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. [IB. 6p.47 om 4 wonu 20212., usm. /IB. 6p.94 om 12 noemepu 202 1e., uzm.
uoon. /[B. 6p.53 om 8 1onu 20222., oon. /IB. 6p.61 om 2 ascycm 20222., uzm. /B. 6p.85
om 25 oxkmomepu 20222., uzm. u oon. /[B. 6p.51 om 13 onu 2023e.

I'naBa mbpBa.
OBILIH MMOJIOKEHUA

Y. 1. C Ta3u Hapenda ce onpeaensr:

1. MEIMIIMHCKHUTE CIECIUAIMCTH, KOUTO MOTAT Jia U3/1aBaT PEUENTH, PeAbT
3a MpEeANUCBaHEe Ha JIGKAPCTBEHU NMPOIYKTH, CPOKBT 33 M3MBIHEHUETO, CIIydauTe U
penbT, MPU KOUTO MAarucThp-(hapManeBT MOXKE Ja OTKaKEe Ja W3IBJIHU JICKApPCKO
npercaHue;

2. YCIIOBHSITA U PENIBT, TI0 KOUTO OBJITAPCKH TPAXKIAAHU U YYXKJIU FPaXKIaHH,
MIOCTOSTHHO W BPEMEHHO NpeOHMBaBally B CTpaHaTa W MBTyBalld M3BBH PermyOmmka
bwarapus, MmoraT 1a HOCSIT WM J1a U3HACST JIEKAPCTBEHH MPOAYKTH, IPETHA3HAUCHH 32
JICYCHUETO UM;

3. KoJMuecTBaTa JICKapCTBEHU MPOAYKTH, NpEAHA3HAYEHH CaMo 3a
JICYSHUETO Ha TPAH3UTHO NMPEMHUHABAIIN U BPEMEHHO NMpeOMBaBaIlld Ha TEPUTOPHATA
Ha cTpaHaTa JuIla, KOUTO T€ MOraT Jia IPUTEek,aBarT;

4. (voBa - [IB, 6p. 15 ot 2014 r.) ycnoBusATa U peAbT 32 MPU3HABAHETO U
U3MIBIHEHUETO Ha PEIeNTH, U3Ja/ICHU B Jpyra AbprKaBa YICHKa;

5. (m3m. - [IB, 6p. 81 ot 2013 r., npegumna T. 4 - /1B, Op. 15 or 2014 1.)
penbT 3a MpencBaHe Ha JIGKApCTBEHU MPOIYKTH, ChbPKAIIA HAPKOTHYHHU BEIECTBA
ot npuiioxxeHus Ne 2 u 3 xpM uit. 3, 1. 2 u 3 ot HapenOarta 3a pena 3a kinacuuipase
Ha PacTEeHUATA U BelleCTBaTa KaTo HApKOTUYHHU, mpHueTa ¢ [loctanosnenue Ne 293 Ha
Munuctepckus cpeT ot 2011 1. (IB, 6p. 87 or 2011 1.);

6. (mpeaumHa 1. 5, u3M. - JIB, 6p. 15 ot 2014 1., oT™. - JIB, 6p. 51 o1 2023
r., B cruia ot 13.06.2023 1.)

7. (noBa - /1B, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) ycnoBusita, peasT
¥ TIPUHIUITATE, 10 KOUTO CE MPEANUCBAT JIEKAPCTBEHU MPOIYKTH ChOOPA3HO TSAXHATA
pa3xo/iHa epeKTUBHOCT 110 CMUCHIA Ha § 1, T. 28 OT TOMBIHUTENHUTE pa3nopeoH Ha
3akoHa 3a 31paBHOTO ocurypsBane (330).

Un. 2. PexuMbT Ha NIpeANnyvCBaHE HA JIEKAPCTBEHUTE IIPOIYKTH €
OTIpeJieNieH B pa3peleHHeTo 3a ynoTpeda Ha JeKapCTBEHHS TPOIAYKT.



Un. 3. PaspemieHute 3a ynorpeda M PETUCTPUPAHUTE JIEKAPCTBEHU
IOPOAYKTH Ha Tepuropusita Ha PenyOnuka bbirapus ce o0sBSBaT Ha HMHTEPHET
cTpaHuuara Ha V3mbiaHUTENHATa areHIus 110 JeKapcTBaTa.

I'naBa BTOpA.
MEJUIUHCKHA CHEHNUAJIUNCTU, KOUTO MOT'AT JA U3JABAT
PELEIITH

Un. 4. (1) [IpaBo nma mpeamucBaT paspelieHd 3a yrnoTpeba B cTpaHaTa
JICKapCTBeHM MPOAYKTH M Ja W3JaBaT PEleNnTHd MMAaT JEeKapu/JIeKapH MO JeHTalIHa
MeAMIIMHA, YIIPaXKHABAIM MEAUIIMHCKATa Ipodecus.

(2) (U3m. - [IB, 6p. 81 or 2013 r.) IlpaBo na oTmyckaT JEKapCTBEHUTE
MPOJYKTH, ChABPKALIN HAPKOTUYHHU BelecTBa oT npuioxkenue Ne 1 na Hapenoa Ne 2
or 2012 1. 3a ycioBusATa M pela 3a OCHILECTBABAHE Ha IMPOrpaMU 3a JIEYEHHE C
arOHUCTH ¥ arOHUCTH-aHTAarOHUCTH Ha JIMIIA, 3aBUCUMHU KbM onuouau (/IB, 6p. 49 ot
2012 r.) mmar jexkapu, padoTeIH B IPOrpaMHTe, OTYIHIIH pa3perieHie OT MUHUCThpa
Ha 3/]paBe0Na3BaHETo.

(3) (Hom. - AB, 6p. 61 ot 2022 r.) ®enamepute u JEKAPCKUTE aCUCTCHTH
uMaT TpaBoO Ja MPEeANucBaT pa3pelieHd 3a ymnoTpeba B CTpaHaTa JIEKApCTBEHHU
IIPOAYKTH M J]a U34aBaT PELENTH, C U3KIIYEHUE Ha Te3U OT npuiiokenue Ne 1, camo
IpU CKJIIOYEH JIOTOBOp € JieueOHO 3aBefeHue mo wi. 2, an. 1, T. 1 oT 3akoHa 3a
Je4eOHUTE 3aBEICHUS.

Un. 5. (U3m. - IIB, 6p. 94 ot 2011 r.) (1) B pernonamnara 3npaBHa
uncnekus (P3N) ce Bonu perucTbp Ha JieKapuTe U JIEKApUTE 10 IEHTAIHA MEIUIIMHA,
KOHUTO TIPEIITACBAT JICKAPCTBEHU POAYKTH, ChIIbPKAIIH HAPKOTHYHHU BEIIECCTBA.

(2) B peructbpa mo an. 1 ce BOUCBAT JaHHUTE Ha JeKaps/Iexkaps MO
JIeHTaJTHa MEJNIIMHA TI0 JOKYMEHTA 332 CAMOJIMYHOCT, JINYEH KO M KOJ] Ha JIeUeOHOTO
3aBeJICHHE.

I'naBa Tpera.
HPEAIIMCBAHE HA JIEKAPCTBEHHU NTPOAYKTHU

Pazgean 1.
Pen 3a npeanucBaHe Ha JieKAPCTBEHU MPOAYKTH

UYn. 6. (1) IlpeanucBaneTo Ha JIEKApCTBEHU NMPOJYKTH CE€ U3BBPIIBA HA
perienTypHa OaHKa ¢ OsUT IBST ChIIACHO MpuitokeHne No 2.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1.)

(3) Bepxy penentypHara 0aHKa 3aIbHKUTEIHO C€ OTOET3BA PEKUMBT
Ha OTIMYCKaHe - 3a €JHOKPaTHO WJIM MHOTOKPAaTHO OTIYyCKaHe, KaTro IpHu
MHOTOKPaTHOTO OTITYCKaHE C€ YTOYHSBA M KOJIKO ITBTH 1€ CE U3ITBIIHABA pEIlenTaTa.

(4) PenenTure ¢ pexMM MHOTOKPATHO OTIIYCKaHE MMAT BAJIUIHOCT 10 6
Mecella OT JaTara Ha HW3JaBaHETO MM M ChIbp)KAT O3HaueHWEe Ha Opos Ha
OTITyCKAHUSATA.



Ui 7. (1) PenentypHara Gy1aHKa ChabpxKa:

1. (mom. - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "urckpubImo” -
coOCTBEHO U (paMUITHO MME Ha JIMIIETO M0 WI. 4, yHUKAJIEH UJIeHTU(UKALMOHEH HOMED,
HAUMEHOBAHHE W aJipec Ha JICYeOHOTO 3aBelcHHE, TelePOH 3a BpPH3Ka, Jara Ha
U3JlaBaHe Ha pelenTara;

2. "npeckpuOIu0" - HAMMEHOBAaHUE, KOJTUYECTBO HA aKTUBHO BEILIECTBO B
JekapcTBeHa (opMa M KOJUYECTBOTO Ha JIEKAPCTBEHUS MPOIYKT; KOJIUYECTBOTO CE
u3nucBa ¢ nudpu, a TpH MPEANHCBAHE HA JIEKAPCTBEHH MPOAYKTH, CHABPIKAIIN
HApKOTUYHH BEILIECTBA - U C IyMHU;

3. "curnatypa" - mocouBar ce €JHOKpaTHaTa W JEHOHOIIHATa Ji03a Ha
JIEKapCTBEHUsI NPOAYKT, TMPOIBDKUTEIHOCTTa Ha Kypca Ha JIeYEHHE U
HEO0OXOIMMOCTTA OT MOBTAPSHETO MY; J103aTa C€ U3MKCBA C UG PH; IPU TPEANICBAHE
Ha 71032, T0-BHCOKA OT MaKCHUMAJIHO ONpe/esieHaTa MpHu pa3peliaBaHeTo 3a ynorpeda
Ha JIEKAPCTBEHUS MPOAYKT, IPEANUCBAIIMST C€ MOANUCBA CPElly IPEeBUIIEHATa J103a;
HE Ce JIONyCKaT 00IM U3pas3u Karo: "u3BecTHO", "mo HacTaBinenue", "mo cxema'" u ap.;

4. '"cyOckpuOmmo" - yKa3aHMS 3a HAuMHA HAa M3IBJIHECHUE HA
MpEeANUCaHUETO; MPU U3MOJI3BAHE HA yKa3zaHuATa "muto", "nutucumo" umm "crarum"
3aIBJDKUTEITHO C€ 3alKMCBa YachT HA MIPEANMCBAHETO HA JIEKAPCTBEHUS TPOIYKT;

5. (mom. - /1B, Op. 61 ot 2022 r.) moanuc Ha JeKaps/iaeKaps 1o JIeHTalHa
MeAUIIHA/ Qelepa/IeKapCKusl aCUCTEHT;

6. (u3m. - /IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) muyeH neyaT Ha
JIeKapsi/Jiekaps o JeHTaIHA MEIUIIMHA W/WITH TIe9aT Ha JICYeOHOTO 3aBe/ICHUE;

7. TpUTE UMEHA Ha MalMeHTa, Bb3PacTTa U aJpec M0 MECTOKUBEECHE, KaTo
npu OpeMEHHa )KeHa, KbpPMadKa WM JIETE C€ OTPa3siBa M TOBA OOCTOSATEICTBO;

8. (noBa - /IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) YHukanen
unentuduxanmonen Homep (YMH) na maructep-dapmaneBra OT peructbpa Ha
brarapckus ¢apmaneBTHUEH CHIO3.

(2) (Or™m. - 1B, 6p. 81 o1 2013 1)

Un. 8. (1) JlekapcTBeHHUTE IPOAYKTH C€ U3MHUCBAT YETIMBO Ha JIATUHUIIA C
MEXyHApOJAHOTO HEMATeHTHO UM (papMakoIeiiHo HaMMEHOBaHUE Ha JIEKAPCTBEHOTO
UM BEIECTBO MM ThPTOBCKUTE UM HAMMEHOBAHMSI.

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

1. B rpaMoBe, KOTaTo € eIMH I'paM WK HaJl €uH rpaM (g);

2. B MWJIMTpaMH, KOTaTo € MO-MaJIko OT €1H rpaM (mg);

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

4. obemure ce u3paszsiBaT B MUIWIUTPH (ml);

5. B mexayHaponuu eaunund (IU) - 3a yekapcTBEHH MPOIYKTH OT
OMOJIOTMYEH MTPOU3XO/I.

(3) Cekpamenusta Ha JeKapcTBeHaTa ¢opMma ce U3IUCBAT BBPXY
penienTypHara OJaHKa/JIeKapCTBEHHS JIMCT B ChOTBETCTBHE C JICHCTBAIaTa B CTpaHaTa
bapmaxores.

(4) 3abpansiBa ce H3MOI3BAHETO HA CBHKPAIIEHHUS W TONPaBKU MpH
U3IIMCBaHE HAMEHOBAHUATA HA JIEKAPCTBEHUTE MPOIYKTH.



Un. 9. JlekapCcTBeHM TPOAYKTH, NPUTOTBEHH IO MAarucTpaiHa u
¢dapmakomneiina perenrtypa, ce MpeArnucBaT Ha OTAETIHA pelenTypHa OaHKa.

Uin. 9a. (Hos - IB, Op. 15 ot 2014 r.) (1) Ha penentu, xouto mie ce
U3MBJIHABAT B Jpyra Abp)KaBa WiIEHKa, Ce M3MHCBAT HEOOXOIUMHUTE 3a JICUEHUETO Ha
KOHKPETEH NaIMEHT JIEKApCTBEHH MPOAYKTH, C HU3KIIOYECHUE Ha JIEKApCTBEHUTE
NpoAyKTH 1o wi. 174 ot 3akoHa 3a JIeKapCTBEHUTE MPOJIYKTH B XyMaHHATa MEIUIMHA.

(2) Penenture no an. 1 ce u3anucBar npu cra3BaHe U3UCKBAHUSTA HA Ta3u
Hapenda, KaTo 3aAbJDKUTETHO C€ BKIIOYBAT BCUUKU JAHHU, TTOCOUYEHU B MPUIIOKEHUE
Ne 4a.

(3) JlexapctBeHute NPOAYKTH C€ MPEANHUCBAT MO MEXIYHAPOIHO
HEMaTCeHTHO HaMMEHOBaHKE WK (apMaKOIeHHO HANMEHOBAHHE Ha JICKAPCTBEHOTO UM
BELIECTBO.

(4) JlekapcTBEeHUTE IPOAYKTH MOTAT Ja OBJAT MPEANHCAHN 110 THPTOBCKO
HAaUMEHOBAHHE B CJIEIHUTE CIy4au:

1. koraro ce npeanucBa OMOJOTMYEH JEKAPCTBEH MPOIYKT 10 CMHUCHJIA HA
§ 2, T. 2 oT mombBIHUTENHHTE pasnopendou Ha Hapenba Ne 27 ot 2007 r. 3a
M3UCKBAHMATA KbM JIAaHHUTE M JOKYMEHTalMsITa 3a paspeliaBaHe 3a ymnorpeda u
perucTtpanus Ha jgekapctBenu npoayktu (B, 6p. 54 ot 2007 r.);

2. KoraTo ToBa € He00X0JUMO OT MEUIIMHCKA TJIeJIHA TOYKa 10 MPEeLEeHKa
HAa JIMIaTa Mo 4i. 4, KaTo B TO3M cliyyail B pelrenTara ce moco4yBaT MPUIMHHUTE, KOUTO
HajiaraT U3I0J3BaHETO HAa TOCOYEHOTO ThPrOBCKO HAUMEHOBAHUE.

Y. 10. ITpu npennucBaHe Ha BCEKH OTJIENEH JIEKApCTBEH IPOAYKT JIMLIETO
no wi. 4 e 3aIb/DKEHO Ja ce MH(opMupa OT MauueHTa 3a IMpeIIecTBAIlO WU
CBITBTCTBALIO JIEUEHUE C IPYTH JIEKAPCTBEHU MTPOTYKTH.

Pazpgea 11.
IIpennucBaHe Ha JieKAPCTBEHU NPOAYKTH, ChAbPKAIIA HAPKOTHIHH
BellecTBa

Yn. 11. (1) (U3wm. - IB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 51 ot 2023 1., B
cuna ot 13.06.2023 r.) IlpeanucBaHeTo Ha JIEKAPCTBEHU NPOAYKTH, CHABPIKALIN
HapKOTHYHU BELIECTBA, CE€ U3BBPIIBA Ha CIIEUAIHA PELeNTypHa OJIaHKa, C *KBJIT LBAT
- 32 JIEKAPCTBEHU MPOIYKTH, ChIbPKAIM HAPKOTHYHH BEIIECTBA OT MpritokeHue No 2
KbM uil. 3, T. 2 oT Hapenbara 3a pena 3a kimacuduuupane Ha pacTeHUsATa U BellecTBaTa
KaTO HAPKOTUYHU, W CHC 3€JIEH IBAT - 3a JICKAPCTBEHH IPOIYKTH, CHIBpPIKAIIN
HapKOTHYHH BelecTBa oT npuioxenue Ne 3 kbM ui. 3, 1. 3 ot HapenOata 3a pena 3a
KkiIacuuImpane Ha paCTeHUATA M BEIECTBATa KATO HAPKOTUYIHH.

(2) JlekapcTBeHUTE HPOAYKTH MO mpuioxeHue Ne 5, chabpkamu
HapKOTHYHH BEIIECTBA B KOMOMHAIINS, CE TIPEANMCBAT Ha PeleNTypHAaTa OJIaHKa I10 aJl.
1 cbC 3eneH UBAT.

(3) (U3m. - ]IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) Cienmaninara
peuenTypHa OJaHKa ChIbpXkKAa OCBEH NAHHWUTE IO Wi. 7 U CIETHHUTE IOMBIHUTEIHU
JTAaHHH:

1. HanMoHaNeH pedepeHTeH HoMED;

2. Haanuc "JIOKyMeHT, KOMTO MOJIEKN Ha CIIEUAJIEH OTYET.



(4) CpokbT Ha BaTUAHOCT HA CTECI[HAIIHATA PEIIENTa € 7 IHU OT JlaTaTa Ha
A3JaBaHETO I.

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

(2) (U3m. - B, 6p. 94 ot 2011 1., oT™. - JIB, 6p. 51 oT 2023 1., B cuia ot
13.06.2023 r.)

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

(4) (M3m. - JIB, 6p. 68 ot 2019 r., B cuna or 27.08.2019 r.) Korato
JICKapCTBEHUST MPOAYKT ce 3ariama oT HamuonanHara 3paBHOOCUTYpUTETHA Kaca
(H30K), nekapsar 3agbixuTento nonbisa koga Ha H30K Ha cboTBEeTHHS JieKapCTBEH
npoaykT 1 MKbB koja Ha 3a0oisaBaHeTO chIIacHO Hapeabara o 4. 45, an. 3 ot 330.

(5) Ilo npenienka Ha Jekapsi Ha eQHA pelenTypHa OJaHKa MOXKeE Ja ce
IpEeJIMCBa IOBEYE OT €ANH JIEKAPCTBEH MPOJIYKT, ChAbpIKAIll HAPKOTUYHH BEIECTBA.

(6) 3a0OpansBa ce MpeANKMCBAHETO HA JIEKAPCTBEHU NPOLYKTH, KOUTO HE
ChABPKAT HAPKOTUYHH BEILIECTBA, HA CHEIIHATHUTE PEeUENTYpHH OJaHKH.

Y. 13. (Otm. - IB, 6p. 81 oT 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. KOJIMYECTBOTO Ha MPENNHUCAHUs JICKApCTBEH INPOIYKT 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.
- IIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r., u3m. - JIB, 6p. 53 ot 2022 r.)
JlexapcTBeHH NPOAYKTH, CHIBPXKAIIM ETHIMOP(PUH, KOAEHUH, (eHobapOuTan u
TpaMazoa B KoiuuecTBa o 50 Mr 3a J030Ba €IUMHMIIA B KOMOMHAIMS C JIpYrd
JIEKapCTBEHM BELIECTBa, C€ MpEANUcBAaT Ha OOMKHOBEHA peleNnTypHa OjaHKa 3a
€IHOKPAaTHO OTIYCKaHe M B KOJIMYECTBAa, CbOOpa3eHH C JHEBHATa JIO3UPOBKaA, 3a HE
noseue o1 30 AHHU.

Y. 16. [Ipu npennucBaHe Ha BCEKH OTJIENEH JIEKapCTBEH MPOAYKT JIMILIETO
no wi. 4 e 3aIb/DKEHO Ja ce MH(opMupa OT ManueHTa 3a MpelIecTBAIlO WU
CBII'BTCTBAILIO JIEYEHHUE C APYTH JIEKAPCTBEHU IIPOIYKTH.

Paspean I1I.

IIpeanucBaHne HA JTeKapPCTBEHH NMPOAYKTH, 3aIJIAIIAHU OT AbPsKABHUSA
OI0/I’KeT 32 JIeYeHUETO HA ObJrapCKUTE MPAXKIAHU 32 3200/ 151BAHNS, U3BBH
o0XxBaTa Ha 3a/1bJLKUTETHOTO 31paBHO ocurypsisase (3ara. usm. - /IB, 0p.

90 or 2019 1.)

Un. 17. (U3m. - IB, 6p. 90 ot 2019 r.) JlekapuTe Morar jga mpeanucBaT
JIeKapCTBEHU POAYKTH, 3aIUIALIaHU ChC CPEICTBA OT IbPXKABHUS OIOJIKET 32 JIeUeHUE
Ha 3a00J1sBaHus, U3BBH 00XBaTa Ha 3abJKUTEIHOTO 3JJPaBHO OCUTYPSIBAHE CHIJIACHO
Hapen6a Ne 34 ot 2005 r. 3a peaa 3a 3amjamiate oT IbpKaBHHUS OI0JKET HA JICYEHUETO



Ha OBJTapCKUTE TPaKIaHU 3a 3a00JIsIBAaHWSA, W3BBH 00XBaTa Ha 3adbJDKUTEITHOTO
3/IpaBHO OCHUTYpsIBaHE.

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

Yn. 19. (U3m. - B, 6p. 90 ot 2019 r.) KonmyecTBOTO HA MpenUCAHUTE
JIEKapCTBEHH MPOJYKTH CII/IBa Jla ChOTBETCTBA Ha cpoKoBeTe o wi. 22 ot Hapenba
Ne 34 or 2005 r. 3a pena 3a 3aruiamaHe OT JbpPKABHUS OIOJDKET HA JICYCHUETO Ha
OBITapcKHUTe rpaXJaHu 3a 3a00JIIBaHK, N3BBH 00XBaTa Ha 3abJDKUTEIHOTO 3/JPaBHO
ocurypsiBane u wi. 14 ot Ta3u Hapeznoa.

Un. 20. (U3m. - B, 6p. 95 ot 2014 1., u3m. - IIB, 6p. 90 ot 2019 r.)
[IpeanucanuTe nekapcTBEHU NMpoayKTH 1o peaa Ha Hapenba Ne 34 ot 2005 r. 3a pena
3a 3arUlamaHe OT JAbP)KaBHHS OFOJKET Ha JICYCHHUETO Ha OBITapCKUTE TPa)JIaHd 3a
3a00JIBaHUs, U3BBH 00XBaTa Ha 3aIBJKUTEITHOTO 3/[PAaBHO OCUTYPSIBAaHE CE BIIMCBAT B
MEIUIIMHCKATa TOKYMEHTAIIMsI Ha MalMeHTA.

U 21. (1) (U3m. - [IB, 6p. 90 ot 2019 r.) JlekapcTBEeHU MPOIYKTH 3a
NAIMEeHTH, KOWTO C€ JICKyBaT MpH aMOyJIaTOPHH YCJIOBHUS, C€ MPEIIUCBAT Ha
peuentypHa 01aHka ceriiacHo npuioxenue Ne 8 ot Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3aIUiam@aHe OT JAbPIKaBHUS OFOJDKET HA JICUCHHETO Ha OBJITapCKUTE TPAKIAHU 3a
3a00JsBaHMsI, M3BbH 00XBaTa Ha 3aJIBJDKUTEIHOTO 3/PAaBHO OCHTYpsIBaHE, KOATO CE
U3/1aBa B JiBa eK3eMIUIsIpa. [IbpBUST EK3eMILISIp Ce ChXpaHsBa B anTeKara, a BTOPUST -
B CUETOBOJICTBOTO Ha CHOTBETHOTO JIe4eOHO 3aBE/ICHUE B MPOJBIDKEHUE HA 5 TOAUHHU.

(2) (U3m. - B, 6p. 95 ot 2014 r.) JIekapcTBEHUTE MPOIYKTH 32 MAIMEHTH,
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 anTeKkara Ha JiedeOHO 3aBEJICHHWE, a BTOPHUAT - B CHOTBETHOTO
OTJIeJICHHE B MIPOBIKEHHIE HA 5 TOJIUHHU.

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, 3AMJIAMAHN HANTBJIHO WIH
gactnuHo ot H30K

Un. 23. (1) (Hom. - [AB, 6p. 81 ot 2013 r., 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 JIEKQpCTBEHUTE MPOAYKTH B XyMaHHaTa MeEIUIMHA
(3JITIXM) 3a neuenue Ha 3apaBHOOCHTypeHH uua (30JI), 3amamany HalrbiIHO WK
gyactuyHo ot H3OK 3a nomMamHoO JieueHHE Ha TEpPUTOpHUSTa Ha CTpaHara 3a
3a00JsIBaHMsl, ONIpesieNieHu ¢ HapeabaTa o wi. 45, an. 3 330.

(2) U3BbH cimyyauTe 1o aj. | iekapcTBEHU MPOIYKTH, 3aIlIalllaHd 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 3aBEICHHs, KOUTO ca KbM MUHHUCTEPCTBOTO Ha
IIPaBOCHAUETO.

(3) JlekapcTBeHM NPOAYKTH, 3aIljalllaHd HANBIHO MM YAaCTUYHO OT
H3O0K, morar ga ObaaT mpeanucBaHu Ha 3paBHOOCHTYPEHH OBJITApCKU TPakIaHH,
JUIIa ¢ IPaBO Ha 3/IpaBHO OCUTYpsIBaHE, YIOCTOBEPEHO OT Apyra JbpaBa - 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
M3BBbHOOIHUYHA TOMOINI WJIM CHElHaTU3UpaH KOMHUCUHU B JICUEOHM 3aBEIEHUS 3a
O0onHuuHa nomoul, ckioumnu goroop ¢ H30K, morar na m3paBaT mpoTOKOIM 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 no
an. 1 - 4 mpeAnuCcBaHETO ce OCHIIECTBSBA MU CIIa3BaHE HA YTBBPACHUTE (apMaKo-
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 ., B cuna ot 27.08.2019 1.) (1) B cnyuaute mo 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 CBHOOpPa3HO HeroBara pas3xojHa E(PEeKTHBHOCT II0
cmucbia Ha 330, Koraro B KOHKPETHHMsI clydyail ca Halule TeparneBTUYHU
QITEPHATHBH, JICKAPCTBEHUTE MPOAYKTH/TEpalmMd WMaT JIOKa3aHa  CXOJHA
e(deKTUBHOCT U Oe3omacHOCT 3a JiedyeHne Ha 3abomsBaHero Ha 30JI, ¢ momoOHO
KIMHUYHO TPOTHYAaHE M TEXKECT ChIVIACHO KpaTKaTa XapaKTepUCTUKa Ha
MPOJYKTa/TIPOTYKTHUTE.

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

1. J5ekapcTBEHUTE NPOAYKTH Jla MMAT MJAEHTUYHU TIOKa3aHUS B
YTBBPJCHUTE KPATKHU XapaKTEPUCTHKHU Ha MPOTYKTHUTE;

2. IJleKapCTBEHUTE MPOAYKTH Ja ca €JHAaKBO IIO3ULMOHHPAHU B
TEpaneBTUYHUS alTOPUTBM Ha CHOTBETHOTO 3a00JIsiBaHE CHOOPA3HO YTBBPICHUTE
(dapmako-TepareBTUYHN PbKOBOJICTBA;

3. 3a JeKapCcTBEHUTE MPOAYKTH Ja ca MPUIOKUMHU €THAKBU TePANIeBTUYHU
MOKa3aTeIM KaTo U3MEPUTEN Ha TeParleBTUYHUS Pe3yJTar;

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 aITEPHATUBYU CHIVIACHO YCIOBUATA
Y KpUTEpUUTE Ha all. 2 ce U3BbpIIBA B Mpolieaypa o 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 N30paHUsI U3MEpPUTEN Ha €PEKTUBHOCTTA.

(5) 3a nexapcTBeHHTE NPOAYKTH, NPEACTABISABAILM TEepPAreBTUYHH
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. JloMmycTUMO € €IMH WJIM MOBeYe JIEKAPCTBEHU MPOAYKTH Ja



UMaT e€aHa W Chima pasxonHa edektuBHOCT. HMHpopMammsTa ce omoOpsBa 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/CIeNUATN3UpPaHATa KOMHCHUS
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/aBaHE Ha IPOTOKOJ Ha
3paBHOOCUTYPEHO JIMIe 3a MbpBU MbT. llpm nmmca Ha TepamneBTUYEH OTTOBOD,
HAJIMYME HAa HEXKEJIaHW JIEKapCTBEHU pEeaklUH WM 10 MNpeleHKa Ha MEAULUHCKUS
CHELHAINCT, MOAKPENeHa ¢ MEAUIIMHCKAa 00OCHOBKA, € JOMyCTUMO MpPEINHCBaHe Ha
JIEKapCTBEH MPOJIYKT OT HAJIWYHMTE TEpaleBTHMYHU AJITEpPHATHBM Oe€3 cla3BaHe Ha
NPUHIHIA 32 Pa3XoHa e(h)eKTUBHOCT.

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, KOSITO BKJIIOYBa TpuMa mpeactaButenn Ha H3O0K, equn nmpeacraButen Ha
MuUHHCTEPCTBOTO Ha 3[paBe0a3BaHeTO U eANH MpeacTaBuTeN Ha HaronanHus chBeT
0 I[EHU U peuMOypCcHUpaHe Ha JIEKapCTBEHUTE MPOAYKTH. ChCTaBBT HA KOMUCHSITA CE
ompezens cbc 3amnoBen Ha ynpasurtenas Ha H30K. Komucusta npuema npaBuia 3a
paborara cu.

(2) 3a moamomarane paboTara Ha KOMHCHUATA MOTaT Ja ObAAT IPUBIUYAHH
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,
THProBUSATA HA €APO U IPEOHO ChC CHOTBETHUS JIEKAPCTBEH MPOAYKT.

(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]
M3MBJIHEHUE Ha 3aIbJDKCHUATA UM 110 Ta3u Hapeaoa.

(5) Ha xomucusita ce mpenoctassi HHGOpMAIUs 3a TOTOBOPEHUTE 10 pesia
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 HEOOXOAUMOCT.

Un. 23B. (HoB - 1B, 6p. 68 01 2019 1., B cuna 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
TO3M JIEKApPCTBEH MPOJYKT Ha 3IPaBHOOCUTYPEHOTO IMIE, Ha KOETO Ce W3/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.) JlekapcTBEHUTE MPOTYKTH, KOUTO HAITBIHO WM YaCTUYHO CE
samamar or H30K 3a nomaiiHo jedeHue, ce MpeanucBaT Ha pelentypHa OjaHKa
(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 ycioBusS M pej, ONpelesieHH B HAallMOHAJIHUTE PaMKOBH
nmoroBopu mo 4i. 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 npunosxenne Ne 6) - 3a npennucBaHe Ha JIGKAPCTBEHU MPOAYKTH 3a JICUEHUE
Ha 3a00JsABaHUs, B KOJMYeCcTBAa 3a He moBede OT 30 JHH, OCBEH KOraTo JIHMIICBA
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 32 JIEUEHUE
Ha XpOHMYHH 3a00JI1BaHMs, B KOJIMYeCTBa 3a He noBede oT 100 quu.

(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 3a00JIIBaHMsI B KOJIMYECTBA 32 HE TOBeYe OT 365 HHU.

(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 1., B cuna ot 01.01.2020 r.)
Penentypuute Ganku mo ain. 1 ce u3maBar B JiBa €K3EMILISAPA.

(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, pasledaTBaT c€ W M3JAIMUTE I'M JEKapu/IeKapu IO JEeHTalHa
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 mpeanucBaT JeKapCTBEHU HPOAYKTH, C U3KIIIOUEHHE HA JIEKAPCTBEHUTE
npoayktu no wi. 174 3JIIIXM, 3amnamanu HanbiaHo uiad vactuyHo 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.

Ui 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 mo ui. 45, an. 3 330, curnatypa, IpenucaHo KOJTUIeCTBO
U JHUTE, 32 KOUTO € JOCTAThUHO MPEANUCAHOTO KOJIUYECTBO.

(2) (dom. - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) /laTaTa Ha
W3/1aBaHe Ha pelenTaTa clieJ[Ba Ja ChBIaJa C Jarara Ha U3/laBaHe Ha aMOyJaTOPHUS
nuct. Jlarata Ha U3AaBaHe HA MPOTOKOJIA CIIE/BA J1a ChBIIAJa C AaTaTa Ha U3JaBaHE 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 MAIMEHTH, MOJy4aBallld CKBIIOCTPYBAIIH JIEKAPCTBEHU
IPOAYKTH IO peaa Ha ui. 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
pa3iauyuHu 3a00JsBaHUA, @ HA €IUH MPOTOKON - €IWH JEKapCTBEH MPOIYKT B JI0 TPU
JI030BU €IMHUIIN 32 €THO 3a00JIIBaHE.

(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 MEIUIIMHA, U3Jall pelenTara, Karo 3a 1enTa ChIUSIT
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, U3l perenTara, Karo 3a 1enTa ChIUSIT
aHyJINpa HEU3MBIIHEHUTE OTPSI3BIIM 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
perentypHu ONaHKHU, KOWTO TMOJJIekKAT HA aHylHpaHe. AHYTUPAHUTE pElEnTypHU



OJIaHKW WJIM OTPSI3BIIM OT PEIEnTypHU OJIaHKU ce chbxpaHsBar B jgocuetro Ha 30JI,
MPHUKPETICHN KbM aMOYJIaTOPHUS JIMCT OT JlaTaTa Ha TIXHOTO U3JIaBaHe.

(5) Ilpu wusKkIOYBaHE HA JIEKAPCTBEHH MPOIYKTH OT MO3UTUBHUS
JIEKapCTBEH CIMUCHK M3/1aJJCHUTE PELENTH CE€ aHYJIMpaT 10 peaa Ha ai. 2, 3 u 4, karo
MalMeHTUTEe He 3artamar cymara no wi. 37, an. 1, 1. 1 330, ako He ce Hajlara oKa3BaHe
Ha MEJUIIMHCKA ITOMOLII.

Y. 27. (1) Jlunara o uwi. 23 umar npaBo Ja MPEANNCBAT JEKAPCTBEHU
npoaykT, 3a kouto H30K HambiIHO MM 4aCTUYHO 3a1uiaiia, B CICAHUTE KOJIUYECTBA:

1. 3a nedeHne Ha OCTPU CHCTOSHUS - JIEKAPCTBEHH MPOTYKTH 32 HE MOBEYEC
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
penentypua O6manka (oopazenr M3 - H30K Ne 5A mo mpunoxenwe Ne 7) wiu 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
JeKapCcTBEHUTEe NPOAYKTH B XyMaHHaTa wMenuuuHa (3JIIIXM) wnm koraro
JICKapCTBEHHUTE MPOAYKTH C€ TIPEIITUCBAT B KOJIMYESCTBA 3a rmoBede oT 90 mHu.

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

1. Ha3HaYEHU C IPOTOKOJI 10 WJil. 24, aJl. | ¥ TaKuBa, KOUTO HE Ca HA3HAYEHU
C TaKbB MPOTOKOJ;

2. Ha3HAYEHU C TIOBEYE OT €JMH MPOTOKOJI 0 Wi. 24, ai. 1.

Y. 29. (1) (U3m. - B, 6p. 95 ot 2018 1.) JIumnaTa mo wi. 23 ca JIbKHA Ja
yBeaoMsaT 30JI - pecn. HETOB pOAUTEN, HACTOWHUK HIIN MOTIEYUTEN, WM JIUILIETO MO YL
162, an. 3 ot 3akoHa 3a 3ApaBeTo, 3a BUJa Ha NPEANNCAHUTE JIEKAPCTBEHHU MPOAYKTH,
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 1mo peaa Ha TO3W pasjiell, UMaT CPOK Ha
BAJIIMJTHOCT CYMTAHO OT JlaTaTa Ha U3/aBaHe, KaKTO ClIe/IBa:

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 npunoxxenne 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
OTpsI3BIM Ha penentypHa 6manka (o6pazen M3 - H30K Ne 5A no mpumnosxenue 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 10 45 KaneHAapHU JHU - 33 OTPSA3BK
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.) Ilporokonute no wi. 24, aj. 1 uUMar Cpok Ha BATUAHOCT 10 365
KaJCHIApHU [JHH CYHMTAHO OT JaTara Ha 3aBEpPsBAHETO WM B pPETrHOHAIHATA
3paBHOOCUTYpUTeNHA Kaca. OmpenensHeT0O Ha CpPOKa Ha BaJMIHOCT Ha BCEKH
NPOTOKOJI CE€ W3BBPIIBA 1O KPHUTEPHUU, YCTAHOBCHH B HAI[MOHAIHUTE pPaMKOBHU
noroopu 1o ui. 53, axn. 1 ot 330.

Pa3znen 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 TAIIMEHTH CE U3BBPIIBA HA JICKAPCTBEH JIUCT CHITIACHO MPUJIOKCHUE
Ne Sa.

(2) (U3m. - JIB, Op. 95 ot 2014 r., u3m. - JIB, 6p. 95 or 2018 r.)
JlexapcTBeHMAT JUCT 1O mpuitokeHre Ne 5a mMoxke ga ObJie U caMO B €JIEKTPOHHA
dopMa, Karo ce TMOAMHCBA CHIIACHO 3aKOHA 3a EJeKTPOHHUS JOKYMEHT |
€JIIEKTPOHHUTE YIOCTOBEPUTEIIHU YCIYTH C KBAIM(QUIMPAH WM YCHBBHPIICHCTBAH
€JIEKTPOHEH IMOJIITHUC.

(3) (U3m. - B, 6p. 95 ot 2014 r.) JIekapCTBEHUST JHUCT CE MOITHIBA B JIBA
eK3eMILIsApa, MOAMKUCBA Ce OT JIEKYyBaIlHs JIeKap U HaYaTHUKa Ha OTAETICHUETO, CIIe]
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
BCUYKU PEKBU3HTH.

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

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

(7) (Hosa - 1B, 6p. 95 ot 2018 r.) TepaneBTUYHUAT U ce TOMBIBA
CBIJACHO  PEHICHHMeTO  Ha  KJIMHUYHATa  OHKOJIOTMYHAa  KOMHCUSA  TIO
XUMHOTEPANHS/KIMHIYHATA KOMHUCHS 1O XEMaTOJOTHS, OTPa3eHO B MPOTOKOJI,
€IHOKpAaTHO Ha TMHPBUS JeH OT TepanusaTa 1O ChOTBETHATa KIMHUYHA
rbTeKa/aMOyIaTopHa MpoIeaypa.



(8) (Hosa - IB, 6p. 95 ot 2018 r.) TepaneBTHUHHUAT QU ce TOMBJIBA B
JIBa €K3eMIUISpa, MOANKCBA C€ OT JIEKyBAallUs JIeKap, Clea KOEeTO ce IMpeaaBa 3a
U3ITbJIHEHHE B OOJIHWYHATA allTeKa.

Ui 306. (Hos - 1B, 6p. 81 o1 2013 r.) (1) [IpennucBaHeTo Ha JEKaPCTBEHH
NPOAYKTH, ChIBPIKAIIN HAPKOTHYHH BEIIECTBA OT MpHioxkeHus Ne 2 1 3 KbM il 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 OT/ICTICH JICKAPCTBEH JIUCT.

(2) (U3m. - JIB, Op. 95 ot 2014 r.) JlekapcTBeHHST JIUCT MO ai. 1 ce
MOI'BbJIBA B ChOTBETCTBUE C Wwi. 30a, an. 3 u 4, KaTo He ce JA0IYCKa U3/1aBaHeTO MYy CaMO
B enlekTpoHHa popma. CpOKBT HA ChXPAHEHUE HA JICKAPCTBEHUS JIUCT € 5 TOMHU.

Ui 30B. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3Mm. - JIB, 6p. 95 oT 2018 1.)
[IpeanucBanero Ha JeKapCcTBEHH NPOAYKTH 1o wi. 30r, an. 7, T. 2 ce U3BBHpIIBA HA
CHCIHUATHUTE PEenTypHH OaHku 1o wi. 11.

(2) Cneumannara penentypHa Oyianka 1o ain. | ce u3naBa B Tpu
€K3eMIUTSIpa, IbPBUTE JBA OT KOMTO CE MpeIaBaT 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.

Y. 30r. (Hos - JIB, 6p. 81 ot 2013 ., u3m. - [IB, Op. 95 ot 2018 1.) (1)
JlexapcTtBenu npoayktu no wi. 262, an. 6, T. 2 3JIIIXM, 3annamany HambiHO OT
H3O0K, morat na npeanucsar JuiaTa mo wi. 4, ai. 1, padoreny B iedcOHN 3aBeICHUS
- U3I'BJIHATENN HA OOJIHUYHA MTOMOII 110 KIMHUYHU TTEKNU/aMOyIaTOPHH MPOIeAypHU
ChIIIACHO Hapenadara mo wi. 45, ai. 2 330.

(2) Koraro cerimacuo Hapeabara mo ui. 45, an. 2 330 nekapcTBEHHTE
MIPOJIYKTH 3a 3JI0KayecTBEeHU 3a0oisBanus ce 3amiamar oT H30K u3BbH 1ieHaTa Ha
KIIMHUYHUATE THTEKN/aMOyIaTOpHUTE IPOLEAYPH, CHIIUTE CE MPEANICBAT U MpUIaraT
caMoO CleJl B3€TO pElLIeHHE 3a IMPOBEXKIaHE Ha JIEKApCTBEHO JIeYeHHE OT olIaTa
KIIMHUYHA OHKOJIOTHYHA KOMHCHSI/KIMHUYHATA KOMHUCHS 10 XEMAaTOJOTHUSl 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) (Or™. - IIB, 6p. 51 oT 2023 1., B cuna ot 13.06.2023 1.)

Un. 36. Ilpu ormyckaHe Ha JIEKapCTBEHU NPOAYKTH Maructrbp-
(dapmaneBThT € JUTBKEH Jla MpeAocTaBu WHGOpMAIUs W ChBETH HA MAI[UCHTUTE,
M3pa3eHU ACHO, Ha €3UK, JIECEH 3a Bh3IIPUEMaHe, OTHOCHO O€30MacHOTO U €(PEeKTUBHOTO
MpUeMaHe U U3IMOJI3BaHE HA JIEKAPCTBEHUTE MPOAYKTH.

Uin. 37. (1) llpennucanus, KOUTO HE OTTOBAPAT HA U3MCKBAHUATA 110 IJIABU
BTOpA U TPETA, HE CE U3IIBIIHIBAT.

(2) [Ipu BB3HUKHAIO CHMHEHHUE OTHOCHO IMPEANMHCAHOTO B pelernTara
MarucTbp-hapmManeBThT € JIBKEH, IPEIH Ja OTIYCHE JIEKAPCTBEHUS MPOIYKT, Ja Ce
KOHCYJITHpA C MPEITUCAUs perenTaTa JeKap.

Y. 38. He ce ormyckat JiekapCTBEHU IPOAYKTH IO KONHME HA OpPUTHHAIHA
peuenra.

Un. 39. Ilpean ornyckaHe Ha JI€KapCTBEHU INPOIYKTH 0e3 peLenta
Maructbp-apmMaleBThT HAllOMHS Ha MAalUeHTa Mpead yrnorpeda aa MpoyeTe
UH(pOpPMallMOHHATA JIMCTOBKA.

Pasnen 11.
OTnyckaHe Ha JIeKAPCTBEHH MPOAYKTH, ChAbPKAIIN HAPKOTHYHH
BellecTBa

Un. 40. (U3m. - B, Op. 51 or 2023 r., B cuna ot 13.06.2023 r.)
JlexapcTBeHM IPOAYKTH, ChABPIKAIIY HAPKOTUYHU BEIIECTBA, IPEAIIUCAHU T10 PEa Ha
rnaBa Tpera, pasgen I, ce oTmyckar B anTeKkw, KOMTO Ca IMOJYYWIH JIMLEH3US 3a
THProOBUs Ha APeOHO U ChbXpaHsIBaHE HA HAPKOTUYHM BEIECTBA MO pesia Ha 3aKoHa 3a
KOHTPOJI BbPXY HAPKOTHYHHUTE BemiecTBa U nmpekypcopute (3KHBII).

Ui 41. (1) (U3m. - [IB, 6p. 81 ot 2013 1., m3m. - JIB, 6p. 51 ot 2023 1., B
cuna ot 13.06.2023 r.) Ilpean oTmyckaHe Ha JIEKapCTBEHHW NPOIYKTH, ChABPIKALLU
HapKOTHYHH BEIIECTBA, MarucTbp-(papManeBThT 3aTbDKUTEIHO TPOBEPSBA Jalld ca
CHa3eHH M3MCKBAHMATA 32 NPEANHMCBAHE Ha JIEKAPCTBEHH MPOIYKTH, ChIbpPHKAIIU



HAapKOTUYHHU BEILECTBA, M BBBEXKJAa TPUTE HMMEHAa U JaHHUTE OT JOKyMEHTa 3a
CaMOJIMYHOCT Ha JIULETO.

(2) (U3m. - B, 6p. 81 ot 2013 ., u3m. - JIB, 6p. 51 oT 2023 r., B cuina ot
13.06.2023 r.) UadopmanusaTa oT CHENHUATHUTE PELENTYPHU OJIAHKU - HAI[MOHAJICH
pedepeHTeH HOMep Ha pellenTypHara OJlaHKa, M€ Ha IMaldeHTa, HaUMEHOBaHUE Ha
JIEKapCTBEHUsI IPOAYKT, OTIYCHATO KOJIMYECTBO U JaTa Ha OTIIYCKAaHETO, CE€ BbBEXKIA
B CIIEIIUATTHUS PETUCTHP chriiacHo Wwi. 3 oT Hapen6a Ne 21 ot 2000 r. 3a u3ucKBaHUsATA
KbM JIOKyMEHTAIMATA U OTUYETHOCTTA MPH M3BBLPIIBAHE HA JCHHOCTU C HAPKOTHUYHU
BEIIECTBA U JIKAPCTBEHU MPOIYKTH, ChAbPIKAIIU HAPKOTHUHU BetecTBa (B, Op. 86
ot 2000 1.).

(3) (U3m. - ]IB, 6p. 94 ot 2011 1, ot™. - JIB, Op. 51 ot 2023 r., B cuia ot
13.06.2023 r.)

(4) (U3m. - 1B, 6p. 81 ot 2013 1., u3m. - JIB, Op. 68 oT 2014 r., B cua ot
15.08.2014 r., usm. - IB, 6p. 51 ot 2023 r., B cmia ot 13.06.2023 r.) Koraro
JIEKapCTBEHUAT MPOAYKT Mo ui. 262, an. 6, 1. 1 3JIIIXM, chabpxan] HApKOTHYHHU
BenlecTBa, ce 3amama or H30K 3a nomaiHo nedenue, nHpopMmanusTa 1no aji. 2 oT
CHeIMalHUTE peuentypHu Omanku ce mpenoctaBs Ha P30K upe3 Hamumonamuata
3IpaBHOMH(OPMAIIMOHHA CUCTEMA.

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

Un. 42. (Usm. - IB, Op. 51 or 2023 r., B cuna ot 13.06.2023 r.)
WNudopmanusra mmo wi. 41, an. 2 oT crienuaIHUTe pElenTypHHU OJaHKU Ce TIPE0CTaBs
Ha P3U upe3 Hauuonannara 3apaBHOMHGOPMAIIMOHHA CUCTEMA.

Un. 43. (U3m. - [IB, 6p. 81 ot 2013 r.) 3abpansiBa ce OTHyCKaHe Ha
JICKapPCTBEHH MPOYKTH I10 peleriTa, MPeANMUCaHy IPeIu TIoBeYe OT 7 THH.

Un. 44. (1) (U3m. - IB, 6p. 81 ot 2013 r.) 3abpaHsBa ce oTImyckaHe Ha
JIEKapCTBEHU MPOAYKTH, ChIbpPKAIld HAPKOTUYHU BEIIEeCTBa OT NpuiiokeHus Ne 2 u 3
kbM wi. 3, T. 2 u 3 ot Hapenbarta 3a pema 3a kinacuduiipaHe Ha pacTEHUATA U
BEIIIECTBATa KaTO HAPKOTUYHU, B KOJMYECTBA, MIO-TOJIEMH OT MPEITUCAHUTE.

(2) Ilpm ycraHoBsSiBaHE Ha HECHOTBETCTBHUS B IMPEANHUCAHUETO U
MaKCHUMAJIHO JIOIyCTHMAaTa J03a MarucThp-(apMaleBThT B anTeKara € JUIbXEH Jla ce
KOHCYJITHpA C MPEITUCAITUS perenTaTa JeKap.

(3) IIpu HEBB3MOXKHOCT 3a M3MBIHEHUE Ha NPEANHUCAHHETO CJel
KOHCYNTAllMsITa 1O aj. 2 pelenTara ce BpbIla Ha JIeKaps/JIekaps 1O JeHTaHa
MeJIMIMHA 32 aHYJIMpaHe.

Y. 45. 3abpansiBa ce OTIIyCKaHE Ha JEKapCTBEHM MPOAYKTH IO pesa Ha
TO3U pa3jiesl, KoraTo IpUHOCUTENAT Ha perenTara e noj 18 ronuHu.

Paznea I11.
OTnyckaHe HA JIeKAPCTBEHH NMPOXYKTH, 3aIJIAIAHA HATBJIHO 0T M3 u
HANBJHO WK YyacTuuHo oTr H30K

Un. 46. (1) (U3wm. - [IB, 6p. 94 ot 2011 r., usm. - JIB, 6p. 90 ot 2019 r.)
OTmycKkaHeTo Ha JISKapCTBEHHU MPOIYKTH, TIPEIMUCAHH 110 Pe/ia Ha IlaBa TpeTa, pa3aes



II1, ce m3BBpIIIBA OT aNITEKH HA JICUEOHU 3aBE/ICHUS ChC CTAI[MOHAP, CKIIFOYHIIN JIOTOBOP
no pena Ha Hapenba Ne 34 ot 2005 r. 3a peia 3a 3aruiaiiade oT Ibp>KaBHHS OFOIKET
Ha JICUEHUETO Ha OBJrapckuTe TpakJaHu 3a 3a0oJsiBaHUsA, W3BBH OOXBaTa Ha
3aIBJKUTEITHOTO 3JPAaBHO OCUTYpSIBAHE.

(2) (Otm. - [IB, 6p. 81 ot 2013 r., HOBA - J/IB, Op. 68 or 2014 1., B cuna ot
15.08.2014 r.) OTnyckaHeTo Ha JEKAPCTBEHH IMPOAYKTH OT ANTEKH, paboTeud 1o
noroop ¢ H30K, ce u3BbpIiBa B CbOTBETCTBUE C Ta3H Hape0a U ¢ yCIOBUITA U pelia
3a CKJIIOYBAHE HAa UHJIUBUIYATHH JOTOBOpH 10 wi. 45, an. 15 ot 3akoHa 3a 3paBHOTO
OCHUTypsIBaHE.

(3) (Hom. - B, 6p. 81 ot 2013 r., mom. - 1B, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., oTM. B yacTTa OTHOCHO JIyMHUTE "Maructsp ¢apmareBt" ¢ Pemenne Ne
5812 or 17.05.2016 r. ma BAC - /IB, 6p. 91 or 2016 r., B cuna ot 18.11.2016 1.)
OTnyckaHeTo Ha JIEKapCTBEHH MPOYKTH, MPEANICAHHU 110 pefia Ha IlaBa TpeTa, pa3ies
IV, ce u3BbpIIBA OT MarucThp-hapMaleBT B anteku, padorenu o gorosop ¢ H30K ¢
U3KJIIOUEHUE Ha JIEKAPCTBEHUTE NPOAYKTH Mo ui. 30r, KOUTO ce OTIMYyCKaT OT
OOJIHUYHUTE aNTEKHU.

(4) (Homa - JIB, 6p. 81 ot 2013 r.) Korato nexkapcTBeHHST MPOAYKT ce
OTITyCKa B OINAKOBKa, pa3jMyHa OT OKOHYATEJIHAaTa, ce OTOeNsA3BaT BCUUKH JaHHU OT
OKOHYATEJIHATA OMAaKOBKA HAa MPOM3BOAMUTENS U C€ MPEeNOCTaBs JUCTOBKaTa 3a
HalyeHTa.

(5) (Homa - JIB, 6p. 81 ot 2013 r., mom. - JIB, 6p. 68 ot 2014 1., B cuna ot
15.08.2014 r., m3m. - JIB, 6p. 90 ot 2019 r.) Ha oOparHaTta cTpaHa Ha pemenrara 3a
JIeKapCTBEHUTE MPOAYKTH, OTITyCKaHU 1o pena Ha wi. 21 ot Hapenba Ne 34 ot 2005 .
3a pela 3a 3aluialiaHe OT JIbpKABHUS OIOJDKET HA JIEYCHHWETO Ha OBIrapCKUTe
rpaXkIaHu 3a 3a00JsIBaHuUs, U3BBH 00XBaTa Ha 3aIbJDKUTEIIHOTO 3[IPaBHO OCUTYPsIBAHE
(B, 6p. 95 ot 2005 r.), ce 3amMcBaT NAaHHUTE OT JMYHATA KapTa (macmopr) Ha
MaUeHTa U Ha MoJIydaTesisi, Korato JIKapCTBEHUTE MPOIYKTH HE Ce MOJIy4aBatT JUYHO
OT TAIMEHTA.

Un. 47. (1) (U3m. - IB, 6p. 95 ot 2014 r., npeaumiex TekcT Ha wi. 47 - [1B,
op. 68 ot 2019 r., B cuita ot 27.08.2019 r.) OTnyckaHeTo Ha JeKapCTBEHU NMPOJYKTH,
npeanucaHy Ha peuentypHa oianka (oopazen M3 - H30K Ne SA no npuiioxxenne Ne
7), ce U3BBPIIBA B pAMKUTE HA BaJIMIHOCT HA OTPSA3BIUTE, KAaTO JaTaTa Ha U3ITbIHEHUE
Ha BCEKHU OTPSA3BK CE OCOYBA BbPXY HETO U BbPXY CIEABAIIHS OTPS3bK.

(2) (HoBa - JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) [1pu Hanuuue
Ha MpeJIUCaHNsI Ha TIOBeUe OT eHa perenTtypHa 6yanka (oopazery M3 - H30K Ne 5 o
npuioxenue Ne 6 u o6pazert M3 - H30K Ne 5A no npunoxxenue Ne 7) ¢ mpeanucanus
3a pa3nuueH Opoii JHU pPeleNTUTE Ce U3ITBIHIBAT Ha 1aTaTa Ha Hall-KbCHsl CPOK, HO HE
MI0-MaJIKO OT 25-Msl JIEH.

Un. 47a. (Hos - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., oT™. B
yacTTa OTHOCHO JymuTe "Maructbp apmaneBt" ¢ Pemenne Ne 5812 ot 17.05.2016 .
Ha BAC - JIB, 6p. 91 or 2016 ., B cuna ot 18.11.2016 r.) Ilpu oTmyckane Ha
JIEKApCTBEHH IPOJYKTH, NPEANUCAHN 110 pella Ha TJ1aBa TpeTa, pasaen IV, Mmaructsp-
(dapMaleBThT NpoBEpsBa 3APABHOOCUTYPHUTEIHUS CTaTyC Ha MAallMEHTHTE 1O pe,
oTpezieNieH B YCIOBUSTA U Pe/ia 3a CKII0UYBaHE Ha MHAWBU/IYaJTHU T0TOBOPH IO 4. 45,
an. 15 ot 3akoHa 3a 31paBHOTO OCUTYPSIBAHE.



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

(2) (Ot™. ¢ Pemenne Ne 5812 or 17.05.2016 r. na BAC - JIB, 6p. 91 or
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 cmma ot 18.11.2016 1.)

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

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

Ui 48. (1) Peuentute 1 MpOoTOKOIUTE HE CE€ U3ITBIHSABAT U CE BPBILAT HA
MPUHOCUTEIIS UM, KOTaTo:

1. penentypHarta O6J1aHKA HE ChIbPIKA U3ISJI0 OMBTHCHH BCUUKY JaHHH;

2. CPOKBT Ha BAIHUIHOCT € U3TEKbJ;

3. mpeAnucaHusT JEKapCTBEH MPOIYKT He ce 3amamia oT M3, ot H30K
WM HE OTroBaps Ha U3MCKBAHUATA, ONIPEIENICHH B 1oroBopa Ha antekara ¢ H30K;

4. ca 1OMyCHATH TPEIIKU U HECHOTBETCTBUS IIPH MOI'bJIBAHE HA OJIAHKUTE;

5. B cimyyauTe, KOraTo He ca U3MbJIHEHW U3UCKBaHMATa HA Wwi. 7, al. 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 cmyuauTe, KOraTo HE € U3MBbJIHEHO U3UCKBAHETO Ha . 24, ai. 6.

(2) Maructbp-(apmManeBTbT, OTITYCKAIIl JICKAPCTBEHUTE MPOIYKTH, HIMA
MPaBO J1a HaHacsl MOMPABKU BbPXY pelenTypHaTa OJiaHKa, ¢ U3KIIOYCHHUE Ha MTOTPaBKU
MIPU HAIIPAaBEHU OT HETO TEXHUYECKH IPEIIKK B MOMEHTA Ha U3ITbIHEHUE Ha pelernTara.
B To3m ciyuaii To¥ ce moamucBa cperly HalmpaBeHaTa OT HEero KOpeKIusl.

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

Un. 48a. (Hos - JIB, 6p. 15 or 2014 r.) (1) Antekute npu cra3BaHe
pasnopendure Ha paszaen | ca ITbXKHHM Ja U3MBIHABAT PELENTH, U3AaJCHU B Apyra
Zbp)KaBa YJICHKA.

(2) Peuenture mo anm. 1 crmeaBa ga ChABpPXKAT JAHHUTE, MOCOYEHU B
npuiokenue Ne 4a.

(3) AnTekute c Len rapaHTHpaHe MPUEMCTBEHOCT INpPHU JICUEHHETO Ha
KOHKPETEH MAaI[eHT MOTaT J1a M3IIBJIHIBAT PELENTH IO al. | ¥ B CIydauTe, B KOUTO HE
ChIbpXKAT BCHUUKU JIaHHM MO mpuiokeHue Ne 4a, HO ¢ ToBa He ce 3acira TOYHOTO
UICHTUUIMPAHE HA TAIMEHTA, IPEANMCAHUTE JIEKAPCTBEHU MPOYKTH/MEIUITNHCKI
U3JeNusl, HAUYMHBT Ha TMpHJara€e, KakTo W MEAWLUUHCKUAT CHEHUAINUCT, H3Aal
perenrara.

Us. 486. (Hos - /1B, Op. 15 o1 2014 r.) AnTekuTe He U3IIBJIHABAT PELEITH,
U3JaJIeHN B Jpyra Jbp)kaBa YieHKa, B 4acTTa, B KOSATO ca MPEANHCAaHU JIEKapCTBEHH
npoayktu o wi. 174 3JIIIXM.



Pazgen V.
OTnyckaHe Ha JIeKAPCTBEHH NMPOAYKTH B JieHeOHHU 3aBeJeHHs ChC
cranquoHap (Ilpexumen pasnen 4 - JIB, op. 15 ot 2014 1.)

Un. 49. (1) (M3m. - IB, 6p. 81 ot 2013 r.) JlekapcTBEHUTE MPOIYKTH 32
XOCTUTATU3UPAHUTE MAIIMEHTH C€ OTIyCKaT OT OOJIHWYHATA anTeKa.

(2) (U3m. - IB, 6p. 2 ot 2012 1., m3m. - IB, 6p. 81 ot 2013 r.) Koraro
ne4eOHO 3aBe/IeHNe ChC CTaIllMOHAp HAMA anTeka, ce mpuiarat wi. 38 - 386 or Hapenba
Ne 28 ot 2008 T. 32 yCTpOHCTBOTO, pefia U OpraHu3aIusiTa Ha paboTaTa Ha alTEKUTE U
HOMEHKJIaTypaTa Ha JIieKapCTBeHUTE MpoaykTu (00H., JIB, 6p. 109 ot 2008 r.; u3m., Op.
67 ot 2010 r.). [Ipu cnemHu ciiydaun ce OCUTYpsiBa CHaOAsIBAHE C HEOOXOAMMHUS
JIEKapCTBEH MPOAYKT BbB BBH3MOXKHO HaW-KpaThK CPOK. 3a IEHOOOpa3yBaHETO Ha
JIEKapCTBEHUTE NPOAYKTH CE CIla3BaT YCJIOBUATAa Ha Hapenbara mno wi. 26la, an. 5
3JIIIXM.

Ui 49a. (1) (Hos - JIB, 6p. 81 ot 2013 r., npenuiieH TeKcT Ha wi. 49a -
B, 6p. 53 or 2022 r.) Ilpu npuemaHe Ha JEKapCTBEHUTE JUCTOBE MAarucTbp-
(bapMalleBThT 3aJbJDKMTEIIHO NPOBEpsBa Jajld Ca CHA3eHU W3UCKBAaHMATA 3a
IpEIMCBaHE Ha JIEKapCTBEHU MPOJIYKTH 110 4. 8, 14 u 15.

(2) (HoBa - JIB, 6p. 53 ot 2022 r.) IIpu npuemaHe Ha JICKapCTBEH JIUCT B
eJIEKTpOHHA (hopMa MarucThp-hapManeBThT CHCTAaBs Ype3 CHEeNHaTH3UpaH codryep
BTOPH €JIEKTPOHEH €K3eMIUIAp Ha noJnucanus 1no wi. 30a, an. 3 JeKapcTBEeH JMCT MO/
ChILKS HOMEp ¢ AoOaBeHa B Kpasi Ha Homepa OykBa "A'", KOWTO HE ChbprKa MOIUC HA
JIeKyBalll JIeKap U HayaJIHUK Ha OTAeJeHHE. BTOpUAT enekTpoHeH ek3eMIusip TpaoBa
Jla ChABPKA BCHUKU APYT'H PEKBU3UTH, MTOIMUC HA MarucThp-(papmaieBra, KaKTo U Ha
JMLaTa, NpeJajid U MPHeIH JeKapCTBEHUTE IPOILYKTH.

Un. 50. (1) JlexkapcTBeHHMTE MPOAYKTH IO JIEKAPCTBEHH JIUCTOBE C€
OTIIYCKaT MOOTAENHO 3a BCEKH IMAlUEHT, KaTO BCEKU BHUJ JIEKAPCTBEH IMPOIYKT Ce
OTITyCKa B OTJENTHA OIAaKOBKa, BBPXY KOSTO C€ OTOENSI3BAaT MMETO M BH3pPACTTa Ha
OOJHMS, HOMEPHT Ha CTasATa, JIETJIOTO U MpeANKcaHaTa 103a.

(2) (U3m. - [IB, Op. 81 ot 2013 r.) Koraro jgexapcTBEHUAT MPOAYKT ce
OTIIyCKa B OMAaKOBKa, pa3jMyHa OT OKOHYATeJIHAaTa, OCBEH JaHHUTE Mo ai. 1 ce
0TOeINsA3BaT M BCHYKH JIaHHU OT OKOHYATETHATA OMAaKOBKA HA TIPOM3BOIUTEIIS.

(3) (U3m. - [IB, 6p. 95 ot 2014 r., usm. - JIB, 6p. 53 ot 2022 r.) /IBara
€K3eMILIsApa Ha JIEKaPCTBEHUS JICT B ChBKYITHOCT, HE3aBUCHUMO JIaJIM Ca ChbCTABEHU Ha
XapTHEH HOCHTEN, W/WIN B €JeKTpOHHA (opma, CHCTABISABAT JIEKAPCTBEH JIHCT
chriaacHo mpuioxkenue Ne Sa.

(4) (Hosa - 1B, 6p. 95 ot 2018 r., mom. - [IB, 6p. 53 ot 2022 r.) Korato
JIEKapCTBEHUTE TMPOAYKTH ca 3a JIeYeHHEe Ha 3JI0Ka4YeCTBeHHM 3a00isBaHUs B
CTallMOHAPHH YCJIOBHS, OOJHWYHATA amnTeka BOIM JKypHAI 3a pa3TBapsHe Ha
JEeKapCTBEHH TMPOAYKTH 3a JIEYeHHEe Ha OHKOJOTHYHHU/OHKOXEMAaTOIOTUYHU
3a0omsiBaHus 10 oOpasen chriaacHo mpmioxkeHue No 81, B KOMTO MaHHHUTE Ce
peructpupat exeaHeBHo. [Ipu ocurypeHa TexHudecka Bb3MOKHOCT KYPHATBT MOXKE
Jla ce ChCTaBs B €JICKTPOHHA (hopMa.

(5) (Homa - JIB, Op. 95 ot 2018 r.) B cnyuaii ue cnex mpUroTBsSHE Ha
WH/IMBUIYATHUTE JO3U 32 JCHS OT JaJieH JEKapCTBEH MPOIYKT ce (OpMHpa OCTATHK,
KOHUTO HE MOXe J1a ObJe MPUIOKEH B CPOKa My Ha TOJHOCT, TOCOYEH B KpaTkaTa
XapaKTEepUCTHKA Ha JIEKAPCTBEHHs TPOIYKT, OCTATBKBT CE€ OTpa3siBa B ONUC Ha
HEU3IOJI3BAEMHUTE OCTATBIM OT JIEKQPCTBEHW TPOAYKTH 3a JICUCHHUE Ha



OHKOJIOTHYHH/OHKOXEMATOJOTUYHU 3a00JIIBaHus TI0 00pasel] ChIVIACHO TPUIIOKEHNE
Noe 8e.

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

(2) Cnen w3nmbiHEHHE Ha MPEANHMCAHUATA IO JIEKAPCTBEHHs JIUCT 3a
JIEKapCTBEHU IPOJYKTH, ChABPKALIM HAPKOTHUYHU BEIIECTBA, BTOPUAT EK3EMIUISP CE
ChXpaHsiBa B OTJEJICHUETO 32 CPOK 5 TOAMHH.

(3) Cnen wu3TMuUaHe HaA Cpoka IO al. | HObpBUTE EK3EMIUIIPU OT
JIEKapCTBEHUTE JIUCTOBE C€ IMpeAaBaT C MPUEMHO-IIPeaBaTe]IeH IPOTOKONI Ha
uHcnekropute B P31, xouto ru cpxpansaBar 3a cpok 10 rogunu.

(4) IIpu ormyckaHe Ha JEKaPCTBEHHU MPOAYKTH, ChIAbpHKAIIKM HAPKOTHYHU
BEIIIECTBA Ha JIEKAPCTBEH JIMCT, HEOOXoaumara nHpopMalus OT HETO ce BbBEXIA B
peructbpa mo ui. 3, an. 2 ot Hapemb6a Ne 21 ot 2000 r. 3a M3UCKBaHUSATA 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.)
JlekapcTBenute npoayktu 1o wi. 30r, an. 7, T. 2 ce OTIyCKaT OT aNTeKH Ha JIeYeOHNUTE
3aBeJIeHUs] ChC CTalMoHap, ckimounian qorosop ¢ H30K 3a knuHuyHa mporeaypa mo
nucnancepHo HabmoaeHue Ha 30JI cbe 3710KauecTBEHU 3a00J15BaHuUS.

(2) (U3m. - ]IB, Op. 95 ot 2018 r.) ITbpBHUTE EK3EMIUTIPH Ha PELICTITUTE, 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 JIOKYMEHTALIUATA U
OTYETHOCTTA MPU M3BBPIIBAHE HA JCHHOCTH C HAPKOTUYHU BEIIECTBA U JICKAPCTBEHH
TIPOIYKTH, ChABPKAIINA HAPKOTUYHHU BEIIECTBA, M HA ITbPBHSI €K3EMILISP CE OTOEISI3BAT
TpUTE UMEHAa W JaHHUTE OT JOKYMEHTa 3a CaMOJMYHOCT HA HPUHOCUTENS Ha
perenrara.

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

(4) (U3m. - 1B, 6p. 95 ot 2014 1.) Bropute ex3eMIuIsipu OT pelenTUTe 1o
an. 2 ce npenaBar B P3OK exemeceuHo B CpokoBeTe 3a OTYMTAaHE AECHHOCTTA Ha
71e4e0HOTO 3aBEICHHUE.

(5) (U3m. - IAB, 6p. 95 ot 2014 r.) Cnen m3TM4yaHe Ha cpoka Mo ai. 3
pEeILenTuTe ce mpenaBaT ¢ MPUEeMHO-TIpeIaBaTeNIeH MPOTOKOJ Ha nHenekTopute B P3N,
KOHMTO 'Y ChXpaHsBaT 3a cpok 10 roguHu.

Un. 50B. (Hos - /JIB, Op. 81 ot 2013 r.) 3abpansiBa ce OTIyCKaHE B
OoJTHUYHATA anTeKa Ha JIEKAPCTBEHH MPOAYKTH, ChIABPIKAIIN HAPKOTUYHHU BEIICCTBA,
0 PELIETITa UK JIEKAPCTBEH JIUCT, IPEANUCAaHU NIPEIU MOBEYE OT 7 JAHMU.

Y. 50r. (Hos - JIB, 6p. 81 ot 2013 r.) (1) 3abpansiBa ce B GonHUYHATA
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 BelllecTBaTa KaTro HApKOTUYHH, B KOJMYECTBA, I[O-TOJEMH OT
IIPEIIUCAHUTE.



(2) Ilpm ycraHoBsiBaHE Ha HECHOTBETCTBHUS B MPEANHUCAHUETO U
MaKCUMaJIHO A0IyCcTuMata ao3a MaFHCTBp-q)apMaHeBTBT B 6OJIHI/I‘-IHaTa alirTéKka €
JUTBXKEH J1a Ce KOHCYJITUPA € IPeNUcalns pelenTara/IeKapcTBeHUs 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 OTIMyCKaHE Ha JIEKapCTBEHH NpOoaykTH 1o wi. 30r, an. 7, T. 2, KOrato
IIPUHOCUTEIIAT Ha perenTara e noj 18 roauHu.

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 amOynaTopHa MpOIEaAypa 3a CUCTEMHO JICKAPCTBEHO JICUECHUE TPH
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 mpennucBaT HEOOXOMUMHTE 33 JICYEHHETO MEIUIIMHCKH H3JEIHs,
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
MEIUIMHCKUTE u3aenus nmo ai. 1 Ha wi. 50k ce nmpeanucsat Ha 30JI, peuentypHuTe
OytaHKu 1o Wi. 24 cieBa 1a ChIbp>KaT BCUUKH JJAHHU, TOCOYEHHU B IpriioskeHune Ne 4a.

I'naBa nera.

OTIHHEYATBAHE, PA3IIPEJIEJISIHE U KOHTPOJI HA
CIIEIIMAJIHUTE PELHEIITYPHU BJIAHKU 3A JIEKAPCTBEHHA
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 3AABJIKUTEJIHOTO
3IPABHO OCHUT'YPSABAHE (BAI'JL. U3M. - IB, BP. 90 OT 2019 TI.,
OTM. - IB, BP. 51 OT 2023 T'., B CUJIA OT 13.06.2023T".)



Un. 51. (U3m. - IB, 6p. 94 ot 2011 1., u3m. - JIB, 6p. 81 or 2013 1., OTM. -
B, op. 51 or 2023 r., B cunia ot 13.06.2023 r.)

Ui 52. (Orwm. - [IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)
Y. 53. (Orm. - IB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

Ui 54. (U3m. - JIB, 6p. 94 ot 2011 1, oT™. - [IB, Op. 51 oT 2023 1., B cuiia
ot 13.06.2023 1.)

Ui 55. (Orwm. - [IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)
Yn. 56. (Otm. - [IB, 6p. 94 o1 2011 1.)

I'nmaBa mecra.

YCJOBUS A PEJl 3A HOCEHE WJIM U3HACSIHE HA
JEKAPCTBEHMU ITPOAYKTHU, IPEJHA3ZHAYEHU 3A JIEHEHUETO
HA BBJI'APCKHA U YUY KU I'PAXKIAHHA, IOCTOSAHHO U
BPEMEHHO ITPEBUBABAIIIA B CTPAHATA U ITbTYBAIIIU
M3BBH PEITYBJIUKA BbJITAPUSA U 3A TPAH3UTHO
INPEMUWHABAIIA Y KJAEHIU

Uit. 57. bearapcku rpakaaHu U 9y K4 IPaKJaHu, [IOCTOSSHHO U BPEMEHHO
npeOuBaBally B CTpaHaTa U MbTyBallld U3BBH Pemybnuka bbarapus, moraT na HOCST
WIM J1a U3HACAT OT U 3@ TPETH CTPaHM CIEAHUTE BUJOBE JIEKAPCTBEHU MTPOYKTH:

1. (m3m. - [IB, 6p. 90 ot 2019 r.) nexkapcTBeHH NMPOTYKTH, IPEAHAZHAUCHU
3a JICYEHHETO MM, OTIycHaTu mo pena Ha Hapen6a Ne 34 ot 2005 r. 3a pema 3a
3aljailaHe oT AbpXKaBHHUS OMOJKET Ha JICUEHUETO Ha OBIrapcKuTe TpakJaHu 3a
3a00J1ABaHMsl, U3BBbH 00XBaTa Ha 3aIbJKUTEIHOTO 3/IpaBHO OCUTYpSIBAHE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU 0e3 JIEKapCKO MPeITICaHHE;

3. 1eKapCcTBEHU MPOAYKTH, OTITYCKaHU 10 JIEKapCKO MpeIUCcCaHue.

Un. 58. (U3sm. - IB, Op. 68 ot 2019 r., B cunma ot 27.08.2019 r.)
JlexapcTBeHHTE POAYKTH IO Wi. 57, T. 1 Morar fia ce mpeHacsr OT CJAeIHUTE JIUIIA:

1. mManMeHTHT, 3a YHETO JICUYCHUE ca NpPETHA3HAYCHHW TNPEIITUCAHUTE
JIEKapCTBEHU MPOIYKTH;

2. TAIETO, KOETO € TOIYYHJIO JIGKAPCTBEHUTE MPOIAYKTH OT ChOTBETHATA
anTeKa ¥ UIMETO MY € BIIUCAHO KaTo MoJIyJares BbpXY pelenTara;

3. nuIie, KOeTo MpUTEeX)aBa U3PUIHO ITBIHOMOIITHO OT IMAIMEHTa, 32 YHETO
JICYCHUE ca MPeJHA3HAUYCHU IPEIITUCAHUTE JICKAPCTBEHU TTPOTYKTH.

Ui 59. (1) (U3m. - [IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIunata
mo 4i. 58 ymocroBepsiBaT MPaBOTO CH Jla HOCST WM Ja TMPEHACST JIEKapCTBEHUTE
OPOAYKTH 1O ui. 57, T. 1 ¢bhC 3aBepeHO OT MarucTbp-hapmaleBTa Korue Ha U3IbJIHEHA
perenTa oT ChOTBETHATA alTeKa, MPEANKUcaHa 3a KOHKPETHOTO JIeUeHHe.

(2) Jlumara mo un. 58 mMorar Ja HOCAT WIHM Ja M3HACAT JIEKAPCTBEHU
MPOJYKTH, TIPEeIHA3HAYEHHU 32 JICUCHHUETO UM, B KOJIMYECTBA, IMOCOYEHH HUPPOM U
CJIOBOM B peliernrara, KosiTo cjie/iBa /1a € o0paboTeHa B anTeKaTa.



Un. 60. (U3m. - IB, Op. 68 ot 2019 r., B cunma or 27.08.2019 r.)
KonnyecTBaTa Ha mpeHACSAHUTE JEKAPCTBEHM MPOAYKTH 1o wi. 57, T. 1 ciensa na
OCHUTYpSIBAT JICYCHUETO Ha MAaIlMeHTa 33 CPOK JI0 JIBa MECeIIa.

Ui 61. (U3m. - IB, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.)
JlexapcTBeHHUTE IPOAYKTH 110 WI. 57, T. 2 MOrar Jia ce IPEHacsT OT OBITapCKU U UyKIU
IpaXkJlaH! ITOCTOSIHHO M BPEMEHHO ITpeOuBaBallld B CTpaHaTa.

Ui 62. (1) JIunara mo un. 61 Morat aa mpeHacsT JEKapCTBEHU MPOIYKTH
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 M 3a TPETH CTPAHHU JICKAPCTBEHU MPOAYKTH 10 4. 57, T. 2 B
MO-TOJIEMH KOJIMYECTBA, aKO MPECTOSIT UM MPOJbJIKaBa MOBEYE OT TPU Mecena M
MPUTEKABAT U3/aJIeHa PEIeNTa 32 CbOTBETHUS JIEKAPCTBEH MPOIYKT U 32 CbOTBETHOTO
KOJIMYECTBO.

Un. 63. (U3sm. - IIB, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.)
JlekapCTBEHHUTE MPOIYKTH IO WI. 57, T. 3 MOTaT Jla ce MPEHACAT OT CJICAHUTE JIUIA:

1. mammeHTa, 3a YHETO JICUCHHE ca TpEJAHA3HAYCHU IPEANHUCAHUTE
JICKapCTBCHH MTPOAYKTH;

2. UIe, KOETO MPHUTEKABA U3PUIHO IIBIIHOMOIITHO OT MAIMEeHTa, 32 YUETO
JICUCHHE ca MPeTHA3HAYCHU MPEAMUCAHNUTE JICKAPCTBEHH MPOAYKTH.

Ui 64. (1) (U3m. - JIB, 6p. 68 ot 2019 1., B cuita ot 27.08.2019 r.) JIunata
no wi. 63 yaoCTOBEpsIBAT MPABOTO CH Ja HOCAT WIM Ja MPEHACAT JIEKAPCTBEHUTE
HPOAYKTH IO WI. 57, T. 3 ChC 3aBEPEHO OT MarkucThp-(hapMaleBTa KOI1e Ha H3ITbJIHCHA
perenTa OT ChOTBETHATA aNTeKa, MpeANnrcaHa 3a KOHKPETHOTO JICUSHHE.

(2) Jlunata mo wn. 63 moraT Ja HOCSAT WM Ja WU3HACAT JIEKApCTBEHU
MPOJYKTH, TIPEIHA3HAYCHHN 32 JICUCHUETO UM, B KOJHMYECTBA, IMOCOYCHHU IHUPPOM U
CJIOBOM B pelenTaTa.

UYn. 65. TpaH3uTHO NMpeMUHABAIlK Mpe3 TePUTOpUATa HAa CTpaHaTa JUIa
UMaT MpaBo Ja MPUTEKABAT JIEKAPCTBEHU MPOAYKTH, KOMTO Cca MpeIHAa3HAYeHH CaMo
3a TAXHOTO JICYCHHUE.

Y. 66. KOHKpCTHI/ITC KOJIMYECTBA JICKAPCTBCHU IMMPOAYKTH, KOUTO JIMLATa
o wi. 65 umar IpaBoO Ja MpUTEKaABAT, CC€ OMNPCACIAT OT CHOTBETHATA IpUEMalla
AbprKaBa.

Un. 67. IIpu TpaH3UTHO MpeMUHaBaHe Mpe3 TepuTopusara Ha PemyOnuka
bearapus Ha numara mo wi. 65 ce mpenophyBa Aa ObAAT TPEABAPUTEITHO
UHGOPMHUPAHH 32 U3UCKBAHUATA, YCTAHOBEHH OT ChOTBETHATA IIPUEMaIlla IbpKaBa.

Un. 68. Beuuku nekapcTBeHU MPOAYKTH, KOUTO C€ IPEHACAT OT U 32 TPETH
CTpaHM 10 peja Ha Ta3u Hapenda, ciieqiBa a Ob/1aT B OPUTHHAIIHUTE CH OTIAKOBKH.



Un. 69. (1) Ilo pema Ha Tasu Hapemda HE MOrar Ja ce€ NPEHAcsT
JIEKapCTBEHU IIPOAYKTH, ChbAbPIKAIIYA HAPKOTUYHHU BELIECTBA.

(2) YcnoBusiTa v pebT 3a MPEHACSHE HA JIEKAPCTBEHUTE MPOIYKTH TI0 aJl.
1 ce onpenenst B 3KHBII.

I'nmaBa ceama.

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

I'., BCUJIA OT 18.12.2020T".)

Y. 70. (Hos - IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (or.
- B, 6p. 47 ot 2021 r., B cuna ot 04.06.2021 1., usm. - IB, 6p. 53 ot 2022 1., B cuna
ot 01.11.2022 1., u3m. - IB, 6p. 85 ot 2022 r., B cuna ot 25.10.2022 r., u3m. - [IB, 6p.
51 or 2023 r., B cuna ot 13.06.2023 r.) [IpeanucBaneTro Ha JEKAPCTBEH MPOIYKT, C
U3KJIIOYEHNE Ha JIEKApCTBEHUTE MPOJYKTH MO TIjaBa Tpera, pasgenu III m V, ce
U3BBPIIBA C EIEKTPOHHO Ipennucanue. [IpeanucBanero Ha JeKapcTBEH MPOIYKT I10
penaa Ha wi. 6 ce U3BbBpIIBA C pelenTypHa OlaHKa Ha XapTUEH HOCHUTEI WU C
€JIEKTPOHHO MPEHCaHueE.

(2) (HoBa - /1B, 6p. 53 o1 2022 1., B cuna ot 01.11.2022 r., ot™. - IB, Op.
85 ot 2022 r., B cuna ot 25.10.2022 1.)

(3) (IMpepumna an. 2 - [AB, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r.)
EnextponHoTo mpennucanue mo ai. 1 ce u3maBa mox Qopmara Ha €JIEKTPOHEH
JOKYMEHT, nojanucaH c kBaauduuupan enektpoHeH noxnuc (KEII), ceriacno
usuckBanusaTa Ha Pernament (EC) Ne 910/2014 na EBpomneiickus mapiamMeHT U Ha
CeBeta or 23 tomu 2014 1. OTHOCHO e€NEKTpOHHATa WACHTH(QHUKAIHA U
yJIOCTOBEPUTEIHUTE YCIYTU MPH €JIEKTPOHHHU TPAHCAKIIMM HA BBTPELIHM Ha3ap U 3a
otmsiHa Ha [{upextuBa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) u Ha 3akoHa
3a €JIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUTE YAOCTOBEPUTEIHH YCIYTH.

(4) (ITpeaumna ain. 3 - 1B, 6p. 53 o1 2022 1., B cuna ot 01.11.2022 r., u3m.
- 1B, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) [Ipu enekTpoHHOTO MpeanrcBaHe Ha
JIEKapCTBEHUTE MPOJYKTH MO ajl. | ce mpuiaraT ChbOTBETHO pa3nopeaduTe Ha IiaBa
BTOpa U I'J1aBa TpeTa, pa3zen I, a mpu eleKTpOHHOTO MpeIUCBaHe Ha:

1. nmexkapcTBEHM NPOAYKTH, ChAbPXKAIIM HAPKOTHYHU BEIECTBA - U Ha
riasa Tpera, paszaen II;

2. JIeKapCTBEHH MPOJYKTH, 3aIUIalllaH! HambiaHO uin yactuuHo oT H30K
- U Ha IJlaBa TpeTa, pa3zaen IV, ¢ u3kitoueHne Ha U3MCKBAaHUATa OTHOCHO XapTHEHaTa
¢dopMa Ha perenTypHUTE OJIAHKU U TPOTOKOJIUTE.

Un. 71. (HoB - JIB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 1.) (1)
EnexktpoHHuTE IpennucaHus ce U3aaBaT, BbBEXKIAT, 00pabOoTBaT U ChXpaHSIBAT upe3
CHelMaIu3upaH MEAUIIMHCKU U anTeueH coPTyep.

(2) HeiictBusita mo un. 72 - 74 ce u3BbpIIBaT IpHU ChOOpa3siBaHE Ha
HOMEHKJIaTypuTe, o0pa3uure, popMaTuTe U APYrUTE€ U3UCKBAHUS 32 CTPYKTypHpaHe
Ha uH(popmanuaTa u oOMeHa Ha JaHHW, NpeaHazHadyeHu 3a HanwuonanHara
3npaBHonH(popmManmonHa cucrema (H3UMC), nyOnukyBaHn Ha MHTEPHET CTpaHHIIATa
Ha MHUHHCTEPCTBOTO Ha 3/IpaBeOIa3BaHETo.

(3) Ilporpamuute wuHTEepdeiick MW HOMEHKIATypuTe 3a OOMEH Ha
uH(popManusa Mexay MeauuuHckus U anteyHus codpryep u H3UC ce akryanusupar



TEKYIIIO, B TOBA YHCJIO B CHOTBETCTBHE ChC CTEINCHNUTE HAa M3TPaXKIaHE U BHEAPSBAHE
Ha pynxnuonannocrtute Ha H3UC.

Y. 72. (Hos - IB, 6p. 107 ot 2020 r., B cuma ot 18.12.2020 1.) (1) 3a
U3J]aBAHETO Ha EJEKTPOHHO NPEANHUCAHUE JIEKApAT WIM JIEKapsAT MO JeHTalHa
MeauirHa ce uaeHTugunmupa upe3 KEIL.

(2) Ilpu eneKTpOHHOTO HPEINMCBAHE Ha JIEKApCTBEHUS IMPOAYKT ce
U3BBpPIIBA aBTOMAaTHYHA MPOBEpPKa B PEruCTbpa Ha bbirapckus JieKapcku Chbio3,
CbOTBETHO Ha bbarapckus 3b00JEKapCKH CBHIO3 3a HATUYMETO Ha TpaBa 3a
yhnpaxHsiBaHEe Ha Mpodecusara oT jgekaps, CbOTBETHO JIeKaps MO JACHTaIHa MEAUIINHA,
U3BBPIIBAIL TPEITUCBAHETO.

(3) Cnen mombiiBaHe Ha HeoOxoaumara WHGOpPMAIUS 3a MPEINHUCAHUS
JICKapCTBEH NPOAYKT JIEKapAT WM JIGKapAT IO JSHTAalHA MEIUIIMHA TIOJITUCBA
eJeKTpoHHOTO npeanucanue ype3 KEIL.

(4) Cnen moamucBaHe Ha €JIEKTPOHHOTO NPEANHUCAHUE aBTOMATUYHO CE€
W3BBPIIBA BaJUAMpAHE HA BbBeleHaTa MH(OpMaLMS U FeHepupaHe Ha HalMOHAJICH
pedepeHTeH HOMEp Ha eIeKTPOHHOTO Mpearucanue mox popmara Ha OyKBeHO-IIU(DPOB
KOZ.

Un. 73. (HoB - IB, 6p. 107 ot 2020 r., B cuia ot 18.12.2020 r.) (1) 3a
U3MBIHCHUETO Ha EJIEeKTPOHHOTO TMpEANHUCaHue MarucTbp-hapmaleBTbT ce
uaentuduuupa upes KEIL.

(2) Cnen upentudunupanero mo ai. 1 ce HM3BBPIIBA aBTOMATHYHA
NPOBEpPKa B perucTbpa Ha bearapckus GpapManeBTHYEH ChIO3 32 HATMYUETO Ha MpaBa
3a ympaxkHsBaHe Ha mpodecuara oT MarucTbp-papmareBra.

(3) Maructbp-hapmaneBThT U3BBPIIBA JSHCTBUS 110 HACHTU(PHUIIUPAHE HA
U3JIaZICHOTO EJEKTPOHHO MPEANKCaHue, Py KOUTO KaTo BOJEI] KPUTEPUIl H3MOI3Ba
EI'H na mauuenra.

(4) Cnen unentudupaHe Ha €JICKTPOHHOTO MPEANUCAHUE MArucThp-
(dapMaleBTHT WU3BBpPIIBA MPOBEpKA 3a CHA3BAHETO Ha CHOTBETHUTE MPHIIOKUMHU
pasznopez0u Ha TTIaBU BTOpA U TpeTa.

(5) Ilpu Hecma3BaHe Ha pa3moOpenOUTE, MOCOYECHU B al. 4, MarucTwbp-
(apMaleBThT 0TKa3Ba U3IBIHEHUETO HA E€JIEKTPOHHOTO MpPEANHCaHue, KaTo MOCoYBa
U IPUYMHHUTE 32 TOBA.

(6) 3a M3MBIHEHHETO Ha EJEKTPOHHO NpEANHUCAaHHE Ha JIEKapCTBEH
MPOJYKT, 3aruiamaH HanweJaHo win 4dactuyHo oT H3OK, upes wusmomsBanus oT
Maructhrp-apmarieBTa antedeH coryep ce M3BBPIIBAa U aBTOMAaTHYHA MPOBEPKa B
peructbpa Ha H30K 3a neuedbnoto 3aBenenue c¢ noroop ¢ H30K, B koero pabotu
JeKapsT WIH JIeKapAT 10 JCHTaTHa MEAWIIMHA, U3[all eNeKTPOHHOTO MpeANHCcaHue,
KakTo U B peructbpa Ha HAII - 3a 3apaBHOOCUTYpUTEIIHUS CTAaTYC Ha MMalUEHTa.

Un. 74. (Hos - [IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 1.) (1) Cnen
M3BBPIIBAHE HA JIEUCTBUATA 110 Wwi. 73, all. 3 1 4 MarucThp-papmMareBThT U3IIBIHIBA
€JIEeKTPOHHOTO MPEJIUCAaHNUEe, KaTO MPEI0CTaBsd ChbOTBETHUTE JIEKAPCTBEHU MPOTYKTH
Ha TAIMEeHTa W yIOCTOBEPSIBA M3MBIHEHUETO HAa E€JIEKTPOHHOTO TMPEANUCAHUE Ype3
noanuceanero My ¢ KEII.

(2) Cnen nmpukIIrOYBaHE HAa U3MTBIIHEHUETO HA €IEKTPOHHOTO MIPEANUCAHNE
CBIIIOTO CE€ aKTyadu3upa aBTOMAaTUYHO B aNTEUHUS U MEAMIIMHCKHS coTyep Karo
"U3nbaHeHo", cboTBEeTHO '"YaCTMYHO H3MBIHEHO", a 3a JIEKapCTBEH MPOAYKT,
3arIaniad HanbsaIHo ik yactTuyHo oT H30K - xato "U3nwiaHeHO".

(3) (U3m. - JIB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) Ilpu
U3MBIHEHHE Ha ENeKTPOHHOTO TPEANUCaHHe MAarucThbp-GpapManeBThT Cla3Ba



M3UCKBaHMATA Ha wi. 33, an. 1, wi. 34, an. 1 u an. 2, uzpedenue nbpBo, wi. 36, ui. 37,
ain. 2 v un. 39, a 3a:

1. nmekapCcTBeHM TPOAYKTH, ChAbPXKAIIM HAPKOTHYHU BEIIeCTBA -
n3nuckBanuaTa Ha wi. 40, 41, 43, 44 u 45;

2. JeKapCTBEHU MPOAYKTH, 3aIljIalllaHd Ha'bIHO MK yacTuyHo oT H30K
- I3MCKBAaHUATA Ha WII. 46, al1. 2, 3 u 4 u ui. 47, ai. 1, ¢ M3KII0YCHUE HA 3abIKCHUSTO
3a MMOCOYBAHE Ha JlaTaTa Ha W3IbJIHCHUE HAa BCEKU OTPS3BK, U all. 2.

JonmbiaHuTe/IHM pa3nopendu

§ 1. ITo cMuchia Ha Ta3u Hapeada:

1. "Kox na H30K" o3HauaBa OykBeHO-IIU(PPOB KOJI, YUATO MbpBa OyKBa
OTroBaps Ha IbPBO HUBO Ha AHATOMO-TepareBTHYHATa Kiacupukamnus Ha CBeTOBHATA
3/paBHa OopraHu3auus, Bb3npuera B PemyOminka bearapus.

2. "BanuaHoCT Ha perienitaTa' 03HauaBa CPOKBT, 38 KOUTO TSI MOXKE J1a Obe
U3IIBJIHEHA B anTeKaTa.

3. "KosnnuecTBO aKTUBHO BEILIECTBO B ]030Ba €IMHUIIA" HA JIEKAPCTBEHUS
MPOIYKT € ChIABPKAHUETO Ha aKTUBHOTO BEILIECTBO, U3PA3€HO KOJIMYECTBEHO 3a eHa
J030Ba enuHMIA (TablieTka, Karcysia) Wik 3a eIMHUIIa Maca Uiu 00eM B 3aBUCUMOCT
OT JIeKapcTBeHara GopMma.

4. "Lluto" o3HayaBa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "Cratum" o3HauaBa "BenHara".

7. (noBa - /IB, 6p. 68 ot 2014 r., B crita ot 15.08.2014 1., oT™. ¢ Pemenne
Ne 5812 ot 17.05.2016 r. Ha BAC - /1B, 6p. 91 o1 2016 1., B cumna ot 18.11.2016 1.)

8. (noBa - /IB, 6p. 68 ot 2014 1., B cuia ot 15.08.2014 r.) "Otnyckane Ha
JIeKapCTBEH MpoAyKT 0e3 sekapcko npennucanue (OTC)" o3HayaBa ChbBKYMHOCTTA OT
neiicTBus Ha (apMalleBTH B MIPUEMHOTO MOMEIICHHE Ha afTeKara Mo OoIpenessHe Ha
MOAXOSAIINS 32 OTITYCKaHE JIEKApCTBEH MPOAYKT 0e3 sekapcko npeanucanue (OTC)
WIM TpUEeMaHe Ha pelenTypHuTe OJaHKM M TpOBEepKaTa Ha CHIBPKAHUETO UM,
KOHCYJITAIHsI OTHOCHO MPUEMAHETO U BH3MOXKHUTE HEXKEIIAaH! PEaKIIUU U JIEKAPCTBECHU
B3aMMOJICHCTBHS U MPEIaBaHe Ha JIEKAPCTBEHUTE MPOIYKTH HA MAlUEHTHUTE.

IIpexonnu u 3aKI0UYNTEHH pa3nopeadoun

§ 2. (1) Pasnopenbute Ha rnaBa Tpeta, pazaen IV, permameHtupaniu
U3/JaBaHeTo, IPOMEHUTE U BAIMHOCTTA Ha pelenTypHa 6aanka (oopazery M3 - H30K
Ne 5A no nmpunoxkenne Ne 7), Bau3zaT B cwiia ot 1 ampuit 2009 r. Jlo BIM3aHETO UM B
CHJIa BCUYKH JIEKAPCTBEHU MPOJYKTH, 3allIalllaHd Hal'bJIHO Wik 4acTu4Ho oT H30K,
ce IpeanucBaT Ha perentypHa 6imanka (oopazerr M3 - H30K Ne 5 mo mpunosxkenue Ne
6) cbC cpok Ha BaMAHOCT 30 AHU.

(2) B cpox no 1 ampun 2009 r. antekute MpUBEXIAT copTyepa CH B
CHOTBETCTBUE C M3MCKBAHHUATA HA Ta3W Hapea0a OTHOCHO M3/1aBaHETO, IPOMEHHUTE U
BaJIMIHOCTTA Ha penentypHa 6ianka (oopazen M3 - H30K Ne 5A no npunoxenne Ne

7).

§ 3. (1) (U3m. - JIB, 6p. 91 ot 2009 r.) B cpox mo 31 maii 2010 r.
JIEKAPCTBEHU MPOAYKTH, ChBPKALIM HAPKOTUYHH BEIlleCTBa OT NpuiioxeHus Ne 2 u 3
KbM wi. 3, ain. 2 Ha 3aKoHa 3a KOHTPOJ BBPXY HAPKOTUYHUTE BEIIECTBA U



MPEKypCOpPUTE, MOTAT Ja C€ MPEANUCBAT U Ha CHEIUAIHNUTE PELENTypHU OJaHKH T10
oOpa3zer cpriaacHo mpuiokenue Ne 6 keM wi. 11, an. 1 ot Hapen6a Ne 4 ot 2001 1. 3a
YCIIOBUSATA U Pe/ia 3a MPEANKUCBAHE U OTIyCKaHE Ha JeKapCTBEHU MPOJIYKTH.

(2) Cnen u3THUaHe HA CpOKa MO al. | CHENHUATHUTE PEeHeNTypHU OJaHKH
o npunoxxkenne Ne 6 kpM wi. 11, ain. 1 or Hapen6a Ne 4 ot 2001 r. 3a ycinoBusita u
pena 3a MpearucBaHe W OTIYCKaHE Ha JIGKApPCTBEHU MPOJYKTH CE€ YHHUIIOXKaBaT OT
KOMHUCHSI, OIIpeJieieHa ChC 3amoBe/l Ha aupekTopa Ha PLI3.

(3) 3a yauimokaBaHeTo Ha OJAHKUTE IO ajl. 2 C€ ChCTaBs MPOTOKOJ, KOHTO
ce yTBbpK/aBa OT qupekTopa Ha choTBeTHUA PLI3 u ce usnpaia B MUHHCTEPCTBOTO
Ha 3/]paBE0Na3BaHETO.

(4) Penentypuure Onanku mo mpwioxeHue Ne 4 kpm wi. 6, am. 1 ot
Hapen6a Ne 4 or 2001 r. 3a ycrmoBusitTa ¥ pela 3a MPEANUCBaHE W OTIyCKaHE Ha
JICKapCTBEHU MPOJYKTH MOTaT Jia c€ M3MOJ3BAT O TAXHOTO M3YEpIIBaHE, HO HE I10-
KBCHO OT €/IHa TOJMHA OT BJIM3aHE B CHJIa HAa Ta3W Hapeada, KaTo B TSIX CE BIUCBAT
JaHHUTE M0 Wi. 7, ajl. 2 OT MEAUIIMHCKUS CTIeUaINCT, KOMTO U3/aBa perenTara.

(5) bnankuTe Ha NEeKapCTBEHUTE JUCTOBE MO MpHiIokeHne Ne 5 kM uit. 6,
an. 2 ot Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa U pea 3a MpeArnucBaHe U OTIyCKaHe
Ha JICKapCTBEHU MPOJIYKTHU MOTaT Jla C€ U3MO3BAT JI0 TAXHOTO U3UEpIBaHEe, HO HE I10-
KBbCHO OT €/IHa TOAMHA OT BIIM3aHE B CHJIa HA Ta3u Hapeaoda.

§ 3a. (Hos - 1B, 6p. 90 o1 2019 1., u3m. - JIB, 6p. 91 ot 2020 ., u3m. - 1B,
op. 94 ot 2021 r., ot™. - [IB, 6p. 53 oT 2022 1.)

§ 4. (U3m. - [IB, 6p. 94 ot 2011 r.) KoHTpombT MO M3MBIHEHHE HA
Hapenbara ce ochllecTBsiBa OT MUHUCTEPCTBOTO Ha 37ApaBeomna3Banero, P3U u
W3nbiautennata arenuus 1o jekapersara 1 H30K (B yacTTta OTHOCHO OTIyCKaHE U
MPEeMCBaHe HA JIEKApCTBEHU MPOAYKTH, 3aIlIalllaHd HAITBJIHO UJIM YACTHUYHO OT Hesl).

§ 5. (Hom. - IB, 6p. 68 ot 2019 r., B cumna ot 27.08.2019 r.) Ta3u napenda
ce u37aBa Ha OCHOBaHUe 4i. 221 ot 3aKoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MeaumuHa W wi. 60 oT 3akoHA 3a KOHTPOJ BBHPXY HAPKOTHYHUTE BEIIECTBA H
MPEKypPCOpPUTE, KAaKTO U 4. 56, an. 2 oT 3aKoHa 3a 3[paBHOTO OCUTYPSIBAHE U OTMEHS
Hapen6a Ne 4 ot 2001 r. 3a ycnmoBusATa M pefa 3a MPEANKUCBaHE W OTIIYCKaHEe Ha
JeKapcTBeHH NMpoAykTu (060H., [IB, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 r.; 6p. 82
ot 2003 r.; 6p. 32 ot 2005 1.; 6p. 34 o1 2006 T.).

§ 6. (M3m. - 1B, 6p. 94 or 2011 r.) VkazaHusi mo mpujaraHeTo Ha
HapenOara gaBat H30K oTHocHO pasmopendute mo mpeAnucBaHe W OTIYCKaHE Ha
JICKapCTBEHH TMPOIYKTH, 3aIlalllaHd HAambIHO WM yactTudHo oT H30K, choTBeTHO
MunnctepcTBOTO Ha 3apaBeomnaszBanero, P3M u M3nbiHuTenHata areHuus 1o
JeKapcTBaTa CboOpa3HO TAXHATAa KOMIETEHTHOCT.

JlombJIHHUTEIHN pasnopeadu
KbM HAPEJIGA 3A USMEHEHHUE U TOITbJIHEHUE HA HAPEJIGA Ne 4
OT 2009 TI'. 3A YCJIOBUSATA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE
HA JIEKAPCTBEHU NIPOAYKTHU

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



§ 6. C Ta3m Hapenmba ce BBBEXKJAT HM3UCKBaHMATA Ha JlMpekTuBa 3a
m3nbiHeHue 2012/52/EC na Komucusara ot 20 nexkemBpu 2012 . 3a onpenensHe Ha
MEpPKH 32 yJIECHSIBaHE Ha MMPU3HABAHETO HA MEAUIIMHCKUTE MPEANUCAHUS, U3AaICHU B
npyra abprxkasa wienka (OB, L 356/68, 22.12.2012).

3akiIl0uUNTeIHM pa3nopeaoun
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U
OTIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

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

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

3aKJII0YUTEHH pa3nopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJIA 3A TIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

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

§ 15. HapenGara Bim3a B cuiia OT JIeHs Ha 0OHapoaBaHeTo i B "J[bpkaBeH
BECTHHK".

IIpexoxnu u 3aKkIOUYNTEHH pa3nopeadun
KBbM HAPE/IBA 3A USMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 4 OT 2009 T'. 3A YCJIOBUSTA U PEJA 3A ITIPEAIIMCBAHE 1
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 JIEKAaPCTBEHH JIUCTOBE 110
JIOCETAIIHUS Pel.

3aKJII0OYUTEHH pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 1. 3A YCJIOBUSATA U PEIA 3A ITIPEJAIIMCBAHE N
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTH

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



§ 17. HaBcsakbne B HapenOarta abpeBuatypara "(330J1)" ce 3ameHs chC
11(30-]'[)'!.

IIpexoanu u 3aK/IIOUYNTETHHA pa3nopeaon
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A ITIPEAIIMCBAHE U
OTIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

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

§ 22. (1) do nmybnmukyBaHe Ha mHGOpManuATa o Wi. 23a, ajl. 5 ce u3gasar
IIPOTOKOJIM 3a HIPEINUCBAHE Ha JIEKAPCTBEHM MNPOAYKTH IO wi. 23, an. 4 mnpu
JIOCETAIIHUTE YCIOBHSI U MO IOCETAIIHUS PEJI.

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

§ 23. HapenOara Bim3a B cuiia OT JIeHs Ha 0OHapoaBaHeTo i B "J[bpkaBeH
BeCTHUK", ¢ u3kiaoueHue Ha § 8, 9, § 10, 1. 2, § 12 u 21, kouto BIM3aT B cuja oT 1
aryapu 2020 r.

3aKJII0YUTEeHH pa3nopendu
KBbM HAPE/BA 3A TOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIOBUSITA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

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

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

IIpexonnu u 3aKkI0UYNTEHH pa3nopeadun
KBbM HAPEJBA 3A TOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIOBUSITA U PEJIA 3A ITPEAIIMCBAHE U OTITYCKAHE HA
JIJEKAPCTBEHHU NPOAYKTHU

(OBH. - 1B, BP. 107 OT 2020 I"., B CWUJIA OT 18.12.2020 I'"., U3M. - IB,
bP.37 0T 2021 T., B CWJIA OT 07.05.2021T".)

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

§ 3. (U3m. - IB, 6p. 37 o1 2021 r., B cuta ot 07.05.2021 r.) [Ipu ocurypenu
TEXHUYECKH U OpraHM3allMOHHU YCJIOBHUS 3a ToBa OT MUHUCTEpCTBOTO Ha
3npaseonasBadeTo 1 H30K smnara no un. 4 m nputexareianuTe Ha pa3pellieHue 3a
THProBUs Ha IpeOHO ¢ JEKapCTBEHU MPOIYKTH ca JUThXKHU J1a MpUBEAaT AeMHOCTTa CU
[0 MPEANNCBAaHE M OTIYCKaHE Ha CBOTBETHUTE JIEKAPCTBEHU INPOAYKTH CaMO C
€JIEKTPOHHU TpPEJNUCcCaHusl B CbOTBETCTBHE C M3MCKBaHUATA Ha IJlaBa ceMa He I0-
KbCHO OT 1 toHm 2021 r., karo goToraBa ce M3AaBaT MU 00pabOTBAT M PELENTH Ha
xapTHeH Hocuten. He ce nomycka JIeKapCTBEHHAT MPOAYKT Aa Oblie NpeAnucaH
€IHOBPEMEHHO C €JIEKTPOHHO MPEIICAHUE U C PeLeNTa Ha XapTHEH HOCUTEI.



§ 4. (U3m. - IB, 6p. 37 ot 2021 1., B cuna ot 07.05.2021 r.) U3nanenure
10 31 mait 2021 r. peuienTy Ha XapTUEH HOCUTEN C€ U3II'BJIHABAT 1O JIOCETAIIHUS Pell
JI0 U3TUYaHE Ha CPOKA Ha TAXHATA BAJIUAHOCT.

§ 5. [Ipu texymiaTa akTyanu3amus o 4wi. 71, ajn. 3 B paMKuUTe Ha mpoueca
Mo M3rpaKaaHe W BHeApsBane Ha ¢yHkuuoHamHocture Ha H3UC ce pasriexnar u
CTaHOBHMIIATa CHOTBETHO Ha bbiarapckus snekapcku cbio3, bbirapckus 3p001eKapcKu
ChI03 U brarapckus apManeBTUUYEH CHIO3.

IIpexoanu pasnopendu
KbM HAPE/JIBA 3A UBMEHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIOBUSATA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

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

§ 3. (1) (U3m. - 1B, 6p. 47 o1 2021 r., B cuna ot 04.06.2021 r.) U3nanenure
70 BIM3aHE B CHJa HA Ta3W Hapeada MpoTokonu oT KimHMYHATa OHKOJIOTHMYHA
KOMHCHS IO XUMHOTEpanusi M 3a JICKapCTBEHO JICUYCHHE I10 XEMAaToJIOTHsl Ce
U3IBIHSABAT JI0 U3THYaHE HAa CPOKA MM Ha BaIMIHOCT.

(2) B ciiydaure no an. 1 pemenusita Ha O01iaTa KIMHUYHA OHKOJIOTUYHA
Kkomucuss ¥ Ha KIMHMYHATa KOMHCHS O XEMaTOJIOTHS HE ce Ipeu3JaBaTr o0
HaCThIIBaHE Ha HEOOXOJUMOCT OT ITPOMSIHATA UM.

IIpexoaHu u 3aK/II0YNTETHU pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE HA HAPE/IGATA 3A
JOI'bJIJHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - 1B, BP. 37 OT 2021 I'., B CWJIA OT 07.05.2021T.)

§ 2. U3nanenure A0 BIM3aHE B CUJAa HA HapendaTa pelenTH Ha XapTUeH
HOCHUTEIl CE U3ITBJIHSABAT 10 JIOCETAITHUS PEI.

§ 3. HapenOara Bnu3a B cuiia OT ieHs Ha 0OHapoaBaHeTo 1 B "JIbpxkaBeH
BECTHHK".

3akJII04YUTEeTHE pa3nopeadou
KBbM HAPEJBA 3A IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'.
3A YCJIOBUSATA U PEJA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA
JEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 47 OT 2021 I'., B CUJIA OT 04.06.2021T.)

§ 3. Hapenbara Bnu3a B cuiia OT AeHsS Ha 0OHapoaBaHeTo i B "JIbpxkaBeH
BECTHHK".



IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne4 OT 2009T. 3A YCJIOBUSTA U PEJIA 3A IIPEJAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

(OBH. - JIB, BP. 53 OT 2022 T")

§ 6. Ilaparpad 4 Bmm3a B cwia ot 1.11.2022 r. MuHHCTEpCTBOTO Ha
3[IpaBEOIa3BAHETO Ch3/[aBa TEXHHUECKUTE YCIOBHS 32 M3IbJIHEHUE Ha § 4 B CpOKa 110
U3pCUCHHE ITBPBO.

HAPEJBA 3A UBMEHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA
JJEKAPCTBEHHU ITPOAYKTH

(OBH. - 1B, BP. 85 OT 2022 T'., B CUJIA OT 25.10.2022T".)

§ 2. Hapenbara Bnu3a B ciiia OT JeHS Ha oOHapoaBaHeTo 1 B "JIbpkaBeH
BECTHHK".

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

(OBH. - 1B, BP. 51 OT 2023 I'., B C1JIA OT 13.06.2022T".)

§ 13. PenientuTe Ha XapTUEH HOCHUTEN, W3/IaJICHU IO BIM3aHE B CHJIa HA
Hapea0ara, ce ChbXpaHsABaT M YHUIIIO’KABAT I10 pe/la Ha OTMeHeHus wi. 12, an. 1 u 2.

§ 14. Bropure ek3eMIUIsipy Ha pELENTUTE, NPUETH OT MarucTbp-
(dapmarnieBTuTE 10 BIM3aHE B CHJIa HAa HapeadaTa, ce M3MpallaT Ha CbOTBETHUTE
MHCIEKTOpU MO HapkoTW4YHHUTE BeulecTBa B P3U mo onuc Ha xapTueH U elneKTpOHEH
HOocHuTeN B cpok 710 10 romm 2023 T.

§ 15. Bropure exzeMIuisipu oT peuenture no 4i. 41, an. 4, u3naneHu 1o
BIIM3aHE B CWia Ha Hapeabara, ce mpenaBar ot antekutre Ha P3OK B cpokosere,
onpezenenu B ckiatrouenure ¢ P3OK norosopu.

§ 16. IIbpBUTE €K3EMIUISIPY HA PELENTHUTE MO JeCTBAIMS IPEeIn BIU3aHE
B CWJIa Ha HapeaOaTa wi. 42, u3/1a/IeHH J10 BJIM3aHe B CUJIa Ha Hapea0aTa, ce CbXpaHsABaT
10 peJa Ha JefcTBalus Ipe/in BIM3aHe B CUjla Ha HapenOata ui. 42, an. 1 u 2.

§ 17. (1) B cpok no nBa Mecena oT BIM3aHe B Cujla Ha Hapeadara JuuaTa
no uwi. 5, an. 1 Bpematr B cboTBeTHaTa P3M mpepoctaBeHMTE MM CHELMATHU
penenTypHu OJaHKH, ¢ U3KITIOYCHHE Ha cirydanTe 1o § 18.

(2) B ciydauTe 1o § 18 cnennanHuTe penenTypHU OJIaHKU ce BPBIIAT B
cpotBeTHaTa P31 B cpok 110 29 despyapu 2024 1.

(3) o 31 mapt 2024 r. cienuaiHUTe peuenTypHu OJaHKu mo an. 1 u 2 ce
YHMIL[0’)KAaBAT OT KOMHUCHS, OTIPE/IEIEHA ChC 3all0BE Ha AupeKkTopa Ha P31.



§ 18. lo uHTETrpUpaHEeTO HA COPTYEPHUTE MPOAYKTH/CICITUATHINPAHUTE
MEIUIUHCKH CO(TyepH Ha anTeKUTe Ha JICYCOHHWTE 3aBEJCHHUS - M3IBIHUTEIM Ha
O6onHuuHa nomoul, ¢ Hanuonannata 3apaBHOMH(GOPMAIIMOHHA CUCTEMA, HO HE I0-
KbCHO OT 31 nekemBpu 2023 r., 1€KapCTBEHUTE NPOAYKTH, ChIbPIKAIM HAPKOTUUYHU
BEIIIECTBA, CE MPEANICBAT U OTITYCKAT B TE3U JIeUeOHH 3aBEACHUS 110 TOCETALTHHS PEl.

§ 19. Uznanenure mo pena Ha § 18 perentd Ha XapTUEH HOCUTEN C€
ChXpaHsBaT, OTYUTAT M YHHUIIOXKABAT IO JOCETAITHUS PEJI.

§ 20. 3manenuTe 10 BIM3aHETO B CHJIa HA Hapea0aTa perenTy Ha XapTHEeH
HOCHUTEJI C€ M3IBJIHSABAT MO JIOCETAlHUS PeA 0 M3THYaHE Ha CpPOKa Ha TAXHATA
BaJIUIHOCT.

§ 22. HapenOata Biv3a B cuiia OT JeHs Ha 0OHapoBaHeTo 1 B "JIbpxaBeH
BECTHHK".

[Ipunoxenne Ne 1 xbM ui. 4, an. 3
(Uzm. - 1B, 6p. 81 ot 2013 1., gom. - JIB, Op. 61 ot 2022 1.)

JlekapCcTBeHH TPOAYKTH, KOUTO (EANICPUTE U JICKAPCKUTE ACHCTCHTH
HSMAT MpaBo jaa npennucsart (3ara. pom. - [IB, 6p. 61 ot 2022 r.)

1. AHTHAPUTMHUYHU JIEKaPCTBEHU NMPOJYKTH.

2. XOpMOHAJIHU JIEKQpCTBEHU MPOAYKTH O€3 MpOTHBO3aYaThbYHU U
KOPTUKOCTEPOU/IU 32 JIOKAJTHO MIPUIIOKEHHUE.

3. AHTHHEOIJIaCTUYHU U KMYHOMO/YJIMPAIIN JIEKAPCTBEHU MTPOYKTH.

4. TlcuxOonUTUIM M ICUXOAHAJIENTULM 3a JIEYCHHE Ha XPOHUYHU
3a00J151BaHUSL.

5. (m3m. - /1B, 6p. 81 ot 2013 r.) JlekapcTBeHU NPOAYKTH, ChABPKAIIN
HapKOTUYHM BemlecTBa oT npuiioxkeHus Ne 2 u 3 xpMm wi. 3, 1. 2 u 3 ot Hapenbara 3a
pena 3a KIacupuIMpaHe Ha pacTEHUATA U BeIlleCTBaTa KaTO HApKOTHYHH.

6. JlekapcTBEHU POAYKTHU, BKIIOUEHH B ITpuitoskeHne Ne 5 kpM wit. 11, an.
2.

ITpunoxxenne Ne 2 xpm 4. 6, an. 1

Penentyphna Gnanka

3a 3a
e}IHOKpaTHO MHOI‘OKpaTHO
MpeIICBaHe [peIMCBaHe

MuHHCTEPCTBO Ha 3PABEONA3BAHETO




MeauIMHCKHY CIIeIUATUCT (MMe)

YUH
(HaMMEeHOBaHUE Ha JICUSOHOTO 3aBECHUE)
Ly IR (o azapec
MEIUIUHCKHU CITELHAIIHCT ...ovverrnvreernnns
(moarmwuc)
(meyar)
3a

ot rp. (c.)

(6peMeHHa JKCHa, KbpMadKa, ACTC - IoAUCpTaBa Ccc HpI/IJ'IO)KI/IMOTO)

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

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

[Tpunoxxenue Ne 4a xpM ui. 9a, an. 2
(Homo - /1B, 6p. 15 o1 2014 1.)

HemqepHaTeneH CIIMCBK Ha CICMCHTUTC, KOHTO C€ BKJIKOYBAT B
PCOCITUTE, KOUTO LIC CC U3IMIBJIHABAT B ApYyra AbpiKaBa YJICHKA

Wnentudukarus Ha manyueHTa:

damunHo(1) uMe(Ha)

CobctBeHo(Hr) ume(Ha) (M3MHUCaHO(M) W3IS0, T.e. HE CEe pa3peliaBar
VHUIUAIIN)

Jlata Ha paxzaaHe

WNnentudukanus Ha perenTara:

Jlata Ha u3naBaHe

WnenTudukarus Ha METUITUHCKUS CIICIIHAITUCT, U3/1aJl peIenTara;



damunHo(1) uMe(Ha)

Cob6cTBeno(nn) ume(Ha) (u3nucaHo(u) W3IEIIO0, T.€. HE CE pa3pelnaBar
WHULIAAIIN )

[Mpodecnonanna kBanupukanus

JlanHu 3a mpsika Bpb3Ka (€JIEKTPOHHA IMOINAa U HOMEp Ha Tele(oH WM
¢axc, KaTo ce MOCOYN U KOABT 3a MEXKIYHAPOIHO U30HpaHe)

Cnyxeben aapec (BKJIIOUMTEIHO HAMMEHOBAHHMETO Ha CHOTBETHATa
J'bpKaBa 4JICHKA)

[Toamnuc (1moyokeH cOOCTBEHOPBYHO WK IU(PPOB B 3aBUCUMOCT OT HAUMHA
Ha U3/1aBaHe Ha MPENUCAHUETO)

Wnentudukanus Ha npeAnucaHus NpoayKT, KOraTo TakaBa € Heooxoauma:

MexayHapoiHO HEMaTeHTHO HAMMEHOBaHME WM  (apMaKoNerHO
HAaUMEHOBAHME HAa JIEKAPCTBEHOTO MM BEILIECTBO

TBpProBckOoTO HAMMEHOBAHUE HA JIEKAPCTBEHIUS TPOAYKT B CIIYYaUTE TI0 UII.
Oa, ai. 4

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

KonnuectBo

KonndecTBo Ha aKTHBHOTO BEIIECTBO 3a JI030Ba €MHULIA

Jlo3upoBka.

[Ipunoxenue Ne 5 kpm 4. 11, an. 2
(H3wm. - JIB, 6p. 81 ot 2013 1)

JlekapCTBeHH TPOIYKTH, CBHIABPXKAIIA HAPKOTUYHH BEIIECTBA OT
npritokenus Ne 2 u 3 kpM . 3, T. 2 1 3 ot HapenOara 3a pena 3a kiacupuiupane Ha
pacTeHHsITa M BEIIECTBaTa KaTO HAPKOTUYHHU, B KOMOMHAILUS C JIPYTH JIEKAPCTBEHU
BEIIIECTBA

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

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

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






[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 - [Ny 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: .......ceeneee. (mommuc) HazHAYEHO HA: ....ceeeevveeenereenee. (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
[OPEICH | IPUTOTBSAHE |IPUTOTBsAHE| TpoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| roaroct | (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
[IOPEICH | IPUTOTBSAHE |IPUTOTBsAHE| TpoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| rogroct | (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, ain. 1

(U3m. - JIB, 6p. 81 ot 2013 ., oM. - IB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)



[Tpunoxenue Ne 10 xbm um. 54

(U3m. - JIB, 6p. 81 ot 2013 ., oM. - IB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)



[Tpunoxenue Ne 11 xbMm ui. 56

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



MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



