTHU, IPEAJHA3ZHAYEHU 3A JIEHEHUETO
HA BBJI'APCKHA U YY KU I'PAXKIAHU, IOCTOAHHO U
BPEMEHHO IIPEBUBABAIIIA B CTPAHATA U TbTYBAIIIU
HM3BBH PEITYBJ/IUKA BBJITAPUS U 3A TPAH3UTHO
INPEMHWHABAIIA Y KJAEHIU

Wit 57. bearapcku rpakaHu U 9y KA1 IPaKJaHU, [IOCTOSSHHO U BPEMEHHO
npeOuBaBally B CTpaHaTa U MbTyBallld U3BBH PemyOnuka bbarapus, moraT 1a HOCST
WIM J1a U3HACAT OT U 3@ TPETHU CTPaHM CIEIHUTE BUIOBE JIEKAPCTBEHU MTPOJYKTH:

1. (m3m. - [IB, 6p. 90 ot 2019 r.) nexkapcTBeHH MPOIYKTH, MPEAHAZHAUCHU
3a JICYEHHETO MM, OTIycHaTu mo pena Ha Hapen6a Ne 34 ot 2005 r. 3a pema 3a
3aljamiaie oT AbpXkKaBHUS OIOJDKET Ha JICUEHUETO Ha OBJIrapcKuTe TpaXKIaHU 3a
3a00J1ABaHMsl, U3BBbH 00XBaTa Ha 3aIbJKUTEIHOTO 3/IpaBHO OCUTYpSIBAHE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU 0e3 JIeKapCKO IMpeNUuCcCaHue;

3. IeKapCcTBEHU NPOAYKTH, OTITYCKAHU IO JIEKapCKO IPEIIUCaHHeE.

Un. 58. (U3sm. - IB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.)
JlekapcTBEHHUTE MPOYKTH 10 WI. 57, T. 1 MOTaT J1a ce MpeHacsT OT CIICAHUTE JIUIA:

1. mamueHTHT, 32 YMETO JICUCHHWE Ca TMPEAHA3HAYCHU IPEANMCAHNUTE
JIEKapCTBEHU MPOIYKTH;

2. TAIETO, KOETO € TOIYYHJIO JIGKAPCTBEHUTE MPOIAYKTH OT ChOTBETHATA
anTeKa ¥ UIMETO MY € BIIMCAHO KaTo MoIy4ares BbpXY pelernTara;

3. urie, KOeTo MpUTEek)aBa U3PUIHO ITBITHOMOIIHO OT IMAIMEHTA, 32 YUETO
JiedueHue ca MpeAHa3HaueH! PENUCAHUTE JIeKAPCTBEHU MTPOIYKTH.

Y. 59. (1) (U3m. - AB, 6p. 68 ot 2019 1., B cuia ot 27.08.2019 r.) JIunata
no wi. 58 yaocTOBepsiBAaT MPaBOTO CH Ja HOCAT WM JIa TIPEHACAT JEKAPCTBEHUTE
OPOAYKTH 10 ui. 57, T. 1 ¢bC 3aBEpEHO OT MarucThp-hapmareBTa Komue Ha U3IbJIHEHA
pelenTa oT ChbOTBETHATA alTeKa, MpeANnrcaHa 3a KOHKPETHOTO JIeUeHHE.

(2) Jlupnata mo wi. 58 moraT Ja HOCSAT WM Ja WU3HACAT JIEKApCTBEHU
NPOAYKTH, MpeJHa3HAuUeHH 3a JICUEHHETO UM, B KOJUYECTBA, MOCOUYEHH LU(POM U
CJIOBOM B peliernrara, KosiTo cjie/iBa /ia € o0paboTeHa B anrTekara.

Un. 60. (U3m. - IB, Op. 68 ot 2019 r., B cunma ot 27.08.2019 r.)
KonnuecTBaTa Ha MpeHACSHUTE JICKAPCTBEHU MPOAYKTH To wi. 57, T. 1 cnensa ga
OCHTYpSIBAT JICYCHUETO Ha MAI[MeHTa 3a CPOK JI0 J[BA MECETIa.



Un. 61. (U3m. - IB, Op. 68 ot 2019 r., B cuma ot 27.08.2019 r.)
JlexapcTBeHHUTE POAYKTH 110 WI. 57, T. 2 MOrar Jia ce IPeHacsT OT OBJATapCKU U UyKIU
IpaXkJlaH! ITOCTOSIHHO M BPEMEHHO ITpeO1BaBallly B CTpaHaTa.

Ui 62. (1) JIunara mo un. 61 mMoraT ga mpeHacsT JEKapCTBEHH MPOTYKTH
OT ¥ 3a TPETU CTPaHH B KOJIMYECTBA, HEOOXOJMMH 32 BPEMETO Ha MPECTOS UM, HO HE
MoBeye OT TPU Mecela.

(2) (U3m. - IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIunara no u.
61 morar 1a mpeHacAT OT U 3a TPETH CTPAHU JICKAPCTBEHU MPOAYKTH IO Wi. 57, T. 2 B
MO-TOJIEMH KOJIMYECTBA, aKO MPECTOST UM MPOJbJDKaBa MOBEYE OT TPU Mecena
MPUTEKaBaT U3/aJIeHa pelenTa 3a CbOTBETHUS JIEKAPCTBEH MPOYKT U 32 CbOTBETHOTO
KOJIMYECTBO.

Un. 63. (U3sm. - B, Op. 68 or 2019 r., B cuna or 27.08.2019 r.)
JlekapCTBEHHUTE MPOYKTH IO WI. 57, T. 3 MOTAT Jla ce MPEHACST OT CJICAHHUTE JINIA:

1. mammeHTa, 3a YHETO JICUCHHE ca TPEJIHA3HAYCHU IPEANHUCAHUTE
JICKapCTBCHH MTPOAYKTH;

2. UIe, KOSTO MPUTEkKABA U3PUIHO IIBIIHOMOIITHO OT MAIMEHTA, 32 YUETO
JICUCHHE ca MPEIHA3HAUYCHU MPEANUCAHNUTE JICKAPCTBEHU MPOTYKTH.

Ui 64. (1) (U3m. - ]IB, 6p. 68 o1 2019 1., B cuita ot 27.08.2019 r.) JIunarta
no wi. 63 yaocToBepsiBAaT MPaBOTO CH Ja HOCAT WM Jla TPEHACAT JEKAPCTBEHUTE
IPOAYKTH IO WI. 57, T. 3 ¢hC 3aBEPEHO OT MarkucThp-(hapMaleBTa KOKUe Ha H3ITbJIHCHA
perenTa OT ChOTBETHATA aNTeKa, MPeANrcaHa 3a KOHKPETHOTO JICUCHHE.

(2) Jlumata mo wi. 63 Morar Ja HOCSAT WJIM Jla W3HACAT JICKAPCTBCHU
MPOIYKTH, TIPEIHA3HAYCHU 3a JICUCHUETO UM, B KOJIMYECTBA, IMOCOYCHH HUPPOM U
CJIOBOM B pellernTaTa.

Un. 65. TpaH3uTHO NMpeMUHABAIlM MPe3 TEPUTOpPUATA Ha CTpaHaTa JIMLA
UMaT MpaBo Ja MPUTEKABAT JIEKAPCTBEHU MPOAYKTH, KOUTO Cca MpeJIHa3HAYeHH CaMo
3a TAXHOTO JICYCHHUE.

Y. 66. KOHKpCTHI/ITC KOJIMYECTBA JICKAPCTBCHU IIPOAYKTH, KOUTO JIMIIATa
o wi. 65 umar IpaBoO Ja MpUTEKABAT, C€ ONPECACIAT OT CHOTBETHATA IpUEMalla
AbprKaBa.

UYn. 67. IIpu TpaH3UTHO MpeMHHaBaHe Npe3 TepuTopuara Ha PermyOnuka
bearapus Ha numara mo wi. 65 ce mpenophyBa Aa ObIAT TPEABAPUTEITHO
UHGOPMHpPAHU 32 U3UCKBAHUATA, YCTAHOBEHH OT ChOTBETHATA MpUEMallia IbpKaBa.

Un. 68. Becuuku nekapcTBeHU IPOAYKTH, KOUTO CE MIPEHACAT OT U 3a TPETH
CTpaHM 1O peja Ha Ta3u Hapenda, ciieqiBa a Ob/IaT B OPUTHHAIHUTE CH OTIAKOBKH.

Un. 69. (1) Ilo pema Ha Tasu Hapemda HE MOTAaT Ja C€ TPEHACST
JIEKapCTBEHH MPOYKTH, ChABPIKAIM HAPKOTUYHH BEIIECTBA.

(2) YcnoBusiTa u penbT 3a MPEHACSHE HA JIGKAPCTBEHUTE MIPOIYKTH T10 aJl.
1 ce onpenenst B 3KHBII.



I'naBa ceama.

EJEKTPOHHO NNPEAIINCBAHE HA JIEKAPCTBEHHU ITPOJAYKTH.
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU U U3ITbJIHEHUE
HA EJJEKTPOHHU ITPEAIINCAHUSA (HOBA - 1B, BP. 107 OT 2020

I'., BCUJIA OT 18.12.2020T.)

Y. 70. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (Hor.
- JIB, 6p. 47 ot 2021 1., B cuna ot 04.06.2021 r.) [IpennucBanero Ha JEKapCTBEH
MPOAYKT, C M3KJIIOUEHHUE Ha JIEKApCTBEHUTE MPOAYKTH MO TJiaBa Tpeta, pazaenu I, 111
u V, ce u3BBpILIBA C €JIEKTPOHHO Ipennucanue. [IpeanucBaHeTo Ha JieKapCTBEH
IPOIYKT IO peAa Ha Wi. 6 ce U3BBPILIBA C pelenTypHa OJaHKa Ha XapTHUEH HOCHUTEN
WIH C €JIEKTPOHHO IIPEIIUCAHUE.

(2) EnexktponHoro mpeamnucanue mno ai. 1 ce m3gaBa moja Qopmara Ha
CJICKTPOHEH JOKYMEHT, mojanucaH ¢ kBamudumupan enekrponeH moxamuc (KEIT),
cwriacHo m3uckBanusaTa Ha Permament (EC) Ne 910/2014 na EBponefickus mapiamMeHT
u Ha CwBera or 23 romm 2014 r. OTHOCHO eNEKTPOHHATa HIACHTU(DUKAIUSI U
YIOCTOBEPUTEITHUTE YCIYTH MPHU €JIIEKTPOHHU TPAHCAKIIMU HA BHTPEIIHUS IMa3ap U 3a
orMsiHa Ha [QupextuBa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) 1 Ha 3akoHa
3a €JIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUTE YAOCTOBEPUTEIHH YCIYTH.

(3) Ilpu enekTpOHHOTO MPEANKUCBAHE HA JIEKAPCTBEHUTE MPOAYKTH IO all.
1 ce mpuilarat cbOTBETHO pa3nopea0UTe Ha IJ1aBa BTOpa U IJlaBa TpeTa, pas3zaen I, a npu
€JIEKTPOHHOTO TPEINICBaHEe HA JIEKAPCTBEHH MPOAYKTH, 3aIUIAlllaHU HAITbIHO WIIU
yactuyHo ot H3OK - u Ha rnaBa Tpeta, pasznen 1V, ¢ uskioueHne Ha U3UCKBAHUSTA
OTHOCHO XapTueHaTa popma Ha pelenTypHuTe OJaHKU U MPOTOKOJIHTE.

Yn. 71. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1)
EnexTpoHHMTE mpeanucaHus ce u3gaBat, BbBEXKAAT, 00paboTBaT U ChbXpaHABAT upe3
crenualn3upalH MEIULMHCKY U anTeueH codryep.

(2) HeiictBusita mo ui. 72 - 74 ce u3BBpIIBAT MpH CHhOOpa3siBaHE Ha
HOMEHKJIaTypuTe, 00pa3uure, (GopMaTuTe U APYyruTe U3UCKBAHUS 3a CTPYKTypHUpaHE
Ha wuHpOpMauusTa M OOMEHAa Ha JaHHU, INpeAHa3HadeHW 3a Harnumonannata
3npaBHouH(opManronHa cuctema (H3WC), nyOnukyBaHM Ha MHTEpHET CTpaHMLIATa
Ha MMHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO.

(3) Ilporpamaute wuHTEepdeick W HOMEHKIATypuTre 3a OOMEH Ha
uHpopManus MeXIy MeAUUMHCKUS U anteunus copryep u H3UC ce akryanusupat
TEKYIO0, B TOBA YHUCJIO B CHOTBETCTBHE CHC CTEIEHUTE HAa M3TPaKJaHE U BHEIPSIBAHE
Ha pyHxuonannoctute Ha H3UC.

Un. 72. (HoB - IB, 6p. 107 ot 2020 r., B cuiia ot 18.12.2020 1.) (1) 3a
U3/JaBaHETO Ha EJEKTPOHHO NpEANHUCAaHUE JIEKApAT WIM JIEKapsAT MO JIeHTallHa
MeauinHa ce unaeHtudunupa upes KEIT

(2) Ilpu enekTpOHHOTO MpPEANUCBAHE Ha JIEKApPCTBEHHs INPOIYKT ce
M3BBPIIBA aBTOMATHYHA IPOBEPKAa B PETHCThpa Ha BBITapCKusi JEKapCKu ChHIO3,
CbOTBETHO Ha bbarapckus 3b00JeKapCcKyd ChIO3 3a HAJUYMETO Ha TpaBa 3a
yIpakHsIBaHE Ha TpodecusTa OT JeKaps, ChOTBETHO JIEKaps MO JIEHTATHA METUIIHA,
U3BBPIIBAIL IPEMHUCBAHETO.

(3) Cnen nombiBaHe Ha HeoOxoauMaTta HMHGOpMalMs 3a MPEANHUCAHUS
JeKapCTBEH MPOJYKT JIeKapsAT WM JIEKapsAT MO JEeHTalHa MeAMIMHA IOJIHCBa
eneKTpoHHOTO npeanucanue ype3 KEIL



(4) Cnen moanucBaHe Ha €JIEKTPOHHOTO MpPEANUCAHHE aBTOMATUYHO Ce
W3BBPIIBA BaTWJAUPAHE HA BbBelIeHATa MH(OpPMANMS U TeHepUpaHe Ha HAIMOHAJICH
pedepeHTeH HoMep Ha eJIEKTPOHHOTO Ipeanucanue noj popmara Ha OykBeHO-1IU(GPOB
KOZ.

Y. 73. (Hos - JIB, 6p. 107 ot 2020 r., B cuia ot 18.12.2020 1.) (1) 3a
U3IBJIIHEHUETO Ha  EJIEKTPOHHOTO MpPEINHCaHUEe MAarucTbp-papMaleBTbT e
unentudunmpa upe3 KEIT.

(2) Cnen wpenTuduuupanero mo ai. | ce H3BBpIIBA aBTOMATUYHA
IPOBEpKa B peructTbpa Ha bbirapckus ¢papmanieBTUUEH ChIO3 32 HAIMYMETO Ha IpaBa
3a ympaxxHsiBaHe Ha MpoQecusiTa OT MarucTbp-hapmalieBTa.

(3) Maructbp-hapmaneBThT U3BBPIIBA JSHCTBUS 110 HACHTH(PHUITMPAHE HA
U371aJICHOTO €JIEKTPOHHO MPEANUCaHue, TP KOUTO KAaTO BOJEII KPUTEPUI M3IMONI3Ba
EI'H Ha manuenra.

(4) Cnen uneHTuduUIUpaHe Ha €NEKTPOHHOTO MPEANHCAHUE MarucThbp-
dbapMaleBTHT U3BBPIIBA MPOBEPKA 32 CHA3BAaHETO HA CHOTBETHHUTE MPHIOKUMU
pasnopendu Ha TJIaBH BTOpPA M TPETA.

(5) IIpu HecmaszBaHe Ha pasnopendOUTe, MOCOYEHU B al. 4, MarucTbp-
(apManeBTHT OTKa3Ba M3IBIHEHUETO HA €IEKTPOHHOTO MPEIIHCAaHUE, KaTO MOCOYBa
U IPUYMHHUTE 32 TOBA.

(6) 3a W3NBIHEHHETO Ha EJNEKTPOHHO IMPEANKUCAHUE Ha JIEKAPCTBEH
OPOAYKT, 3aruiaiiad HambiHO wiu vactuuHo oT H3OK, upe3 wusnmomsBaHus ot
MarucTbp-(hapmaineBra antedeH codryep ce M3BBpIIBA M aBTOMaTHYHA MPOBEpKa B
peructbpa Ha H30K 3a neyebnoto 3aBenenue ¢ gorosop ¢ H30K, B koeto pabotu
JeKapAT WIH JIEKAPT 10 JIEHTAaTHA MEIUIMHA, W3/1aj] €JIEKTPOHHOTO MpEANUCaHue,
KakTo u B peructbpa Ha HAII - 32 3apaBHOOCUTYpUTENIHUS CTATYC Ha MalUEHTa.

Uin. 74. (Hos - JIB, 6p. 107 ot 2020 1., B cuuna ot 18.12.2020 r.) (1) Cnen
W3BBPIIBAHE HA JIEUCTBHATA 1O Wi. 73, all. 3 1 4 MarucThp-GapMareBThT U3IIBIHIBA
€JIEKTPOHHOTO MPEIMCaHNUEe, KaTO MPEIOCTaBs ChOTBETHUTE JICKAPCTBEHU MPOTYKTH
Ha TMAlMEHTa U yJIOCTOBEPSIBA U3IBIHEHUETO HA E€JIEKTPOHHOTO MPEANUCAHUE Ype3
noanucsanero My ¢ KEII.

(2) Cnen nmpukiroYBaHe Ha U3ITBIHEHUETO HA €TIEKTPOHHOTO MPEANCcaHne
CBIIOTO C€ aKTyaJM3Wpa aBTOMATUYHO B aNTEUYHHS U MEIUITUHCKHUS cOPTyep Karo
"N3npaHeHO", cbhOTBETHO '"YacTMYHO WH3NBIHEHO", a 3a JIEKapCTBEH MPOIYKT,
3aramniad HamrbJiHO ui yactuaHo oT H30K - karo "UsnbiHeHO".

(3) Ilpu wusmbIHEHHE Ha ENEKTPOHHOTO TMPEANHCAHUE MAarucThbp-
(dapmaneBThT clia3Ba U3UCKBaHUATA HA Wwi. 33, an. 1, wi. 34, an. 1 u an. 2, uzpedeHue
nbpBO, Wi. 36, wi. 37, an. 2 u un. 39, a 3a nekapCTBEH MPOAYKT, 3allJIalllaH HAI'bJIHO
i yactuyao oT H3OK - uszuckBanusTa Ha ui. 46, an. 2, 3 u 4 v wi. 47, an. 1, ¢
M3KIIIOYEHUE Ha 3aJbJDKCHUETO 3a MOCOYBAHE Ha JaTaTa Ha M3IIBJIHEHHE Ha BCEKHU
OTPSA3BK, U all. 2.

JlombJIHHUTEIHN pasnopeadu

§ 1. ITo cmuchia Ha Ta3u Hapenoda:

1. "Koxg na H30K" o3HauyaBa OykBeHO-LIM(POB KO, YMATO ITbpBa OYKBa
OTroBaps Ha IbPBO HUBO Ha AHaTOMO-TepaneBTHYHaTa Kiacuukanrs Ha CBeToBHATa
3/IpaBHA OpraHu3anys, Bp3npuera B Penyonuka bearapus.



2. "BanmuaHocT Ha penienitara’ 03HauyaBa CpOKBT, 32 KOWTO TS MOXKeE J1a Obe
U3MbJIHEHA B allTeKaTa.

3. "Konu4ecTBO aKTUBHO BEILIECTBO B J030BA €AMHUIIA" HA JIEKAPCTBEHUS
MPOJIYKT € ChAbPKAHUETO HA AKTUBHOTO BEILIECTBO, U3PA3E€HO KOJWYECTBEHO 3a €Ha
J1030Ba eAMHUIIA (TablieTKa, Karcysia) Wid 3a eJUHHUIa Maca Wik 00eM B 3aBUCUMOCT
OT JIeKapcTBeHara opMma.

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

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "CratumMm" o3HauaBa "Bequara'.

7. (noBa - /1B, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 1., oT™. ¢ Pemienue
No 5812 ot 17.05.2016 . na BAC - ]IB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 1.)

8. (aoBa - JIB, 6p. 68 o1 2014 1., B cmiia ot 15.08.2014 r.) "Ormyckane Ha
JIEKapCTBEH MPOAYyKT 0e3 sekapcko npennucanue (OTC)" o3HayaBa ChbBKYMHOCTTA OT
JIeicTBUS HA (apMalleBTH B MPUEMHOTO MMOMEIICHHE Ha afTeKara 1Mo ONpeIeisiHe Ha
MOIXOJISAIINS 32 OTIYCKaHEe JeKapCcTBEeH NpoAyKT 6e3 snekapcko npeanucanue (OTC)
WM TPUEMaHE Ha pEIEeNTypHUTE OJIAaHKKM M IPOBEPKaTa Ha ChIBPKAHHETO UM,
KOHCYJTAIHs] OTHOCHO MPUEMAHETO U Bh3MOXKHUTE HEXKEJIaH! PEaKLUU U JIEKAPCTBEHU
B3aUMOJICHCTBUS U TIPE/IaBaHe Ha JIEKAPCTBEHUTE MPOIYKTH HA MAIMEHTHUTE.

IIpexoxnu u 3aKIOUYNTEHH pa3nopeaoun

§ 2. (1) Pasnopenbute Ha riaBa Tpeta, pazaen IV, permameHtupaiiu
U3JIaBaHETO, IPOMEHUTE U BaJMIHOCTTA Ha perenTtypHa 6ianka (oopazen M3 - H30K
No 5A o mpunoxenue Ne 7), Bnu3at B cuiia ot 1 anpui 2009 1. [lo BIu3aHeTo UM B
CUJIa BCUYKH JIEKApPCTBEHU MPOAYKTH, 3aIlIalllaHd HAMbJIHO WK yacTudHo oT H30K,
ce TpeIrcBaT Ha perentypHa oimanka (oopasernr M3 - H30K Ne 5 o nmpunoxenne No
6) cbC Cpok Ha BauaHOCT 30 AHMU.

(2) B cpox nmo 1 ampun 2009 r. antekute NnpuBexaaT copTyepa CHU B
CHOTBETCTBHE C M3UCKBAHUATA HA Ta3u Hapenda OTHOCHO W3/1aBaHETO, IPOMEHUTE U

BaJIMJIHOCTTA Ha penentypHa 6ianka (oopazen M3 - H30K Ne 5A no npunoxenne Ne
7).

§ 3. (1) (M3m. - IB, 6p. 91 ot 2009 r.) B cpok mo 31 maii 2010 r.
JIEKapCTBEHU MPOIYKTH, ChAbPIKAIM HAPKOTUYHH BELIECTBA OT MpuitokeHus Ne 2 u 3
KbM 4. 3, an. 2 Ha 3akoHa 3a KOHTPOJ BBPXY HApKOTHUYHUTE BEILECTBA MU
IPEKypCOPUTE, MOTAT Ja C€ MPEINUCBAT U Ha CHEUUAIHUTE PELENTypHU OJaHKU IO
oOpa3zern cbriaacHo npuioxkenue Ne 6 koM wi. 11, an. 1 or Hapenba Ne 4 ot 2001 r. 3a
YCIIOBUSATA U pe/ia 3a MPEANNUCBAHE U OTIYCKaHE Ha JIEKapCTBEHU MPOJIYKTH.

(2) Cnen u3THUaHe Ha CpoKa IO al. 1 crenuanHuTe pelenTypHu OJlaHKu
no npuiioxxkenne Ne 6 kbMm uwi. 11, an. 1 ot Hapenba Ne 4 ot 2001 r. 3a ycnoBusita u
pena 3a IpeanuCBAaHE U OTIIYCKAaHE Ha JIEKApCTBEHM NMPOLYKTH C€ YHHUIIOXKaBaT OT
KOMUCHS, ONIpeIeTIeHa ChC 3amoBel Ha nupekTopa Ha PII3.

(3) 3a yauiokaBaHeTo Ha OJTAHKUTE IO ajl. 2 Ce ChCTaBs MPOTOKOJ, KOHTO
ce YTBBpK/aBa OT AUPEeKTOopa Ha cboTBeTHUA PLI3 u ce n3npama B MUHUCTEPCTBOTO
Ha 3/]paBE0Na3BaAHETO.

(4) PeuentypHute OmaHku mo mnpuiokeHnne Ne 4 kpM ui. 6, an. 1 ot
Hapen6a Ne 4 ot 2001 r. 3a ycioBusTa W pela 3a MpEANUCBAHE U OTIyCKaHE Ha
JIEKapCTBEHU NMPOJYKTH MOTaT Jia c€ M3MOJ3BAT JIO TAXHOTO M3YEpIIBaHE, HO HE I10-



KbCHO OT €/IHa TOJMHa OT BJIM3aHE B CHJIa Ha Ta3u Hapeada, KaTo B TSIX C€ BIUCBAT
JAHHUTE 10 Y. 7, aJl. 2 OT MEIUIIMHCKUS CIICIUAINCT, KOMTO U3/1aBa perenrara.

(5) bnankuTe Ha JIeKapCTBEHUTE JIMCTOBE 1O MpUIOKeHHe Ne 5 KbM 4il. 6,
an. 2 ot Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa U peaa 3a MPeANuCcBaHe U OTITyCKaHe
Ha JIEKAPCTBEHU MPOAYKTH MOTaT Jia C€ U3IMO0JI3BAT O TAXHOTO U34YepIBaHe, HO HE I0-
KBCHO OT €]IHa TOJMHA OT BIIM3aHE B CHJIAa HAa Ta3u Hapeaoda.

§ 3a. (Hos - 1B, 6p. 90 o1 2019 1., m3m. - /IB, 6p. 91 ot 2020 ., u3m. - 1B,
Op. 94 ot 2021 r.) B cpok Tpu roMHU OT BIU3aHE B CHJIa HA Hapea0aTa JIeKapCTBEHUTE
MPOJYKTH, ChIBbpPKAIIM TpaMajgoil B KojudecTBa a0 50 Mr 3a [030Ba €IMHHULA B
KOMOWHAIMS C JPYTH JICKQpPCTBEHU BEIIECTBA, C€ TMPEANHCBAT HAa OOMKHOBEHA
perientypHa OllaHKa 3a €QHOKPAaTHO OTIYCKaHE M B KOJHYECTBA, ChOOpPA3eHU C
JTHEBHATa JI03UPOBKa, 3a He moBeue oT 30 AHH.

§ 4. (U3m. - JIB, 6p. 94 ot 2011 r.) KoHTposrbT 1O WM3IBJIHEHHE HA
HapenbaTa ce OCBHIIECTBsIBA OT MUHHCTEPCTBOTO Ha 31paBeomnasBanero, P3U u
W3nbaautennata arennus no sekapersata 1 H30K (B wacTTa OTHOCHO OTIYyCKaHE U
MPEITMCBaHE HA JICKAPCTBEHU MPOIYKTH, 3aIUIAIIaHA HAITBJIHO WJIM YaCTHYHO OT Hesl).

§ 5. (Hom. - JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) Ta3u napenda
ce U37aBa Ha OCHOBaHUeE 4jl. 221 oT 3akoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMaHHaTa
MeaunuHa W 4ia. 60 or 3akoHAa 3a KOHTPOJ BBPXY HAPKOTUYHUTE BEIIECTBA U
MIPEKYPCOPUTE, KAKTO U WI. 56, all. 2 oT 3aKoHa 32 37paBHOTO OCUTYPSIBAHE U OTMEHS
Hapen6a Ne 4 ot 2001 r. 3a ycnoBusiTa M pefa 3a MpENNUCBaHE U OTIyCKaHE Ha
JeKapcTBeHH NpoaykTu (00H., [IB, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 1.; Op. 82
ot 2003 1.; 6p. 32 ot 2005 r.; O6p. 34 oT 2006 T.).

§ 6. (M3m. - IB, 6p. 94 ot 2011 r.) Yka3aHus Mo MpuiIaraHeTo Ha
HapenOara naBar H30K otHOocHO pasmopendute mo mpeAmnucBaHe W OTIYCKaHe Ha
JIEKapCTBEHM MPOJYKTH, 3aIljalllaHd HambiaHO win yactuyHo or H3OK, cpoTBEeTHO
MuHucTepcTBOTO Ha 31paBeomna3BaHero, P31 u M3nbiHuTenHara areHuus 10
JeKapcTBaTa cboOpa3HO TAXHATa KOMIETEHTHOCT.

JonbIHUTEIHN pa3nopendu
KBbM HAPE/JIBA 3A U3MEHEHUE U IOITbJIHEHUE HA HAPEJIGA Ne 4
OT 2009 T'. 3A YCJIOBUSITA U PEJIA 3A TIPEAITIUCBAHE U OTITYCKAHE
HA JIEKAPCTBEHHU NIPOAYKTHU

(OBH. - 1B, BP. 15 0T 2014 I'., B CWUJIA OT 21.02.2014T".)

§ 6. C Tta3m Hapenba ce BBBEXKJAT W3WCKBaHWATA Ha JlMpekTwBa 3a
u3nbiaHenne 2012/52/EC na Komucusita ot 20 nexkemBpu 2012 r. 3a onpenensHe Ha
MEpPKH 3a yJIeCHsIBaHE Ha MIPU3HABAHETO HA MEAUIIMHCKUTE NMPEANUCAHUS, U31aJICHU B
npyra nbpxkasa wienka (OB, L 356/68, 22.12.2012).

3aKJII0OYUTEHH pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIGA



Ne4 OT 2009T. 3A YCJIOBUATA U PEJIA 3A IIPEAIIMCBAHE "
OTIIYCKAHE HA JIEKAPCTBEHU NIPOAYKTHU

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

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

3akiII0uUNTeTHE pa3nopeaoun
KbM HAPEJABA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne4 OT 2009T. 3A YCJIOBUSTA U PEJIA 3A IIPEJAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

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

§ 15. HapenOara Bim3a B cuiia OT JIeHsl Ha 0OHapoaBaHeTo i B "J[bpikaBeH
BECTHHK".

IIpexoxnu u 3aKIOUYNTEHH pa3nopeaoun
KBbM HAPE/JBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 4 OT 2009 T'. 3A YCJIOBUSTA U PEJA 3A ITIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

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

§ 21. B cpok 1o Tpu Mecena OT BiIM3aHE B cujla Ha Hapeadara jJedeOHuTe
3aBeJICHHUs MOTaT Jia MPeIIUCBaT JEKapCTBEeHN IPOAYKTH Ha JIEKAPCTBEHH JIUCTOBE 110
JIOCETaIIHUS Pel.

3ak/II04uTeIHU pa3nopeadu
KBbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009T'. 3A YCJIOBUATA U PEJIA 3A IIPEAIIMCBAHE "
OTITYCKAHE HA JIEKAPCTBEHU NTPOAYKTHU

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

§ 17. HaBcsxkbne B Hapendata abpeBuatypara "(330J1)" ce 3ameHs che
11(30.]1)'!.

IIpexoaHu u 3aK/II0OYUTETHU pa3nopeadu
KbM HAPEJABA 3A USMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T. 3A YCJIOBUSITA U PEJA 3A ITIPEAIIMCBAHE N
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

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



§ 22. (1) do nmybnukyBaHe Ha nHGOpManusTa Mo wi. 23a, aji. 5 ce u3gasar
IIPOTOKOJIM 3a HIPEINUCBAHE Ha JIEKAPCTBEHM MNPOAYKTH o wi. 23, an. 4 mnpu
JIOCETAIIHUTE YCIOBUSI U MO IOCETAIIHUS PEJI.

(2) Usnanennte mpoTOKOIM J0 MyOJIMKYyBaHEe Ha HHpOpMAIUsITA MO Wi. 23,
all. 5 ce U3MBJIHABAT 10 U3THYAHE Ha TEXHUS CPOK.

§ 23. HapenOara Bu3a B cujia OT JeHs Ha oOHapoiBaHeTo U B "[[bpkaBeH
BecTHUK", ¢ m3kaoueHue Ha § 8, 9, § 10, 1. 2, § 12 u 21, kouTo BIM3aT B cuja oT 1
anyapu 2020 r.

3aKJIl0UNTEeTHE pa3nopeaoun
KbM HAPEJBA 3A JTOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

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

§ 2. HaBcskbpae B Hapenbara nymara "pemyOiMKaHCKUSA" c€ 3aMEHs C
"nbpxaBHUS"

IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu
KBbM HAPE/BA 3A TOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIOBUSITA U PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 107 OT 2020 I'., B CWUJIA OT 18.12.2020 I'"., U'3M. - IB,
bP.37 0T 2021 1., B CUJIA OT 07.05.2021T".)

§ 2. Hapen6ara Bnu3a B cuiia ot 18 nexemspu 2020 r.

§ 3. (M3m. - IB, 6p. 37 01 2021 1., B cuita o1 07.05.2021 1.) [Ipu ocurypenu
TEXHUYECKU U OPTraHM3alMOHHU YCIOBUA 3a TOBAa OT MUHHUCTEPCTBOTO Ha
3apaseona3Badero 1 H30K nunara nmo un. 4 u nputexarenuTe Ha pa3peuieHue 3a
THPTOBUSI Ha IPEOHO € JICKAPCTBEHU MPOAYKTH Ca JUTHXHH J1a IPUBEAT ACHHOCTTa CH
M0 MPEINUCBAHE U OTIYCKaHE Ha CHOTBETHUTE JIEKAPCTBEHH MPOAYKTH CaMO C
€JICKTPOHHH TIPEANHUCAHUS B CHOTBETCTBME C M3MCKBAHMSTA Ha TjaBa ceIMa HE I0-
KbCcHO OT 1 tonm 2021 r., kaTo AoTOraBa ce M3AaBaT U O0OpabOTBAT M PELENTH Ha
xapThueH HocuTesn. He ce momycka JeKapCTBEHUSIT MPOAYKT Ja ObJie MpearucaH
€THOBPEMEHHO C €JICKTPOHHO MPEANHUCaHUE U C pElerTa Ha XapTUEH HOCUTE.

§ 4. (M3m. - IB, 6p. 37 ot 2021 r., B cuna ot 07.05.2021 r.) M3ganenute
1o 31 mait 2021 r. peuentu Ha XapTHEH HOCUTEN CE€ U3I'BJIHABAT 110 JOCETAIIHUS Pell
710 U3TUYaHE Ha CPOKa Ha TAXHATa BaJIUIHOCT.

§ 5. IIpu texymaTta aktyanu3amus o 4i. 71, ai. 3 B paMKHATe Ha mpoueca
Mo M3rpaKaaHe W BHeApsBaHe Ha ¢yHkimoHanmHoctutre Ha H3UC ce pasrnexnaar u
CTAaHOBHIIATa ChOTBETHO Ha bharapckus nekapcku chio3, bbarapckus 3p000eKapcKu
ChI03 U brarapckus ¢papmaneBTUUYEH CHIO3.



IIpexonnu pasnopenou
KbM HAPEJIBA 3A U3MEHEHUE HA HAPEJBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA
JIJEKAPCTBEHMU INPOAYKTHU

(OBH. - 1B, bP. 37 OT 2021 I"., U3M. - IB, BP. 47 OT 2021 I'., B CUJIA
OT 04.06.2021T".)

§ 3. (1) (M3m. - 1B, 6p. 47 o1 2021 1., B cuta ot 04.06.2021 r.) 3nanenure
0 BJIM3aHE B CWJa Ha Ta3uW Hapeada MpoTokoyiM OT KiIWHWYHATA OHKOJOTHYHA
KOMHUCHUSl IO XHMHUOTEpamusi W 3a JIEKAPCTBEHO JIEYCHHE 110 XEMAaToJIOTHs Ce
M3MBJIHABAT 10 U3TUYAHE HA CPOKA UM Ha BAITUIHOCT.

(2) B cnydaute o an. 1 pemenusara Ha OOniaTa KIMHAYHA OHKOJIOTHYHA
koMucuss U Ha KiuHWYHaTa KOMHCHSI MO XEMaToJOTHUs HE Ce€ Mpeus3aaBaT [0
HACTHIIBAHE Ha HEOOXOIUMOCT OT ITPOMSIHATA HM.

IIpexoanu u 3aKIOUYNTEHH pa3nopeaoun
KBbM HAPEJIBA 3A UBMEHEHUE HA HAPEJIBATA 3A
JOIIbJHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJIA 3A ITPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
HPOAYKTHU

(OBH. - IB, bP. 37 OT 2021 T'., B CWUJIA OT 07.05.2021T".)

§ 2. U3nagenurte A0 BIM3aHE B CUJa Ha HapendaTa pelenTH Ha XapTUeH
HOCHUTEJI C€ M3MBJIHABAT MO JOCETALTHUS PEJI.

§ 3. Hapenbara Bnm3a B cuiia oT JieHs Ha 0OHapojBaHeTo 1 B "/[bpikaBeH

BECTHHUK".

3ak/Il0uuTeHU pa3nopeadu
KBbM HAPEJBA 3A IOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIOBUSATA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTH

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

§ 3. Hapenbara Biu3a B cuiia ot JieHd Ha oOHapoaBaHeTo i B "J[bpkaBeH
BECTHUK".

ITpunoxenne Ne 1 xbm 4. 4, an. 3

(M3wm. - IB, 6p. 81 ot 2013 1.)

JlekapcTBEHU MPOYKTH, KOUTO (esaiepure HAMaT MPaBo J1a MpeInucBar
1. AHTHApUTMUYHH JIEKAPCTBEHU NPOITYKTH.

2. XOpMOHaJIHM JIEKQpCTBEHU TMPOAYKTH O€3 MpOTHBO3aYaThbYHU U

KOPTUKOCTEPOUIU 3a JIOKAJIHO IPUIIOKECHHUE.
3. AHTHHEOIIJJACTUYHU U UIMYHOMO/IYJIMPAILHN JE€KAPCTBEHH MTPOLYKTH.



4. TIcUXONMWUTUIM W TICHXOAHAJCNTUIM 32 JICUCHHE Ha XPOHHYHH
3a00J19BaHMsL.

5. (u3m. - JIB, 6p. 81 ot 2013 r.) JIekapcTBeHH MPOIYKTH, ChIBPKALIN
HapKOTHYHH BemecTBa oT npuioxenus Ne 2 u 3 xpm . 3, T. 2 u 3 ot Hapenbara 3a
pena 3a KIacupUIMpaHe Ha PACTEHUATA U BEIECTBATa KaTO HAPKOTHYHH.

6. JlekapcTBEHU IPOAYKTHU, BKIIOYEHH B ITpuitoskeHne Ne 5 kpM wit. 11, an.
2.

[Tpunoxenue Ne 2 xbpM uit. 6, ai. 1

Penentypna 6nanka

3a 3a
CIIHOKpaTHO MHOFOKpaTHO
[IPEIIHICBaHE [IPEIIHICBAHE

MuHHCTEPCTBO Ha 3paBEONA3BAHETO

MeauIHCKH CIeIHAIACT (MMe)

YUH
(HaMMEeHOBaHUE Ha JIe4eOHOTO 3aBEJICHHE)
Ly TR (o aapec
MenUIMHCKH CHEIMATHCT .....eevveneenneens
(moamuc)
(meyar)
3a

ot rp. (c.)




(OpemeHHa xeHa, KbpMauKa, JIeTe - Ho{4epTaBa ce MPUIOKHUMOTO)

[Tpunoxxenne Ne 3 xbM 4. 6, ain. 2

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

[Tpunoxxenne Ne 4a kpM ui. 9a, an. 2
(Homo - /1B, 6p. 15 o 2014 1.)

HGI/I?;‘IepHaTCJICH CIIMCBK Ha CICMCHTHUTC, KOUTO C€ BKJIOYBAT B
peUCITUTE, KOUTO LIC CC UBITBJIHABAT B ApYyra AbpiKaBa YJICHKaA

Wnentudukanus Ha nmanyMeHTa:

damunHo(1) uMe(Ha)

Cob6cTBeno(nn) ume(Ha) (u3nucaHo(u) W3O, T.€. HE CE pa3pelaBar
WHUIIAAIIN )

[ara Ha paxnaHe

Wnentudukanus Ha penenTara:

JlaTa Ha u3gaBaHe

Wnentudukanus Ha METUIIUHCKUS CHIEIUAIINCT, U3/1aJl pelenTara:

®amunHo(u) ume(Ha)

CoOcTBeHo(HH) MMe(Ha) (W3mMcaHo(M) M3IPUIO, T.€. HE CE pa3pelaBar
MHHITAATIN )

[Ipodecrnonanna kBanupukanus

JlaHHU 3a mpsika Bph3Ka (ETEKTPOHHA TOIa W HOMEp Ha TenedOoH WiH
(axc, KaTo ce MOCOUYM U KOABT 3a MEXYHapOIHO N30HpaHe)

CnyxebeH anpec (BKIIOYHTEIIHO HAaWMMEHOBAHMETO HAa CHOTBETHATa
JbprKaBa YJICHKA)

[Toanuc (1mosi0’xeH cOOCTBEHOPHYHO WM LIU(PPOB B 3aBUCUMOCT OT HAUMHA
Ha U3/]aBaHe Ha MPEeIUCaHUETO)

WnenTudukamys Ha peAMcanns MPOIyKT, KOTaTo TakaBa € He0OXorMa:

MexyHapoJAHO HEMAaTeHTHO HaMMEHOBaHWE WX  (apMakomneiHo
HaNMEHOBAHNE Ha JIEKAPCTBEHOTO UM BEUIECTBO

TBproBckoTO HAMMEHOBAHKE HA IEKAPCTBEHUS MPOAYKT B CIIYYAHUTE MO YII.
Oa, ai. 4

JlexapcTtBeHa ¢opma (TabaeTu, pa3TBOp U T.H.)

Komunuectso

KonnyecTBo Ha akTHBHOTO BEILECTBO 32 J1030Ba €MHULIA

Jlo3upoBka.

[Tpunoxxenne Ne 5 kpm uit. 11, ai. 2

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



JlekapcTBeHH TPOAYKTH, ChIbp)KAIIA HAPKOTHYHH BEIIECTBA OT
npmitoxkenus Ne 2 u 3 kpM uit. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kinacudpuiupane Ha
pacTeHUATa M BEIIECTBATa KaTO HAPKOTHYHH, B KOMOWMHAIMS C IPYTH JIEKAPCTBCHU
BEILIECTBA

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

[Tpunoxenue Ne 5a kbm wi. 21, an. 2 m wi. 30a, ain. 1 u 2

(Hogo - JIB, 6p. 95 ot 2014 1.)






[Tpunoxxenue Ne 56 kbm ui. 30a, ain. 5

(Hogo - JIB, 6p. 95 ot 2018 1.)

0 MPOTOKOJ Ne
[Tanment: Mme IIpesume @amunus

TEPAIIEBTUYEH ®UIII

Jara N3 No/Allp Br3pacr:
Ha Ne:
paxaaH
e:
Pxer Terno: Ten. noBbpxHOCT (M?):
(cm):
Kpeatun OTnenenue, JlaTa - Hayao Ha
HUH: UMe U KOJI: TepanusTa:
[uksi Xumuorepan
Ne: €BTUYHA
cxema:
Hara - [N Yac na |AT| JlexkapctBen |Jlekapct| IIprHa |Cranaa|WuauBunyann | Penyk | Kopurupana | Hocu | Konteitn | O6e | Bpeme
Hen/mu| |npunox (C MIPOIYKT - BEeHa |mpwiaraHe | prtHa a 103a U Ha | MHOAMBUAYalHA | Te ep3a | MHa /
u CHHE Thproecko | dopma | (iv, sc, po, | mosa | (mg/mcg/lU/ |no3ara 71032 MAIMEHT | TOTO | CKOPO
ume WUHTpaKaBU MIU/MU) B % | (mg/mcg/1U/ a (Oanka | Bus | cT3a
TapHo, MIU/MU) CTBKJIO, |pa3TB| mpuia
MHTpPaBe3n OaHka op | rame
KaJHO U PVC, | (ml) | (hl
T.H.) uHOY3. ml/h)
Cax,
CIIPUHIIO
BKa,
eI1acToM




epHa
IIOMIIa U
7p.)

Jlama:

Jen Ne |5

Jlama: |1
Jen Ne [o

Jlama: |1
Jen Ne [o

Jlama: |1
Jen Ne |5

Jlama: |1
Jen Ne |5

Jlama:




Ilen No

JlexyBal JIeKap: .......cceeeneee.. (mommuc) HazHAYEHO HA: ....ceevevveeenereenee. (mara)
Nwme [Ipeznme Gamumnust
[TpurotBui: Mar.-papm./mom.-papm. Ume [Ipesume QaMumus ..................... (moamuc)

[Tposepuin: Mar.-papMm. Mime IIpesnme DaAMUITHS .......ooeveveeierieniieieniienieeeeene (moamuc)



[Tpunoxenue Ne 6 kbm wit. 24, an. 1

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




[Tpunoxxenne Ne 7 kbM ui. 24, ain. 1

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

[Tpunoxxenue Ne 8 xbm ui. 24, ain. 1

(Uzm. - 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., uzm. - JIB, Op. 68
ot 2019 1., B cmima ot 01.01.2020 1.)












[Tpunoxenue Ne 8a kbm wi. 30a, an. 1

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

[Tpunoxenne Ne 86 kpm wi. 30r, an. 3 u 5

(Hogo - IB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., npenumno punoxenue Ne 86 kbm wi. 30r, ain. 3, uzm. - JIB, 6p. 95 ot
2018 r., m3m. - IB, 6p. 37 ot 2021 1.)







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

(Hogo - IB, 6p. 95 ot 2014 r., npenuinno [Ipunoxxenne Ne 88 kbm wit. 30r,
an. 3, usaMm. - JIB, Op. 95 ot 2018 ., u3m. - IB, O6p. 37 o1 2021 1.)




[Ipunoxenne Ne 8r kbm wi. 307, an. 1

(Hogo - IB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2014 1., B cuna ot
15.08.2014 r., npenumno [Ipunoxxenue Ne 88 kbM ui. 307, an. 1 - JIB, 6p. 95 ot 2014

r.)

Peuentypna Omanka Ne .........c..........
3a JIEKapCTBEHU MPOAYKTH, 3aramniadu ot H30K

HaunMmenoBanue Ha neueOHOTO 3aBeneHue - Per. Neo

Jlekap (ume)

3a2005ABaHE TPYIA NO ...oovviiiiiiiieiieeieeee e o npuit. Ne 1
[TpoTtokom Ne .......covvvienennnnne Hara:



Jlekap:
(moamnuc u neyar)

ITanuenT:
ETH:

Hom. agpec:

I'p. (c.)

OtnycHan: [Honyuwnn:
Mar. ¢papm. YUH:



Lotibouobn

(moamuc v mevar) Jara:



[Tpunoxenue Ne 81 kbm 4. 50, an. 4

(Hogo - JIB, 6p. 95 ot 2018 1.)

}KypHan 3a pas3TBapAHC HaA JICKapCTBCHU IMPOAYKTHU 3a JICHCHHE Ha OHKOJIOTMYHH/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MuauBuayanHa gosa bpoii OcraTbK Cpox Ha |Hocuren|Hocuren|ITa
[IOPEICH | IPUTOTBSAHE |IPUTOTBsAHE| TpoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| rogroct | (rme) (ml) | (EI
Ne (ume) BO BbB (rakoHu 3a Ha
GakoH HPUTOTBSIHE ocTaTbKa
Ha j103arta
1
OO0 32
aata .......
2
O06m10 32
aata .......




}KypHan 3a pasTBapAHC HaA JICKapCTBCHU MMPOAYKTHU 3a JICHCHHE Ha OHKOJIOTMYHH/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MuauBuayanHa nosa bpoii OcraTbK Cpox Ha |Hocuren|Hocuren|ITam
[OPEICH | IPUTOTBSAHE |IPUTOTBsAHE| TpOoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| roaroct | (ume) (ml) | (EI
No (ume) BO BbB (draxonu 3a Ha
dakon [PUTOTBSIHE ocTaThka
Ha j103aTta
O61o 3a




[Tpunoxenue Ne 8e kbm wit. 50, ain. 5

(Hogo - JIB, 6p. 95 ot 2018 1.)

Omnnc Ha HEU3NOI3BACMUTE OCTaThUU OT JICKAPCTBCHU IMPOAYKTH 3a JICUHCHUC HA OHKOJIOTMYHU/OHKOXEMATOIOTMUHHU

3a00JI1BaHUS
No| JTara | JlekapctBen | ATC | JlekapctBen | Kosi-Bo | Jlek. | Ilaptumen Ne HewusnonszBaem [lena na usn | CroitHOCT
IPOAYKT OpoaykT | akT. B- |dopma Ha OCTaTbhK 3a JICHS ¢rakon/ami. Ha
(TBpr. HME) (INN) BO npousBoautens | (mg/meg/IlU/MIU/MU) (11B.) ocTaTbhKa
(y1B.)
1.
2.




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

(A3m. - JIB, 6p. 81 or 2013 1.)

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

0

JAUPEKTOPA HA

PETMOHAJIHA 3JIPABHA MHCIIEKIA
IP. o,

Ha BHUMaHueTO Ha
HHCIICKTOpPA I10
HAapKOTUYHH BCUICCTBA

3ASBJIEHUE
Or
(TpuTE UMEHA Ha JIeKapsi/JIeKaps 10 ACHTAIHA MEIUIIMHA)
TR ",
(HanMeHOBaHUE Ha JIeYeOHOTO 3aBEICHHE)
(ampec Ha JIeueOHOTO 3aBEACHUE)
CNO e B perucTbpa Ha P31 Ha nekapuTe/nexapure mo JeHTaTHA MEIUIINHA,

KOHUTO INPCANUCBAT JICKAPCTBCHU IMPOAYKTH, ChbABbPKAIIM HAPKOTUYIHH BCIICCTBA.

Momns na Mu 6’L,Z[aT NpeaAOCTaBCHU:

........................................... Oposi KOUaHU CHELMATHU PELENTYPHH OJaHKHU ChC 3€JIEH LIBSIT

........................................... 6p051 KO4YaHU CIICHUAJIHU PCUCIITYPHU OJIaHKH C JKBIIT OBAT

(moamuc)



[Tpunoxenue Ne 10 xbm ui. 54

(U3m. - JIB, 6p. 81 or 2013 1.)

Peructbp Ha nexapurte/IeKapuTe 1Mo ASHTAIHA MEAUIIMHA, TTOTYYUIIH CIICIIUAIHHA PEICNITYPHU OJIAHKH 32 MPEANUCBaHe Ha
JIEKapCTBEHH MPOAYKTH, ChIBPKAIM HAPKOTHIHHUTE BemiecTBa oT nmpuinoxkeHus Ne 2 u Ne 3 kpm wit. 3, T. 2 u 3 ot Hapepnbara 3a

pena 3a kiacupuIMpane Ha pacCTCHUATA U BEIIECTBATa KATO HAPKOTUIHH
(3arn. u3m. - IB, 6p. 81 oT 2013 1.)

Per. Ne
CBIJIACHO
perucropa
o 4i. 5,
amn 1, 7.1 Tpute nMeHa Ha Jiekapsi/Iekaps 1o JeHTaTHA MEIULTHA
Kon na bpoit nonyuenn bpoit nosmyuenn Cepus Jlara Ha [Toanuc Harana | Ilommuc Ha
ne4e0HOTO |  KOYaHH (KapHETH) KO4yaHU (KapHEeTH) oT Ne oJy- Ha JIeKapsi/ |TpenaBaHe | MHCIIEKTOpa
3aBeJieHHe | | Opoif Ha crieruain- u Opoit Ha cenuai- 10 Ne yaBaHe JeKaps 1o 10 HapKo-
HUTE pelenTypHU HUTE pelenTypHU JICHTaJIHa TUYHU
OJIaHKH C )KBIT 0JIaHKH ChC 3€JIeH MeIUIHA BelIeCTBa
LBST B TIX UBST B TSX







[Tpunoxenue Ne 11 xbMm ui. 56

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






