HAPEJIBA Ne 4 o1 4.03.2009 r. 3a ycJjioBHsITA U peJia 3a
NpeAnucBaHe U OTIIYCKAHE HA JIEKAPCTBEHH NMPOAYKTH

N3naneHa ot MUHHCTHPA Ha 3[[paBeolia3BaneTo, o0H., JIB, 6p. 21 ot 20.03.2009 ., u3m.,
op. 91 ot 17.11.2009 r., 6p. 94 o1 29.11.2011 1., 6p. 2 o1 6.01.2012 r., u3Mm. u gor., Op. 81 ot
17.09.2013 r., u3m., 6p. 104 ot 3.12.2013 r., u3m. u jgorr., 6p. 15 ot 21.02.2014 1., B cuna ot
21.02.2014 r., 6p. 68 ot 15.08.2014 1., B cuina ot 15.08.2014 1., 6p. 95 ot 18.11.2014 r.; u3m. ¢
Pemenne Ne 5812 na BAC na Pb ot 17.05.2016 1. - 6p. 91 o1 18.11.2016 1.; u3Mm. 1 gor., 6p. 95 ot
16.11.2018r., 6p. 68 ot 27.08.2019 1., B cuna ot 27.08.2019 r., 6p. 90 ot 15.11.2019 1., u3Mm., Op.
91 or 23.10.2020 r., om., 6p. 107 ot 18.12.2020 ., B cmia ot 18.12.2020 r., u3m. u jgom., 6p. 37 ot
7.05.2021 ., 6p. 47 o1 4.06.2021 1., B cuna ot 4.06.2021 r., usm., 6p. 94 ot 12.11.2021 r., u3Mm. u
nort., 6p. 53 ot 8.07.2022 r., nom., 6p. 61 ot 2.08.2022 1., u3m., 6p. 85 ot 25.10.2022 1., B cuna ot
25.10.2022 r., 6p. 51 ot 13.06.2023 1., B cuina ot 13.06.2023 r., u3Mm. u qom., 6p. 85 ot 10.10.2023
r., B cmia ot 16.10.2023 1., 6p. 105 ot 19.12.2023 ., B cmita ot 19.12.2023 1.

I'maBa nbpBa
ObLINA ITOJIOKEHUA

Y. 1. C ta3u Hapenba ce onpeessT:
1. (mom. — JIB, 6p. 85 ot 2023 ., B cuia ot 16.10.2023 r.) MEIUIIMHCKHUTE CIIEIIHATUCTH, KOUTO
MOTAaT Jia U3/1aBaT PELeNTH, peAbT 3a MPEANMCBaHEe Ha JIEKAPCTBEHH MPOIYKTH, CPOKBT 3a
U3ITBJIHEHUETO, CIIy9anuTe U PEIbT, IPH KOUTO MarucTbp-(hapmManeBT H3ITBIHIBA WIH MOXKE J1a
OTKa)Ke J]a U3ITBIIHU JIEKAPCKO MPEANHCAHNUE,
2. YCIIOBUSTA U PEABT, 10 KOUTO OBJITapCKU TPaKIaHH U YYKIH IPaXKIaHH, TOCTOSTHHO U BPEMEHHO
npeOrBaBaiy B CTpaHaTa W IIbTyBaIly U3BHH PenyOmirka brirapus, Morat 1a HOCST WM J1a
W3HACHT JICKAPCTBEHH MPOAYKTH, IPEeTHA3HAUCHH 32 JICUCHHETO UM,
3. KoIMuYecTBaTa JIEKAPCTBEHH MPOJIyKTH, MPETHA3HAUCHU CaMO 32 JICUSHUETO Ha TPAH3UTHO
MIPEMHUHABAIIM ¥ BPEMEHHO MTPeOMBaBAIll HA TEPUTOPHSTA HAa CTpaHATA JIMIA, KOUTO TE MOTaT Jia
MIPUTEKABAT,
4. (mosa — JIB, 6p. 15 ot 2014 r., B cuita ot 21.02.2014 r.) ycnoBusTa ¥ peIbT 32 MPU3HABAHETO U
W3MBIHEHUETO Ha PEIeNTH, U3a/ICHU B JpyTa JbprKaBa YICHKA,
5. (u3m. - 1B, 6p. 81 ot 2013 r., npeautina T. 4, 6p. 15 ot 2014 r., B cuta ot 21.02.2014 r.) peast
3a MpeANruCBaHe Ha JIEKAPCTBEHU MPOAYKTH, ChIbPKAIIA HAPKOTUYHH BEIIECTBA OT MPHIIOKEHUS
Ne 2u 3xpM uit. 3, T. 2 1 3 ot Hapenbara 3a pena 3a kiracuduimpane Ha paCTeHUATA U BEIIeCTBaTa
KaTo HapKoTH4YHH, pueta ¢ [TocranoBnerune Ne 293 na Munucrepckust cbeet or 2011 . (1B, Op.
87 ot 2011 r1.);
6. (mpemuiHa 1. 5, u3m. - JIB, Op. 15 ot 2014 r., B cua ot 21.02.2014 r., ot™., 6p. 51 oT 2023 1., B
cuna ot 13.06.20231.);
7. (moBa — /IB, Op. 68 ot 2019 1., B cuna ot 27.08.2019 r.) ycioBusita, peabT U NPUHIHUITUTE, 110
KOHUTO C€ MPEIHICBAT JIEKAPCTBEHU MPOIYKTH ChOOPa3HO TSAXHATA Pa3xoaHa e(peKTUBHOCT 1O
cmuchia Ha 8 1, T. 28 OT JOBJIHUTETHUTE pa3nope0u Ha 3aKoHa 3a 3[PaBHOTO OCUTYpPSIBAHE

(330).

Y. 2. PexxuMbT Ha IpEITUCBAHE HA IEKAPCTBEHUTE MPOIYKTH € OTpeciieH B
pa3pelieHneTo 3a ynorpeda Ha JIeKapCTBEHUS POAYKT.

Y. 3. Pa3perienute 3a ynotpeda u perucTpupaHuTe JEKapCTBEHH MPOAYKTH Ha
Teputopusara Ha PenyGnuka bbiarapus ce o0sSBgBaT Ha UHTEPHET cTpaHUIlaTa Ha M3nbiHKTeHaTa
areHIysl 1o JeKapcTBaTa.
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I'1aBa BTOpa
MEANIWHCKHU CIIEHUAIUCTU, KOUTO MOT'AT JIA
N3JIABAT PELIEIITU

Y. 4. (1) [IpaBo ma mpeanucBaT pa3pelieHy 3a ynorpeba B cTpaHaTa JeKapCTBCHH
MPOAYKTH U Jla U3J1aBaT PELENTH UMAT JIeKapu/IeKapH 1o JIeHTaTHA MEUIIMHA, YIIPaKHIBAIIN
MeIUIIMHCKATa podecHs.

(2) (U3m. - ]IB, 6p. 81 ot 2013 1., 0TM., Op. 85 oT 2023 1., B cmia ot 16.10.2023 1.).

(3) (Tom. — 1B, 6p. 61 ot 2022 r.) Denaiiepure U JCKApCKUTE aCHCTEHTH MMAT IIPaBo Ja
MPENKICBAT pa3pellieHH 3a yoTpeda B CTpaHaTa JICKapCTBEHHU MPOIYKTH U JIa U3/1aBaT PEICITH, C
M3KITIOYCHHE Ha TE3HU OT MpritoskeHre Ne 1, caMo Iipu CKITFOUEH JIOTOBOD C JIe4eOHO 3aBEACHHUE 110
ui1. 2, ai. 1, 7. 1 ot 3akoHa 3a J1e4eOHNUTE 3aBEICHNUSL.

(4) (Hosa — JIB, 6p. 85 ot 2023 1., B cuta ot 16.10.2023 r.) BerepunapHuTe JeKapu MOrar jaa
MPEINKUCBAT pa3pellicHH 3a yoTpeda B CTpaHaTa JICKApCTBEHHU MPOIYKTH 32 XyMaHHa yroTpeda u
Jla U3J1aBaT JICKTPOHHU MPEANUCAHNS SANHCTBEHO MPH MPHJIAraHEeTO Ha JICYSHHE TI0 pe/ia Ha 9.
322,an.1, 1. 2u 4 nun. 323, an. 1, 7. 2 u 4 ot 3akoHa 32 BETEPHUHAPHOMETUITUHCKATA IEHHOCT
(3BMJI), ¢ u3Kk/Ir04YeHHE Ha JIEKAPCTBEHHU MPOIYKTH, ChAbPKAIM HAPKOTHYHHU BEIICCTBA.

Ya. 5. (U3m. - 1B, 6p. 94 ot 2011 1.) (1) B peruonannara 3apaBua uncnekuus (P3U1) ce
BOJI PETUCTBP HA JICKAPUTE U JICKAPHUTE 110 CHTAIHA MEIUIMHA, KOUTO MPENUCBAT JIEKAPCTBCHN
MPOIYKTH, ChIBPIKAIIA HAPKOTUYHH BEIIECTBA.
(2) B peructopa mo ai. 1 ce BnucBaT JaHHHUTE Ha jJeKaps/ieKkaps 1Mo JeHTaaIHa MEAUINHA 10
JOKYMEHTa 3a CAMOJIMYHOCT, JIMUCH KOJI M KOJI Ha JIEYeOHOTO 3aBE/ICHHUE.

I'1aBa Tpera
HPEAIIMCBAHE HA JTIEKAPCTBEHHA IMTPOAYKTH

Pasnea |
Pen 3a npeanucBaHe Ha JIeKAPCTBEHU MPOAYKTH

Ya. 6. (1) [IpeanucBaneTo Ha JIEKapCTBEHU MPOYKTH C€ M3BHPIIBA HA PELENTypHA
OJ1aHKa C OsUT IIBAT CHIVIACHO TIpHIokeHue Ne 2.
(2) (Otm. - B, 6p. 81 oT 2013 1.).
(3) Bbpxy penientypHara OaHKa 3aIbJDKUTEITHO C€ OTOENSA3BA PEXKUMBT Ha OTIYCKAHE - 32
€THOKPATHO WJIM MHOTOKPATHO OTITyCKaHe, KaTO P MHOTOKPATHOTO OTITyCKaHE Ce YTOYHsBA U
KOJIKO ITBTH III€ C€ U3ITBJIHABA peIlenTaTa.
(4) (U3m. — 1B, 6p. 105 ot 2023 1., B cuita ot 19.12.2023 1.) Penentute ¢ pesxim 3a €THOKPATHO
oTmyckane uMmart BamaHocT 30 JHU OT JaTaTa Ha M3/IaBaHETO MM, a PEICTITUTE C PEXKUM 32
MHOTOKPATHO OTIYCKaHEe MMaT BAJIUIHOCT A0 6 Mecela OT 1aTaTta Ha U31aBaHETO UM U ChAbPKaT
O3Ha4YCHHE Ha OpOs Ha OTIYCKAHUSTA.

Ya. 7. (1) Penentypnara Ol1aHKa ChIbpIKa:
1. (mom. — JIB, 6p. 68 ot 2014 ., B cuia ot 15.08.2014 1., 6p. 85 ot 2023 1., B cuia ot 16.10.2023
r., 6p. 105 ot 2023 ., B cuia ot 19.12.2023 r.) "uHCKpHOIHMO" - COOCTBEHO M (haMHUITHO UME Ha
JIMIETO 10 Wi. 4, yHUKaJIeH UAeHTH()UKAIIMOHEH HOMep/TnueH MpodeCHOHANIeH KO, HAUMEHOBaHHE
U aJpec Ha JedyeOHOTO 3aBe/IcHHEe/BeTepHHAPHOMEIMIIMHCKOTO 3aBe/IeHNe, Tene(oH 3a Bpb3Ka, AaTa
Ha U3J]aBaHe Ha pellenTaTa,
2. "mpeckpubuno” - HANMEHOBAHUE, KOJTMYECTBO Ha aKTHUBHO BEIIECTBO B JIEKapCcTBEeHA (hopMa U
KOJIMYECTBOTO Ha JIEKAPCTBEHUSI MPOIYKT; KOJIMYECTBOTO CE€ U3MUCBA ¢ UGPH, a IPU IPEINUCBAHE
Ha JICKAPCTBEHU MPOAYKTH, ChIIbPKAIIN HAPKOTHYHH BEIIECTBA - U C JyMHU,;
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3. "curHarypa" - mocouBat ce €JHOKpAaTHATA U JICHOHOI[HATA 7032 Ha JIEKapCTBEHUS MPOAYKT,
MPOABDKUTEITHOCTTA HA Kypca Ha JIeYeHUEe U HEOOXOUMOCTTa OT TIOBTAPSTHETO MY; J103aTa Ce
U3IKCBA ¢ MU(PHU; TIpU MPEANUCBAHE HA /1032, T0-BUCOKA OT MAaKCUMAJIHO OIpe/ieieHaTa MpH
paspemraBaHeTo 3a yrnorpeda Ha JeKapCTBEHHS MPOAYKT, MPEIMUCBAIIMAT Ce TIOANNCBA CPEIILY
MIpEeBUIIEHATA J103a; HE Ce J0MycKaT O0IIM U3pa3u KaTo: "u3BeCTHO", "1o HacTaBieHue", "mo cxema"
U 7p.;

4. "cybckpubuumo” - ykazaHus 32 HAUMHA HA U3IbJIHEHUE HA MPEANUCAHUETO; IPH U3I0JI3BaHe Ha
yKa3aHMUSITa "'IUTO", "IIUTUCUMO" WM "CTaTUM" 3aAbJDKUTEITHO Ce 3allMCBa YachT HA
MPEINICBAHETO Ha JIEKapCTBEHUS IPOAYKT;

5. (mon. — IB, 6p. 61 ot 2022 ., Op. 85 o1 2023 1., B cuna ot 16.10.2023 r.) moanuc Ha
nekapsi/nexaps 1o JeHTalTHa MeauirHa/genanepa/IeKapckus acCuCTeHT/BeTepUHAPHHUS JIeKap,

6. (u3m. — JIB, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 r., gom., 6p. 85 ot 2023 1., B cuta ot
16.10.2023 r.) muueH meyaT Ha JeKaps/ieKaps 1Mo JeHTalHa MeIUIHA/BeTepHHAPHUS JIeKap u/viu
neyar Ha Je4eOHOTO 3aBe/IeHHe/BeTePUHAPHOMETUIIMHCKOTO 3aBE/ICHHE;

7. TpUTE UMEHA Ha MAIMeHTa, Bb3pacTTa U aJpec 110 MECTOKUBEEHE, KaTO MpU OpeMeHHa KeHa,
KbpMadKa MU JIETE CE OTPa3siBa U TOBA 0OCTOSITEICTBO;

7a. (HoBa — JIB, Op. 85 ot 2023 1., B cuina ot 16.10.2023 r.) TpuTe MMEHA Ha COOCTBEHHKA, ajipeca
10 MECTOKMBEEHE M BUA Ha )KUBOTHOTO, MTOJUTOKEHO HA JICYCHUE — 32 PEIICTITH, MPEIIMTUCAHH 110
1. 4, ai. 4;

8. (Hosa — /1B, 6p. 68 ot 2014 1., B cuiia ot 15.08.2014 r.) YHuKaNCH HISHTUDUKAIIMOHEH HOMED
(YUH) na maructbp-apmarieBra oT periuctbpa Ha beirapckust hapMalieBTHUeH ChiO3.

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

Ya. 8. (1) JlekapcTBEeHHTE MPOAYKTH CE U3MUCBAT YSTIMBO HA JIATHHUIIA C
MEXTyHapOAHOTO HETIATEHTHO WK (DapMaKONEeHO HAMMEHOBaHUE Ha JIEKAPCTBEHOTO UM BEIIECTBO
WM THPTOBCKUTE UM HAUMEHOBAHUSI.

(2) KonruecTBOTO Ha JIEKAPCTBEHOTO BEIIECTBO B MPEAMICBAHKS JICKAPCTBEH MPOIYKT CE N3pa3siBa;
1. B rpaMoBe, KOTaTo € eJH TpaM MM HaJ enuH rpam (Q);

2. B MIIIUTPAaMH, KOTaTO € TI0-MaJIKO OT euH rpam (mQ);

3. KoJIMYecTBa, NO-MaJKH OT €IMH MUJIUTPaM, c€ O3HauaBaT B MUKPOTpaMH, KaTo Ta3u MEpUTETHA
e/IMHUIIA HE Ce ChKpaIllaBa, a ce M3MKcBa ¢ Jymu (Microgram);

4. obemure ce uspasssar B Mumiutpu (Ml);

5. B MexxayHapoau enuauii (1U) - 3a mekapcTBeHH MPOILYKTH OT OMOJIOTHYEH MTPOU3XO/I.

(3) CokparieHusnTa Ha JiekapcTBeHATa (popMa ce U3MUCBAT BHPXY pELENTypHATa
OnaHKa/lIeKapCTBEHHUS JIMCT B ChOTBETCTBUE C JiciicTBAIATa B CTpaHaTa (papMaKoIIes.

(4) 3abpansiBa ce M3MOI3BAHETO HA CHKPAIICHHS U TIONPABKHU MPH M3MHUCBAHE HANMCHOBaHHATA Ha
JIEKapCTBEHUTE TPOTYKTH.

Y. 9. JlekapcTBeHU NPOIYKTH, IPUTOTBEHU IO MarucTpaita u hapmMakoneina
perenTypa, ce MpeanucBar Ha OT/ICTHA PeLenTypHa OJaHKa.

Y. 9a. (Hos — IB, 6p. 15 ot 2014 1., B cuina ot 21.02.2014 r.) (1) Ha peuentu, KOUTo
1€ Ce M3ITBJIHABAT B Ipyra Jbp)KaBa WICHKA, C€ M3IMCBAT HEOOXOJMMHTE 32 JICYCHUETO Ha
KOHKPETEH IMAaIlUCHT JICKAPCTBCHU TPOYKTH, C M3KIIIOUCHHE Ha JICKAPCTBEHUTE TPOIYKTH IO YJI.
174 ot 3akoHa 3a 1€KapCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

(2) Pentenrtute 1o ait. 1 ce M3MUCBAT NpH Clla3BaHe U3UCKBAHUATA HA Ta3H Hapenda, KaTto
3aIBJDKUTEITHO C€ BKIIIOYBAT BCHUKHU JaHHU, TIOCOYEHU B MpritokeHne Ne 4a.

(3) JlexapcTBeHNTE POIYKTH C€ MPEAMKCBAT MO0 MEKAYHAPOIHO HEMATCHTHO HANMCHOBAHUE HUITH
(hapMakoneiiHo HAMMEHOBaHKE Ha JIEKAPCTBEHOTO UM BEILECTBO.

(4) JlexapcTBeHUTE POIYKTH MOTAT Ja OBbAAT MPEANUCAHN 10 ThPTOBCKO HANMEHOBAHHUE B
CIICZIHUTE CITy4aHu:

1. koraTo ce mpeanKcBa OMOJOrUYEH JICKAPCTBEH MPOYKT M0 CMHUCHJIA HA § 2, T. 2 OT
JOIBTHATETHUTE pasnopenou Ha Hapenda Ne 27 ot 2007 r. 3a u3MCKBaHUITA KbM JAaHHHUTE U
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JOKyMEHTAaIMsTa 32 pa3pelaBane 3a ynorpeda u perucTpaius Ha jiekapctBenu npoaykru (B, op.
54 ot 2007 1.);

2. KOraTo ToBa € He00X0/IMMO OT MEIMILIMHCKA TJIeJIHAa TOYKA 110 MpeleHKa Ha JuIara o 4i. 4, Kato
B TO3M Cllydail B peliernraTa ce ocoyBaT NPUYMHNUTE, KOUTO HallaraT W3MOI3BaHETO Ha IOCOYEHOTO
THPrOBCKO HAMMEHOBAHHE.

Ya. 10. [Tpu npeanucBane Ha BCEKU OT/ACIICH JIEKAPCTBEH MPOAYKT JIUIIETO 110 WI. 4 €
3aJbJDKEHO J1a ce MH(POpMHUpa OT MaIMeHTa 3a MPEe/IIeCTBAIO WM ChITBTCTBAIIO JIEYEHHUE C IPYyTH
JI€KapCTBEHU MPOIYKTH.

Paznen ||
IIpeanucBaHe HA JIEKAPCTBEHU MPOAYKTH, ChAbPrKALIU
HAPKOTHMYHH BellleCTBA

Ya. 11. (1) (U3m. - B, 6p. 81 ot 2013 1., 6p. 51 ot 2023 1., B crna ot 13.06.2023 1.)
[IpennucBaneTo Ha JEKapCTBEHH MPOAYKTH, ChABPKAIIM HAPKOTUYHH BEIIECTBA, CE€ U3BBPIIBA HA
CTeIMAHA pelenTypHa OJaHKa, C XKBJT BT - 33 JCKAPCTBCHHU MPOIAYKTH, ChIbPKAIIA
HapKOTHYHH BelecTBa OT npuiiokenue Ne 2 kpM uit. 3, 1. 2 ot Hapenbata 3a pena 3a
KiacuuIMpaHe Ha paCTEHHUSTA M BENIECTBAaTa KATO HAPKOTUYHHU, M ChC 3€JICH LBSAT - 32
JIEKapCTBEHU MPOAYKTH, ChIbPXKAIIY HAPKOTUYHHU BEIEeCTBa OT mpuiioxkenue Ne 3 kbM ui. 3, T. 3
ot Hapenbara 3a pena 3a kimacuduuupane Ha pacTEHHUTa M BelIeCTBaTa KaTO HAPKOTUIHHU.

(2) (Otm. — 1B, 6p. 85 ot 2023 1., B cuia ot 16.10.2023 1.).

(3) (M3m. — /1B, 6p. 51 ot 2023 1., B cuia ot 13.06.2023 r.) Cnienmainara penentypHa OiaHka
ChIBbPKa OCBEH JAHHUTE IO Wi. / ¥ CJCIHUTE JONBIIHUTEIHA JaHHH !

1. narmonasieH pedepeHTEH HOMED;

2. Haanuc " JIoKkyMeHT, KOMTO TOJJIeKH Ha CIIelUalIeH OTYeT .

(4) CpokbT Ha BaJMIHOCT Ha CIEIHAIHATA PEIlernTa € / JHH OT JaTaTa Ha W3JaBaHeTo i.

Y. 12. (1) (Otm. — 1B, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.).
(2) (U3m. - ]IB, 6p. 94 ot 2011 1., 0T™., Op. 51 oT 2023 1., B cmita ot 13.06.2023 1.).
(3) (Ot™m. - IB, 6p. 81 oT 2013 1.).
(4) (U3m. — 1B, 6p. 68 ot 2019 1., B cuina ot 27.08.2019 r.) Korato jekapcTBEHHST MPOAYKT Ce
3arutama ot Harmonannata 3apaBHoocurypurenta kaca (H30K), nekapsrt 3abJKUTEITHO TTOTBIBA
kona Ha H30K nHa cvoTtBeTHMS nekapcTBeH npoaykT 1 MKbB kosia Ha 3a005sBaHeTO ChIIIacHO
HapenOara o wi. 45, an. 3 ot 330.
(5) o mperienka Ha Jekaps Ha €HA PEUENTypHA OJaHKa MOXKE Jia ce TPEIIICBa MOBeYUe OT SAUH
JIEKapCTBEH MPOIYKT, ChABPKAII HAPKOTUYHU BELIECTBA.
(6) 3abpansiBa ce MPEeAMUCBAHETO HA JICKAPCTBEHH MPOIYKTH, KOUTO HE ChAbPIKAT HAPKOTUUHH
BEIIIECTBA, Ha CIICIHATHUTE PELENTYpHH OJIaHKH.

Ya. 13. (Otwm. - /IB, 6p. 81 ot 2013 1.).

Y. 14. Tlpu npennucBaHe Ha JIEKapCTBEHH MPOIYKTH, ChIAbPKAIIA HAPKOTUIHH
BEIIECTBA, CE CIa3BaT CJIEAHUTE U3UCKBAHUS
1. KOMMYECTBOTO Ha JIEKAPCTBEHUTE MPOAYKTHU CE U3MUCBA C IU(PHU U ¢ TyMH;
2. KOJIMYECCTBOTO HA Hpe}IHI/IcaHI/Iﬂ J'IeKapCTBeH HpO)IYKT HC MOJXEC Ia HaaBUIIIaBa TepaHeBTI/ILIHaTa
nmo3a 3a 30 aHu.

Ya. 15. (dom. - B, Op. 81 ot 2013 1., u3Mm., 6p. 104 ot 2013 1., 6p. 68 or 2019 1., B cHta
or 27.08.2019 ., 6p. 53 ot 2022 1., 6p. 85 o1 2023 1., B cunna ot 16.10.2023 r.) (1) JlekapcTBeHU
MPOIYKTH, ChIABPIKAIIN €THO OT BEIIeCTBaTa eTHIIMOPGUH, KOJeuH, (eHoOapOuTan Win Tpamaaoi
B KoJruecTBa 0 50 Mr 3a 1030Ba eIMHHIIA B KOMOUHAIMS ¢ JPYTH JEKapCTBEHH BEIIECTBA, CE
MPEIHICBAT B ChOTBETCTBHUE C PEXKMMa Ha OTITyCKaHE, ONPEJICIICH B pa3peIlICHUETO 32
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ynotpe6a/y10CTOBEPEHUETO 3a PETHCTPAIIMs MU Pa3pellieHUETO 3a MapayeieH BHOC Ha
JIEKapCTBEHUS IPOAYKT Ha TepuTOopusTa Ha PenyOimka brirapus.

(2) JlexapcTBeHMTE IPOIYKTH 110 ail. 1 ¢ pexxuM Ha OTIyCKaHe '1o JeKapcKo Mmpeanucanue’ ce
MIPENICBAT Ha PEIENTYpHA OJIaHKa ¢ OsUT IIBST C €THOKPATEH PEKUM Ha OTITyCKaHE U B
KOJINYeCTBa, ChOOPa3eHU C THEBHATA JI03UPOBKA, 3a He noBeue oT 30 1HU.

(3) JlexapcTBeHM MPOAYKTH, ChABPIKAIIK TOBEYE OT €JHO OT HAPKOTUYHUTE BEIECTBA 1O aji. 1 B
KOMOMHAIMS C APYTH JIEKApCTBEHH BEIIECTBA, C€ MPEANUCBAT Ha ClIeMalIHa pelenTypHa OlaHkKa
CBC 3€JICH [BAT HE3aBUCUMO )TN 00II0TO KOJIM4YecTBO € 10 50 Mr 3a 1030Ba eIMHHIIA.

Y. 16. [Ipu npeanucBane Ha BCEKU OT/AEJICH JIEKAPCTBEH MPOAYKT JIUIIETO 110 Wi 4 e
3abJDKEHO J1a ce MH(OpMHUpPaA OT MAlMEHTa 3a MPEIIIeCTBAILO WIH CHITBTCTBALIO JIEYEHHUE C IPyTH
JIEKapCTBEHU IPOITYKTH.

Pa3znen |11
IIpeanucBaHe HA JIEKAPCTBEHHU MPOAYKTH, 3aIJIAINAHU OT
TbPKABHUS OI0/IKET 3a JIeYeHHMETO HA ObJrapCKUuTe rpaxKIaHu
3a 3a00/1IBaHMsI, U3BbH 00XBATA HA 3aAbJILKUTEJIHOTO 3IPABHO

ocUTypsiBaHe
(3ara. usm. — JIB, 6p. 90 ot 20191.)

Y. 17. (U3m. — JIB, 6p. 90 ot 2019 r.) Jlekapute Morar aa npeanrcBar JIeKapcTBEHU
MIPOIYKTH, 3aIUIAIIaHNA ChC CPEACTBA OT IbPIKABHUS OFOKET 3a JICUCHUE HA 3a00JIIBaHUS, U3BBH
o0xBaTa Ha 3aJIBJDKUTEIIHOTO 3[IpaBHO ocurypsisane cpriaacHo Hapen6a Ne 34 ot 2005 r. 3a pena 3a
3aIuIamane OT AbP)KaBHUS OIO/DKET Ha JICYCHHETO Ha OBJITapCKUTE TpaXkIaHH 3a 3a00JIsIBaHHS,
U3BBH 00XBaTa Ha 3a/IbJDKUTEITHOTO 3[[PABHO OCUTYpSIBAHE.

Ya. 18. (Or™. — [IB, 6p. 95 ot 2014 1.).

Y. 19. (M3m. — JIB, 6p. 90 ot 2019 r.) KonnuecTBOTO Ha IPEANUCAHUTE JIEKAPCTBEHU
MPOAYKTH CJIe/iBa 1a ChOTBETCTBA Ha cpokoBeTe 1o wi. 22 oT Hapenba Ne 34 ot 2005 . 3a pexna 3a
3arialiane oT IbpKaBHUS OIO/KET Ha JICUEHUETO Ha OBITapCKUTE TpakIaHu 3a 3200 sBaHus,
M3BBH 00XBaTa Ha 3a/ILJDKUTEITHOTO 3/IPaBHO OCUTypsiBaHe U Wi. 14 oT Ta3u Hapeaoda.

Y. 20. (U3m. — 1B, 6p. 95 ot 2014 1., 6p. 90 ot 2019 r.) [IpeanucanuTe gekapcTBEHN
npoaykTu no pena Ha Hapenda Ne 34 ot 2005 1. 3a pea 3a 3ariamiane ot Abp>KaBHUS OIODKET Ha
JIEYEHUETO Ha OBITapCKUTE TPaKAaH| 32 3a00JIIBaHMS, M3BBH 00XBaTa Ha 3aIbIDKUTEITHOTO
3[paBHO OCHUTYpsIBaHE C€ BIMCBAT B MEIUIIMHCKATA IOKYMECHTAIIMS HA TIALMCHTA.

Y. 21. (1) (U3m. — IB, 6p. 90 ot 2019 r.) JIekapcTBEHH IPOAYKTH 3a MAIHEHTH, KOUTO
ce JICKyBaT Ipu aMOyJIaTOPHU YCJIOBUS, C€ TPEANUCBAT HA PellenTypHa OJaHKa ChIIaCHO
npunoxxenue Ne 8 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3ariamiade oT IbpyKaBHHS OFOKET Ha
JICYCHUETO Ha OBJITAPCKUTE IPaXKIaHH 3a 3a00JsIBaHMsI, U3BbH 00XBaTa Ha 3aIbDKUTCITHOTO
3IIPaBHO OCHUTYpsIBAHE, KOSITO CE M3/1aBa B JIBA CK3eMILIApa. [IbPBUAT eK3eMILIsIp ce ChXpaHsBa B
amnTeKara, a BTOPHST - B CYETOBOJICTBOTO Ha ChOTBETHOTO JICYEOHO 3aBEICHHUE B MPOIBIIKCHUE HA 5
TOJIHU.

(2) (U3m. — 1B, 6p. 95 ot 2014 r.) JIekapcTBEHUTE MPOIYKTH 32 MAIIMEHTH, KOUTO CE JICKYBaT B
CTAallMOHAPHHU YCJIOBHUS, C€ TIPEIMCBAT HA JICKAPCTBEH JIMCT ChINIACHO NpriiokeHue Ne 5a, KoiTo ce
M37aBa B J1Ba CK3eMILIApA. [IbPBUAT EK3eMILISIP CE ChXpaHsBa B aliTekara Ha JieucOHO 3aBe/IcHHE, a
BTOPHSIT — B ChOTBETHOTO OT/ACIICHHE B IPOIBIDKCHHE HAa 5 TOTUHH.

Y. 22. (U3m. — [IB, 0p. 95 ot 2014 r.) Penenitute mo wi. 21, an. 1 ca BajuIHu 32 CPOK
15 nuu oT narara Ha U34ABAHETO WM.
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Paznen |V
IlpennucBaHe Ha JIeKAPCTBEHN NMPOAYKTH, 3aIIAIAHA
HANBJHO Wi YacTuuHo oT H30K

Y. 23. (1) (dom. - IB, 6p. 81 ot 2013 1., u3m., 6p. 95 ot 2018 r.) JIumara mo ui. 4, a.
1, paGoreniu B 1e4eOHU 3aBEICHIS 32 H3BHFHOOTHIHYHA TIOMOIII, B U3IIBJIHEHKE Ha 10ToBOp ¢ H30K
MOTarT Jia MPEANKMCBAT JICKaPCTBEHU MPOIYKTH 10 4. 262, ai. 6, T. 1 or 3akoHa 3a IeKapCTBEHHUTE
MpoAyKTH B xXyMaHHata menuiuaa (3JIIIXM) 3a neuenue Ha 3apaBHoocurypenu yuia (30J1),
3arUianiaiy HarmbJIHO Win yactTudHo oT H30K 3a nomanHo jieueHue Ha TepUTOpusATa Ha CTpaHaTa
3a 3a00JsIBaHMs, ONIpeesieH: ¢ Hapeabata mo wi. 45, an. 3 330.
(2) U3BbH ciyuante 1o ai. 1 mekapCTBEHU MPOAYKTH, 3aIIal[aHd HAITBJIHO WA YaCTHIHO OT
H3O0K, Morar aa ce npeAnucear ot Jekapu/JIeKapy 1o JCHTaTHa MEUIIMHA, PAa0OTEHIH B JIe4eOHN
3aBeeHU 3a U3BHHOOTHNYHA [IOMOIIL 110 Y. 5, ai1. 1 oT 3akoHa 3a jJe4eOHUTE 3aBeeHsI, KOUTO ca
KbM MUHUCTEPCTBOTO Ha MPABOCHIUETO.
(3) JlekapcTBeHM IPOAYKTH, 3aIUTal[aHK HAITbIHO Wik yactuyao oT H30K, morar ia 6baar
MPEINMCBAaHU Ha 3APAaBHOOCUTYPEHH OBJITAPCKH IPAXKIaHM, JIUIIA C IPABO Ha 3APAaBHO OCUTYPSBAHE,
YIOCTOBEPEHO OT Jpyra IbprkaBa - wieHka Ha EC, win cbriacHoO ABYCTpaHHU CIOTO/I0H.
(4) (U3wm. - JIB, 6p. 81 ot 2013 r.) JIuniata o wi. 4, ajn. 1, cnenuaircty no npoduia Ha
3abomsBaneTo, padoremu 1o gorosop ¢ H30K B neueOnm 3aBeneHns 3a W3BbHOOIHUYHA TTOMOIIT
WM CTICIMATM3UPAHN KOMUCHH B JIe4eOHU 3aBeICH 32 OOJIHUYHA MOMOIII, CKJIFOUUIIN IOTOBOP C
H3O0K, Morat ga n3naBaT mpoTOKOJIM 3a MPEANUCBAHE HA JICKAPCTBEHU MPOAYKTH, 3aIUIAIAHN OT
H3O0K/Pernonannara 3apaBaoocurypurensa kaca (P30K).
(5) (Hosa — JIB, 6p. 68 ot 2019 ., B cua ot 27.08.2019 r.) B ciyuaunte mo an. 1 — 4
MIPENMCBAHETO CE OCHIIECTBSIBA MPH CIIa3BaHEe HA YTBBPICHUTE PapMaKko-TepareBTUIHH
pBKOBOJICTBA IO WI. 259, an. 1, T. 4 ot 3aKoHA 3a JICKAPCTBCHHUTE MPOAYKTH B XyMaHHATA
MEIUIINHA.

Y. 23a. (Hos - /IB, 6p. 81 ot 2013 ., oT™., 6p. 95 oT 2014 1., HOB, Op. 68 0T 2019T., B
cuna ot 27.08.20191.) (1) B cirywante mo wi. 23, an. 4 npu n3JaBaHEToO Ha MPOTOKOII 32
CKBITOCTPYBAIIH JICKAPCTBEHU TPOIYKTH, 32 KOUTO CE M3BBPINBA eKcIiepTr3a 1o wi. 78, T. 2 ot 330,
MOXe€ J]a Ce MPEANUCBA JIEKaPCTBEHHUAT MPOAYKT/TEPaeBTUYHUAT KypC ChOOpa3HO HEroBaTa
pasxojHa epeKTUBHOCT M0 cMUchIa Ha 330, KOraTo B KOHKPETHHS clTyyail ca HaJulle
TepareBTHYHH AITEPHATUBH, JIGKAPCTBEHNUTE MPOILYKTH/Teparuy UMaT JoKa3aHa CXOHA
e(heKTUBHOCT 1 0€30MacHOCT 3a JiedeHue Ha 3abossaBaHeTo Ha 30J1, ¢ mogo0HO KIMHUIHO
NPOTUYAHE U TEXKECT ChIIIACHO KpaTKaTa XapaKTepHCTUKA Ha MPOAYKTa/IPOTyKTUTE.
(2) YcnoBusita 1 KpUTEPUUTE, IO KOMTO CE OTPEIEIIs AU JISKAPCTBEHUTE MPOIYKTH ca
TepaneBTUYHH aITEPHATUBH, Ca!
1. nexapcTBEHHUTE MPOIYKTH J]a UMAT UICHTUYHN TIOKAa3aHUS B YTBBPJCHUTE KPATKU
XapaKTepUCTUKH Ha MPOTYKTHUTE;
2. IeKapCTBEHUTE MPOAYKTH JIa ca €HAKBO IMO3UIIHOHUPAHH B TEPATIEBTHYHUS aJTOPUTHM Ha
CBHOTBETHOTO 3a00J1s1BaHEe ChOOPA3HO YTBBPACHUTE (PapMaKo-TepaneBTUIHU PbKOBOJICTBA;
3. 3a JIeKapCTBEHUTE MPOAYKTH J1a Ca MPUIIOKUMHU €THAKBH TEPANICBTHYHH MTOKA3aTEIN KaTo
M3MEpUTEI Ha TePareBTUUHUS pe3yIITar;
4. cxonHaTa e(heKTUBHOCT M OE30IMMacHOCT 3a JIUeHHe Ha 3a00JIIBaHETO J1a € IoKa3aHa upe3
MeTaaHaIN3H WIK IPEKU CPaBHEHUS Upe3 KIMHUYHH MTPOYYBAHHUS.
(3) OnpenensiHeTO Ha TEpANEeBTUYHKUTE aITEPHATHBH ChITIACHO YCIOBUSITA M KPUTEPUUTE Ha all. 2 ce
M3BBPIIBA B NpoLeaypa 1o wi. 262a, an. 3 ot 3JIIIXM.
(4) 3a Bcsiko 3ab0utsBaHe, 3a TEPANCBTHYHOTO JICUCHHE Ha KOETO ce n3aaBa nmpotokos, H30K
U3BBPIIBA aHAIM3 U ONIpeieNs pa3xoiHaTa e()eKTUBHOCT Ha TePAlleBTUYHHUTE aJITEpHATHBU
MOCPEACTBOM M3YMCIISIBAHE Ha ChOTHOILICHUETO pa3xo/pe3yaTar. 3a 1enTa ce pas3ielis CTOMHOCTTa
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Ha TOAMILHUS TEPANIEBTUYEH KYPC 3@ BCEKH JIEKAPCTBEH NPOAYKT HA IIOCTUTHATHS OT HETO
KJIIMHUYEH pe3yJiTaT, U3MEPEH C MpeABapUTEITHO U30paHUs U3MEPUTEI Ha €PEeKTUBHOCTTA.

(5) 3a nexapcTBeHUTE MPOIYKTH, IPEACTABIISBAILY TEPATICBTUYHHU AITEPHATHBY 3a JICUYCHUE HA
naneHo 3abonssane, H30K u3rorsst uadopmanus, B KOSTO MOCOYBA B HUZXOJISII Pe MPOAYKTUTE
cb0oOpa3HO oIpeieNieHaTa UM 10 pea Ha ajl. 4 pa3xoaHa epeKTUBHOCT. JJOMyCTUMO € eMH WIN
MoBeYe JEKapCTBEHU MPOIYKTH J1a UMAaT €Ha U ChIlla pa3xoaHa edpextuBHocT. MHpOpMmarusTa ce
ono6psaBa ot Hamzopuus cbBer Ha H30K, myGnukyBa ce Ha opuiaaHata HHTEpHET CTPaHULA Ha
H3OK ¥ ce akTyanu3upa npu HeoOX0MMOCT/IPOMSIHA HA OTHOCUMHUTE 00CTOSITEIICTBA.

(6) Ilpu n3naBaHe Ha MPOTOKOJI JieKapsAT/CrielMaIn3upaHaTa KOMUCHS MOXe J1a TIpeIIICBa
JIeKapCTBEH MPOMYKT/JIeKapCTBEHH MPOIYKTH, KOUTO Ca MOCOYEHH B MH(OpMALUATA 110 ajl. 5
Cbh0OOpa3HO TAXHATA Pa3xo/Ha ePeKTHUBHOCT.

(7) Anunes 6 ce npuiiara B cIy4anuTe Ha U37aBaHe HAa MPOTOKOJ Ha 3[PABHOOCHUTYPEHO JIUIIE 32
'ppBU NIBT. [Ipu surica Ha TepaneBTUUEH OTTOBOP, HAJIMYNE HA HEJKEIAHU JIEKAPCTBEHH PEAKLIUU
WM 110 TpeleHKa Ha MEIUIIMHCKUS CIEIUANINCT, MOAKPENeHa ¢ MeIULIMHCKAa 000CHOBKA, €
JIOMyCTUMO HPEANKUCBAaHE Ha JIGKAPCTBEH MPOIYKT OT HATUYHUTE TEPAeBTUYHHU aJITEpHATUBH 0e3
Cra3BaHe Ha MPUHIUIA 32 Pa3X0/IHa €(PEKTUBHOCT.

Y. 236. (Hos — JIB, Op. 68 ot 2019 ., B cuna ot 27.08.20191.) (1) 3a onpenensie Ha
pasxoaHaTa eekTuBHOCT 10 Wwi. 23a, ai. 4 kbM H30K ce ch3maBa KOMHUCHS, KOATO BKIIOYBA TPUMA
npencraButenu Ha H30K, enqun npeacraBuren Ha MUHUCTEPCTBOTO Ha 37paBEONa3BaHETO U €ANH
npecTaBuTeN Ha HarmoHaHYS ChBET 10 [IEHU M peUMOYpCHpaHe Ha JICKAPCTBCHUTE MTPOYKTH.
ChCcTaBBT Ha KOMUCHSTA c€ ompeienis che 3anoBes Ha ynpasurens Ha H3OK. Komucusita mpuema
npaBuiia 3a paboTara cu.

(2) 3a momnmomMarane paboTara Ha KOMUCHSITAa MOTaT Jia ObJaT MPUBIUYAHU U BHHIIHU CKCIICPTH.
(3) YsieHoBeTe Ha KOMHUCHSITA 10 ai. 1, KAKTO M JIMIAaTa MO aJl. 2 He MOT'aT Jla y4acTBaT B JCHHOCTH,
CBBpP3aHH ¢ pa3pabOTBaHETO, MPOU3BOACTBOTO, MAPKETHHTa, THPTOBUATA HA €1pO U IPeOHO ChC
CHhOTBETHHUS JICKAPCTBEH MPOAYKT.

(4) YnenoBeTe Ha KOMUCHSITA IO aJl. 1, KaKTO W JUIIaTa 1O all. 2 ca JUIkKHU J1a He pa3riiacsBar
(hakTH 1 0OCTOATEIICTBA, CTAHAIM UM U3BECTHU TIPU WIIH IO IIOBOJI M3ITHTHCHHE HA 33 TbIDKCHUATA
¥M TIO Ta3u Hapenoa.

(5) Ha xoMucwusita ce nperoctaBs HHPOPMAIKs 3a JOTOBOPEHUTE 10 pejia Ha Hapeadata mo 4. 45,
an. 9 330 OTCTBIIKM 3a TEKAPCTBEHUTE MPOAYKTH, 32 KOUTO CE€ ONpeaens pa3xoaHa e(heKTUBHOCT U
Ha TePANeBTUIHHUTE AITCPHATHBH, KAKTO U JOIIBIHUTEITHA WH()OPMAIIUS TTPH HEOOXOIUMOCT.

Y. 23s. (Hos — /IB, 6p. 68 ot 2019 1., B cuia ot 27.08.2019 r.) B ciiyyanre mo 4. 23a,
KOTaTo KaTo TepaneBTHYHA aJTEePHATHBA € OTPeIeIICH JEKapCTBeH MPOAYKT 10 Wwi. 29, an. 2 oT
3JIIIXM, nekapsit/cnenuann3upaHaTta KOMUCHS MOXKe Ja TPENUCBa TO3H JIEKApCTBEH MPOIYKT Ha
3IIPaBHOOCUTYPEHOTO JIMIIE, Ha KOETO CE U3/[aBa MPOTOKOJI, CHIIIACHO NPUHIIHIIA 33 Pa3X0IHa
€(eKTUBHOCT.

Ya. 24. (1) (Uzm. - IB, 6p. 81 ot 2013 1., 6p. 68 o1 2019 1., B cma ot 1.01.2020 1.)
JlexkapcTBeHHUTE IPOAYKTH, KOUTO HATBIIHO UM YacTH4YHO ce 3amamar ot H30K 3a gomarnHo
JIeUeHHe, Ce MPEANMKMCBAT Ha penenTypHa Oomanka (oopazerr M3 - H30K Ne 5 o npunoxenune Ne 6),
petentypHa 6manka (oopaszerr M3 - H30K Ne 5A no npunoskenne Ne 7) i 3a TSX ce U3/1aBa
npotokod (obpaserr o npunoxenue Ne 8) ripu ycroBus U pejl, ONPECICHN B HAIIMOHATHUTE
paMKoBH JoroBopu 1o 4wi. 53, an. 1 330.

(2) Peuentypuute Oxanku 1o ain. 1 ce u3gaBaT, KakTo Clie/iBa:
1. (mom. — JIB, 6p. 95 ot 2018 r.) peuentypHa 6manka (oopazent M3 - H30K Ne 5 o npunoskenne
Ne 6) - 3a mpeanucBaHe Ha JIEKAPCTBEHH MPOIYKTH 3a JICUCHUE HA 3a00JISIBaHMs, B KOJIMYECTBA 32 HE

noBeue oT 30 JHHU, OCBEH KOraTo JIMIICBA HOAXOMAIIA OIaKOBKA CHIIACHO CHUCHKA 110 wi. 262, ain. 1
3JITIXM;
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2. (m3m. — JIB, 6p. 95 ot 2014 r.) peuentypHa Onanka (oopazerr M3 - H30K Ne 5A no npuioxenne
Ne 7) - 3a mpeanucBane Ha JeKapCTBCHH MPOAYKTH 3a JICUCHHE HAa XPOHUYHH 3200 IIBAHS, B
KkoanuecTBa 3a He nosede oT 100 mnHu.

(3) (Hosa — JIB, 6p. 68 ot 2019 1., B cmma ot 1.01.2020 r.) IIpoTtokonuTe mo an. 1 ce u3maBart 3a
MPENICBaHE HA JICKAPCTBCHU TPOIYKTH 3a JICUCHHE HAa XPOHUYHH 3a00JIsIBaHMS B KOJIMYECTBA 3a
He moBeue oT 365 nHu.

(4) (Ipenummnua an. 3— /1B, 6p. 68 ot 2019 ., B cuna ot 1.01.2020 r.) HenonbinHeHuTe nosera B
peuentypHurte O0yaHku 1o ajn. 1 ce anynupart cbe 3Hak "Z".

(5) (ITpeaumrna an. 4 — 1B, 6p. 68 ot 2019 1., B cuna ot 1.01.2020 r.) PerientypHuTe GJIaHKH 110 aJl.
1 ce u3maBar B J1Ba €K3EMILISAPA.

(6) (M3m. — 1B, Op. 95 ot 2018 r., npeaumiHa ain. 5, 6p. 68 or 2019 ., B cuiia ot 1.01.2020 ., u3m.,
op. 85 ot 2023 1., B cuia ot 16.10.2023 r.) PenentypHurte OaHku 1o an. 1 3aabKUTEITHO ce
MOITBJIBAT B €JIEKTPOHHA (hopMa.

Y. 24a. (Hos — JIB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r., usm., 6p. 95 ot 2018 1.)
Korato na 30JI ce npennucpar 1ekapCcTBEHU NPOAYKTH, C U3KIIOUECHUE HA JIEKAPCTBEHUTE
npoayktu 1o wi. 174 3JII1XM, 3amnamann HanbiaHO wiau yactuaHo ot H30K, penentypaute
Onmanku 1o wi. 24 cienBa Aa ChAbPKAT BCUYKU JaHHU, TOCOYEHHU B mpuiiokeHue Ne 4a, koraro ce
IJIAaHUPA J1a Ce U3MBJIHABAT B IpyTa IbpKaBa deHKA.

Y. 25. (1) (U3m. — [IB, 6p. 95 ot 2018 r.) JIunata o wi. 23 BIUCBAT B aMOYJIaTOPHUS
JMCT, KOUTO ce chxpaHsBa B qocueto Ha 30JI 32 OTUETHOCT ¥ KOHTPOJI, CICAHUTE JaHHH OT
penenture no uwi. 24, an. 1: kog na H30K, MKb kox Ha 3a0onsBaneTo no Hapeabdara mo 4i. 45, an.
3 330, curHarypa, npeanrucaHo KOJIMISCTBO U JTHATE, 3 KOUTO € IOCTATHYHO MPEITUCAHOTO
KOJIMYECTBO.
(2) (dom. — B, 6p. 68 ot 2019., B cuna ot 1.01.2020 1.) [laraTa Ha M37aBaHe Ha perienTara
clie/iBa Jla ChBIIAJIa C JaTaTa Ha W3JjaBaHe Ha aMOys1aTopHus JUCT. JlaTaTa Ha U3/1aBaHe Ha
MIPOTOKOJIA CJIEJ[BA JIa ChBIAJA C JaTara Ha M3/1aBaHe HAa aMOYJIaTOPHHUS JIUCT, PECIICKTHBHO C
JlaTata Ha OKa3BaHe Ha MEIUIIMHCKAaTa oMol (aMOyaTopHa polielypa) Mo ONpeieiisiHe Ha I1aH
Ha JICYCHHE U TIPOCIICIIBAHE HA TCPATICBTUYHHS OTTOBOP TPH MAITUCHTH, TTOJTyYaBaIi
CKBIIOCTPYBAIIY JICKAPCTBEHU MPOAYKTHU O pena Ha ui. 78, T. 2 ot 330.

Y. 26. (1) JTumara no 4. 23 uMat npaBo Ja MpearucBaT Ha eHa perenTypHa OaHKa
JI0 TPH JIEKAPCTBEHM MPOIYKTa, CBHP3aHU C JICYSHUETO Ha J0 TPU Pa3NUYHU 3a00JsIBaHus, a HA
€JIMH MTPOTOKOJT - €TUH JIEKAPCTBEH MPOJYKT B JI0 TPU JO30BH SAMHHIIN 32 €THO 3a00JIIBaHE.
(2) TIpomenu B mpeanrcaHUTE JICKAPCTBEHH MPOIAYKTH TI0 perenTypHa Onanka (obpaser; M3 -
H30K Ne 5 o npuoskenue Ne 6) Moske /1a IpaBU caMo JieKapsT/IeKapsT 1Mo JIeHTaIHa MeAUIINHA,
W3Jai perenTara, KaTo 3a LeTa ChIIUIT aHylIMpa Hen3MbJIHeHaTa pelenTa U u3aBa HOBa.
(3) [Ipomenu B peANMKUCaHUTE JIEKAPCTBEHU MPOILYKTH IO perenTypHa omanka (oopasen M3 -
H3O0K Ne 5A mo mpuoskerne Ne 7) MOKe Jia IPaBH caMo JieKapsAT/IeKapsT 1Mo JeHTaTHa MEIUIINHA,
M3J1aJ1 perenTara, KaTo 3a IeTa ChIIHIT aHyJInpa HeU3ITbTHCHUTE OTPS3BIN OT Hesl U M3/aBa HOBA.
(4) (M3m. — 1B, 6p. 95 ot 2018 r.) B ciyuaute mo ai. 2 u 3 nuiara mo wi. 23 3aAbJDKUTETHO
n3uckBaT oT 30JI peuentypHuTe OaHKU WM OTPSA3BLU OT PELENTYPHU OJAHKH, KOUTO MOJIEKAT
Ha aHyJupaHe. AHYJIMPaHUTE pelenTypHHU OJaHKU WM OTPSA3BIU OT PELENTYypHU OJIaHKU ce
chxpansBaT B nocuero Ha 30J1, mpuKpereHn KbM aMOyJIaTOPHHUS JIUCT OT JlaTaTa Ha TIXHOTO
W3/1aBaHe.
(5) Ipu uskIrOYBaHE HA JCKAPCTBEHH MPOAYKTH OT MO3UTHBHHS JICKAPCTBEH CIHCHK U3aICHUTE
pelenTH ce aHyaupar 1o penaa Ha ai. 2, 3 u 4, KaTo MalyueHTUTe He 3alJalar cyMara no 4i. 37, an.
1, . 1 330, ako He ce Hanara oka3BaHe Ha MEIUIMHCKA ITOMOIII.

Y. 27. (1) JTumara mo wi. 23 ©uMat npaBo Aa IPEANUCBAT JICKApCTBEHHU MPOIYKTH, 3a
konto H30OK HanbiIHO WiIM 4aCcTUYHO 3aIjIallia, B CIEIHUTE KOJINIECTBA.
1. 3a 1eyeHNe Ha OCTPHU CHCTOSIHUS - JIEKAPCTBEHU MPOAYKTH 3a He noBeue oT 10 auu;
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2. (m3m. — JIB, 6p. 95 ot 2014 r.) 3a eyeHUE HA XPOHUYHU 3a00JISIBAHUS - JIEKAPCTBEHHU MPOAYKTH
3a He noseue oT 100 aHuM, Mpenucany Ha 0 TPU OTps3bKa OT penentypHa omanka (oopaszern M3 -
H3O0K Ne 5A no npunoxxenue Ne 7) unm Ha perientypHa Oianka (o6paszer; M3 - H30K Ne 5 o
npuioxerue Ne 6).

(2) JIunara mo 4. 23 mocoyBaT B peenTypHUTe ONaHKy 1Mo wi. 24, an. 1 u B amOynaTopHUs JIUCT
CpOKa, 3a KOMTO C€ Mpen1cBa.

(3) (dom. — B, 6p. 95 ot 2014 r.) B cnywauTe no ain. 1, T. 2 ce mpeAnucBar JIEKapCTBEHU MPOIYKTH
Ha eIUH OTPS3BK 3a He moseue oT 30 JHH, OCBEH KOTaTO JIUTICBA MOIXOSIIA ONTAKOBKA CHIIIACHO
cnuchbka 1o wi. 262, an. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOILYKTH B XyMaHHATa MEIUIIMHA
(3JITIXM) min KOraTo JIeKapCTBEHUTE MPOIYKTH Ce TPEAMUCBAT B KOJIMYECTBa 3a moeye ot 90
THU.

Y. 28. Ha penientypHuUTe OTaHKH 110 Wi. 24, an. 1 He Morat ja 0bIaT npenucBaHN
€IHOBPEMEHHO JICKApPCTBEHU MPOIYKTH:
1. Ha3HAYEHU C MPOTOKOJ M0 Wi. 24, an. 1 v TakuBa, KOUTO HE Ca Ha3HAYEHU C TaKbB IMPOTOKOIT,
2. Ha3HAYEHHU C TIOBEUE OT €MH MPOTOKOI 1o wi. 24, an. 1.

Y. 29. (1) (U3m. — IB, 6p. 95 ot 2018 r.) JIumara mo 4i. 23 ca JTbKHHU 14 YBEIOMST
30J1 - pecn. HETOB POJIUTEN, HACTOWHUK HJIU MOTICYUTE, MIIH JIMLETO 1o wi. 162, an. 3 ot 3akoHa
3a 3[paBeTo, 3a BU/Ia Ha MPEIMHCAHUTE JCKAPCTBCHH MIPOAYKTH, TAXHOTO JCHCTBHE, HEKEITaHU
JICKApCTBCHU PEAKIIMH, Pell U HAYMH Ha MPUEMaHe, 32 CyMaTa, KOsTO CJIC/Ba Jia 3aIiaTh, aKo
JIEKapCTBEHMST MPOAYKT ce 3arutama yactuaao oT H30K.

(2) (M3m. — ]IB, Op. 95 ot 2018 r.) YBenomsianeto Ha 30J1, pecr. HETOBUS POUTEN, HACTONHUK,
MOTICYHTEIT WIIH JIMIETO 1o Wi. 162, an. 3 ot 3aKoHa 3a 3/IpaBeTo, Ce YAOCTOBEPSIBA C TIOATNCA MY B
amMOyJIaTOPHHUS JIUCT.

Ya. 30. (1) Penenture, W3mucaHu 1Mo pejia Ha TO3HM paszell, UMaT CPOK Ha BAJUIHOCT
CUMTAHO OT JIaTaTa Ha W3/laBaHe, KaKTo CIlie/Ba;
1. no 15 kanenaapHu IHH - 3a perentypHa o6manka (oopazen M3 - H30K Ne 5 o npunoxxenne Ne
6) u 3a oTpsI3bK A OT penenTypHa Onanka (oopazerr M3 - H30K Ne 5A no npunokenue Ne 7);
2. 10 45 xajieHaapHu JTHH - 3a OTPs3bK B oT penentypra 6manka (oopazerr M3 - H30K Ne 5A mo
npuioxerue Ne 7);
3. 10 75 kanengapHu aHU - 3a oTpsi3bk C oT penentypHa Omanka (oopaserr M3 - H30K Ne 5A o
npunoxerue Ne 7).
(2) (Tom. — 1B, 6p. 68 ot 2019 1., B crna ot 27.08.2019 r.) OtaenHuTe OTPSI3BIN Ha PEIEITYpHA
6manka (oopaser;r M3 - H30K Ne 5A o mpuinoxenue Ne 7) ce H3IMBIHABAT MOCIEI0BATETHO B
CJICTHUTE CPOKOBE CUYMTAHO OT JaTara Ha M3JaBaHETO i, ChOTBETHO — JIaTaTa Ha OTIYCKaHEe Ha
MPEIXOJHOTO KOIUYECTBO OT MPEANUCAHUTE MPOTYyKTH:
1. no 15 kaneHgapHu AHU - 32 OTPSI3BK A;
2. (u3m. — JIB, 6p. 95 ot 2014 1.) ot 25 0 45 KaneHIapHH JHU - 32 OTPSA3bK B;
3. (m3m. — 1B, 6p. 95 ot 2014 1.) ot 50 10 75 KaneHaapHU AHHU - 32 OTPs3bK C.
(3) (U3m. - JIB, 6p. 81 ot 2013 ., 6p. 68 o 2019 1., B cuma ot 1.01.2020 r.) ITpoTOKOIUTE 11O YIL.
24, an. 1 umat cpox Ha BaJHIHOCT 10 365 KaJleHIApHU JHU CUUTAHO OT JlaTaTa Ha 3aBEPSBAaHETO UM
B pETHOHANIHATA 3/[paBHOOCUTYpHUTENTHA Kaca. ONpenensHeTo Ha CPOKa Ha BaIUAHOCT Ha BCEKU
MIPOTOKOJI C€ M3BBPINBA IO KPUTEPHUH, YCTAHOBEHH B HAIIMOHATHUTE PAMKOBHU JJOTOBOPH 110 4. 53,
an. 1 ot 330.

Paznen V
(Hos - /IB, op. 81 ot 2013 1.)
IIpennucBaHe HA JIeKAPCTBEHU NMPOAYKTH B Jie4eOHH
3aBeleHHs ChC CTAllMOHAP
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Y. 30a. (Hos - /IB, 6p. 81 ot 2013 r.) (1) (U3m. — JIB, 6p. 95 ot 2014 1.)
[MpeanucBaneTo Ha JICKAPCTBEHHU MPOAYKTH B JICUSOHU 3aBEIICHUS ChC CTAIIMOHAD 32
XOCTIUTATM3MPAHN TTAUSHTH C€ U3BBPIIBA HA JIEKAPCTBEH JIMCT ChIITACHO MpHiioxeHnue Ne Sa.

(2) (U3m. — 1B, 6p. 95 ot 2014 r., 6p. 95 ot 2018 r.) JlekapcTBEHUST JIUCT MO TprtokeHne Ne Sa
MOXe 1a ObJIe ¥ caMO B €JIEKTPOHHA opMa, KaTo ce TOANMCBA CHhIIIACHO 3aKOHA 33 CIEKTPOHHHUS
JIOKYMEHT U €JICKTPOHHUTE yIOCTOBEPUTEITHH YCIYyTH ¢ KBaTU(UIIMPAH WIH YChBBPIICHCTBAH
ENIEKTPOHEH TO/IITHC.

(3) (M3m. — JIB, 6p. 95 ot 2014 r.) JIekapCTBEHUSAT JUCT CE MOIMBJIBA B JiBa €K3EMILIAPA, MOAMKUCBA
Ce OT JICKYBAaIIMs JIEKap ¥ HA4YaJIHUKa Ha OTIEIICHUETO, CIIe]] KOETO Ce MpeaBa 3a M3IIbIHCHHE B
OonHnyHarta anteka. CpOKbT Ha ChXpaHEHHE Ha JIGKAPCTBEHHUS JIUCT € 5 roJJuHu.

(4) (Hosa — JIB, 0p. 95 ot 2014 r.) JIekapCTBEHHSAT JIUCT MOXKE Ja ObJIc ChCTABSIH U OTIICUaTBAH
4pe3 Creluanu3upan copryep, KaTo 3aIbIKUTEITHO ChAbPKA BCUUKU PEKBU3UTH.

(5) (Hosa — IB, 6p. 95 ot 2018 r.) Korato JiekapcTBEHUTE NPOIYKTH ca 3a 3JI0Ka4eCTBCHU
3a00JIsIBaHMs, JICKAPCTBEHUSAT JIMCT MO all. 1 ce mpuapyskaBa OT TeparneBTHUeH (UIIl ChITIACHO
npunoxenue Ne 50.

(6) (Hosa — JIB, 6p. 95 ot 2018 r.) TepaneBTHUHHUAT (HUII MOKE J1a OBbI€ U CAMO B €JIEKTPOHHA
¢dopma, KaTo ce MOANKUCBA ChIITACHO 3aKOHA 32 IEKTPOHHUS TOKYMEHT U eJICKTPOHHHUTE
yIIOCTOBEPUTEITHH YCIIYTH ¢ KBATU(DUIIMPAH WK YChBBPIICHCTBAH SICKTPOHEH IMOIITHC.

(7) (Hosa — 1B, 6p. 95 ot 2018 r.) TepaneBTUYHUAT (UIL CE TOIBIBA CHIIIACHO PELICHUETO Ha
KJIMHUYHATA OHKOJIOTMYHA KOMUCHS 110 XUMHOTEPAITUsI/KIIMHUYHATA KOMHCHS 110 XeMaTOJIOTHS,
OTpPa3eHO B MPOTOKOJI, €AHOKPATHO HA IbPBUS JICH OT TEPAIUATA 10 ChOTBETHATA KIIMHUYHA
mbTeka/aMOysIaTopHa Mporeaypa.

(8) (Hosa — IB, 6p. 95 ot 2018 1.) TepaneBTUYHUAT (UL CE TOMBJIBA B 1BA €K3EMIUIAPA, ITOAMUCBA
Ce OT JICKYBaIIHs JIEKap, CJIel KOSTO ce Mpe/iaBa 3a U3IbJIHEHHE B OOJHUYHATA alTeKa.

Ya. 306. (Hos - /1B, 6p. 81 ot 2013 r.) (1) [IpeanucBaneTo Ha IEKapCTBEHU MPOAYKTH,
ChIBPIKAIIN HAPKOTHYHU BemiecTBa OT npuiokenus Ne 2 u 3 kM wi. 3, 1. 2 u 3 ot Hapenbara 3a
pena 3a Ki1acupuIMpaHe Ha PAaCTCHUATA U BELIECTBATa KATO HAPKOTUYHH, B JICYEOHNUTE 3aBEACHUS
ChC CTAlIMOHAP 32 XOCHUTAIM3UPAHUTE OOIHU CEe M3BHPIIBA HA OT/IEIICH JIEKAPCTBEH JIUCT.

(2) (M3m. — 1B, 6p. 95 ot 2014 r.) JIekapCTBEHUSAT JKCT 1O ai. 1 ce mombBa B CbOTBETCTBUE C UJI.
30a, an. 3 u 4, KaTo HE ce JIOMyCKa U3/IaBAaHETO My caMo B eleKTpoHHa Gopma. CpokbT Ha
ChbXpaHEHHE Ha JIEKapCTBEHHMS JIUCT € 5 roJuHu.

Ya. 30B. (Hos - /IB, 6p. 81 ot 2013 1.) (1) (U3m. — 1B, 6p. 95 oT 2018 T.)
[MpeanucBaneTo Ha IeKapcTBEHU NMPOAYKTH 1o wi. 30r, ai. 7, T. 2 ce U3BBPILBA HA CIICIIHATHUTE
penentypHu OaHkH 1mo wi. 11.

(2) Cnennannara perenTypHa Oanka rmo ai. 1 ce u3maBa B TpU €K3eMIUIIPa, ITbPBUTE JIBA OT KOUTO
ce mpeaBaT OT MaIFeHTa B OOJTHIMYHATA aNTeKa, a TPETUAT Ce ChbXPaHsIBa OT JISKYBAIIUs JIEKap.

(3) Ipenmnucanute TeKapCTBEHU MPOAYKTH 10 ajl. 1 ce BIUCBAT B MEAMIIMHCKATA JOKYMEHTAIUS Ha
MAIMeHTA.

Y. 30r. (Hos - [IB, 6p. 81 ot 2013 1., u3m., 6p. 95 ot 2014 r., 6p. 95 oT 2018 1.) (1)
JlexapcTBeHH MTPOIYKTH 10 Wwi. 262, ai. 6, 1. 2 3JIIIXM, 3amnamanu HabiHO 0T H30K, Morart na
MPEANKCBAT JIMiara o 4. 4, ai. 1, paboremy B JiedeOHU 3aBeICHUS — U3IIBIHUTEIN Ha OOJHUYHA
MIOMOII] 10 KJIMHUYHY TbTeKN/aMOyIaTOpHH TIPOLICAYPH ChITACHO HapeadaTa mo wi. 45, ai. 2 330.
(2) Koraro chritacHo Hapeabara 1o wi. 45, an. 2 330 jgekapcTBEHUTE MPOAYKTH 3a 3JI0KaYeCTBEHH
3abonsBanus ce 3amiamar oT H30K u3BbH 1leHaTa Ha KIMHUYHKUTE TbTEKH/aMOyIaTOpHUTE
MPOIIEIypH, CHIIUTE CE TPEANUCBAT U IPUJIaraT caMo CJIe]] B3€TO PEIICHUE 3a MPOBEXKIAHE Ha
JICKApCTBCHO JICYCHUE OT 00IaTa KIMHUYHA OHKOJIOIMYHA KOMHUCHS/KIIMHUYHATA KOMHUCHS T10
XEMaTOJIOTHs ChIJIACHO MEAMIIMHCKUTE cTaHaapTy "Meauiuacka oakoaorus” /" Kiimaunana
XEeMaToIoTHs" .

(3) JlexapcTBeHHTE IPOIYKTH 3a JICYCHUE HA 3JI0KAYECTBCHU COJIMIHU TyMOPH IpH Jinia Hax 18 .,
C M3KIIOYCHHC HA OMMMOUIHUTE aHAITETHIIH, CE TIPEIICBAT OT JISKYBaIIH JISKap CIIe] pEeIICHHE Ha
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KIIMHUYHATA OHKOJIOTUYHA KOMHUCHS TI0 XUMHOTEPANHS ChITIACHO MEIUIIMHCKUS CTaHIapT
"MenunuHCcKa oHKOOTHS . KoMucusiTa ce ChCTOM Hal-MajKo OT TPUMa JICKapH C Mpu3HaTa
CrenranHocT "MeIuIIMHCKa OHKOJIOTHS ', KOUTO paboTAT B 1Ie4eOHOTO 3aBE/ICHUE, U CE€ OTpeIes
ChC 3aI0Be]] HAa PbKOBOIUTES HA JICUEOHOTO 3aBeicHHE. PemennsiTa Ha KITMHUYHATa OHKOJIOTHYHA
KOMUCHS TI0O XUMHOTEPAIHUS C€ BIUCBAT B MPOTOKOJIM ChINIACHO mpriiokeHue Ne 86 u ce moanucsaT
OT WICHOBETE Ha KomucusTa. [IporokosmTe ca BamuaHu 3a cpok 10 180 qHu cuyuTaHo OT HAYAJIOTO
Ha JICYEHHETO I10 CXeMara.

(4) JlekapcTBeHHTE MPOIYKTH 32 JICYCHHE HA 37I0KAYSCTBEHH XEMATOJIOTHYHU 3200 SIBAHUS TIPU
nuia Haj 18 r., ¢ u3KiIoYeHrne Ha OMUOUTHUTE aHANTETUIIH, CE TIPENUCBAT OT JICKYBAIUs JeKap
CJIe]T pellieHre Ha KITMHUYHATA KOMUCHS IT0 XEMaTOJIOTHS ChIIIACHO MEIUIIMHCKHSI CTaHAApT
"Knuanyna xemaTomnorus . Pemenusita ce BUCBAT B MPOTOKOJ IO 00pasel] ChIIIACHO MPHIOKEHHE
Ne 8B, moamucan OT Haii-MaJIKo TpUMa JISKapH ¢ MPU3HaTa crienuaTHoCT "KiTmHuIHa XemMaTonorus .
[Iporokonute ca BanuaHu 3a cpok 10 180 qHM cuuTaHO OT HAYANIOTO HA JICYEHUETO M0 CXeMaTa.

(5) JlekapcTBeHHTE MPOIYKTH 3a JICYCHHE HA 37I0KAYSCTBEHHU 3a00JIIBaHus pH Juiia moa 18 ., ¢
M3KJIIOYEHUE Ha OMTMOUTHUTE aHANTETHUIIH, CE MIPEANMCBAT OT JICKYBAIKs JIeKap ClIe]l pelieHre Ha
KJIMHAYHA OHKOJIOTHYHA KOMUCHS/KIIMHNYHA KOMKMCHS 110 XEMAaTOJIOTHs 3a JuIa 1o 18 roauau.
PernieHusiTa ce BIKCBAT B IMPOTOKOJ 10 0Opa3el chriacHo npuiiokeHust Ne 86/Ne 8B u ce moamnucsar
Hali-MaJjKo OT JIBaMa Jiekapu che cneruandoct o "[lenuarpus” u "Kiuanuna xemaTtomorus” uiau

" JleTcka KJIMHUYHA XEMAaTOJIOTUS U OHKOJIOTHUS, KOUTO PabOTAT B Ie4eOHOTO 3aBEICHHE.
[IporokonuTe ca BamuaHu 32 cpok 10 180 qHM cuuTaHO OT HAYAJIOTO HA JICYCHUETO 110 CXeMaTa.

(6) PerienusiTa HAa KOMUCUHTE IO all. 3 — 5 ca ChITIACHO TEPANICBTUYHUTE CXEMH 32 JICUCHUE B
CBHOTBETCTBUE C 000peHUTE (hapMaKO-TEpareBTUYHN PbKOBOJICTBA.

(7) JIunara o an. 1 morat na npeanuciat Ha 30JI ¢be 3710KaueCTBEHU 3a00JISIBaHUS JIEKAPCTBEHU
MIPOAYKTH 3a JicueHHe/ PO Ib/KaBaHe Ha JICUCHUETO B U3BHHCTAIIMOHAPHU YCIOBHUS, KAKTO CIIC/BA:
1. nekapcTBEHU MPOIYKTH 3a NIEpOpaIHa MPHUIEITHA TPOTUBOTYMOPHA Tepamnus U nmepopaiHa
XuMuoTepanus — pu aexocnutanuzanus Ha 30J1, nekyBaHu B ChIIOTO JI€4€OHO 3aBEICHHE 110
KIMHUYHU TBTEKU WM aMOyJIaTOpHA MpoLeaypa 3a CHCTEMHO JIEKAPCTBEHO JICUEHUE PU
3J10Ka4e€CTBEHH 3a00JIIBaHUS;

2. OTIMOUIHU AHANTETHUIIHN — MPU AUCTIAHCEPHO HAOIIOIEHHE MPU 3TI0KAYECTBEHH 3a00IsIBAaHUS U
P BPOJICHU XEMAaTOJIOTHYHU 3200 IsIBAaHUS.

(8) B ciyuauTte o ain. 7, T. 1 30J1 cieziBa Aa ca JIeKyBaHU 10 KIMHUYHU TTEKH/aMOyIaTOpHH
MIPOLIEAYPH, TOCOUYSHH B HapeabaTa mo wi. 45, an. 2 ot 330, npu KOUTO CTOHHOCTTA HA
JexapcTBeHuTe mpoAykTu ce 3artama or H30K u3BbH 11eHaTa Ha KIMHUYHATA
mbTeka/aMOysIaTopHaTa mporeaypa.

Ya. 30x. (Hos - /1B, 6p. 81 ot 2013 r.) (1) (M3m. — JIB, 6p. 95 ot 2014 1., 6p. 95 ot 2018
r.) JlekapctBenure npoaykTu mo wi. 30r, an. 7, T. 1 ce mpennucBaT Ha penenTypHa OiaHka
(o6pazerr M3 H30K Ne 6 mo mpuoxenre Ne 8r) 3a ieyeHUe Ha 3710KaYeCTBEHH 3a00IsIBAHKS B
KoJIM4YecTBa 3a He noseue ot 30 gHH.
(2) PentenitrypHara 0s1aHka 1o aji. 1 ce u3aaBa B 1Ba €K3eMIUIAPA, IBPBUAT OT KOUTO CE MpeaaBa
Ype3 MalyeHTa Ha anTekaTta Ha JIeYeOHOTO 3aBEJICHHE ChC CTAIIMOHAP, @ BTOPHUAT CE ChXPaHsIBA OT
JIeKyBaIyst JeKkap/iexap 1mo JeHTalHa MEIUIMHA.
(3) Penrenitute ca BanuaHu 3a Cpok 15 THU OT qaTara Ha U3ABAHETO HM.
(4) JTunara mo 4. 30r, an. 1 Morar jaa pasneyaTBar 0Opas3iuTe Ha TOKYMEHTHTE 10 aj. 1, Kato
CBIIUTE CHIBPKAT 33TbKUTEITHO BCHUKH PEKBU3UTH.

I'naBa yerBBpTA
OTIITYCKAHE HA JIEKAPCTBEHHU ITPOAYKTH

Paszne |
IlpueMaHe U M3NIbJIHEHNE HA JIEKAPCTBEHUTE NMPeANCAHUS
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Y. 31. (1) (IIpeauien teker Ha wi. 31 - JIB, Op. 68 or 2014 r., B cuia ot 15.08.2014 r.)
[Tpu nmpremaHeTo Ha PEHENTUTE U JICKAPCTBCHUTE JTUCTOBE MarCThP-(apMaIeBThT C€ 3abJDKaBa
na:
1. mpoBepsiBa nany ca Cria3eHW W3MCKBAaHUATA HA TJIAaBH BTOPA U TPETA;
2. (m3m. — JIB, 6p. 85 ot 2023 1., B cuia ot 16.10.2023 r.) He OTHyCKa JeKapCTBEHH MPOIYKTH
Cpelly TaJOHH 32 OTCTBIIKA WIIH IPYTH JOIBIHUTEITHA MaTepHali, HENPEABHICHH B Ta3u Hapenoa,
3JIIXM unu 3BMJI;
3. (u3m. - 1B, 6p. 81 ot 2013 1., 6p. 85 ot 2023 1., B cmna ot 16.10.2023 r.) ocToitHOCTsIBA
MPeINICaHUTe JEKapCTBEHN MPOAYKTH; CIIOMaraTeTHUTE MaTepUaId U OIaKOBKUTE, KOUTO Ce
M3ITOJI3BAT 32 JIEKAPCTBEHU MPOIYKTH, IIPUTOTBEHHU 110 MarucTpaiHa u (hapMakoneiHa perentypa B
anTeKuTe, ce OCTOWHOCTABAT chriacHo Hapenbara 3a ycnoBusTa, mpaBuiata 1 peia 3a peryjiupaHe
Y pEerHCTpUpaHe Ha IEHUTE Ha JICKapCTBEHUTE MPOXyKTH, ipueTa ¢ [loctanoBinenne Ne 97 Ha
Munucrepcku cbBet ot 2013 r. (IB, 6p. 40 ot 2013 1.);
4. (momn. — 1B, 6p. 85 ot 2023 1., B cmna ot 16.10.2023 r.) BriKcBa BCSKa U3ITBIHEHA PELIENTA B
JTHEBHHUK 33 PETUCTPHpAHE Ha peleNTH chIrylacHO npuinoxenue Ne 4 kpm uit. 3, an. 3 ot Hapenba Ne
28 ot 2008 1. 3a yCTpOMCTBOTO, pella M OpraHu3alusaTa Ha padoTaTa Ha aTCKUTE U
HOMEHKJIaTypaTa Ha jJekapcTtBeHute npoayktu ([IB, op. 109 or 2009.).
(2) (Hosa — 1B, 0p. 68 ot 2014 1., B cuia ot 15.08.2014 r., u3m., 6p. 85 ot 2023 r., B cuia ot
16.10.2023 r.) /IHEeBHUKBT 3a pErUCTPHPAHE HA PELENTH Mo all. 1, T. 4 ce BOAU Ha ENEKTPOHEH
HOCHTEIL.
(3) (Hosa — IB, 6p. 85 ot 2023 ., B cuna ot 16.10.2023 r.) I[IpaBo na oTmyckar JiekapCTBEHU
MPOAYKTH, ChABPIKAIIN HAPKOTUYIHH BemiecTBa oT nprtokeHne Ne 1 keMm wit. 2 ot Hapen6a Ne 2 ot
2012 r. 3a ycnoBusATa U pejia 3a OCHLIECTBABAHE HA IPOrPaMH 3a JICYCHHUE C arOHUCTU U arOHUCTH-
AQHTarOHUCTH Ha JIMIA, 3aBUCKUMH KbM onmouau (JIB, Op. 49 ot 2012 r.), umar jiekapu, paboTeiiy B
IporpammTe, MOJyYMIIM pa3pelieHue OT MUHUCThpPa Ha 3/{paBeoNa3BaHeTO 3a OChIIECTBIBAHE HA
MIPOTpaMH 3a JICYCHHE C arOHUCTH U arOHUCTH-aHTATOHUCTH Ha JIUIA, 3aBUCUMH KbM OITHOU/IH.

Y. 32. (1) B anTekara 3ab/DKUTEIHO C€ ChXPAHABA B MPOIB/DKEHHE Ha MET TOJAUHH
nH(popmanus 3a:
1. npueTHTE U U3ITBIHEHUTE PEIICTITH;
2. IOJTyYCHUTE JICKAPCTBEHHU MPOTYKTH IO TIAPTHUJIH.
(2) (U3m. — 1B, 6p. 68 ot 2014 r., B cuina ot 15.08.2014 r.) Ha Bcsika perienTa MarucTbp-
(bapMarieBThT MOCTABS TI€YaT, KOWTO ChIbPKa HOMEpa U JaTata Ha Pa3pelieHreTo 3a ThProBHs Ha
JPeOHO C JIEKapCTBEHH MPOTYKTH.
(3) (Hosa — JIB, 6p. 68 ot 2014 r., B cua ot 15.08.2014 r.) Perienitute ce MOAMMCBAT OT MaruCThp-
(bapmarieBTa, KOWTO H3ITBJIHABA MPEINUCAHUETO W/UIH OTIyCKa JeKapCTBEHUTE MPOAYyKTH. Ha
BCSIKA PEIlelTa MaruCThp-(papManeBThT MOCTABS:
1. HoMep | JaTa Ha PHEeMaHe Ha PelenTaTa;
2. YUH na otmyckamusi MarucTbp-gpapMareBT.

Y. 33. (1) B antekure penenture ce H3MbIHIABAT IPHOPUTETHO MO CIACIHUS PE/I:
1. peuenTH ¢ ykazanue "IMTO", "IUTUCUMO" WIH "CTaTUM" Cc€ U3MBJIHIBAT HE3a0aBHO, KATO BBPXY
TSAX ce 0TOeNsI3Ba YachT HAa MOCTHIIBAHETO B ANTEKAaTa M HA U3IbJIHEHUETO UM;
2. petienity 3a jaena 10 14 roauHw;
3. BCUUKU OCTaHaJIM PELENTH CE U3IIBJIHABAT 110 pe/ia Ha MOCTHIIBAHETO UM.
(2) (Otm. — 1B, 6p. 85 ot 2023 1., B cuia ot 16.10.2023 1.).

Ya. 34. (1) Ilpu oTmyckaHe Ha MPEANMUCAHU JIEKAPCTBEHU MPOAYKTH CE CIa3Ba CICAHUAT
pexn:
1. (u3m. - IB, 6p. 81 ot 2013 1.) KOraTo JIEKAPCTBCHUAT MIPOAYKT € MPEIHCaH Ype3
MEXTyHApOIHO HETIATCHTHO WU (hapMaKOIIeHHO HAaMMEHOBAHKE Ha JICKAPCTBEHOTO BEIIECTBO, CE
OTITyCKa JICKAPCTBEH MPOAYKT, pa3pelicH 3a yrnorpeda B cTpaHara, KOWTO ChIbpiKa MPEIITHCAHOTO
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AKTUBHO BEIIIECTBO, KaTO 3aJIbJKUTEITHO C€ CIa3BaT NMpe/nucanara JjeKkapcTeeHa hopma u
KOJIMYECTBOTO B JI030BA €IUHUIIA,;

2. KOTaTo JIEKapCTBEHUST MPOIYKT € MPEANUCaH MOl ThProBCKO HAMMEHOBAaHUE, CE OTIYCKa TOYHO
NPEINUCAHUAT MPOIYKT.

(2) Koraro anTekara He pa3nosara ¢ IpeAuCcaHus JCKapCTBEH MPOAYKT, MAarUCThP-(hapMaIeBThT €
JUTBXKEH JIa TO OCUTYPH B CPOK J10 24 yaca. B To3u ciryvaii 1aTata v 9achT Ha MOCTHIIBAHETO HA
pelenTara ce 0Tpa3siBaT BbpXY Hesl.

Ya. 35. (1) Crien oTIycKaHeTo Ha MPEANUCAHUTE JIEKAPCTBEHHU MPOYKTH PELenTaTa ce
BpbIIa HAa IPUHOCUTENS .
(2) (U3m. - [IB, 6p. 94 ot 2011 1., 6p. 90 ot 2019 r.) B anrekute Ha Ie4eOHUTE 3aBEACHUS ChC
CTaLlMOHAP, CKIFOYMIM J0roBop 1o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiamase oT
Ibp>KaBHUS OIOJDKET Ha JICUCHHETO Ha OBJITapCKUTE TpaXkIaHH 3a 3200 sIBaHMs, U3BBH 00XBaTa Ha

3aJIBJDKUTEITHOTO 3IPaBHO OCUTYPSIBAHE, CE 3abPKa CIUHUIT SK3eMIUISIp Ha pelenTara.
(3) (Orm. — IB, 6p. 51 ot 2023 1., B cuta ot 13.06.2023 1.).

Y. 36. [Ipu oTmyckaHe Ha JeKapCTBEHH MPOAYKTH MarucThp-(hapMaleBThT € JUIbXKEH /1a
MpeocTaBy UH(pOpMaLMS U ChbBETH Ha MAIUEHTUTE, U3Pa3€HU SICHO, Ha €3HK, JIECEH 3a
BB3IIPUEMaHe, OTHOCHO 0€30MacHOTO U €PEeKTUBHOTO IPUEMAHE U U3I0JI3BaHE Ha JICKapCTBEHUTE
MIPOJIYKTH.

Ya. 37. (1) [Ipennucanus, KOUTO HE OTTOBAPSAT HA N3UCKBAHMATA IO TJIABH BTOPA U
TpeTa, HE CE U3IbJIHIBAT.
(2) Ilpu BB3HUKHATIO CBMHEHUE OTHOCHO MPEAMICAHOTO B PEIeNTaTa MaruCThp-(hapManeBThT €
JUTBXKEH, MIPeIn Ja OTIyCHE JIEKapCTBEHUS MPOAYKT, Aa C€ KOHCYJITHpA C MpeANHcaIus peLenrtara
aekap.

Y. 38. He ce oTmmyckar JieKapcTBEHU MPOILYKTH IO KOMHE HA OPUTHHATIHA PElerTa.

Ya. 39. [Ipeau oTmyckaHe Ha JIEKapCTBEHH NMPOJYKTH O€3 pelenTa MarucTbp-
(apmaleBThT HAIIOMHS Ha MallMeHTa Ipeau yrnoTpeda Ja npoyere HHPOpMaMOHHATA JINCTOBKA.

Paznea ||
OTnyckaHe HA JIEKAPCTBEHH NMPOAYKTH, ChAbPKAIIH
HAPKOTHYHHU BellecTBA

Ya. 40. (U3m. — IB, 6p. 51 ot 2023 1., B cua ot 13.06.2023 r.) JlekapcTBEHU MPOIYKTH,
ChbpJKalll HAPKOTUYHHU BELIECTBA, MPEANMCAHY 10 Pe/ia Ha IllaBa TpeTa, paszen |, ce ormyckar B
anTeKd, KOMTO ca MOJYYHIIH JIMIICH3US 32 ThPrOBHs Ha JPEOHO U ChXpaHsIBaHE Ha HAPKOTUUHH

BCIICCTBA IIO pCa Ha 3akoHa 3a KOHTPOJI BbPXY HAPKOTUYHHUTEC BCIICCTBA U IIPCKYPCOPUTC
(3KHBII).

Y. 41. (1) (U3m. - IB, 6p. 81 ot 2013 1., 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)
[Ipenu oTmyckaHe Ha JIEKAPCTBEHU MPOIYKTH, ChIbPKAIlM HAPKOTHYHH BEIIECTBA, MATUCTHP-
(apManeBTHT 3aIBDKATEITHO MPOBEPSIBA TAJIN Ca CIIa3eHH M3UCKBAHUATA 3a MPEIIICBaHe Ha
JIEKapCTBEHH MIPOAYKTH, ChIbPKAIIY HAPKOTUYHU BEIIECTBA, U BHBE)KAA TPUTE UMEHA U JAHHUTE
OT JIOKyMEHTA 32 CaMOJIMYHOCT Ha JIMLIETO.
(2) (U3m. - 1B, 6p. 81 ot 2013 1., 6p. 51 ot 2023 1., B cuia ot 13.06.2023 r.) Uudopmarusra ot
CTELMAIIHUTE PelieNTYpHH OJIaHKU — HAllMOHAJIEH peepeHTeH HOMep Ha pelenTypHara Oj1aHka,
VM€ Ha TalieHTa, HANMEHOBAHNE Ha JICKAPCTBEHUS IPOIYKT, OTITYyCHATO KOJIMYECTBO U JaTa Ha
OTITyCKAaHETO, CE BbBEX/IA B CIICLUATIHUS PerUCThp chriaacHo wi. 3 oT Hapenba Ne 21 ot 2000 1. 32
W3MCKBAaHUATA KbM JIOKyMEHTAIMATA ¥ OTYETHOCTTA TIPU M3BBPIIBAHE HA JICHHOCTH C HAPKOTUIHU

BEILIECTBA M JIEKAPCTBEHH NPOIYKTH, ChIbpPKAIM HapKoTHYHH BetecTsa (/IB, 6p. 86 ot 2000 T.).
(3) (U3m. - JIB, 6p. 94 ot 2011 1., oT™M., Op. 51 oT 2023 1., B cmta ot 13.06.2023 1.).

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

CTp. 13 0T 46



(4) (U3m. - 1B, 6p. 81 ot 2013 1., Op. 68 or 2014 1., B cuna ot 15.08.2014 r., 6p. 51 ot 2023 ., B
cuna ot 13.06.2023 r.) KoraTo jiekapcTBEHUAT MPOAYKT 1o wi. 262, an. 6, T. 1 3JIITXM, cbabpxarg
HapKOTHYHU BEIIECTBa, ce 3amama oT H30K 3a momariHo eueHnue, nHGopMaIusTa 1o aji. 2 OT
CrieIMaIHUTE perentypHu 6aanku ce npeaoctasst Ha P3OK upe3 Hanmonannara

31paBHOMH(OPMAIIMOHHA CHCTEMA.
(5) (Orm. - 1B, 6p. 81 oT 2013 1.).

Ya. 42. (U3wm. - 1B, 6p. 94 ot 2011 ., 6p. 81 oT 2013 1., Op. 51 o1 2023 1., B CcMIIa OT
13.06.2023 r.) Uudopmanusta o wi. 41, an. 2 OT CHeUaaIHUTe PEUENTypHH OJIAaHKH Ce
npenocrass Ha P3U upe3 Hannonannara 31paBHOMH(GOpMAIIMOHHA CUCTEMA.

Ya. 43. (U3wm. - [IB, 6p. 81 ot 2013 r.) 3abpaHnsiBa ce OTIIyCKaHe Ha JIEKapCTBCHU
NPOJIYKTH 10 PEeLenTa, MPEAIHCaHN TIPEIU oBeYe OT 7 JHU.

Ya. 44. (1) (Uzwm. - ]IB, 6p. 81 ot 2013 r.) 3abpaHsiBa ce OTITyCKaHE Ha JICKAPCTBECHH
MPOIYKTH, ChABPKAIY HAPKOTUYHU BellecTBa OT npuiaoxeHus Ne 2 u 3 kpM . 3, T. 21 3 0T
Hapenbara 3a pena 3a xiracuduimpane Ha paCTeHUATA U BEIIECTBaTa KaTO HAPKOTUYHH, B
KOJINYECTBA, MO-TOJIEMH OT MPEITHCAHUTE.

(2) Ipu ycraHOBsIBaHE Ha HECHOTBETCTBHUS B MPEAMUCAHUETO U MAKCHMAJTHO JOMTyCTUMATa J03a
MarucTbp-(GapMaieBThT B aNITeKaTa ¢ JUTbXKCH Ja C€ KOHCYJITHpA C IPEANHUCaIns PeLenTara Jekap.
(3) [Ipu HEBB3MOKHOCT 3a U3ITBJIIHEHHE Ha MPEAMUCAHUETO CIIE KOHCY/ITALIMATA 10 aj. 2
pelenTara ce Bpbllla Ha JieKapsi/iekaps 1o IeHTaaIHa MeIUIIMHA 32 aHyJIHpaHe.

Y. 45. 3abpansiBa ce OTIMyCcKaHE Ha JIGKAPCTBEHHU MPOIYKTH 10 pejia Ha TO3H pased,
KOTaTo MPUHOCHUTENAT Ha perentara e noj 18 ronunu.

Pasznea |11
OTnyckaHe HA JIEKAPCTBEHHU MPOAYKTH, 3aIJIAINAHN HAIIBJIHO
or M3 1 HannbJaHO M yacTudHo oT H30K

Yu. 46. (1) (U3m. - IB, 6p. 94 ot 2011 1., 6p. 90 ot 2019 1.) OTIyckaneTo Ha
JIEKapCTBEHM NPOIYKTH, IPEIMCAHH 110 pe/ia Ha TJiaBa TpeTa, paszen |11, ce m3BbpiiBa ot antekn
Ha JIeueOHU 3aBeJIeHUs ChC CTAIMOHAP, CKIIIOUMIH TOToBOp 1o pena Ha Hapenba Ne 34 ot 2005 .
3a pefa 3a 3arJiamade OT Jbp)KaBHUS OIODKET Ha JICUSHHETO Ha OBJITApCKUTE TPaXIaH! 32
3a00Js1BaHMs, U3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3/JpaBHO OCUTYpsIBaHE.

(2) (Otm. - B, 6p. 81 ot 2013 ., HOBa, Op. 68 oT 2014 1., B cmna ot 15.08.2014 r.) OtnyckaHeTo
Ha JIEKapCTBEHH MPOAYKTHU OT anTteku, padotenu o gorosop ¢ H30K, ce uzBbpiiBa B
CBHOTBETCTBHUE C Ta3u Hapen0a M C yCIOBHATA M Pelia 3a CKIIOYBAHE HA HHIMBHIYaJTHH JOTOBOPH TI0
ui1. 45, an. 15 ot 3akoHa 3a 37JpaBHOTO OCUTypSIBaHE.

(3) (Tom. - 1B, 6p. 81 ot 2013 1., Op. 68 oT 2014 1., B crta ot 15.08.2014 r.; usm. ¢ Perrenne Ne
5812 va BAC - 6p. 91 ot 2016 r.) OTIiyckaHeTo Ha JeKapCTBEHH MPOIYKTH, IPEIKUCaHH 110 penia
Ha TJ1aBa Tperta, pasaen |V, ce u3bpiiBa B anreku, padoteniu no gorosop ¢ H30K ¢ uskimouenue
Ha JIEKapCTBEHUTE NPOAYKTH 10 wi. 30r, KOUTO C€ OTIYCKAT OT OOJTHUYHHUTE alTEKH.

(4) (Hosa - 1B, 6p. 81 ot 2013 r.) Koraro jekapcTBEHHAT MPOAYKT C€ OTITyCKa B OMAKOBKA,
pa3nu4yHa OT OKOHYATEIHATa, C€ OTOEA3BaT BCUYKH JJaHHH OT OKOHYATEIHATa ONaKOBKa Ha
MIPOU3BOJIUTEIIS M C€ TIPEAOCTABS JIMCTOBKATA 32 MAIIMEHTA.

(5) (Hosa - 1B, 6p. 81 ot 2013 1., nom., O6p. 68 ot 2014 ., B cuna ot 15.08.2014 ., u3m., 6p. 90 ot
2019 r.) Ha oOparHaTa cTpaHa Ha perenTara 3a JICKapCTBEHUTE MIPOAYKTH, OTITYyCKaHH 110 peja Ha
1. 21 or Hapen6a Ne 34 ot 2005 r. 3a peza 3a 3aruiaiaie oT Abp>KaBHUS OI0DKET Ha JICYEHUETO Ha
OBJATrapcKUTE Tpak/laHu 3a 3a00JsIBaHuUs, U3BbH 00XBaTa Ha 3abJDKUTEITHOTO 3PaBHO OCUTYpsIBAaHE
(1B, 6p. 95 or 2005 1.), ce 3anucBaT JAHHUTE OT JIMYHATA KapTa (MacnopT) Ha MaIKeHTa | Ha
MOJTy4aTesisi, KOraTo JEKapCTBEHUTE MPOYKTH HE Ce TOTy4aBaT JIMIHO OT MAI[eHTA.
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Y. 47. (1) (Uzm. — 1B, 6p. 95 ot 2014 r., npenuiiieH Tekct Ha wi. 47, 6p. 68 or 2019 .,
B cuia ot 27.08.2019 r.) OTmyckaHeTo Ha JISKapCTBEHH MPOIYKTH, MPEIIMUCAHHA Ha PELENTypHA
onanka (oopazen M3 - H30K Ne 5A o npunoxenue Ne 7), ce M3BbpIIBa B paMKUTE Ha BATUIHOCT
Ha OTPS3BIIUTE, KAaTO JaTaTa Ha M3ITBIHEHNE Ha BCEKU OTPS3BK C€ TIOCOYBA BHPXY HETO M BBPXY
ClIeIBAILUS OTPA3BK.
(2) (Hosa — /IB, 6p. 68 ot 2019., B cuia ot 27.08.2019 r.) [Ipu Hamu4uue Ha MpeUCaHus HA
noBeYe OT eJHa perenTtypHa Oianka (oopaszery M3 — H30K Ne 5 mo mpuoxxenne Ne 6 1 oOpaszery
M3 — H30K Ne 5A no npunoxenune Ne 7) ¢ mpeAnucanus 3a pa3inueH Opoil THU PELENTUTE ce
U3ITBJIHABAT HA JaTaTa Ha Hal-KbCHUS CPOK, HO HE MO-MAJIKO OT 25-us JieH.

Ya. 47a. (Hos — 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.; usm. ¢ Pemenne Ne 5812
Ha BAC - 6p. 91 ot 2016 r.) [Ipu oTryckaHe Ha JIEeKapCTBEHU MPOAYKTH, MPEIINHCAHH IO pe/ia Ha
rJIaBa Tperta, pasaen |V, mposepsiBa 3ApaBHOOCHTYPHUTEITHHS CTaTyC Ha MAIMEHTHTE TI0 Pej,
OTIpeJIeJIEH B YCIOBUATA U pe/a 3a CKII0UBaHE Ha MHAMBUAYAIHHU IOTOBOPH 1o wi. 45, an. 15 ot
3aKoHa 3a 3/[paBHOTO OCUTYpsIBaHE.

Y. 476. (Hos — /IB, Op. 68 ot 2014 r., B cuiia ot 15.08.2014 r.; ot™. ¢ Pemenne Ne 5812
Ha BAC - 6p. 91 ot 2016 1.).

Yu. 48. (1) PeuenTute U MPOTOKOJIUTE HE C€ M3ITBIHSIBAT U CE BPBIIAT HA IPHUHOCHUTEIIS
MM, KOrarTo.
1. peuentypHaTa O1aHKa HE CHABPKA U3LISIIO MOMBIHEHU BCUYKH JIaHHHU,
2. CPOKBT Ha BATUAHOCT € U3TEKbI,
3. mpennucaHusT JIEeKapCTBEH MPOIYKT He ce 3amnama ot M3, ot H30K unu He otroBaps Ha
M3UCKBAaHMATA, ONPEICIICHH B ToroBopa Ha antekara ¢ H30K;
4. ca IOMyCHATHU TPEIIKU U HECHOTBETCTBUS MIPH MOMbJIBaHE HA OJTaHKUTE;
5. B ciydanTe, KOraTo He ca U3IIBJIHCHN U3UCKBaHUATA HA WI. 7, al. 1, T. 3;
6. (HoBa — /1B, Op. 95 ot 2018 ., u3m., 6p. 68 ot 2019 r., B cuna ot 1.01.2020 r.) B ciyuawure,
KOTaTO HE € N3IIBIHEHO W3UCKBAHETO Ha Wi. 24, ail. 6.
(2) Maructbp-hapmaieBThT, OTIYCKAII] JICKAPCTBEHUTE POIYKTH, HAMA MPABO J1a HAaHACs
MOTIPAaBKH BBPXY pelenTypHaTa OJaHKa, ¢ U3KITFOYCHNE Ha IMOMIPABKY NIPHU HATIPABEHH OT HETO
TEXHUYECKU TPEIIKH B MOMEHTA Ha U3MbIIHEHUE Ha pelenTtarta. B To3u ciayyail Toil ce moamnucaa
Cpelly HalpaBeHaTa OT HEr0 KOPEKITHS.

Pazgen IV
(Hos - JIB, 6p. 15 o1 2014 r., B cuiia ot 21.02.2014 r.)
OTnyckaHe HA JIeKAPCTBEHH MPOAYKTH U MeIUIUHCKHU
U3eJIMsl 0 penenTH, N31aJeHu B IPYyra Ibp:;KaBa 4JeHKa

Y. 48a. (Hos — J/IB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r.) (1) (M3m. — /IB, 6p. 85
ot 2023 r., B cuna ot 16.10.2023 r.) Maructbp-hapMalieBTUTE TPy clia3BaHe pa3nopeaonuTe Ha
pasnen | ca JUIb)KHHU J1a H3MBJIHABAT PELEITH, U3/IAJCHH B IPYyTa JbpiKaBa WieHKa.

(2) Peneriute mo an. 1 cinensa 1a ChabpiKaT JaHHUTE, TOCOYCHH B mpuitokenue Ne 4a.

(3) (M3m. — /1B, 6p. 85 ot 2023 1., B cuia ot 16.10.2023 r.) Maructsp-(hapMaieBTHTE C e
rapaHTHpaHe MPUEMCTBCHOCT TP JICYCHUETO Ha KOHKPETEH MAIMCHT MOTAT J1a U3IThJIHIBAT
perenTy 1o aji. 1 ¥ B cayyauTe, B KOMTO HE ChABPKAT BCHUKH JaHHHM 110 prtoxkenue Ne 4a, HO ¢
TOBA HE CE 3acsira TOYHOTO HACHTH(UIUPAHE Ha MAIIMEHTA, IPEIIHCAHUTE JICKAPCTBCHU
NPOIYKTH/METUIUHCKA U3/ENs, HAYMHBT Ha MPUIaraHe, KakTo ¥ MEIUIUHCKHUST CIIEIIHAITUCT,
U314 pelenTara.

Y. 486. (Hos — /IB, 6p. 15 or 2014 r., B cuia ot 21.02.2014 r., u3m., 6p. 85 ot 2023 r.,
B ciia ot 16.10.2023 r.) Maructbp-hapMalieBTUTe He U3MBIHABAT PELICNTH, U3/IaICHH B IpyTa
JbprKaBa YiICHKA, B YaCTTa, B KOSATO ca MPEANUCAHU JICKaPCTBEHU MPOAYKTH 10 4. 174 3JITIXM.
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Paznen V
(IMpeaumen pasaea |V — B, op. 15 ot 2014 1., B cui1a ot
21.02.2014 r.)
OTnyckaHe HA JIEKAPCTBEHHU MPOAYKTH B Jie4eOHM 3aBeeHU
ChC CTALIMOHAP

Ya. 49. (1) (Uzwm. - ]IB, 6p. 81 ot 2013 r.) JlekapcTBEeHUTE MPOIYKTH 32
XOCTUTAIH3UPAHUTE TAIIMEHTH C€ OTIYCKAT OT OOJTHUYHATA anTeKa.
(2) (U3wm. - ]IB, 6p. 2 ot 2012 1., Op. 81 oT 2013 1., Op. 85 0T 2023 1., B cmia ot 16.10.2023 1.)
Korato neueOHO 3aBefieHHE ChC CTalIMOHAP HsAMA anTeka, ce mpriarat wi. 38 - 380 ot Hapenba Ne
28 ot 2008 1. 32 yCTpOICTBOTO, pesia 1 OpraHu3alusaTa Ha padoTaTa Ha anTeKUTe U
HOMEHKJIaTypaTa Ha JIKapCTBEHUTE MPOAYKTH. [IpH crienHu ciiydan ce OCUTypsiBa CHaOIsIBaHE C
HE0OXOIUMUS JIEKAPCTBEH MPOAYKT BB Bb3MOKHO Hal-KpaThK CPOK. 3a IIEHOOOpa3yBaHETO HA
JIEKapCTBEHUTE MPOIYKTH CE€ CIa3BaT yCIOBUATA Ha Hapeabara mo wi. 261a, an. 5 3JITIXM.

Y. 49a. (Hos - /IB, 6p. 81 ot 2013 r.) (1) (IIpeauien tekcr Ha wi. 49a — /1B, 6p. 53 ot
2022 r.) Ilpu npuemane Ha JEKapCTBCHHUTE JINCTOBE MarucThp-(hapMalieBThT 3ab/KUTCITHO
MIPOBEPSABA JaJi Cca CMIa3eHU U3UCKBAHUATA 32 PEANKUCBAaHE Ha JIGKAPCTBEHU MPOIYKTH 1o wi. 8, 14
u 15.
(2) (Hosa — 1B, 6p. 53 ot 2022 r.) [Ipu npuemaHe Ha JeKapCTBEH JIKCT B €IEKTPOHHA (opma
MarucTbp-GpapMameBThT ChCTABS Ype3 CICHUATH3HPAH COPTyep BTOPH EICKTPOHEH EK3EMILISP Ha
noxnucanus no 4wi. 30a, an. 3 JeKapcTBEH JHCT MOJ ChIKs HOMEp ¢ 1o0aBeHa B Kpasi Ha HOMepa
OykBa "A", KOWTO HE ChABPKA MOJIUC HA JICKYBAII] JIEKap U HAYATHUK Ha OoT/eJieHue. BropusT
€JIEKTPOHEH EK3eMIUISIp TPsIOBa J1a ChAbPKA BCUUKU APYTH PEKBU3UTH, MOJIUC HA MAarUCThP-
(dapMareBTa, KakTo U Ha JIMIaTa, MPeJaid U IPHEITH JICKApCTBEHUTE TPOTYyKTH.

Ya. 50. (1) JlekapcTBeHUTE POIYKTH IO JIGKAPCTBEHHU JIMCTOBE CE OTITYCKAT MOOTIEITHO
3a BCEKH MAIMCHT, KATO BCEKH BUJI JICKAPCTBEH MPOJIYKT CE OTIYCKA B OT/JICJTHA OMAKOBKA, BBPXY
KOSITO ce OTOEIsA3BaT METO U Bb3pacTTa Ha OOJHUS, HOMEPBT Ha CTasATa, JETJIOTO U Mpe/ucaHara
703a.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) KoraTo nekapCTBEHUST HPOIYKT CE OTIYCKa B OTIAaKOBKa,
pa3nuyHa OT OKOHYATEHATA, OCBEH JaHHUTE 10 aj. 1 ce oTOemsI3BaT U BCHYKH JaHHH OT
OKOHYATEeJTHATa OMAaKOBKa Ha MPOU3BOAMUTEIIS.

(3) (M3m. — /1B, 6p. 95 ot 2014 1., 6p. 53 o1 2022 1.) J/IBaTa eK3eMIUIIpa Ha JIEKAPCTBEHUS JIUCT B
CBBKYITHOCT, HE3aBUCHMO JaJIH Ca ChCTAaBEHU Ha XapTHEH HOCHUTE, H/WIIK B €IeKTPOHHA opMa,
CHCTABJISIBAT JIEKAPCTBEH JIUCT ChIVIACHO mpuitoskeHune Ne 5a.

(4) (Hosa — 1B, 6p. 95 ot 2018 ., nom., 6p. 53 ot 2022 r.) Koraro nekapcTBeHUTE MPOAYKTH ca 3a
JICYCHUE HAa 3JI0KAYECTBCHHU 3a00JISIBAHUS B CTAIIMOHAPHH YCIOBUS, OOJIHUYHATA arTeKa BOIU
JKypHAJI 32 pa3TBapsiHE Ha JICKAPCTBEHU MPOAYKTH 3a JIeYeHHE Ha
OHKOJIOTMYHHM/OHKOXEMATOJIOTMYHH 3a00JIIBaHKs 10 00pasell chriiacHo nmpuiiokeHue Ne 811, B
KOWMTO JaHHHTE Ce PETUCTPHpaAT exeaHEBHO. [Ipn ocurypeHa TeXHu4ecKa Bb3MOKHOCT JKypHAIbT
MOXeE J[a CE ChCTaBsI B €JIEKTPOHHA (popma.

(5) (Hosa — JIB, 6p. 95 ot 2018 r.) B cityuaii 4e ciieqi MPUrOTBSHE HA UHAWBUAYAIHUTE JTO3H 32
JICHS OT JaJIeH JIEKapCTBEH MPOIYKT ce (hopMHpa OCTAThK, KOUTO HE MOXKe J1a Ob/Ie IPUITIOKEH B
CpOKa My Ha TOJIHOCT, IOCOYEH B KpaTKaTa XapakTepHCTHKA Ha JIEKapCTBEHHS MPOIYKT, OCTaTbKbT
ce 0Tpa3siBa B OMKC HAa HEM3IOJI3BAEMHUTE OCTATBIM OT JICKAPCTBCHHU MPOJIYKTH 32 JICYCHUE HA
OHKOJIOTHYHH/OHKOXEMAaTOJIOTHYHHU 3a00JIsIBaHMs 110 00pa3el chriaacHo npuiiokenne Ne 8e.

Ya. 50a. (Hos - /1B, 6p. 81 ot 2013 r.) (1) [TbpBHUTE €K3EMIUISIPH HA JICKAPCTBEHUTE
JIMCTOBE, MO KOUTO Ca OTIYCHATH JICKAPCTBEHH MPOIYKTH, ChABPKALIM HAPKOTUYHH BEIIECTBA, CE
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3aIbpKaT B OOJIHUYHATA alTeKa U Ce ChXPaHsABAT 3a CPOK €Ha TOJIMHA, KATO CE MPEJCTaBAT Ha
KOHTPOJIHHTE OPTaHH MPH IMPOBEPKA.

(2) Cnen u3nblIHEHHE HA MIPEITUCAHUATA 11O JICKAPCTBEHHUS JIMCT 3a JIEKAPCTBEHU MPOIYKTH,
ChJIBPIKAIIM HAPKOTHYHHU BEIIECTBA, BTOPUAT €K3EMILISAP CE ChXpaHsIBa B OTICIICHUETO 3a CPOK 5
TOIUHH.

(3) Cnen n3tnuane Ha CpoKa 1o aj. 1 MbPBHUTE €K3EMIUTAPH OT JIEKAPCTBEHUTE JIUCTOBE CE Mpe/iaBar
C IpUeMHO-TIpe/IaBaTesIeH MPOTOKOI Ha nHciekTopuTe B P3U, xouto ru chxpansBat 3a cpok 10
TOIVHH.

(4) Ipu oTmyckaHe Ha JCKAPCTBEHH MPOAYKTH, ChIbPIKAIIN HAPKOTUYHH BEIIECTBA HA JICKAPCTBECH
JHUCT, HeoOXoauMaTa HH(OPMAIIHS OT HETO Ce BhBEXK/Ia B PerUCThpa 1o wi. 3, ail. 2 ot Hapemba Ne
21 ot 2000 r. 3a U3UCKBaHUATA KbM JOKYMEHTAIMATA U OTYETHOCTTA IIPH U3BBPIIBAHE HA JEHHOCTH
C HAPKOTUYHHU BEIIECTBA U JICKAPCTBCHU MTPOAYKTH, ChIABPIKANIH HAPKOTHYHHU BEIICCTBA.

Y. 506. (Hos - JIB, 6p. 81 ot 2013 r.) (1) (M3m. — JIB, 6p. 95 ot 2018 .)
JlexapctBenuTe npoayktu 1o wi. 30r, ai. 7, T. 2 ce OTIyCKaT OT alTeKH Ha JICUCOHUTE 3aBeICHUS
ChC CTaMoHap, ckiaroumwin gorosop ¢ H30K 3a kimHMYHA npoLeaypa no AUCIaHCEPHO
Habmonenue Ha 30J1 cbe 310KauecTBEHU 3a00IsIBAaHUS.

(2) (M3m. — 1B, 6p. 95 ot 2018 r.) [TbpBHTE EK3EMIUIAPH HAa PELENTUTE, C KOMTO Ca MPEUCaHN
JICKapCTBEHH MPOAYKTH 1m0 wi. 30r, ai. 7, T. 2, ce MOAPekKAaT B XPOHOJIOTHICH PeJl, KaTo
HeoOxoauMaTa nHpopMalus OT TSIX Ce BbBEX/1a B perucTbpa 1o uwi. 3, ain. 2 ot Hapenba Ne 21 ot
2000 r. 32 M3UCKBaHUATA KbM JIOKyMEHTAIMATA ¥ OTYETHOCTTA TIPU MU3BBPIIBAHE HA JICHHOCTH C
HapKOTHYHU BEILLECTBA U JIEKAPCTBEHU NMPOJYKTH, ChAbPIKAIM HAPKOTHYHH BEILIECTBA, U HA ITbPBUS
€K3EeMIUISP ce OTOEISA3BAT TPUTE UMEHA U IaHHUTE OT JOKYMEHTA 32 CAaMOJIMYHOCT Ha MIPHUHOCHTEIIS
Ha perenraTa.

(3) (M3m. — JIB, 0p. 95 ot 2014 r.) [TbpBUTE EK3EMIUISIPH OT PEICTITUTE MO ajl. 2 C€ ChXpaHsIBaT B
OOJIHMYHATA anTeKa 3a CPOK €JHa TOAMHA U Ce MPEACTaBAT Ha KOHTPOJIHUTE OPraHu MPU NpOBepKa.
(4) (U3m. — 1B, 6p. 95 ot 2014 r.) Bropure eK3eMIUIIpH OT PEIENITUTE IO al. 2 Ce Ipe/iaBaT B
P30K exemeceqHO B CPOKOBETE 3a OTUYUTAHE JIEHHOCTTA Ha JIeYeOHOTO 3aBEJICHHUE.

(5) (M3m. — 1B, 0p. 95 ot 2014 r.) Cien u3THUYaHe Ha CPOKa MO all. 3 PELEnTHTE Ce MpeaBar ¢
IpUEMHO-TIpeiaBaTelIeH NPOTOKOoJ Ha nHcnekropute B P3U, kouto ru cexpanssar 3a cpok 10
TOJIMHU.

Y. 50B. (Hos - /IB, 6p. 81 ot 2013 r.) 3abpaHnsiBa ce OTIyCKaHe B OOTHUYHATA anTeKa
Ha JIEKapCTBEHH MPOJYKTH, ChAbPKAIIA HAPKOTHYHH BEUIECTBA, 110 PEIENTa WU JIEKapPCTBEH JIUCT,
MpeNICaHu Npear noBede OT 7 THH.

Ya. 50r. (Hos - /IB, 0p. 81 ot 2013 1.) (1) 3abpansiBa ce B OOJHUYHATA anTeKa
OTIIyCKaHe Ha JIEKapCTBEHH MPOIYKTH, ChAbPIKAIIM HAPKOTUYHU BEUIECTBA OT MpUiIoxkeHus N 2 u
3 xbMm wi. 3, T. 21 3 ot Hapenbara 3a pena 3a kiacupuiupane Ha pacTeHHUATA U BEIIeCTBaTa KaTo
HapKOTHYHH, B KOJINYECTBA, ITO-TOJIEMH OT TPEANUCAHUTE.

(2) Ilpu ycraHOBsIBaHE Ha HECHOTBETCTBHSI B TIPEAMUCAHMETO U MAKCUMAJIHO JIOMYCTHMATa 1032
MarucTbp-GapmMaieBThT B OOJTHUYHATA alTEKa € [UTHKEH Ja C€ KOHCYJITHPA C TIPEAMUCAINS
perientata/eKapCcTBEHHs JIUCT JIeKap.

(3) IIpu HEBB3MOXKHOCT 3a U3MBJIHEHHE HA PEANUCAHUETO CIIe/] KOHCYITAUATA TI0 ajl. 2
perienTaTa/IeKapCTBEHUSIT JIUCT CE BPBIIA HA JICKaps 33 aHyJTUpaHe.

Y. 50n. (Hos - /1B, 6p. 81 ot 2013 r., u3m., 6p. 95 ot 2018 r.) 3abpansiBa ce OTIIyCKaHe
Ha JIeKapcTBEHH MpoAyKTu 1o wi. 30r, an. 7, T. 2, KoraTo MPpUHOCUTENAT Ha perenTtara e moy 18
TO/IMHH.

Y. 50e. (Hos - /IB, 6p. 81 ot 2013 1.) (1) (U3m. — [IB, 6p. 95 ot 2018 .)
JlekapctBenute npoayktu 1o wi. 30r, an. 7, T. 1 ce OTIyCKaT OT anTeKy Ha JICYCOHUTE 3aBEICHHS
Che cTanuoHap, ckiaroumin gorosop ¢ H30K 3a kiuuauunu neTeku mo wi. 30r, an. 8 u/uiu
amMOyJIaTOpHA TPOoIIeIypa 3a CUCTEMHO JICKAPCTBEHO JICYCHUE TIPH 3JI0KAYECTBEHH 3200 ISIBAaHHS.
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(2) Komus Ha penenTute, MO KOUTO Ca OTIYCHATH JICKAPCTBEHH MPOIYKTH 110 aj. 1, ce ChbXpaHsBaT
B alTeKaTa Ha Je4eOHOTO 3aBE/IEHUE B IPOABIKEHHE Ha €JHA FOJIMHA, KaTO CE MIPEJICTABAT Ha
KOHTPOJIHUTE OPraHHU IIpU IIPOBEPKa.

Paznen VI
(Hos - JIB, 6p. 15 o1 2014 r., B cuaa ot 21.02.2014 r.)
IIpeanucBaHe HA MeAMIMHCKN H3/eJIHNA, KOUTO IIIe ce
OTIYCKAT B JIPyra JIbp:KaBa 4JeHKa

Ya. 50x. (Hos — JIB, 6p. 15 ot 2014 1., B cuna ot 21.02.2014 1.) (1) ITo u3puvHo nckaHe
Ha TAIMEHT JIMIATA 10 WI. 4 IpeAnrcBaT HeoOOXOJMMUTE 32 JICUCHUETO METUIIMHCKU U3/ICTHs,
KOMTO II€ CE OTIYCKAT B JAPYra AbprKaBa 4JICHKA.
(2) Penentute no an. 1 ciuensa ga chabpiKar JaHHUTE, TOCOYCHH B mpuiiokenue Ne 4a.

Ya. 503. (Hos — IB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r., u3m., 6p. 95 ot 2018 1.)
Koraro meaunmHckute uzaenus no ai. 1 va ui. 50x ce npeanucsat Ha 30J1, peuentypHute
OnaHKM 1o wi. 24 cienBa 1a ChIbpPKAT BCHUKH JaHHH, IOCOUYEHU B MpritokeHune Ne 4a.

I'naBa nera
(Or™m. - [IB, 6p. 51 ot 2023 1., B ciara ot 13.06.2023 r.)
OTNNEYATBAHE, PASIIPEJAEJSHE U KOHTPOJI HA
CIHEIIMAJTHUTE PELEIITYPHU BJIAHKHU 3A
JIJEKAPCTBEHU MNPOAYKTHU, CbABbPXAIIU
HAPKOTHNYHMU BEILIECTBA, 1 HA PELHEIITYPHUTE
BJIAHKMU 3A ITIPEAIIMCBAHE HA JTIEKAPCTBEHUA
MNPOAYKTH 1O PEJIA HA HAPEJBA Ne 34 OT
2005T'. 3A PEJIA 3A BAIUVIAIIAHE OT AbPKABHUSI
BIO/I’KET HA IEYEHHUETO HA BBJI'APCKHUTE
I'PAXKJIAHUA 3A 3ABOJISIBAHUS, U3BBbH OBXBATA HA
SBAABJIKUTEJHOTO 3/IPABHO OCUT'YPSIBAHE
(3ara. usm. — [IB, 6p. 90 ot 20191.)

Ya. 51. (U3wm. - 1B, 6p. 94 ot 2011 ., 6p. 81 oT 2013 1., OTM., Op. 51 0T 2023 1., B CHIIA
or 13.06.2023 r.).

Ya. 52. (U3wm. - 1B, 6p. 94 ot 2011 1., 6p. 81 o1 2013 1., OTM., Op. 51 0T 2023 1., B CHITA
or 13.06.2023 r.).

Y. 53. (U3m. - JIB, 6p. 94 ot 2011 1., oT™., 6p. 51 oT 2023 1., B crta ot 13.06.2023 1.).
Y. 54. (U3wm. - JIB, 6p. 94 ot 2011 1., oT™., 6p. 51 oT 2023 1., B cmiia ot 13.06.2023 1.).
Y. 55. (U3m. - JIB, 6p. 81 ot 2013 1., oT™., 6p. 51 oT 2023 1., B cmta ot 13.06.2023 1.).
Ya. 56. (Otm. - [IB, 6p. 94 ot 2011 1.).
I'naBa mecra
YCJIOBUA 1 PEJI 3A HOCEHE WJIN U3HACSIHE HA
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JIEKAPCTBEHU ITPOAYKTH,
HPEJHA3ZHAYEHU 3A TIEYEHHUETO HA BBJI'APCKHA
N YYXKIU I'PAXKIAHU, IOCTOAHHO U
BPEMEHHO INIPEBUBABAIIU B CTPAHATA U
IIbTYBAIIIU U3BBH PEINYBJIUKA BBJITAPUA U 3A
TPAH3UTHO NPEMUWHABAII YYXJIEHIA

Y. 57. Bearapcku rpakaaHu | 9yKIU TPKIaHM, TOCTOSHHO U BPEMEHHO
npeOMBaBallly B CTPaHATa U TbTYBAIU U3BBH PenyOiinka brirapus, MoraT 1a HOCSIT WIH 1
W3HACAT OT U 32 TPETU CTPAHU CJIICTHUTE BHIOBE JICKAPCTBEHU MPOTYKTH:

1. (u3m. — JIB, 6p. 90 ot 2019 r.) mekapCTBEHH MPOAYKTH, MPEJHA3SHAUCHH 32 JICUYEHHETO UM,
ormycHatu 1o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3ariamiane ot JbpKaBHUS OI0JDKET Ha
JICUEHUETO HA OBJIrapCKUTE rpaskIaHu 3a 3a00JIsIBaHuUs, M3BBH 00XBaTa Ha 3ab/HKHTEIHOTO
3JIpaBHO OCHUTYPSIBAHE;

2. IeKapCTBEHU MPOJYKTH, OTIYCKaHHU 0€3 JIGKAPCKO MpPEHCaHUE;

3. IeKapCTBEHU MPOAYKTH, OTITYCKaHH TI0 JICKAPCKO MPEIITUCAHHE.

Y. 58. (U3m. — JIB, 6p. 68 ot 2019 1., B cua ot 27.08.2019 r.) JlekapcTBeHuTE
MPOAYKTH 10 4. 57, T. 1 Morat /1a ce npeHacsT OT CJIEAHUTE JIHLIA:
1. manMeHThT, 32 YUETO JICUECHHUE ca MPeIHA3HAYCHH MPEANICAHUTE JIEKAPCTBEHU MPOAYKTH,;
2. TUIETO, KOETO € MOJIyYMIIO JIEKAPCTBEHUTE MPOIYKTH OT ChOTBETHATA allTeka M UIMETO My €
BITMCAHO KaTO MOJy4yaTell BbpXY pelenTara,;
3. u1Ie, KOETO MPUTEKaBa H3PUYHO ITBITHOMOIIHO OT MMAIlMeHTa, 32 YUETO JICYCHUE ca
npeaHa3HAaYeHH MIPEANUCAHUTE JIEKAPCTBEHH MPOTyKTH.

Ya. 59. (1) (U3m. — [IB, 6p. 68 ot 2019 ., B cuna ot 27.08.2019 r.) Jlunara mo wi. 58
yIOCTOBEPSIBAT MPABOTO CH Jia HOCST HJIM JIa IPEHACST JICKAPCTBEHUTE MPOAYKTH 10 4. 57, T. 1 che
3aBEPEHO OT MarucThp-(hapMaleBTa KOIHe Ha U3ITbIHEHA PELeNTa OT ChOTBETHATA aINTeKa,
npeanrcana 3a KOHKPETHOTO JICUCHHE.

(2) Jlunara mo 4. 58 MoraT a HOCAT WK J1a M3HACST JICKAPCTBEHH TIPOYKTH, IPEAHA3HAUCHH 32
JICYEHHETO UM, B KOJIMYECTBA, TIOCOUCHU LIU(PPOM H CIIOBOM B PELENITATa, KOSATO CIIE/Ba Jia €
o0OpaboTeHa B anTeKkara.

Y. 60. (M3m. — /IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) KonuuecTBara Ha
MIPEHACSHUTE JIEKapCTBEHU NPOAYKTH 10 wi. 57, T. 1 cieaBa 1a ocUrypsiBaT JICHEHUETO Ha
MaIMeHTa 3a CPOK JI0 1B Mecela.

Ya. 61. (M3m. — IB, 6p. 68 ot 2019., B cuia ot 27.08.2019 r.) JlekapcTBeHute
HPOJYKTH 10 4. 57, T. 2 MOrar /ia ce mpeHacsT OT OBJIrapCKH M 4y>KAU FPaKAaHH IIOCTOSHHO U
BPEMECHHO NpeOUBaBAIY B CTPAHATA.

Y. 62. (1) JTumara mo 4. 61 Morar aa mpeHacsT JeKapCTBCHH MIPOIYKTH OT U 33 TPETH
CTpaHU B KOJIMYECTBA, HEOOXOIMMU 32 BPEMETO Ha MPECTOSI UM, HO HE IMOBEYE OT TPU MECEIIa.
(2) (M3m. — JIB, 6p. 68 ot 2019 1., B cra ot 27.08.2019 r.) JIunara mo wi. 61 morar jga nmpeHacsat
OT U 3a TPETH CTPAHU JICKAPCTBEHU MPOJAYKTHU O WI. 57, T. 2 B MO-TOJIEMHU KOJIMYECTBA, aKO
MPECTOAT UM MPOIBJKaBa MOBEYE OT TPU Mecella M MPUTEKABAT M3/1aeHA PELenTa 32 ChOTBETHHUS
JICKApPCTBEH MPOIYKT U 32 ChOTBETHOTO KOJIMUYECTBO.

Y. 63. (U3m. — /1B, 6p. 68 ot 2019 1., B cua ot 27.08.2019 r.) JlekapcTBeHuTE
MPOAYKTH MO Wi. 57, T. 3 MOTarT /1a ce MPEHACAT OT CICTHUTE JIULA!
1. manueHTa, 3a YUETO JICUCHUE ca MPeAHA3HAYCHU IPEMUCAHUTE JIEKAaPCTBEHU MTPOIYKTH;
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2. JIMIEC, KOCTO NPUTECI)KABA U3PUYHO ITBJIHOMOIIHO OT MAaIlMCHTA, 3a YUCTO JICUCHHUC Ca
npeaHasHAuYCHU NPEANUCAHUTC JICKAPCTBCHU IIPOAYKTH.

Y. 64. (1) (U3zm. — IB, 6p. 68 ot 2019 1., B cua ot 27.08.2019 r.) Jlumara mo ui. 63
yIOCTOBEPSBAT MPABOTO CH J1a HOCAT WJIM Ja MPEHACAT JICKapCTBEHUTE MPOIYKTH M0 Wi. 57, T. 3 ¢bC
3aBEPEHO OT MarkucThp-hapMarieBTa KOMKIe Ha U3ITbIHEHA PEIeNTa OT ChOTBETHATA alTeKa,
Npenucana 3a KOHKPETHOTO JICUCHHE.

(2) JIunata mo wi. 63 MoraT J1a HOCAT WJIM J]a U3HACAT JICKApCTBEHH MPOAYKTH, IPETHA3HAUCHH 32
JIEYCHUETO UM, B KOJIMYECTBA, IIOCOYCHU IIU(PPOM U CIIOBOM B pEIleNTaTa.

Y. 65. TpaH3uTHO MpEeMUHABALIH [TPE3 TEPUTOPHUATA HA CTpaHATa JIIA UMAT MIPaBo Ja
MIPUTEKABaT JIEKAPCTBEHU MPOAYKTH, KOUTO ca MpeAHa3HAYE€HU CaMo 3a TAXHOTO JICUEHHUE.

Yu1. 66. KoHKpeTHUTE KOJIMYECTBA JIEKAPCTBEHH MPOJYKTH, KOUTO JIMLIATa 10 WI. 65 uMaT
MpaBo J]a MPUTEKABAT, CE OMPENENAT OT ChOTBETHATA IIPUEMalIla IbPKaBa.

Y. 67. [Ipu TpaH3uTHO NpeMUHaBaHe Npe3 TepuTopuara Ha Peny6nuka beirapus Ha
JHIaTa 1mo wi. 65 ce mpenopbyBa a ObAaT MpeABAPUTEITHO HHYOPMUPAHU 32 H3UCKBAHUATA,
YCTQHOBEHU OT ChOTBETHATA IIpUeMaIlia AbpKaBa.

Y. 68. Bcnuku nexapCcTBEHH MPOAYKTH, KOUTO CE MIPEHACAT OT U 32 TPETH CTPAHH I10
pena Ha Ta3u Hapenoa, cieBa Ja ObaT B OPUTMHAIHUTE CH OMTAKOBKHU.

Ya. 69. (1) ITo pena Ha Ta3u Hapea0a HE MOTAT Ja Ce MPEHACAT JICKAPCTBEHHU MPOAYKTH,
ChABPIKAIIN HAPKOTHYHU BELIECTBA.

(2) YcoBusiTa 1 peibT 3a MPEHACSHE HA JIGKAPCTBEHUTE MPOAYKTH 110 ajl. 1 ce omnpenessr B
3KHBII.

I'naBa ceama
(HoBa — J/IB, op. 107 o1 2020 ., B cna1a ot 18.12.2020 .)
EJEKTPOHHO INPEJITMCBAHE HA JIEKAPCTBEHHA
INPOJAYKTHU. OTIITYCKAHE HA JIEKAPCTBEHHU
MNPOAYKTHU U UBITBJIHEHUE HA EJIEKTPOHHU
MHPEJAIINCAHUSA

Y. 70. (Hos — IB, 6p. 107 or 2020 ., B cuia ot 18.12.2020r.) (1) (Ton. — JIB, 6p. 47
ot 2021 ., B cuna ot 4.06.2021 r., u3m., 6p. 53 ot 2022 1., B cwina ot 1.11.2022 r., 6p. 85 ot 2022
r., B cra ot 25.10.2022 1., 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r., gom., 6p. 85 ot 2023 1., B
cuna ot 16.10.2023 r.) [IpeanucBaneTo Ha JIEKAPCTBEH MPOJYKT, C H3KIIOYCHUE HA JICKAPCTBEHUTE
MPOYKTH I10 I1aBa Tpeta, pazaenu || u 'V, ce u3BbpiBa ¢ eNeKTpOHHO NpeIHcaHue.
[IpennucBaneTo Ha JEKapCTBEH MPOAYKT MO peaa Ha 4. 6 ce U3BbpIIIBaA C pelenTypHa OJaHKa Ha
XapTHEH HOCUTEI WITH C EJIEKTPOHHO NPEIHCaHue, C H3KITFOUEHHE Ha MPEAMMCBAHETO Ha
JICKApCTBEHH MPOIYKTH, KIACU(PUITUPAHU BHB (hapMaKoJIOTUIHH rpynu "JlekapcTBeHH MTPOIYKTH 32
JedYeHHe Ha TuabeT" u "AHTHOaKTepHuaTHH JICKApCTBEHHU MPOIYKTH 32 CHCTEMHa ynorpeba”
CBIIIACHO aHATOMO-TEPANEBTHYHO-XUMHUYHATA Kiacudukamus Ha CBETOBHATA 3[paBHA
OpraHu3aIys, KOeTO Ce U3BBPIIBA CaAMO C €JIEKTPOHHO Npeanucanue. [IpeanucsaneTo Ha
JEKapCTBEHU MPOAYKTH 110 WI. 9, KOUTO ca KIacu(pUIMpaH BbB (GapMaKOJIOTHYHU TPYITH
"JlekapcTBEHHU MPOIYKTH 32 JICUCHHE HA TUadeT" U "AHTHOAKTepUaTHH JICKAPCTBEHHU MPOIYKTH 32
cUCcTeMHa ynoTtpeba” ChIrilaCHO aHATOMO-TEPANeBTUYHO-XUMUYHATA Kiacupukaius Ha CBeToBHATa
3IIpaBHA OpPTaHU3AIMsI, MOXKE Jla e U3BBPIIBA HA pelenTypHa OJaHKa Ha XapTUEH HOCUTEIT WU C
€JIEKTPOHHO IPEANUCaHKE, a Te3U 0 4. 9a — caMo Ha XapTUEH HOCUTEIL.
(2) (Hosa — JIB, 6p. 53 ot 2022 1., B cuma ot 1.11.2022 r., ot™., 6p. 85 ot 2022 1., B cria ot
25.10.2022 r., HoBa, Op. 85 ot 2023 1., B cmiia ot 16.10.2023 r.) OTHycKaHETO HA eIEKTPOHHO
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NPEANMCAaHU JICKAPCTBEHH MPOIYKTH CE U3BBPILBA CAMO TI0 EJIEKTPOHEH BT 110 pelia Ha Wi. 73 U
74.

(3) (ITpeaumrna an. 2— 1B, 6p. 53 ot 2022 1., B cuina ot 1.11.2022 r.) EnekTpoHHOTO Npe/nucaHue
o an. 1 ce u3nasa nmoa opmara Ha eEKTPOHEH JOKYMEHT, MOANKCAH ¢ KBaTUPUIIUpaH
enekrponer noanuc (KEIT), ceriacHo usuckBanusta Ha Pernament (EC) Ne 910/2014 na
EBponeiickus napiamenT u Ha CbBeta oT 23 toau 2014 . OTHOCHO €1eKTPOHHATA WACHTU(DUKAIHS
Y YZIOCTOBEPHUTEIIHUTE YCIIyTH MPH SISKTPOHHH TPAHCAKLIUK Ha BHTPEIIHMS Na3ap U 3a OTMsHA Ha
Hupextusa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) u Ha 3aKoHa 32 eNEKTPOHHHUSI
JTOKYMEHT U €JIeKTPOHHUTE yIOCTOBEPUTEITHH YCITyTH.

(4) (TTpeumna an. 3— 1B, 6p. 53 ot 2022 ., B cwina ot 1.11.2022 r., u3m., 6p. 51 ot 2023 1., B
cuna ot 13.06.2023 r.) [1pu enekTpOHHOTO MpEeaNHCBaHe Ha JEKapCTBEHUTE MPOAYKTH 1O ai. 1 ce
MpUJIaraT ChbOTBETHO PAa3MoOpeI0NUTE Ha IJIaBa BTOpa U TJ1aBa TpeTa, pa3nel |, a mpu eaeKTpOHHOTO
NpeANUCBaHe Ha:

1. nekapcTBEHH MPOIYKTH, ChIIbpPIKAIIN HAPKOTHYHH BEIIECTBA — M HA IIaBa TpeTa, pasaen I1;

2. IeKapCTBEHH MPOIYKTH, 3aIlIallaHy HarbIHO win yactuaHo ot H30K — u Ha rnaBa Tpera,
paznen 1V, ¢ u3KiIoYeHNE Ha M3UCKBAaHKATA OTHOCHO XapTueHara opma Ha peenTypHUTe OaHKu
Y TIPOTOKOJIHUTE.

Ya. 71. (Hos — [IB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) EnexrponHute
NpeNrCcaHus ce U3aBat, BbBEXKAAT, 00paboTBaT U ChXpaHsIBaT Ype3 CHelUaNU3upaH MEAULIUMHCKU
U anTeueH codryep.

(2) HdeiicTBusita 1o wi. 72 — 74 ce U3BBPILIBAT NPU ChOOPA3siBAaHE HA HOMECHKIIATYPUTE, 00pa3IuTe,
(dbopmatuTe u APyruTe U3UCKBAHUS 32 CTPYKTypUpaHe Ha HHPOpManusATa 1 OOMEHa Ha JTaHHH,
npeaHa3zHaueHu 3a Hanponannara 3apaBHonH(popMmaronHa cucrema (H3UC), mybnukyBanu Ha
WHTEPHET CTpaHHIaTa Ha MHUHHACTEPCTBOTO HA 3/IpaBEOIa3BaHETO.

(3) IlporpamuuTe nHTEpdEicH 1 HOMEHKJIATYpUTE 32 OOMEH Ha HH(OPMALUS MEXY MEIUIIMHCKHS
u anteunus codpryep u H3UC ce akryanusupar TeKyio, B TOBa YHUCIO B CbOTBETCTBUE ChC
CTENEHUTE Ha U3rpaXKJaHe U BHeApsiBaHe Ha ¢pyHKunoHanHocTure Ha H3UC.

Ya. 72. (Hos — 1B, 6p. 107 ot 2020 ., B cuita ot 18.12.2020 1.) (1) 3a u3maBaHeTo Ha
€JIEKTPOHHO NpEeANHCaHKe JeKapAT UK JIeKapAT 10 JeHTalHa MEHUIIMHA ce UASHTUPHUINpPA Ype3
KEII.

(2) IIpu eneKTPOHHOTO MPEANUCBAaHE Ha JICKAPCTBEHMUS MPOIYKT CE M3BBPIIBA aBTOMATHYHA
MpOBEpKa B PETUCTHpa Ha bharapckus JeKapcku Chio3, ChOTBETHO Ha bhirapckus 360011eKapcKu
ChI03 32 HAJIMYMETO Ha IpaBa 3a yIpaxxHsIBaHe Ha MpogecusTa oT JeKapsi, CbOTBETHO JIeKapsl Mo
JICHTAJTHA METUIIIHA, H3BBPIIBAIL IIPEAMTUCBAHETO.

(3) Cnen mombaiBaHe Ha HEOOXOAMMATa HH(OPMAIIKS 3a MPEANUCAHUS JICKAPCTBEH MPOAYKT
JIEKApAT WM JIEKapsT 110 JEHTAJIHA MEIUIIMHA ITOAIIUCBA €JIEKTPOHHOTO npeanucanue upe3 KEII.
(4) Cnen moamucBaHe Ha €NIEKTPOHHOTO MPEAMUCAHUE ABTOMATHYHO CE M3BBPIIBA BATUIUPAHE HA
BBbBE/ICHaTa HH(POpPMAIHS U TeHepUpaHe Ha HAIIMOHAJICH pe)epeHTeH HOMEp Ha €JIeKTPOHHOTO
npenanucanue noj gopmara Ha OYKBEeHO-IIU(DPOB KOJI.

Ya. 73. (Hos — IB, 6p. 107 ot 2020 ., B crita ot 18.12.2020 1.) (1) 3a u3mbIHEHHETO HA
€JIEKTPOHHOTO MpPEANUcaHue MarucTbp-papmManeBTsT ce uaeHTuduuupa upe3 KEIL.
(2) Cnen upentudumpaneTo 1mo aji. 1 ce u3BbpIIBa aBTOMATHYHA IPOBEPKA B PETHCTHpa Ha
bearapckus ¢papManeBTHUECH ChIO3 32 HATMYMETO Ha MIPaBa 3a yIpakHsABaHe Ha npodecusita ot
MarucTbep-papmanesnTa.
(3) Maructbp-hapManeBThT H3BBPILIBA JCUCTBUS 110 HACHTH(OUIIMPAHE HA H3IaICHOTO SICKTPOHHO
IpeAncaHue, IpU KOUTO KaTo BoAell kpurepul uznonssa EI'H Ha nanuenTa.
(4) Cnen unenTuduIupane Ha eJICKTPOHHOTO MPEANUCAHUE MATUCThP-(hapMaleBThT H3BHPIIBA
IIPOBEPKA 3a CIIA3BAHETO HAa ChOTBETHUTE MPUIIOKUMH pa3Nope 10 Ha IJlaBU BTOpa U TpeTa.
(5) Ilpu HecniazBane Ha pa3nopenOUTe, MOCOYCHH B aj. 4, MarucTbp-(hapMaleBThT OTKa3Ba
M3IBJIHEHUETO Ha €JIEKTPOHHOTO MPEAIMCaHNe, KaTO I0OCOYBA U IPUYMHUTE 3a TOBA.
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(6) 3a M3IBIHEHUETO HA ENSKTPOHHO MPEIIICaHie Ha JIGKapCTBEH NPOYKT, 3aIlIallaH HaIlbIIHO
nmu gactuaHo ot H30K, upe3 uznon3panus ot MaructThp-papmarenra anTedeH cohryep ce
W3BBPIIBA U aBTOMAaTH4YHA TIpoBepka B peructbpa Ha H30K 3a 1eueOHOTO 3aBe/ieHre C 10TOBOP C
H3O0K, B koeTo paboTu JeKapsT WK JIEKapsT MO ACHTAIHA MEIUIIMHA, U3/1aJl EJIEKTPOHHOTO
npeAnucaHue, Kakto u B peructbpa Ha HAII — 3a 31paBHOOCUTYpUTENTHUSA CTATyC HA MAllEHTAa.

Ya. 74. (Hos — /1B, 6p. 107 ot 2020 1., B cmna ot 18.12.2020r.) (1) (Tom. — 1AB, 6p. 85
ot 2023 ., B cuia ot 16.10.2023 r.) Cien u3BbpIlBaHe Ha IeHCTBUATA 110 Wwi. 73, an. 3u 4
MarucTbp-GapMarneBThT H3MBIHABA SICKTPOHHOTO MPEANUCAHNE, KaTO MIPEIOCTABs ChOTBETHHUTE
JIEKapCTBEHU MPOIYKTH Ha MAIIMEHTa U YIOCTOBEPsIBA U3MIBIIHEHUETO HA €IEKTPOHHOTO
npeanucanue upes nmoanucaneto My ¢ KEII, n monydaBane Ha HanpioHaneH pedepeHTeH HoMep Ha
W3MBIHEHHUE Ha €JIEKTPOHHOTO MPEANUCaHuE.
(2) Cnen npukiroYBaHe Ha U3ITBIHEHHETO HA CIIEKTPOHHOTO MPEANKUCAHHE CHITOTO CE aKTyalIn3upa
aBTOMATHYHO B allTEYHUS U MEJUIMHCKUA codTyep Kato "N3nbaHeHo", cboTBeTHO "HacTuuHO
M3ITBIHCHO", a 3a JICKapCTBEH MPOAYKT, 3aIljIalllaH HabJIHO Wik yacTuaHo oT H30K — karo
"N3mpiaHeHo" .
(3) (M3m. — 1B, 6p. 51 ot 2023 ., B cuia ot 13.06.2023 r.) [Ipu u3mbaHEHHE HA €IIEKTPOHHOTO
MpeaNucaHue MarucThp-hapMaieBThT Cla3Ba U3MCKBaHUATA HA 4. 33, an. 1, wi. 34, an. 1 u an. 2,
M3pedYeHHe MbPBO, Wi. 36, wr. 37, an. 2 u wi. 39, a 3a:
1. nekapcTBEHU MPOAYKTH, ChIbPKAIIA HAPKOTUYHH BEIIECTBA — M3UCKBaHUATA Ha 4il. 40, 41, 43,
44 u 45;
2. IeKapCTBEHU MPOAYKTH, 3allIalllaHu HambiaHO win yacTuuHo oT H30K — u3uckBanusra Ha 4.
46, ann. 2, 3u 4 ui. 47, an. 1, c U3KITIOYEHUE HA 3aI6JDKEHUETO 3a ITOCOYBAHE HA JaraTa Ha
W3MBJIHEHUE HA BCEKU OTPS3BK, U all. 2.

JOII'BJHUTEJIHA PA3SITIOPEIBA

8 1. ITo cmuchIiIa Ha Ta3u Hapeaoa:
1. "Kox na H30K" o3nauaBa OykBeHO-IM(POB KO/, YUATO IbpBa OyKBa OTroBaps Ha MMbPBO HUBO
Ha AHaTOMO-TeparneBTHYHaTa Kiacudukanus Ha CBeTOBHATA 3jpaBHA OpPTraHU3AINs, BH3IPUETA B
Peny6nuka brarapus.
2. "BanmmHocT Ha perienTara’ 03HauaBa CPOKBT, 32 KOWTO TS MOXKe J1a ObJie M3IThIHEHA B alTeKara.
3. "KonnyecTBO akTHBHO BEIIECTBO B J1030Ba €IMHUIA" HA JICKAPCTBEHUS IPOAYKT €
CHIbPKAHUETO Ha aKTUBHOTO BEIIECTBO, M3Pa3eHO KOJMYECTBEHO 32 €/IHA JI030Ba eNHUIIA
(TabneTka, KarncyIa) Wix 3a eJMHUIA Maca Wi 00eM B 3aBUCHMOCT OT JIeKapcTBeHaTa (opma.
4. "[luto" o3HauaBa "0bp30".
5. "Hutncumo” o3HayaBa "MHOro 0bp30".
6. "CratuM" o3HauaBa "BemHara’.
7. (HoBa— /1B, Op. 68 ot 2014 ., B cuna ot 15.08.2014 r.; ot™. ¢ Perienne Ne 5812 na BAC - 6p.
91 or 2016 1.).
8. (Hora — /1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) "OtnyckaHe Ha JEKapCTBEH MPOIYKT
0e3 nekapcko npeanucanne (OTC)" o3HayaBa CHBKYIHOCTTA OT JACHCTBHS HA (hapMaIrieBTH B
MIPUEMHOTO MTOMEIICHNE Ha anTeKaTa o ONpeesIsiHe Ha MOIXOASAIIM 3a OTIyCKaHe JeKapCTBEeH
npoaykt 6e3 sekapcko npeanucanue (OTC) win mprueMaHe Ha PEHENTYPHUTE OJIAHKU U
MIPOBEpKATa Ha CHIABPKAHUETO UM, KOHCYJITALUSI OTHOCHO IPUEMAHETO U Bb3MOXKHHUTE HEXKEJIaHU
PeaKIyy 1 JIEKapCTBEHHU B3aMMOCHCTBUS U IIPEJaBaHe Ha JICKApCTBEHUTE MPOITYKTH Ha
NAIEeHTHUTE.

IHNPEXOJHU U 3AKTIOYUTEJHU PA3IIOPE/BU

8 2. (1) PasmopenbuTe Ha riaBa Tpeta, pasaen |V, perimaMenTrpaly u3aaBaHETo,
NPOMEHHTE M BAIMIHOCTTA Ha peuentypHa 6manka (oopazen M3 - H30K Ne 5A no npunoxenue Ne
7), Bu3at B cuita ot 1 anpur 2009 r. J{o BaM3aHETO UM B CHJIa BCHYKH JICKAPCTBEHH MPOAYKTH,
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3ariaiaiy HambIHo Wik yactuaHo ot H30K, ce npeanucBar Ha peuenTtypHa 6iaHka (oopazern M3
- H30K Ne 5 o npunoskenune Ne 6) cbe cpok Ha BamuaHoct 30 IHU.

(2) B cpok g0 1 ampun 2009 r. anTekuTe NPUBEKAAT COPTyepa CH B CbOTBETCTBHE C U3UCKBAHUSATA
Ha Ta3u Hapea0a OTHOCHO W3/aBaHEeTO, IPOMEHUTE U BAIMAHOCTTA Ha pelenTypHa Omanka (oopaserr
M3 - H30K Ne 5A mo npunoxerue Ne 7).

8§ 3. (1) (U3wm. - [IB, 6p. 91 ot 2009 r.) B cpok 10 31 mait 2010 r. iekapCcTBEHU MPOIYKTH,
ChIbPIKAIIM HAPKOTUYHH BellecTBa OT mpuiioxenus Ne 2 u 3 kbM uit. 3, at. 2 Ha 3aKoHa 3a
KOHTPOJI BEPXY HAPKOTUYHUTE BEIIECTBA U MPEKYPCOPHUTE, MOTAT JIa C€ PEIHICBAT 1 Ha
CHEIMATHUTE pelenTypHH OJaHKu Mo oOpa3el chritacHo npuinoxenne Ne 6 kpM wi. 11, an. 1 ot
Hapen6a Ne 4 ot 2001 r. 3a ycioBHsITa U pejia 3a IPeITHUCBaHEe B OTITYCKaHEe Ha JIGKAPCTBEHU
MPOIYKTH.

(2) Cnen n3tnuane Ha cpoka 1o ai. 1 crenuaiHUTe PelenTypHU OaHKu 1Mo mpuiokeHne Ne 6 KbM
1. 11, an. 1 ot Hapen6a Ne 4 ot 2001 r. 3a ycioBusiTa 1 pefa 3a MpeInicBaHe U OTIIyCKaHe Ha
JIEKapCTBEHH MPOIYKTH C€ YHHUIIIO)KAaBaT OT KOMHUCHSI, OTIPE/IeICHa ChC 3all0BE]] Ha AUPEKTOpa Ha
PILI3.

(3) 3a yHuoxkaBaHeTO Ha OJIAHKUTE 110 ajl. 2 Ce ChCTaBsl MPOTOKOJ, KOMTO Ce yTBBPXKIaBa OT
nupekTopa Ha cboTBeTHUS PLI3 1 ce u3npaiia B MUHUCTEPCTBOTO Ha 3/IpaBeona3BaHETo.

(4) Peuentypuute Oianku o npuitokenue Ne 4 kpm 4. 6, ain. 1 ot Hapen6a Ne 4 ot 2001 1. 3a
YCJIOBUSATA M pe/ia 3a MPEINICBaHe U OTITyCKaHE Ha JIEKAPCTBEHHU MPOAYKTH MOTAT Jia C€ M3I0JI3BAT
710 TSIXHOTO M34YEpIIBaHE, HO HE MO-KBCHO OT €/JHA TOAMHA OT BJIM3aHE B CHJIA HA Ta3W Hapea0a, KaTo
B TSIX C€ BIMCBAT JAHHHTE 110 YWI. 7/, aJl. 2 OT MEANUIMHCKUS CIICIIMAINCT, KOWTO M3/1aBa perenTara.
(5) bnankuTte Ha JeKapCTBEHUTE JINCTOBE 110 Tpritokenne Ne 5 kbM uit. 6, a. 2 ot Hapenoa Ne 4 ot
2001 r. 3a ycnoBusTa ¥ pea 3a NpeANICBaHe U OTIIyCKaHe Ha JIGKapCTBEHHU MPOAYKTH MOTar Jia ce
M3IIOJI3BAT JIO TAXHOTO U3YEpIBaHEe, HO HE MO-KBCHO OT €/IHA TOJIMHA OT BIIM3aHE B CHJIA HA Ta3u
Hapezoa.

8 3a. (Hos — /1B, 6p. 90 ot 2019 1., u3m., 6p. 91 ot 2020 1., 6p. 94 o1 2021 1., OTM., Op.
53 o1 2022 71.).

8 4. (U3wm. - 1B, 6p. 94 ot 2011 r.) KoHTpOIbT MO M3MIBIIHECHNE HA Hapea0aTa ce
OCBIIECTBsABAa OT MHUHUCTEPCTBOTO Ha 3apaBeona3Baneto, P3U u M3nenHuTenHaTa areHus mno
nekapcrBata 1 H30K (B 4acTTa OTHOCHO OTITyCKaHE M IPEAMUCBAHE Ha JICKAPCTBEHU MPOITYKTH,
3aIUIalaHy HAlbJIHO WM YaCTHYHO OT Hesl).

8 5. (Jlom. — JIB, 6p. 68 ot 2019 1., B cuita ot 27.08.2019 r.) Ta3u nHapenda ce u3aaBa Ha
ocHoBaHue 4. 221 ot 3aKoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeIUIMHA U wi. 60 oT
3aKkoHa 32 KOHTPOJI BPXY HAPKOTHYHHTE BEIIECTBA U PEKYPCOPHUTE, KAaKTO U Wi. 56, an. 2 ot
3akoHa 3a 3/IpaBHOTO ocurypssane u orMeHst Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa 1 pena 3a

NpeANUCBaHe M OTIYCKaHe Ha JIeKapcTBeHU poaykTH (00H., /IB, 6p. 10 ot 2001 r.; usm., 6p. 74 ot
2002 r.; 6p. 82 ot 2003 r.; 6p. 32 o1 2005 1.; 6p. 34 0T 2006 1.).

8§ 6. (M3wm. - 1B, 6p. 94 ot 2011 r.) Yka3aHus 1o MpuiIaraHeTo Ha Hapea0aTa aaBaT
H3O0K otHOCHO pa3nopeaduTe Mo mpeanucBaHe U OTIYCKaHEe Ha JIEKApCTBEHU MPOAYKTH,
3aruiamany HambaHo uin yactudHo oT H30K, cboTBeTHO MUHUCTEPCTBOTO HA 3/IpaBEONa3BaHETO,
P3U u M3nbaHuTeNnHATA areHIus 1o JeKapcTBaTta CboOpa3Ho TSIXHATA KOMIIETEHTHOCT.

JOITBJIHUTEJIHA PA3IIOPEJIBA
kbM Hapenbara 3a u3MeHEHHE U TOMBJIHCHUE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycinoBusTa U pea 3a
[PEANUCBAHE M OTIYCKAHE Ha JIEKaPCTBEHH MPOIYKTH
(4B, 6p. 15 oT 2014 1., B cuuta ot 21.02.2014 r.)
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§ 6. C Ta3u HapenOa ce BbBEKAAT M3UCKBAaHUTA HA JJUpEKTHBA 32 H3IIBIHECHNE
2012/52/EC na Komucwusira ot 20 nexemspu 2012 r. 3a onpejiensiHe Ha MEPKH 3a yJIeCHsIBaHE Ha
NPU3HABAHETO Ha MEUIIMHCKHUTE MPEIUCaHNs, U3a/ICHH B Ipyra IbpikaBa wieHka (OB, L 356/68,
22.12.2012).

MMPEXO/IHU N 3AKJIFOYUTEJIHU PA3IIOPEABU
kbM Hapenbara 3a m3MEHEHHE | JOMIBIIHEHHE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa 1 penia 3a
MPEIICBAaHE M OTITYyCKaHE Ha JIEKAPCTBEHH MPOIYKTH

(1B, 6p. 95 0T 2014 1.)

§ 21.B CpOK 0 Tpu MEcCCla OT BJIM3aHC B CHUJIa HA Hape,u6aTa IeucOHUTE 3aBCACHHA MOTaT Ja
npeanrucBatr JCKaApCTBCHU NPOAYKTH HaA JICKAPCTBCHU JIMCTOBEC IO JOCCTAIIHUA PCI.

3AKJ/IFOYUTEJIHU PA3IIOPEABU
kbM Hapenbara 3a M3MEHEHHE U JOMIBIIHEHHE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa 1 penia 3a
MPENICBAaHE M OTITYyCKaHE Ha JIEKAPCTBEHH MPOIYKTH

(1B, 6p. 95 0T 2018 1.)
8 17. HaBcsikbe B Hapenbara abpeBuarypata "(330J1)" ce 3amens ¢be "(30J1)".

IMPEXO/IHU N 3AKJIFOUUTEJIHA PA3IIOPEJIBU
kbM Hapenbara 3a U3MEHEHUE U JOMIBIIHCHHE HA
Hapen6a Ne 4 ot 2009 r. 3a ycinoBusTa U pefa 3a

NpEANUCBAaHE M OTIYCKAHE Ha JIEKaPCTBEHH POIYKTH
(1B, 6p. 68 ot 2019 ., B cuna ot 27.08.20191.)

§ 22. (1) Jo nmyOnukyBaHe Ha HHpOpPMaIHsTa 1Mo wi. 23a, ai. 5 ce u3aaBaT MPOTOKOJIH 3a
MPENICBaHEe HA JEKAPCTBEHN MPOAYKTH IO WI. 23, all. 4 U JOCETAIIHUTE YCIOBHS U TI0
JIOCETalIHUS Pell.

(2) U3nagenute mpoOTOKOIIH JI0 MyOIUKYBaHe HAa MHPOPMAIHTa 1Mo Wi. 23, aj. 5 ce U3IMBIHSBAT J10
M3TUYaHEe HAa TEXHUS CPOK.

§ 23. Hapenbara Biu3a B cujia OT JIcHs Ha 00OHapoBaHeTo i B " JIbpikaBeH BECTHHUK', C
n3kirouenne Ha 8§ 8, 9, 8 10, 1. 2, § 12 u 21, xouto Bim3at B cuina ot 1 ssnyapu 2020 T.

3AKJIFOYUTEJIHU PA3IIOPEABUA
kbM Hapenbara 3a nomreinHenune Ha Hapenda Ne 4
ot 2009 r. 3a ycrnoBusiTa ¥ pefa 3a MpeanrucBaHe

1 OTITyCKaHE Ha JIEKAPCTBEHHU MPOAYKTH
(OB, 6p. 90 oT 20191.)

§ 2. HaBcskb/ie B HapenOara qymara "pernyOMKaHCKus' ce 3aMeHsl ¢ " AbpyKaBHUS .

IMPEXOJIHU 1 3AKJIFOUWTEJIHA PA3ITOPE/IBM1
kbM Hapenbarta 3a nombanenue Ha Hapen6a Ne 4 ot 2009 r. 3a ycinoBusra
Y peJia 3a IPeIICBaHe U OTITYCKaHEe Ha JIEKAPCTBEHH MPOTYKTH
(B, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.,
u3M., 6p. 37 ot 2021 1., B cua ot 7.05.2021 r.)

8§ 3. (U3m. — [IB, Op. 37 ot 2021 1., B cuiia ot 7.05.2021 r.) [Ipu ocUrypeHu TeXHUUECKH
Y OpraHU3allMOHHU YCIIOBHUS 32 TOBa OT MUHHCTEpPCTBOTO Ha 3/1paBeona3BaHeTo 1 H30K numara mo
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9JI. 4 ¥ IpUTEXKATEINUTE HA Pa3pelIeHUe 3a ThProBUs Ha APEOHO C JIEKapCTBEHU MPOIYKTH ca
JUTBKHU J1a TIPUBEIAT JICHHOCTTA CH 110 TIPEAMTMCBAHE U OTIYCKaHE Ha CbOTBETHUTE JICKAPCTBEHH
MIPOAYKTH CaMoO C eJIEKTPOHHM MPEANICAaHUs B ChOTBETCTBHE C M3UCKBAaHMATA HA TJlaBa ceMa He
mo-kbCHO OT 1 roru 2021 ., KaTo MOTOTaBa Ce M3/IaBaT U 00PadOTBAT U PELENTH HA XapTHEH
HocuTtelnl. He ce normycka gekapCcTBEHHUT MPOAYKT J1a Ob/ie IpeAnucal eTHOBPEMEHHO C
€JIEKTPOHHO TPEANMCAHKE U C PEleNTa Ha XapTHEH HOCHTE.

8 4. (Usm. — 1B, 6p. 37 ot 2021 1., B cuia ot 7.05.2021 r.) U3nanenure no 31 mait 2021
I. PELENTH Ha XapTUEH HOCHUTEIT C€ M3ITBJIHSBAT 110 JOCETAIIHUS Pe 0 U3THYAHE Ha CpOKa Ha
TAXHATA BAJIUIHOCT.

8§ 5. Tlpu TekymiaTa akTyanu3aius 1o wi. 71, an. 3 B paMKUTe Ha mpolieca Mo U3rpaxaaHe
u BHelpsiBaHe Ha pyHkimonanHoctute Ha H3UC ce pasriexaar U cTaHOBUIATa CbOTBETHO HA
boearapckus nexkapcku cbio3, brarapckus 300ekapcku Cbio3 U bbarapckus papManeBTHUCH
CBIO3.

IMPEXO/IHA PA3IIOPEIBA
kbM Hapenbara 3a usmenenue Ha Hapen6a Ne 4 ot 2009 r. 3a
YCIIOBHATA M PEJia 3a MPEIIMUCBAHE U OTITyCKaHE Ha JIEKAPCTBEHU MPOTYKTH
(B, 6p. 37 ot 2021 1., u3Mm., 6p. 47 ot 2021 1., B cuia ot 4.06.2021 r.)

8 3. (1) (M3m. — [IB, 6p. 47 ot 2021 1., B cuia ot 4.06.2021 r.) M3naaenuTe 10 BiaM3aHe B
CHJIa Ha Ta3u Hapen0a MpoToKoyM OT KIIMHUYHATA OHKOJIOTHYHA KOMUCHS 110 XUMHOTEpAIus U 3a
JIEKApCTBCHO JICYCHHUE 110 XEMATOJIOTHS CE U3ITBJIHABAT 10 M3THYAHE HA CPOKA MM Ha BAJIUIHOCT.
(2) B ciiyuaunTe o ain. 1 pemenusta Ha O01aTa KIMHHYHA OHKOJIOTMYHA KOMUCHSI U Ha
KnuauyHaTa KOMHCHS 10 XEMaTOJIOTHs HE € MPEU3/aBar 0 HaCThIIBaHE Ha HEOOXOAUMOCT OT
MPOMSIHATA MM.

I[MPEXOJIHU 1 3AKJIFOUMTEJIHA PA3ITIOPE/IBM1
kbM Hapenbara 3a usmenenne Ha Hapenbara 3a nonsinaenue Ha Hapen6a Ne 4 ot 2009 r.

3a yCJIOBHATA M Pe/ia 3a MPEHUCBAHE U OTITyCKaHE Ha JIEKAPCTBEHH MPOIYKTH
(1B, 6p. 37 oT 2021 1., B cuna ot 7.05.2021 r.)

8§ 2. 3manenute 10 BIM3aHE B CHJIa HA Hapea0ara pelenTH Ha XapTUeH HOCUTEI Ce
M3IBJIHABAT MO JOCETALIHUS Pel.

[MPEXOHU 1 3AKJIFOUUTEJIHA PA3ITOPE/IBM1
kbM Hapenbara 3a u3menenue u qonbiHeHne Ha Hapen6a Ne 4 ot 2009 1. 3a

yCJIOBUATA U pCla 3a NPCAINMMCBAHC U OTITYCKAHE Ha JICKAPCTBCHU NPOAYKTU
(JIB, 6p. 53 or 2022 1.

8 6. [Taparpad 4 Biuza B cuna ot 1.11.2022 r. MUHHCTEPCTBOTO Ha 37paBeoa3BaHETO
Ch3/laBa TEXHHMYECKUTE YCIOBUS 3a U3MBbJIHEHNE Ha § 4 B CpOKa MO M3pEUEHHE TbPBO.

IMPEXOJIHU 1 3AKJIFOUWTEJIHA PA3ITOPE/IB1
kbM Hapenbata 3a nsmeHenue u nonbiaHeHue Ha Hapen6a Ne 4 ot 2009 1. 3a
YCIIOBUSITA M PE/Ia 3a MPEANMUCBAHE U OTITyCKaHE HA JICKAPCTBEHH MPOYKTH
(1B, 6p. 51 ot 2023 1., B cuiaa ot 13.06.2023 1.,
u3M., 6p. 105 ot 2023 r., B cuita ot 19.12.2023 1.)

8 13. PenieniTute Ha XapTHEH HOCUTEN, M3IaJICHHU 10 BIM3aHE B CHIJIa Ha Hapea0ara, ce
ChXpaHsIBaT M YHHIIOXKABAT 10 pea Ha oTMeHeHus wi. 12, an. 1 u 2.

§ 14. BropuTe eK3eMIUIAPU Ha PEIENTHTE, TPUETH OT MarkCThp-(hapMarieBTUTE JI0
BJIM3aHE B CHJIA Ha Hapea0aTa, ce U3palar Ha ChOTBETHUTE HHCIICKTOPH TI0 HAPKOTHYHHUTE
BeniectBa B P3U no onwc Ha XapTHeH U enekTpoHeH HocuTel B cpok A0 10 romu 2023 .
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8§ 15. BropuTte ex3eMILIsIpu OT peuentuTe no wi. 41, an. 4, u3gajaeHu 10 BIM3aHe B CHIIa
Ha Hapenabara, ce mpenasat ot antekute Ha P3OK B cpokoBeTte, onpenenenu B ckimoueHuTe ¢ P3OK
JIOTOBOPH.

8 16. [IspBHTE EK3EMIUTAPH Ha PEIETITUTE O ACHCTBAIINS PEIN BIH3aHe B CHIIa Ha
HapenOata wi. 42, ©3Aa/IeHu 10 BIM3aHE B CUJia HAa Hapen0aTa, ce ChbXpaHsBar 1o pefa Ha
NefCcTBaINS TIPEeIU BIIM3aHe B CHJIa Ha HapeaOaTa wi. 42, air. 1 u 2.

§ 17. (1) B cpok 10 aBa Mecelia OT BiIM3aHe B CHJIa Ha Hapea0arTa jiunaTa mo wi. 5, ain. 1
BpbIIaT B choTBeTHaTa P3U mpenocTaBeHUTE UM CIIEIIUATHY PEeNITYPHH OJIaHKH, C U3KITIOYCHUE
Ha cirydaure 1o § 18.
(2) (U3m. — 1B, 6p. 105 ot 2023 1., B cuita ot 19.12.2023 1.) B ciyuaure no 8 18 crienpanaute
peuenTtypHu 6s1aHKU ce BpbuIaT B cboTBeTHaTa P3U B cpok 0 30 ampun 2024 r.
(3) (M3m. — /1B, 6p. 105 ot 2023 1., B cmuta ot 19.12.2023 r.) [lo 31 maii 2024 r. crieriaIHuTe
peuenTtypHu Gy1aHKU 10 al. 1 1 2 ce yHUII0)KaBaT OT KOMUCHS, OTIpe/ieJieHa ChC 3alloBe]] Ha
nupekropa Ha P3U.

§ 18. (U3m. — 1B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) [lo uHTErpUpaHeTo Ha
copTyepHHUTE MPOAYKTH/CIICIMATN3UPAHITE MEIUIIMHCKHA COPTYEPH Ha alTCKUTE Ha JICYCOHUTE
3aBe/IeHUsI — U3ITBIIHUTENN Ha OoHMYHA omoll, ¢ Hanmonannara 3apaBHOMH(OpPMALIMOHHA
cucTeMa, HO He TO-KbcHO OT 1 ampunt 2024 ., TIekapCTBEHUTE MPOAYKTH, ChAbPKAIINA HAPKOTHIHH
BEILIECTBA, CE MPEIICBAT U OTITYCKAT B TE€3U JICYCOHU 3aBECHUS 110 JOCETAIIHUS P/,

8 19. UznanenuTe mo pena Ha 8 18 perientu Ha XapTHEH HOCUTEI C€ ChXPAHSABAT, OTUYUTAT
Y YHUIIIOKABAT I10 JOCETAIIHUS PEe/l.

8§ 20. U3masenuTe 10 BIM3aHETO B CHIIAa HAa HapeadaTa PEIenTH Ha XapTHEH HOCUTE Ce
M3ITBJIHABAT I10 TOCETAIHUS PEJl 10 U3THYaHE HA CPOKA HA TAXHATA BAIUIHOCT.

[MPEXO/IHU U 3AKJIFOYUTEJIHU PA3IIOPEIBA
kbM Hapenbara 3a u3menenue u qonbiHeHne Ha Hapen6a Ne 4 ot 2009 1. 3a
YCJIOBUSATA M Pe/ia 3a MPEANICBaHe U OTITyCKaHEe Ha JIGKaPCTBEHHU MPOIYKTH
(1B, 6p. 85 0ot 2023 1., B cuita ot 16.10.2023 1.,
nom., op. 105 ot 2023 1., B cuna ot 19.12.2023 1.)

8 15. U3znmasenuTe 10 BiIM3aHEe B CHJIa Ha Hapea0aTa pelenTH Ha XapTHEH HOCHUTEI Ce
W3MBIHABAT MO JOCETALTHUS Pe]l.

8 15a. (Hos — JIB, 6p. 105 ot 2023 1., B cuia ot 19.12.2023 r.) Jlo 1 anpun 2024 r.
JIeKapCTBEHUTE MPOAYKTH, KIaCU(PUIIPaHU BBB (hapMaKoJIOTHYHA rpyna " AHTHOAKTepUaTHH
JIEKapCTBEHHU MPOAYKTH 3a CUCTEMHA yIoTpeda" ChIilaCHO aHATOMO-TEPANeBTUYHO-XUMUYHATA
knacudukanua Ha CBeTOBHATA 3/[paBHA OPTaHMU3AIIMsI MOTAaT Jia ce MPENUCBAT U Ha XapTUEH
HOCHTEJI.

8 16. (1) [IpurexatenuTe Ha pa3pelieHUE 3a yIOTpeda MPUBEXKIAT 3aBapPEHUTE KbM
BJIM3aHE B CHJIa HA Ta3u Hape0a OMaKOBKU Ha JICKAPCTBEHUTE MPOIYKTH 1Mo wi. 15, an. 3 B
CHOTBETCTBHUE ¢ Wwi. 168, an. 2 oT 3akoHa 3a JIeKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEAUIMHA U YII.
68, an. 2 ot 3aKOHa 32 KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA U MPEKYPCOPHUTE B CPOK 10 €IHA
rOJIMHA OT BJIM3aHE B CHJIA HA Ta3W Hapeaoa.
(2) Iputexarenute Ha pa3pelicHUe 3a yrnorpeda nojaaBat B V3mbiIHUTEIHATA areHIUS 110
JIeKapCcTBaTa 3asIBICHHUE 110 pea Ha 3aKoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEAUIMHA 32
MPOMSIHA B PeXKMMa Ha OTIyCKaHE Ha JIGKAPCTBEHUTE MPOIYKTH 1o wi. 15, an. 3 B cpok 10 eqHa
rOJIMHA OT BJIM3aHE B CHJIA HA Ta3U Hapeaoa.
(3) Cnen n3tnuane Ha Cpoka 1o aj. 1 JeKapCTBEHHUTE MPOAYKTH o wi. 15, ant. 3, Ha KOUTO
OIAKOBKHTE HE ca MPUBEJCHU B ChOTBETCTBHUE ¢ wi. 168, ain. 2 oT 3akoHa 3a JIeKapCTBEHUTE
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MPOAYKTH B XyMaHHaTa MeIMIMHA U WI. 68, ai. 2 oT 3aKoHa 3a KOHTPOJI BbPXY HAPKOTUYHHUTE
BEIIECTBA M MTPEKYPCOPUTE, HE MOTAT JIa Ce Pa3MpPOCTPAHSBAT M C€ YHUIIIOKABAT 110 pe/ia Ha
HapenOara 1o wi. 97 ot 3aKoHa 3a KOHTPOJI BbPXY HAPKOTUYHHTE BEIIECTBA U IIPEKYPCOPUTE.
(4) JlekapcTBeHuTe MPOAYKTH 1O wi. 15, at. 3 ce mpenmucBar 1o pejia Ha Ta3u Hapeada oT

BJIM3aHETO ¥ B cuja.

Npunoxexnne N 1

KBM YJI.

4, amn 3

(M3m. - 1B, 6p. 81 or 2013 r.
mom., 6p. 61 or 2022 r.)

JlexapCTBEHH TPOAYKTH, KOUTO (EJIIEPUTE U JICKAPCKUTE ACUCTEHTH HAMAT
IPaBo J1a IPEIITHCBaT
(3arm. mom. — 1B, 6p. 61 ot 2022 1.)

1. AHTHapUTMHUYHU JIEKAPCTBEHU IPOAYKTH.

2. XOpMOHAJTHH JICKaPCTBEHHU MPOAYKTH 0€3 MPOTUBO3aYaTh4yHU U
KOPTHUKOCTEPOHIH 32 JIOKAITHO MPHIIOKCHHUE.

3. AHTHHEOIUTACTHYHH ¥ UMYHOMO/TYJIUPALIH JICKAPCTBCHHU MPOIYKTH.

4. TICUXONUTHIH U TICUXOAHAIICTITHIIU 32 JICUCHUE HA XPOHUYIHU 3a00JIIBAHUSL.
5. (U3wm. - /1B, 6p. 81 ot 2013 r.) JIekapcTBeHH MPOIYKTH, ChIbPIKAIIN
HAPKOTHYHU BEILECTBA OT

npuitokenus Ne 2 u 3 xpM ui. 3, 1. 2 u 3 ot Hapenbara 3a pena 3a
Knacu(UIMpaHe Ha PaCTCHUSTA U

BEIIECTBATa KaTO HAPKOTHYHH.

6. JIekapcTBEeHHU MTPOYKTH, BKIIFOUCHH B TipritoskeHue Ne 5 kpMm wi. 11, an. 2.
Npunoxexnne N 2

K'BM WJI.

6, an 1

(Oon. - 1B, 6p. 105 or 2023 r.,
B cuma ot 19.12.2023 r.)

PenentypHna 01anka
3a
MHOTOKpa
THO
IPEIIHCB
aHe

3a
€THOKPATHO
MPeIIICcBa
HE

MI/IHI/ICTepCTBO Ha 31paBCOIIa3BaAHCTO

MenuiuHCKH crieranuct (ume)
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MemuIUHCKY CIIEMUAIIHUCT ....ceevvnnrerersnnserennns

(moarmuc)
(meyar)
3a
(nMme Ha manueHTa, Bh3pacT)
ot 1p. (c.)
yi1. (00:1.)

(6bpeMenHa xeHa, KbpMayKa, JETe - O YePTaBa Ce MPUIOKUMOTO)

Npunoxenue N 3
KBeM uj. 6, agn. 2
(Orm. - IB, 6p. 81 or 2013 r.)
Npunoxenme N 4a
xkeM ujl. 9a, an. 2
(Hoso - 1B, 6p. 15 or 2014 r.,
B cuya ot 21.02.2014 r.)

HeI/I3‘-IepHaTeJIeH CIIMCHK Ha CJICMCHTUTC, KOUTO CC BKJIKOUBAT B PCUCIITHUTC,
KOHMTO II€ C€ M3IIBJIHABAT B JpyTra AbpPiKaBa YJICHKA

Wnentudukarys Ha nanyueHTa

damuiao(n) ume(Ha)

Coo0ctBeHo(un) nme(Ha) (M3nucano(u) U3LSAIIO, T.€. HE CE pa3peliaBar
WHUIIHAJIH)

[lara Ha paxaaHe

Wnentudukariys Ha perenrara:

[lata Ha u3aBaHe

Wnentudukaiys Ha MEITUIIMHCKUSI CIICIMATUCT, M3/1aJT peliernTara;
damvuno(u) nme(Ha)

Coocteno(an) nme(Ha) (M3nucano(n) U3LAIO, T.€. HE CE pa3pelraBar
MHUIHAIIN)

[Tpodecnonanna kBaaupuKaIms

Jlanuwu 3a mpsika Bpb3Ka (eJeKTPOHHA TOIIa ¥ HoMep Ha TeaedoH wim dakc,
KaTo ce

MIOCOYH U KOABT 38 MEIKIYHAPOIHO H30HUpaHE)

CnyxebeH aapec (BKIIOYMTEIHO HAMMEHOBAHUETO HAa ChOTBETHATA JIbPKaBa
YJICHKA)

[Moamuc (mos0keH cOOCTBEHOPHYHO WM IM(PPOB B 3aBUCUMOCT OT HaYMHA HA
W3/IaBaHe Ha MPEAMUCAHUETO)

Wnentudukaiys Ha OpeAMUCcaHusl MPOIYKT, KOraTo TakaBa € HeoOX0IuMa:
MesxayHapoIHO HeNaTeHTHO HAaMMEHOBaHUE UITH (papMakomeitHo
HaMMEHOBaHHE Ha

JIEKapCTBEHOTO MM BEIIIECTBO

THproBcKkOTO HAaMMEHOBAHKE HA JICKAPCTBEHHUS MPOAYKT B CliydauTe 1o w€i. 9a,
an. 4

JlekapcTtBena ¢opma (TabseTu, pa3TBOp | T.H.)
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KomanuectBo
KonnuecTBO Ha aKTUBHOTO BEIIECTBO 34 J030Ba €INHUAIIA

Jlo3upoBka.
Npunoxenue N 5
xkeM uj. 11, an. 2
(Mzm. - IB, 6p. 81 or 2013 r.,
orm., 6Bp. 85 or 2023 r.,
B cuna or 16.10.2023 r.)
Npunoxenue N 5a
keM uj. 21, an. 2 m un. 30a, an. 1 u 2

(Hoo - IB, ©6p. 95 or 2014 r.)
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Haumenosaune Ha neuconoro|ITEKAPCTBEH JTHCT N |,[l,a'ra
JABEACHHE OTJEINEHUE:
Mume w pwi3pact Ha manuenTa | JlexapeTReH NpoayeT, HAUMeHORaHME, $OpME, CHIHATYPA Cyma
Cran Tlerno M3 1
KO KOJIMYECTED
2
3
4
]
6
=
b
49
10
11
Crnosom BCHMUYKO
Hauwanuug- Jlekypamm nexap OtnycHan, mar. gapm. (MMe) ITpenan Tloayumn
OTIEmEHHE (M) | | | | | | | | | | | (1me) (HMeE)
(Mme)
nodne nocnuc| VI mnodnue nocne nodnuc
Npunoxeune N 56
xkeMm uj. 30a, amn. 5
(HoBo - IIB, 6p. 95 or 2018 r.)
TEPAIIEBTUYEH ®UII

110 MpOTOKOJI Ne
[Tarment: Ume [pesume Gamumnus
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Har
a N3
Ha No/
pa AlIl Bn3pacr:
KL p
aHe No:
Pxc
Temn.
T Ter
(o 0" MOBBPXHOCT
) (m?):
Ot
eJie
Kp HUE
ear , Jara — nauajuo
HH AMe Ha TepanusTa;
15058 U
KO
Xu
MHO
Tep
u a-
KB IeB
No: THY
Ha
cxe
Ma.
Kon
IIeT . | O
Tel
Ha He S
4 npu Ple
C 3a
a jara N Nun Kop na M | Bp
c He(i WBU UTHp "l u | em
Jlex a WeH
H JI Vv, - Pe | ana a| el
a ap- €K SC H aya | o HH]T Ta T CK
II CIB 1 4 0’ i nza Ky HUBU (6a ol o
JHat eH p | PO, I a A HKa P
p CT | HUHT no3a | ug | yanmn | H T | ocT
a- u Al mpo | aka | © (mg | Ha a |oc| ™ol 3a
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I BE - /mc | no | no3a | ur B | mp
H/1 C| - T Oan
0 Ha | BUTa o |3a|(mg |en U | un
HHA TBpP H Ka
- ¢ | pHo, U/ | ta | meg/ s | ara
OB a PV
K cxo | OP | MHT | Ml [ B | 1U/ c |P|He
e e | M@ | Pase | U/ | % [ MIU HH&) az | (b/
H - X MU /MU R T [ ml/
171 3WKa ) ) 3y h)
a Cak,
e JIHO o
crip
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a,
ena
CTO
Mep [ m
Ha | I)
oM
na u
7p.)

Ja |1

ma. | 2

Jlen

No

Ja |1

ma: | 2

Ien

No

Ja |1

ma: | 2

Jlen

No

Ja |1

ma. | 2

Jlen

No

Ja |1

ma: | 2

Ien

No

Jla |1

ma. | 2

Jen

No

JleKyBaml JIEKAP: ........eevennnn... (moarmuc) Hasnaueno Ha:

...................................... (maTa)

Nme ITpeznme Gamuinust

[MpurotBuin:  wmar.-¢apm./mom.-papm. Nme  Ilpesume  Pammnud

............................................... (moxrmuc)

[TpoBepun: mar.-papm.  Wme [Ipesume @amumnus

............................................................... (moarmuc)
Npunoxexnne N 6
xkeM uj. 24, an 1
(Mzm. - 1B, 6p. 68 or 2014 r.,
B cuna ot 15.08.2014 r.)
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PELLENTYPHA BJIAHKA - H30K
peenraNe | | | wmonwnaanreka N@ | | | || P30KNe| |
nporoxonN@_ | | | | || ] DE E]]D o], ||

i a4 E R N E A AN

raeneion PERLCTMTALIGHES ﬂow:a HE TSR SASTEE

R B EERNRERNER

Yk e TR & Jrnm,m it e L T

— I | i ST PG T LR aHE
| - ‘-:l L-_;.| ........ m qu. NSNS T 'Hﬁ- S p i -‘};_lre it ﬂypn\d o rtw,l;;:- 11 O e ot BICE
KOO R TERGROTIBEH R MKB
Apodpem e TRBL] LA Ll
...... i I[_ e
. L

SEHEDLHD HAECTEaHE

| Re. LI I

PEHETIGHG SOMECTIBOHE
[ | di | ae

ol Hrc: égﬁ::”ﬂf“ Rp. MKB DjD:“]

SEHEIHG FIMECTTROHE

E da | we

Ambynamopen Aucrm Ne H—I_I_j’_i

lexap/nekap no
F e B g Bouuko

MauMeHT: ... S N N

q'.lc.l LTI abs.uam

L IDD

EFHAMHY Ha nadjuenma

G o st i b el bt i et S £ sapwna
SEEEEENRENEEDED ][ J]D[TTFEDHHWDD
— UoEHITIUPUR U UOHER HOMED He P GDmens L ROR AT EMHATHY HG nampuicimeny
oTnycHan: Qmi H H |DD] H EE_I rie4ar Ha NOAYYMN: —oooooeee e
“ anTekata |
E,mlj D&,I—GIH ------- Someomeesees R Bn.M3-HIOK N5
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Npunoxexnne N 7

xkeM ujy. 24, an 1
(Mzm. - IB, 6p. 68 or 2014 r.,
B cuna ot 15.08.2014 r.)
PELIENTYPHA BNAHKA - H30K OrpasbkC Y PELEMTYPHA BNAHKA - H30K O1pAsbkB x PELLENTYPHA BJTAHKA - H30K Otpasbk A
peserra N[ I I I 1] amesae [ L [T 1 |30k Ne[ ] " peuenraNel 1 I 11 amesae [ [ I 1 1] psokNe[ I © penemmaNe[ I J I ] amexahve [ J ]/ T T ]| rsokNe[_ ][]
nmmmDDDDDD@DDDDDDDM DD‘nmmmDDDDDDDDDDDDDDmmmDD‘nmmmDDDDDDDDDDDDDDmm =10
e OO | e, TIITTLLLTIT | Aot I OETLLLTT
s LLLL LI | e LT | s UL
LLICT] uuuu LT L LT o e | QDDDUQMULI LT o et 1 | DL LT u,lgwgvl%umgu m;;w =
W"“”W““" Ro. W‘BDDD 1] i essad ™ W‘EDDD N | [rovoreoporse| g, e[ L]
DDDDD '”"m"m"“} ; DDDDD ”””””””” Cooo T
SLT L R L. g R R L — A = R | —
ey w0 [ | |i|eseeln w0000 [ [ | feweele we0O00] | |
oo ;l [ N [ O
0w | | e 1 Qule| | e Owile| | e
ol W L) | | ||l w0000 | | |4 o=l w0000 |
oo :i oo T 3 i oo
oA N L A . I
MM“DDDDDD*M*DDDDDD e L] reeme T 1 MWTDDDDDDNMWDDDDDD
Jlexap/nexap no | TNexap/nexap no | Nexap/nexap no
BEHTANHG MEBMIMHR - oo ; [eHTanta MeuLAHa T Bowo: ! AeHTanka MeanLKHa e Bansko:
UUUUUUUUUUUUUUUUUUUU[E EHHHHHHHHHWHHHHHHHHHIDD iHHHHHHHHHHHHHHHHHHHlDD
NAUHENT: [ ] | | naynent: | |naywes: e
apec e JML B— ol B ... }m%m".m"mum"mm"m"m?f;yﬁﬁﬂﬁgﬁi
O T LTI T e cmons v | [T T Jmnesens e s | [T T lomocns cmens s
\HHMHWJJ[ﬂHHMHHMWH\DDE\HHHHHHHHHNHHHHMHW"[DDilﬂﬂHHHHHHHMHWHNHHHHggl
DDQMDH;EDDD oy R | DDQ;IHQQDDD O . e e : [IDDEI[II:IDD[I[I T e
CETLELED = CEroen | e+ COen | (ITLTET e k
omman TIWI_IHTII_II_IWTII_I T Sn.NB-HiOKSAx GTMHMHHWHHHHHHH B, MEHBOKSAX OTJWBRDDDDDDDDDD ,"lsn.M}HsoKsA

(Uzm.
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- IB, ©6p. 68 or 2014 r.,
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PALEHT CLILIIL LI LT T ] L L L]

s paitd  ENH {MHY] na nawunira PG HOWAR HA NAMRESOTE JARETRHIGE

HEEEEEEEEEEEEEEEEE LITIITTTTTT]

Vet isawmeen feman VIAH 123 NeRApA-neLAANIET
Clem I Ay naTaHapam,anel l ! | j I E |

Deow [ rpawganns #a EC (wnmn no gaycTpasse coanafi) ey

T PP P PR N GO UMATIHOET {imas W hamst e HE Nexapa]
M T M R MR O T HE K Ta
PO R ]|"I'I..................................................NE ....... (HAMMGHORAMWR HA Ne-alkoTo SaRANEHRE 1 ARac)

) T

Oe

O
NPOTOKON 3A NPEONWCBAHE HA NEKAPCTBA, 3AMMALIAHA OT H30K/P30K Ne.
Mpean HA PTHE Wnn u oT no Npodwna Ha 3abonABaHaTD

patTa Ha 38
Ne, e | | L] tposc |

Appac: rp.(c)

T,

Mz, amMByRaTopeH NHeT: No, pelseHWe HA ERELMANMIMPAHE KOMWEWA!

KNWHWYHA OWATHO3A MKE mm

YTOYHEHA TEPANWA (2Ma, cxema W CPoK Ha NeYeHie)
Hog H30K

TTLEr BN HEMAMSHEBEHIE K3 MPOAYTA: NEKAPCTBES (hOpM, KAMMEETES KA NEVEPETEEHATS BELIEETEN, BRod B SNHA ANEMOEKS)
BT T T PP

MBCEMHE 003 wieavsvemsarivumansivasasisnsas s vensasivonas @8 SRR OToovinsanmmanmisamssfIHMaciisonissiinmiiiiesiiost isesissiiinsinsss sstisstinssiisiissiisms issiissiiisetisstissatiasisss
KoaHIOK [ | [ ] [ | s

(TLRIBCKD HAHMSHOBAMWE HA NPOAYETS; AOHAPCTBEHE ORMS, KONMYCCTES KA NRKAPSTEEHOTD BolecTan, Bpod B nogHa onaoaka)

TIHEBHENCEIMMMHE TIOBET e oo oo o imn s mmes mmoesmsomes fmamsesmmaas fmetemomasommeesamemeas

MECEHHE J03E] 1ooaeeinmcansimaeessmeaseeemomsommmnssnnans seonee B8 GFOK OTuurioisiacs e secnrees I . e ettt o i s 1A e e A n S he s am s fa e am e o een e e e

Kog H3OK 1

(THEFOECKD HEHMSHOESHWE HA NPOAYETS; NEKEPCTEEHE DOPME, KONUYECTES HE NEKBRCTEEHOTO BElWsCTED, BRod B AOHE ONBAOEKE)

B T L - U,

_MECEMHE ADFE. vesirseceassereanees

resnnngrnenne 38 GROK OTouannanny

R e e e e s e N O e Lt oL e e OO PO S
NMPEANOKEHWE 3A CPOKOBE 3A KOHTPONHMW NMPEFMEDM ..o s

I'Ip-a.aceu.aren Ha BHCMBPTHA KOMMCHAL i s s
1"% HE W ST Ha nesefeoTo H!Ewﬂ!
PELLEHWE HA KOMWCMKA 3A EKCNEPTUZA KM UY HA HIOK/P30K  Ne. |

1

Komucun N2, aacegaHae Mg, 38 CpOKE:

YTOYHEHA TEPAMWA (Bua. Cxema ¥ CPok HA NBueHKE |

Kog HIOK

(TERrOECKD HEMRSHOESHWE HE NOLYETA; NEKBPCTEEHS OPME, KINU4ECTED HE NEKEPCTEEHOTO BalLsCTEO, Bpod B BOHE ONEN0EKE)

AHEBHA/CRAMWHHE N03a;

MECEHHE Q038
Kog HIOK - -
(TEPFOBCKD HEWMEHOBEHIE HA NDAAYNTA: NEKAPCTEEHA HOPME, KONUUEETES HE NEKEPETEEHAT BElecTRO, Bpod B BOHE ONA0BEKE)

JIHEEHACOMMUYHE DO3AT 1 oeeiiivannnseenanisnnanssans rsmen ommes s s e

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

cTp. 35 OT 46



BASCEMHE OO3R. ..o.oererrsr e

Kom H30K

OuesHa/cenMueHa 0o,

OB KONWHECTE0 38 CPOKa Ha OSRCTEME HA NPGTOKONA:

Nanwaes se o1 PI0K

Banuaex

ot [ |

BanuaeH
ao |

3a Bpoit aHK

CTAHOBULD: oo mrraseriarens

Mpenceparen Ha

BrHweH excnepT:
dapapsa ot PI0K npu nony4exo pellsHde ot HI0OK:

Npancenaten Ka komecka 8 P30K:
.................... J.r!Pﬂ"m".E.?:.

MPEANOKEHME 3A CPOKOBE 3A KOHTPOMHM MPETTIEIM ...t et st |

Zab.: Komuera Me. - possepbT chBENEAA ¢ HaMepa Ha PR0K; 3a LY Ha HI0K HoMephT & “30° §

KOMBCMRL .orls raers e mrsroirmmn eeeraans a4 Unenome; 1., e,

Anegaue ® nesat v HIOKFI0K)

........................................... WA st e e e M e

(EAMMNHA 1 naane)

[;:I,l;]-nuc:l

OTNYCHATO: xop HIOK

I
IT',“IL%T“IT"'T] 2 [ e

OTNYCHATO: xon HIOK

OTNYCHATO: xop H30K

(KO, THEMGRER HAMBHIRAHHE HA 1 T g BaHE Itﬁ'[ud& EOMWASE TR HE N WHQTO BRLBCTSA, EE monama]

YUH ka MardeT bl fopMaIseTa

T
= |

E | OrnycHan:
:M;npue A FHHAT A ATEATA)

=

IIIIEII

aaTa HWBBH

otycHATO: wonH3OK [ | [ [ [ | i EEEE
Hmuammul‘hﬂm\u
OTNYCHATO: xonHaok | | | | | | .
OTNYCHATO: sonH3OK | | | | B i Ornycha:
HOHMEHIBIHHE WA ) EHO W3, KOMWECTIE W3 Ne HOTO BE i a OnakomEa !E&E“muarm ANTEEATA

OTNYCHATO: won H3OK

I IIIIEII

e

OTNYCHATO: xon HIOK

OTNYCHATO: kog H30K

¥WIH K3 MATHETW] (BRpMALRGTA

Ornychan:

b, ROMPRCTRD HE NREEE

g‘______

(KOS, ThEFECKD HAKM i

(MONAAS 14 THHAT Ha ANTaEATa)

OTNYCHATO: xog H3OK

BaUGCTE, BROA A ATHA ONAkoRE)
I I I i

il MR Ty TER N

per. Mo g PA0OK

OTNYCHATO: ®ng HIOK

OTNYCHATO: wxog HIOK

(R0, T CBEKD HAHMEHOREHNS HA TPCERKTAC NEEARCTIANS Banka, kIMeRcTEn HE NEEPCTERHGT BallecTan, Gpod B am-E ofakosee) (RO 11 BEUET HA ATSATA)

YIAH b MarcTep hapaaieeTa
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AIMTEKA e mseemssensmeneeneneeee DEE. M2 B P30K | E | E | E

OTNYCHATO: reaH3OK | | |

B
T

OTNYCHATO: ropH30K | | |

OTNYCHATO: kop HIOK
(Ko, TeproRcko

wu-lu: WATHETE [ (il ALEETR

Ornyesan:

5
HA MPOUIVTE, NERADCTRGHS QPN SEOW-RCTAE K3 NGKADETRAETO RAUSBCTRE, BPOR B BIHA 6N

{NEANHE W NAYAT HE GNTAKSTH])

esmsoc | | | [ ] ]

ommvenato: wonraox [ | T ] ] ... EEEEEEEN
WHH M8 b e Vo dope BLEE T
OTNYCHATO: ronH3oK | | | | ]
OTMYCHATO: ron H30K | I Onyewan:
1 HAlmaSHOBAHAS WA 1) ] | SEMECTHG A NEEADETBRAOTD BeugecTBo, BRoi B saus oK) (T W ENAT HA SRTRKSTE)

M"PWHHH

OTMYCHATO: ron H3OK |

T““é
fT“ ‘i'““r n

OTNYCHATO: ko HIOK | ......

OTYCHATO: ko HIOK |

[k0, TREIOBCKD HALRASHODANAS HA NEDWTS; NEKIPCTISHE POPKE, ACMWUOCTOC 16 NOEADCTIRKOTD nowecTon, Bpol o egua crasooe) |

Nllua WArHCTLR DM ALEIT

OrnycHan:

~{noprme W nouar wa aroiara)

wesesesoc [ [ [ [ ] ]

i[IIIE

OTMYCHATO: ron H3OK |

OTMYCHATO: wog HIOK |
| ]

TITTTTT

ek —

Ornyesan:

HE NEOITE; NERAPCTRARS DOPRS, SENASLTRD K3 NBLIDITRAKDTY BAUGRETRD, BPOR R EOHE o

ANCATME W NEYAT WA BMTEKATA)

pereneoox | | | | | |

omnyeuato: wonwoox [ | [ | [ | .. EENENEEE
FHH Ha MArHCTER GADWALSET
OTMYCHATO: ronH3ok | | | [ |-
OTNYCHATO: ronH30K | | | O Ornyesan:
T HAMASHOBAHIAS HAE 14, i freHs , BOFETHSCTRG HE Ne ThetoTo TBo "B A oriaxoi iﬂgmﬂ Meqar Ha anTerkara

ANTEKA i, par. Me. B P30OK | E E E

i[IIIE

OTNYCHATO: wog HIOK

f‘ﬂ Ha O !‘_:|M

OTNYCHATO: rop HIO0K
(Ko, TRpTOBORD

11
T
[T T 1 ]-

HAl NPIRTR; NERAPOTRCHS qmpnn ADAYEOTAD Ha NEEIDOTRRKOTE BRUGECTRE M B E4A oesnRia)

|

OTOYCHATO: kop H3OK [
|

.

¥iH 1 MarHCTLR DapdaLenTa

Ornycxan:
ANDGNAE W NEYAT HA ANTREATA |

AMTEKA ..o per. Me, g F30K | E | t | E

ilIIIE

”[I.,ﬁTE“l‘“‘].“"!‘:[““i' ..... [ ..... l,.w.

OTMYCHATO: kogH3OK | | |
L]

OTMYCHATO: ropH3OK | | |
kL TREFaBohd HAlmsaHIBaH HE NPT ToekapcTe

OTNYCHATO: won HIOK

l
| . |
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(HoBo - IIB, 6p. 81 or 2013
n3Mm., 6p. 68 or 2014

B cmyia ot 15.08. 2014 ,

orm., 6p. 95 or 2014 r.)
Npunoxenne N 8

xkeM ui. 30r, am 3

(Hoso - IIB, 6p. 81 or 2013
n3Mm., 6p. 68 or 2014

B cuna ot 15.08.2014

op. 95 or 2018

6p. 37 or 2021
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ENESHO SABEEHHE HE NN

uE HE neyeliomy SEEEH

neroToKon oT KNWHUYHA OHKONOrM4YHA KOMUCKUA NO XMMWOTEPANUA
NE. .o tpara: [ T [ TIHTTT]

Ha oHKOMOrM4HATa HOMWCHMA MO XMMMOTEpanWA KbM nevqefHoTo 3aBegeHue ce pasrnena M ofckaw npunowexata
MEOWLWHCKA AOKYMEHTALWA
W PELIEHME HA OBLUA KNMHUYHA OHKOMOTMYHA KOMMUCHA NE. 1.vovoererveeosessenneee taava: [T LT

B JTEYEEHO 3EBBIBHHE ......oocvcecisieiecieereemieeesseee s esteemse s ss et sms ettt eaieaes I | || I | |mjml| | I |

APpAEMH pAR Pl

I'IALIHIEHT| | [ | | I | | | I | | ]|:| [JErH [ AH4 []CecH [ rpasnassn ia EC (s ne aaycrpsssm cnatgbng

Me,  dpamehpaion  ETH {TTHY) HA Re e Mon te

IIIIIIIIH||II||II|||||nmwmw—mulu

A L OHEH HIMEID FA LALIEHTS Wi N3 e

TWAMRO3E: s S —— T '-5 | I I
fata wa warvosa: I_l_l I_I_I [—l—l—l—l

PazwmwpeHa AWarHoza: .

Orhnpad

KHCTONOIMMEN PEIYNTAT: . S EEEEELD

rlp-ep,umauu, umnxm:nm-ﬂu ¥ FEHETHYHA uapmp« [nc Hnuauma'rypa}:

e Wme maprep [#-)
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PBET (GM) eerreree LEE L Ly — TenecHa NOEbLRXHOCT (KE. M) e Lienesa ctonnoct AUC .............
T T T LTy T T O PR
PELLEHMWE:
e o NpoRefe NEKAPCTREHG MOUSHME MO EXOMAT e
Tun Tepanms:
[ meamoeanta [ amosantea [ nevedua
Nevebina TepanvA (nanwateHal: [ nbpea nvkds [ ] BTopa NMHMA [ rpeta nunma [ 4etenpra nuMua [ nopegua nunus
[] smmuoTepanua
ATG Mexmynapanmo [ewinpm Mt wan CranpapTHa WHAWBMEYaNKa Aasa Deaa 33 upisn Ofila [oad 8 NpaToKena
HEMATEHTHD NpKNBraHE Aozl (mg/megIUMIUMUY | {mg/meg IUMILMUY | (mg/meg IUMIUAUY
HaHMencaanpe /[N [ v, =, po, uenesa
WTpaKaRMTapH, | STORMOCT
FHTSBAIHEANHT mc
WT.H.)
[ xopmoroTepanua
ATC MexmyhapanHo DNenioHm CTaHnapTHe goia WHawemayanya goza [ozs 33 uwsn Ofiuya po3a 13
HEMATEHTHO i T n T o i i T
{mg/meg UMM {rg/mie g TUYMITLVMILT npoTakona
HaHmeHnagHme (INN {mpmep TUMIUMLTY
[] rapreTha
ATC Mexmynapagno DNetinrm CTaHLapTHa 003 MHamenayanya gosa [oza 33 Wwesn Ofila no3a 3a
HaMATEHTHO s AT T Il r . T P 1
(g meg U MITL ML (g mie g TUMITL ML nparokong
HanmeHonaHme (NN {ma/meg TUMIUMUY
[ wmyroTepanua
ATC Meskgyiapagio OewipHw CrangapTha noia MHowenayanka aosa Ooza 13 Lpavsn Ofia go3a 13
HEMATEHTHO i I T 1 1 [ T
(g meg/ TUMITIMLD {ng/meg TUMIUMUT) NpoToKOna
HanMesoaanmne || [mg/meg TUMILMUY
Bpof uMKNK (NoBTOpeHMA): D Ouewka cneg usksn Ne ...,
WuTepean: Bpod oHM: D
CunbTCeTRAWA TepanyA:
[ ecrecmogynatopa
ATC MaoyHapoIHD HaNaTEHTHE HaUMEHoBaHKE [INN/ Ooza (enHokpaTia) Olwa aoaa 13 NpoTokona
g TLYM foMU}
[] konoHHocTuMynMpawW akTopy
ATC MemmyHapOOHES HENAaTEHTHS HanmMeHoBaHWE (NN Aoza (eqHokpatia) Ofwa aoaa 2a npoTokona
g me TUYMILMLT
[] kopTHEOCTEPOMAHN
ATC MerIyHAPOOHD HENATEHTHD HauMeHoRaHNE (INN/ Noza (snHokpaTHa) OGus nosa 28 NpoTakona
{mg/meg/ TU/MIUMU}
OueHKa Ha TepaneBTHYHMA OTIOBOP:
[ Ha4anko nevenns
[ nunas atroecp
[ 4acti4Ha pemacun
[] crafivnua Gonect Wnu cTaumosupads (Fes pemmcin, Ho Gea nporpecks)
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[ nporpecya Ha SonectTa
[[] peuvome
[[] HENOHOCHMOCT KbM NDUNATAHOTO NEYsHIE

[] npomana [] npepnnsapane
MpoTokombT & BanWaeH go 180 GHK, CYMTAHO OT HAYANOTO HA MEYEHWETD NG CXEMaTa.
OHKONOrMYHA KOMMCHA N0 XMMHOTEPANWA:
CRELMANHOCT YMWH ma nexap Wmesa wa menap, nognuc
mpecenaren: || | [ L [T [T T T 111 1]
Ynenope:
TMAUMEHTET (POQHTENAT/HACTOARAKET] C& NOIMHCER NP NCNYHEBIHE HA NPLTORONS
LTy T T T T
{raanuc)
Npunoxenne N 8B
keM uji. 30r, am 4 u 5
(HoBo - IIB, 6p. 95 or 2014 r.,
n3Mm., 6p. 95 or 2018 r.,
6p. 37 or 2021 r.)
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NIEYEEHO 3ABENEHHE LT T ] [ T 1] [

ISHEEH PARIH  PRMCTRALHIHES HOMED HE NawetHafo Jamamarse

Hue Ha nedefeaTo

NPOTOKON 3A NEKAPCTBEHO NEYEHWE NO XEMATONOIMA
KM Pewenue N2. ....oovovnvvmnee F B8TAL L | [ ] L1 1 | |Ha Knuununa komucus no xemaronorus

Kommcua, HasHaveHa cke 3anoseq Ne....... onpefiens creiHoTo NekapcTBeHo nevenne Ha Gasata Ha B3eTOTO pelleHue
MPH NALMEHTA:

MALMEHT | | || I || | | | | | | | | ||:|[_]EI"H [IAHY [ CH [ npasgasans 1 EC (snn no aeycTpanm cnorafi)
PIOKMN.  mpasen pision  ETH {IHY) 1a naupesna Mt pil
LI TP PT TP PP PP ] E] ] vaponeee (T T T
Piasasmarh bt LHIoHE H HOUEE: =5 NALMEHT g HA SepocaEd
e, rpsse G
PRET (6M) i Terno (k) e TenecHa NOELPXHOCT (KB. M) s

TIBMBPHOBAD ..o eeeetecee e e oceme et eCe om0 oot £ h LSS b Lo e £ ot oo MKE1I]|:|:|:|.|:|:|

NpEARKTHEEH MAPKED (KbAETO & NPANOKAMD), (N0 HOMEHKNATYpPa):

Mo Hume maprep (#1=)

Mpy NEveHME 33 XMMHOTEDANHANPHUENHA TEPanMAMMyHOTEpanKA/pacTERHN haKTOPW CHMITOMETHYHO NeYeHHe:

NMussin 4a Tepanms; [ nbpaa vk [[] aTopa nukma [[Jrpera nukua CJuetewpra naHwa [[]neTa u cnegsawa nuHen

XM (HAMMBHOBAMEEY .. oiarihinianinioaistaninie iasatani (618t deih ) s Latdb 48 stk 45 Amd 21 4bem 21 4LAL L8818 ek 1 L 0 46 444 b A0 4 k4 s e ek b bEaAA LA b4 e bR s A
Tun ATC MEkaYHAPGIHO HENATAHTHD DeHigHd CraunaprHa MHguangyanKa noza [Ooaa aa uukkn Of6wa gosa

TEpanwa HaumaHnaasme (TN no3a

Imgmeg IUMILAMUY | (mpmeg WIMILAUT | (g meg TUMILIMUS

Bpoi YHKNK (NoBTOpEHUA): D OupHxa cneg uwesn Ne ...
MpoTokonsT e BanMasy Ao 180 AxK, CYKTAHO OT HAYANOTO HA NEYEHWETO NO CXEMATA.
Komucun B cheTas:
CRELHAnNDET ¥HH i nexap HucHa wa nekap, naganc
mencensen: [ [ ] [T T TTTTTTT]
Ynewope:

TBRIMEHTET [PORMTENATHACTOAHAKLT) 02 NOANWCEA NP NATYABARS HE NPATOKONE

TTEUMBHT. (DO TRIHBETOMHME] .. corss s s mssioss i e im s
{nagnme)

Npunoxenne N 8r
xkeM uj. 30m, am 1

(HoBo - 1B, 6p. 81 or 2013 r.,

n3Mm., 6p. 68 or 2014 r.,

B cuya ot 15.08. 2014 r.,

npenMmHo npuioxeHue N 8s

6p. 95 or 2014 r.)

PeuentypHa OjtaHka N ........ ... ...

3a JIeKapCTBEHM NPOOYyKTHM, 3aljamaHu oT H30K
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Jerap (MME) oo v i

YVH Ha jexkapda ..........n HaTa

3abosasaHe rpyna N ... oL
[MpoToKOJ N ..o i e

Rp.

Jlexap:

(moxmuc u meyar)
[Tarment:
ETH:

Hom. agpec:

I'p. (c.)

OrtmycHair: [Homyuwnn:
Mar. ¢papm. YUH:

(moamuc u neyar) Hara:
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Npunoxenne N 8x
xkeM uj. 50, an 4

(HoBo - IB, ©6p. 95 or 2018 r.)

Kyphan 3a pa3TBapsiHe Ha JIEKaPCTBEHH MPOIYKTH 32 JIEYCHHUE Ha
OHKOJIOTMYHH/OHKOXEMATOJOTUYHH 3a00JIIBaHUS

K
0
1
u
- C
q BpOp
e - ler| o
c M1 ar | x
HT OTT)H
ek | Bo [ |, o
JI apoI/IHL[pe(rH HHHHaH 1
CT HH H| a ala a e
HI[a _aHBH(meooouauuuu KCI)a
| Ta BCKHyaﬂaKg/ﬂcCI/IHI/II/IHBI/IH PM
y
nHaqacHTHaOHmHHHeHeeeSGPOBau
0 Ha u | nosa clo]|T e H A €B
np I u T|H H|H H|T0]| a
pHanI/IrpB(mg/%gceeTHTTT(TKomT
e OTBS H [ mcg Nt |axa T (t |m u3
oT 0 np a | ( B ( Sl (| m |
i} HE o | /IU/ Ula]|( ( e ro
e | P HBMIUHF/aH(EHmpr)HNgeTB
u | M€ IZF-/MUEZMOMT)]IF‘IMEFCEHJ(; I;I/IJI
Ne B| ) I [ c|e) e) 0
(u | me [, ) T)T)) ) p
:[)B Zg/a
b M| T
B 32TU’L
iy ) |
1 a
a
K
0
H
1
O
0
jii|
0
3a
na

MHdopMaumroHHa cuctema AIMNC
Awc  https://web.apis.bg

CTp. 44 oT 46



Ta
2
O
0
1
0
3a
it}
Ta
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3a
na
Ta
Mpunoxexnne N 8e
xkeM ui. 50, am 5
(HoBo - IIB, 6p. 95 or 2018 r.)
K
Jlexapcer o Ilena na | Croiin
P Jlexapc | - | Jle | Ilaptunen Hewusnonssaem
Pl BEH A 51 OCT Ha
No a1 | mpoxvir | T TBEH BO | K. No Ha OCTaTBK 3a JAeHS naxon/ | ocrar
} oLy nponyk | ak | ¢o [ mpomssomu | (mg/meg/IU/MIU
a | (mepr. | C aMmII. BbKa
T(INN) | 1. | pma TeIns /MU)
ume) 5 (1B.) (1B.)
BO
1
2
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Npunoxenne N 9
xkeM wi. 53, am 1
(Mzm. - 1B, 6p. 81 or 2013 r.,
orm., 6p. 51 or 2023 r.,
B cuna ot 13.06.2023 r.)
Npunoxenne N 10
kBM uwi. 54
(Mzm. - 1B, 6p. 81 or 2013 r.,
orm., 6p. 51 or 2023 r.,
B cuna ot 13.06.2023 r.)
Npunoxenme N 11
KBM uWi. 56
(Orm. - IB, 6p. 94 or 2011 r.)
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