HAPE/IBA Ne 4 ot 4.03.2009 r. 3a ycji0BHAATA U pelia 32 NPeINUCBaHe U OTIIyCKaHe HA
JIeKapCTBEeHHM MPOAYKTH

W3nanena or MUHUCTBPA Ha 3/IpaBeonasBaHeTo, oOH., /B, 6p. 21 ot 20.03.2009 r., u3Mm.,
op. 91 or 17.11.2009 r., 6p. 94 ot 29.11.2011 1., 6p. 2 oT 6.01.2012 1., U3M. u gom., Op. 81 or
17.09.2013 1., usm., 6p. 104 ot 3.12.2013 1., u3m. u mom., O6p. 15 or 21.02.2014 r., B cuna ot
21.02.2014 r., 6p. 68 ot 15.08.2014 1., B cruma ot 15.08.2014 r., 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 r.; u3m. u gor., 6p. 95 ot
16.11.2018 r., 6p. 68 o1 27.08.2019 r., B cuna ot 27.08.2019 ., 6p. 90 ot 15.11.2019 r., u3m., 6p. 91
ot 23.10.2020 r., mom., 6p. 107 ot 18.12.2020 r., B cuna ot 18.12.2020 r., u3m. u mom., 6p. 37 oT
7.05.2021 1., 6p. 47 ot 4.06.2021 1., B cuna ot 4.06.2021 r., u3m., 6p. 94 ot 12.11.2021 1., u3m. u
not., 6p. 53 ot 8.07.2022 r., gom., 6p. 61 ot 2.08.2022 r., u3m., 6p. 85 ot 25.10.2022 r., B cuia ot
25.10.2022 1., 6p. 51 ot 13.06.2023 1., B cuia ot 13.06.2023 r., u3m. u gor., 6p. 85 ot 10.10.2023 r.,
B cuiia ot 16.10.2023 r., 6p. 105 ot 19.12.2023 r., B cuma ot 19.12.2023 1., 6p. 68 ot 13.08.2024 r.,
B cuja ot 1.09.2024 r.

I'naBa mbpBa
O TOJIOKEHUA

Y. 1. C ta3u Hapenba ce Onpenesar:
1. (mom. — JIB, 6p. 85 o1 2023 r., B cuma ot 16.10.2023 r.) MEIUIIMHCKHUTE CIICIUATHCTH, KOUTO MOTaT
7la M3/1aBaT PELerTH, PeAbT 3a MPEANMCBAHE Ha JIEKAPCTBEHU MPOAYKTH, CPOKBT 32 U3ITBIHEHUETO,
CIly4auTe U PEAbT, IPU KOUTO MATUCTHP-(hapMaleBT U3ITBIHSABA UM MOXE /1a OTKAXE J1a U3ITBJIHU
JIEKapCKO MPEANUCaHue;
2. yCIIOBUSATA U PEIbT, IO KOUTO OBITapCKu TPaKIaHU U YYKIU TPak/1aH!, TOCTOSIHHO U BPEMEHHO
npeOrBaBally B CTpaHaTa v IbTYyBaIN U3BBHH Pernybnuka bbiarapus, MoraT fa HOCST WM Jja U3HACST
JIEKapCTBEHH MPOYKTH, MIPEIHA3HAUEHU 32 JICYCHUETO M,
3. KoJMuecTBaTa JIEKapCTBEHU IPOJYKTH, IMpEeTHa3HAuYeHH camMo 3a JICUEHHETO Ha TPAH3UTHO
MIPEMUHABAIM ¥ BPEMEHHO NMpeOWBaBallld Ha TEPUTOPHUATA HA CTpaHATA JIMIA, KOUTO T€ MOTaT Ja
MIPUTEIKABAT;
4. (HoBa — /1B, Op. 15 ot 2014 r., B cuna ot 21.02.2014 r.) ycioBusTa 1 peIbT 3a NPU3HABAHETO U
W3MBIHEHUETO Ha PEIeNTH, U3aICHH B pyTa AbpKaBa UWiICHKA;
5. (u3m. - 1B, 6p. 81 ot 2013 r., npeaumna T. 4, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r.) peast
3a MpeNnrcBaHe Ha JIEKapCTBEHH MPOIYKTH, ChAbPIKAIIM HAPKOTUYHH BELIECTBA OT MPUIoKeHuUs No
2u3 xpMul. 3, T. 2 1 3 ot HapenOata 3a pena 3a kinacuduiupane Ha pacTeHUsITA U BEIIECTBATa KaTo
HapkoTU4HH, ipueTa ¢ [loctanoBiaenue Ne 293 na Munucrepckus csBet ot 2011 r. (B, 6p. 87 ot
2011 1.);
6. (mpegumiHa 1. 5, u3Mm. - [IB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r., ot™., 6p. 51 o1 2023 1., B
cuia ot 13.06.2023 r.);
7. (HoBa — /IB, Op. 68 ot 2019 r., B cuia ot 27.08.2019 r.) ycnoBusTa, peAbT U NPUHLUIIUTE, IO
KOUTO C€ MPEANUCBAT JIEKAPCTBEHHM MPOJIYKTH CHOOpPA3HO TAXHATA pa3xojHa €PEeKTUBHOCT IO
cMuchia Ha § 1, T. 28 OT JOMBJIHUTETHUTE pa3nopenon Ha 3aKoHa 3a 3paBHOTO ocurypsisane (330).

Ya. 2. PexxumbpT Ha OpeaAnrcBaHe Ha JICKAPCTBCHUTE TIPOAYKTHU € OIPCACICH B
Pa3spCICHUCTO 3a yHOTpe6a Ha JICKAapCTBCHUSA NPOAYKT.



Ya. 3. Paspemienure 3a ynorpeba M PErHCTPUPAHUTE JIEKAPCTBEHU MPOAYKTH Ha
TeputopusaTa Ha PenyOnuka bearapusi ce o0sBsiBaT Ha MHTEPHET CTpaHUIaTa Ha M3mbiHKUTEHATA
areHuus no JeKapcTnara.

I'naBa BTOpa
MEJUIUHCKHU CIIEHUAJIUCTHU, KOUTO MOT'AT JA U3JABAT PELIEIITU

Ya. 4. (1) [IpaBo ma mpeamucBaT pa3pelieHd 3a yrnmoTpeda B cTpaHaTa JIGKApCTBEHHU
MPOAYKTH M Ja HM3JaBaT PELENTH UMaT JIeKapu/IeKapy MO JCHTAIHA MEIUIIMHA, YIPaKHSIBAIIN
MEIULIUHCKATa MPOpecHs.

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

(3) (Hon. — [IB, 6p. 61 ot 2022 r.) ®enamepure u IEKAPCKUTE ACHCTCHTH UMAT IPaBO Ja PEIITHUCBAT
paspellieHu 3a yrnoTpeda B cTpaHara JIEKapCTBEHU MPOJAYKTH U Ja U3JaBaT PELENTH, ¢ U3KII0UYEeHHE
Ha Te3H OT npuioxeHue Ne 1, camo mpu CKIII0YEeH JOroBOp € JeueOHO 3aBesieHre o wi. 2, an. 1, 1. 1
oT 3aKoHa 3a Ie4eOHUTE 3aBEACHHUS.

(4) (HoBa — 1B, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) BerepuHnapHuTE JeKapyu MoraT Ja
MIPEIIMCBAT pa3pelieHt 3a yrnoTpeda B cTpaHaTa JIeKapCTBEHU MPOAYKTH 32 XyMaHHa ynotpeba u j1a
W3/1aBaT €JIEKTPOHHU MPEANNUCAHUS €IUHCTBEHO MPYU MIPUJIAraHEeTo Ha JICUEHUE 110 pesa Ha wi. 322,
an. 1, 7. 2u4 nun 323, an. 1, 1. 2 u 4 or 3akoHa 3a BeTepuHapHOMeAUIIMHCKaTa aeitHocTt (3BM/]),
C M3KITIOYCHHE Ha JICKAPCTBEHU MTPOYKTH, ChIBPIKAIIN HAPKOTUIHU BEIICCTBA.

Y. 5. (U3m. - 1B, 6p. 94 ot 2011 r.) (1) B pernonannara 3apasua nacneknus (P31) ce
BOJIM PETUCTBP HA JICKApUTE U JICKApUTE 10 JICHTATHA MEIUIMHA, KOUTO MPEAIUCBAT JICKAPCTBEHU
MIPOAYKTH, ChIbPXKAI HAPKOTUYHH BEIICCTBA.
(2) B peructppa mo an. 1 ce BOUCBAT JAaHHUTE Ha JIeKaps/ieKaps MO JCHTAHA MEIUIMHA I10
JOKYMEHTA 3a CAaMOJIMYHOCT, JINYCH KOJI ¥ KOJ| Ha JIEYeOHOTO 3aBE/ICHHE.

I'naBa Tpera
MHNPEAIIUCBAHE HA JIEKAPCTBEHU NPOAYKTHU

Pa3zgen 1
Pen 3a npeanucBane HA JIeKAPCTBEHU MPOAYKTH

Y. 6. (1) [IpennucBaneTo Ha JJeKapCTBEHU MPOAYKTH C€ U3BBPIIIBA HA peLIeNITypHa OJIaHKa
¢ Os1 UBAT CHITIACHO MpuIioskeHue Ne 2.
(2) (Or™. - 1B, 6p. 81 ot 2013 1.).
(3) Bbpxy peuentypHarta OnaHka 3aJbDKUTEIHO ce OTOeNsA3Ba PEeXUMBT Ha OTIyCKaHE - 3a
€IHOKPAaTHO MJIM MHOTOKPAaTHO OTITyCKaHE, KaTo MPH MHOTOKPAaTHOTO OTITYCKaHE C€ YTOYHSBA U
KOJIKO ITBTH III€ C€ U3ITBJIHABA pEIlenTaTa.
(4) (U3m. — B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Peuenture ¢ pexuM 3a eIHOKPaTHO
OTIycKaHe mMar BamuaHocT 30 IHU OT Jararta Ha WM3/JaBaHETO MM, a PEIENTHUTE C PeXHM 3a
MHOT'OKpPaTHO OTIYCKaHe MMaT BAaJHMIHOCT J0 6 Mecela OT JaraTa Ha M3JaBaHETO UM U ChIbpIKAT
O3Ha4YeHHE Ha OpOosi Ha OTIYCKaHUSATA.

Y. 7. (1) PenentypHara 651aHKa chabpika:
1. (mom. — JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., 6p. 85 ot 2023 ., B cuna ot 16.10.2023 1.,
op. 105 or 2023 ., B cuna ot 19.12.2023 r.) "uHCKpHUOIHMO" - COOCTBEHO U (PaMHIIHO UME Ha JINLETO
1o wi. 4, yHUKaJIeH WASHTU(PUKAMOHEH HOMEP/THYeH NMpo(ecuoHaleH Ko/, HANMEHOBaHUE U aJpec



Ha JIe4eOHOTO 3aBelleHHE/BETEPUHAPHOMETUIIMHCKOTO 3aBelleHue, TeledOoH 3a Bph3Ka, JaTa Ha
M3/1aBaHEe Ha pelenTara;

2. "mpeckpubumo" - HaMMEHOBaHWE, KOJIMYECTBO Ha aKTHMBHO BEIIECTBO B JIeKapCcTBeHa (opma u
KOJMYECTBOTO Ha JIEKaPCTBEHUS MPOAYKT; KOJIMUYECTBOTO C€ U3MKCBA C IU(PHU, a IPU IPEINUCBAHE
Ha JIEKApCTBEHU MPOAYKTH, ChIIbPKAIIN HAPKOTHUYHU BEIIECTBA - U C JYMU;

3. "curHarypa" - mocouBaT ce €IHOKpaTHaTa M JEHOHOIIHATa J103a Ha JIEKApCTBEHUS MPOAYKT,
MPOJBKUTEIIHOCTTA HA Kypca Ha JIEYEHHWE M HEOOXOAMMOCTTa OT MOBTapsIHETO MYy; J03aTa ce
W3MHUCBA C NU(pPU; TPH MPEANUCBaHE HA 1033, MO-BUCOKAa OT MAaKCHMAIIHO OMpeeieHara Mpu
paspeliaBaHeTo 3a ynorpeda Ha JIEKApCTBEHHUS MPOIYKT, MPEANUCBALIMAT CE€ MOAMKMCBA CPEILY
MpEeBHUIIIEHATA J03a; HE Ce IOMyCKaT o0y u3pa3u Kato: "u3BectHo", "mo Hacrapienue", "mo cxema'
u 1p.;

4. "cyOckpubumo" - ykazaHus 3a HAYMHA HAa U3MBJIHEHUE HA MPEANHUCAHUETO; MPHU M3I0JI3BaHE Ha
ykazaHusaTa "uto", "muTrucumMo" uiamn "craTuM" 3aIbJKUTEITHO CE 3alCBa YachT HA MPEAMMCBAHETO
HAa JICKAPCTBEHUS IPOIYKT;

5. (mon. — /1B, 6p. 61 o1 2022 1., 6p. 85 01 2023 1., B cruta ot 16.10.2023 1.) moamnuc Ha neKaps/aexaps
0 JICHTAJTHA MeAUIMHA/eramepa/IeKapcKus aCUCTEHT/BETCPUHAPHHMSI JICKap;

6. (u3m. — JIB, 6p. 68 or 2014 r., B cuna ot 15.08.2014 1., om., 6p. 85 o1 2023 1., B cuna ot 16.10.2023
I.) JIMYEH IeYaT Ha JIeKaps/IeKaps MO0 JeHTaJTHa MEAWIMHA/BETCPUHAPHUS JIEKap W/WIU TedaT Ha
ne4eOHOTO 3aBe/ICHIE/BETePUHAPHOMEUIIMHCKOTO 3aBEICHHUE;

7. TpuTe MMEHA Ha TMAllMeHTa, Bb3PacTTa U aJpec M0 MECTOKMBEEHE, KaTo MpH OpeMeHHa >KeHa,
KbpMauKa UJIU JIETe Ce OTpa3siBa U TOBA OOCTOSITEIICTBO;

7a. (HoBa — JIB, Op. 85 o1 2023 1., B cuna ot 16.10.2023 r.) TpuTe MMEHA Ha COOCTBEHHUKA, aJpeca o
MECTOXKMBEEHE U BHJIa HA )KUBOTHOTO, MOJIOKEHO HA JICYCHUE — 32 PEIENTH, IPEANUCAHHU 110 Y. 4,
ai. 4;

8. (Hosa — JIB, Op. 68 ot 2014 r., B cmia ot 15.08.2014 r.) YHuKaneH uaeHTu(HUKAMOHEH HOMEP
(YUH) na maructsp-hapmaneBTa OT peructbpa Ha bearapckust papmaneBTH4eH ChIo3.

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

Ya. 8. (1) JlekapcTBeHuTe MNPOAYKTH C€ M3MMCBAT YETIMBO HA JATMHUIA C
MEX/YHApPOAHOTO HEMAaTeHTHO WM (papMaKONeHO HAMMEHOBaHHE Ha JIEKapCTBEHOTO UM BEILIECTBO
WINA ThPTOBCKUTE UM HAUMEHOBAHMUSL.

(2) KonmnuecTBOTO Ha JIEKapCTBEHOTO BELIECTBO B IIPENMCBAHUS JIEKAPCTBEH MPOAYKT CE U3pa3siBa:
1. B rpaMoBe, KOraTo € eIMH I'paM WIH HaJ €UH rpam (g);

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

3. KOJIMYeCTBa, MO-MAJIKU OT €IUH MUWJIMIPaM, c€ O3HayaBaT B MUKpOIpaMH, KaTo Ta3d MEpPUTEIIHA
e/IMHUIIA HEe ce ChKpalllaBa, a ce U3MKCBA C yMHU (microgram);

4. obemurte ce n3paszsBaT B MIIMIUTPH (ml);

5. B MexayHapouu equauny (IU) - 3a tekapcTBEHU NPOJYKTH OT OMOJIOTHYEH MPOU3XO/L.

(3) CekpamenusiTa Ha JiekapcTBeHaTa (¢GopMa ce U3MUCBAaT BBPXY peLenTypHara
OnaHKa/JIeKapCTBEHUS JIUCT B ChOTBETCTBHUE C JieiicTBaIIaTa B cTpaHaTta (papmaxories.

(4) 3a0pansiBa ce M3MOI3BAHETO HA CHKPAIICHUS M MOMPABKHU MMPU U3MHCBAaHE HAMMEHOBAHUATA Ha
JIEKapCTBEHUTE MPOIYKTH.

Y. 9. JlekapcTBeHW TMPOJYKTH, MPUTOTBEHH 110 MarucTpaiHa Hu (apmakoreiHa
pelenTypa, ce NpeAnucBaT Ha OT/IeIHA pellenTypHa OJlaHKa.

Y. 9a. (Hos — /IB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 1.) (1) Ha penientu, KouTo 111e
ce UBMBJIHIBAT B JIpyra JbpKaBa WIEHKA, ce U3MUCBAT HEOOXOAUMHUTE 32 JICUSHUETO Ha KOHKPETEH



MALUEHT JIEKAPCTBEHU ITPOAYKTH, C U3KIIOUEHHE Ha JIEKAPCTBEHUTE MPOAYKTH 10 4il. 174 oT 3akoHa
3a JIeKapCTBEHUTE MPOAYKTHU B XyMaHHATa MEIUIMHA.

(2) Peunenture mo an. 1 ce w3mMcBaT MpU Cla3BaHE HW3WCKBaHHWATA Ha Ta3W Hapeabda, KaTo
3aJIBJKUTEIHO CE BKJIFOUBAT BCUYKH JaHHU, IOCOUEHHU B mpuiioskeHue Ne 4a.

(3) JlekapcTBeHUTE MPOAYKTH CE MPEAMHUCBAT 110 MEXKIYHAPOIHO HEMATEHTHO HaUMEHOBAHHE WIU
(hapmakorneiiHo HAMMEHOBAaHUE HA JICKAPCTBEHOTO UM BEIIECTBO.

(4) JlekapcTBeHUTE IPOIYKTH MOTaT Ja ObAAT MPEANUCaHH IO ThPrOBCKO HAMMEHOBAHUE B CIICTHUTE
CIly4au:

1. xorato ce mnpeanucBa OWOJOTMYEH JIEKAPCTBEH MPOAYKT MO CMHCHIa Ha § 2, T. 2 OT
JOMBJIHUTETHUTE pasnopenou Ha Hapemba Ne 27 ot 2007 r. 3a M3MCKBaHUATA KbM JAaHHUTE U
JOKYMEHTAIMsATa 3a pa3pelllaBaHe 3a yrnorpeda U perucrpaius Ha jekapcTBeHu npoayktu (B, op.
54 ot 2007 1.);

2. KOraTo ToBa € He0OX0IMMO OT MEAMIIMHCKA IJIe/HA TOYKa MO MpeleHKa Ha Jihiara 1o wi. 4, kato
B TO3M CJy4yail B perenTara ce ocouBar IpUYMHUTE, KOUTO HAJIaraT U3MOJI3BAHETO HA MOCOUYEHOTO
THPrOBCKO HAMEHOBAHHUE.

Yu. 10. ITpu npeanucBaHe Ha BCEKM OTIENIEH JIEKAPCTBEH MPOAYKT JIMLETO IO 4il. 4 €
3aJBJDKEHO J1a ce MH(GOPMHUpPA OT MAIMEHTAa 3a MPEIIIeCTBAII0 WM CHITBTCTBAIIO JICYEHUE C JPYTH
JIEKapCTBEHU MTPOIYKTH.

Pasznen 11
IIpeanucBane Ha JIEKAPCTBEHH NMPOAYKTH, ChABPKAIIM HAPKOTUYHH BelleCTBa

Ya. 11. (1) (M3m. - [IB, 6p. 81 or 2013 r., 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)
[TpennucBaneTo Ha JEKAPCTBEHH MPOAYKTH, ChIbPIKAIIN HAPKOTUYHH BEIISCTBA, CE M3BBPIIBA HA
CTeLMaIHA pelenTypHa OJIaHKa, C )BT IBSAT - 32 JICKAPCTBEHH MPOAYKTH, ChABPKAIIN HAPKOTUIHH
BemiecTBa oT npuioxenne Ne 2 xpMm wi. 3, T. 2 ot Hapenbara 3a pema 3a kiacudpunmpane Ha
pacTeHHUsITa W BEIIeCTBaTa KaTo HAPKOTWYHU, W CHC 3€JICH IBAT - 3a JICKAPCTBEHH MPOMYKTH,
ChJIbPIKaIM HAPKOTUYHM BeulecTBa oT npuiokenue Ne 3 koM ui. 3, T. 3 ot Hapenbara 3a pena 3a
KJacu(uuupaHe Ha pacTeHHUTa U BellecTBaTa KaTo HAPKOTUYHH.

(2) (Ot™m. — IB, 6p. 85 01 2023 1., B cuna ot 16.10.2023 r.).

(3) (U3m. — JIB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) CnenuanHaTta peuentypHa OjaHka
ChbpKA OCBEH JAHHUTE MO WI. 7 ¥ CIACTHUTE JOINBIHUTEIHN JaHHU:

1. HatmoHaneH pedepeHTeH HoMep;

2. Hagnuc "JloKyMeHT, KOWTO MOAJIekKH Ha CIelraieH oTyer".

(4) CpoxbT Ha BaTUAHOCT Ha CIIELIMANTHATA PeIlenTa € 7 JHHU OT JaTaTa Ha U3JaBaHEeTo M.

Yiu. 12. (1) (Orm. — IB, 6p. 51 o1 2023 1., B cunia ot 13.06.2023 1.).
(2) (U3m. - IB, 6p. 94 ot 2011 ., oT™., Op. 51 oT 2023 1., B cuna ot 13.06.2023 r.).
(3) (Orm. - 1B, 6p. 81 ot 2013 1.).
(4) (M3m. — 1B, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Korato jgexapcTBEHHUST MPOAYKT Ce
3amnama ot Hanmonanuara 3apasHoocurypurenta kaca (H30K), nekapsT 3a1bKATENHO MOMBIIBA
komga Ha H30K Ha cworBeTHHs nekapcTBeH mpoaykT U MKDB koma Ha 3a0omsiBaHETO CHIIIACHO
HapenOara o wi. 45, an. 3 ot 330.
(5) Tlo mperenka Ha JeKaps Ha €IHA pelenTypHa OJaHKa MOXKE Jla C€ MPEANICBa OBEYE OT €IUH
JIEKapCTBEH MPOIYKT, ChABPIKAIl HAPKOTHYHHU BEIIECTBA.
(6) 3abpaHsBa ce MPEAMUCBAHETO HA JIEKAPCTBEHHU MPOAYKTH, KOUTO HE CHIBPKAT HAPKOTHYHU
BEIECTBA, HA CIECIHATHUTE pEelenTypHHU OJIaHKH.

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



Yn. 14. Ilpu npennucBaHe Ha JEKAPCTBEHU MPOAYKTH, ChIBPKAIIM HAPKOTUYHU
BEIIECTBA, CE CIIa3BaT CICIHUTES U3UCKBAHHUS:
1. KOTMYECTBOTO HA JIEKAPCTBEHHUTE MPOAYKTH CE€ M3MUCBA C TU(pHU U C AyMH;
2. KOJIMYECTBOTO Ha IMPEANKMCAHUS JIEKApCTBEH MPOJYKT HE MOJKE Jla HaJ[BHIIIaBa TEPalleBTUYHATA
no3a 3a 30 gHu.

Y. 15. (domn. - B, 6p. 81 ot 2013 1., u3m., 6p. 104 ot 2013 1., Op. 68 oT 2019 1., B cmuIa
ot 27.08.2019 r., 6p. 53 ot 2022 r., 6p. 85 ot 2023 r., B cuina ot 16.10.2023 r.) (1) JlekapcTBeHn
MIPOJYKTH, ChABPKAIIN €IHO OT BEIIecTBaTa eTUiIMOp(UH, KoaeuH, eHoOapOuTaT Uik TpaMaao B
KonuryectBa 10 S0 Mr 3a J030Ba €IMHUIIA B KOMOMHAIMS C APYrH JICKAPCTBEHU BEIIECTBA, CE
MpEeNNnCcBaT B CHOTBETCTBUE C pEXKHUMa Ha OTIyCKaHe, OIpeleieH B pa3pelieHueTo 3a
ynotpe0a/yA0CTOBEpEHUETO 3a perucTpanus WM pa3pelieHHeTo 3a MapajielieH BHOC Ha
JIEKapCTBEHUsI MPOJIYKT Ha TepuTopusTa Ha PenyOnuka bbirapus.

(2) JlekapcTBeHHTE TPOAYKTH MO aj. 1 C peXuUM Ha OTIyCKaHE "o JIEKapCKO MpeanucaHue” ce
MPEANUCBAT Ha pelenTypHa 0jaHKa ¢ Osul UBST ¢ €AHOKPATEH PEXUM Ha OTIYCKaHE U B KOJIMYECTBA,
ChOOpa3eHH ¢ JHEBHATA JO3UPOBKA, 32 HE moBeye oT 30 JHU.

(3) JlexkapcTBeHH MPOAYKTH, ChIBPKAIIM IMOBEUE OT €AHO OT HAPKOTHYHHUTE BEIIeCTBA MO ajl. 1 B
KOMOWHAIWSI C APYTH JICKAPCTBEHHU BEIIECTBA, CE MPEIMTUCBAT HA CIICIIHAIHA PELENTypHA OJIaHKa ChC
3eJIeH LBSAT HE3aBUCUMO JaJId 00II0TO KOJIMYECTBO € /10 50 Mr 3a 7030Ba €MHUIIA.

Yu. 16. IIpu npeanucBaHe Ha BCEKH OTIENIEH JIEKAPCTBEH MPOAYKT JIULETO 1O 4i. 4 e
3aJIBJKEHO Ja ce MHGOopMUpa OT MAlMeHTa 3a MPEIIIeCTBAI0 WIH ChITBTCTBAIIO JICUCHUE C IPYTU
JIEKapCTBEHU MPOTYKTH.

Pazgen 111
IIpennucBaHe HA JTeKAPCTBEHH MPOAYKTH, 3aIJIAIIAHU OT AbP:KABHUS OK/IKET 32 JIeUeHUETO
Ha OBJTAPCKUTE IPAKIAHU 32 3200/15IBAaHUS, H3BBH 00XBAaTa HA 3abJKUTETHOTO 3PABHO
ocUTypsiBaHe
(3ara. u3m. — 1B, 6p. 90 ot 2019 1.)

Ya. 17. (U3m. — [IB, 6p. 90 ot 2019 r.) Jlekapure MoraT jia mpeanucBar JeKapCTBEHU
MPOAYKTH, 3aIlIalllaHu ChC CPEACTBA OT IbpXKaBHHs OIODKET 3a JeuyeHHe Ha 3a00JsIBaHMs, U3BBH
o0xBara Ha 3a/IbJDKUTEITHOTO 3/IpaBHO ocurypsiane cbriiacHo Hapenba Ne 34 ot 2005 r. 3a pena 3a
3aruialaHe OT Abp)KaBHUS OOKET Ha JISYEHUEeTO Ha OBJIrapCKUTE IpaskIaHH 3a 3200 1sIBaHNS, U3BbH
00XBaTa Ha 3aJbJLDKUTEIIHOTO 3PaBHO OCUTYpPsIBAHE.

Y. 18. (Otm. — JIB, 6p. 95 ot 2014 1.).

Yia. 19. (U3m. — JIB, 6p. 90 ot 2019 r.) KonudecTBOTO Ha MpEeANUCAHUTE JIEKAPCTBEHU
MPOJIYKTHU CJIeJ[BA 1a ChOTBETCTBA Ha cpokoBeTe mo wi. 22 oT Hapenba Ne 34 ot 2005 r. 3a pena 3a
3ariamiane OT IbPKaBHUS OI0/IKET Ha JICUEHUETO Ha OBJITapCKUTE IPaXKIaHu 3a 3a00IsIBaHMs, U3BBH
o0XBaTa Ha 33JIJDKUTEIIHOTO 3/[paBHO OCUTypsiBaHE U 4il. 14 OT Ta3u Hapenoa.

Y. 20. (U3m. — IB, 6p. 95 ot 2014 r., 6p. 90 ot 2019 r.) [Ipennucanute aeKapcTBEHH
npoayktu no pena Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aruianjade oT Abp:KaBHUS OO/KET Ha
JICYEHUETO Ha OBJITAPCKUTE TPaKIaHU 3a 3a00JIIBaHUS, H3BBH 00XBaTa HA 3abIKUTEITHOTO 3/IPaBHO
OCHUTYpsIBaHE C€ BIUCBAT B MEAMIIMHCKATA JOKYMEHTAIIMS HA MTAIIHCHTA.

Y. 21. (1) (U3m. — 1B, Op. 90 ot 2019 r.) JIekapcTBeHU NMPOIYKTH 3a NAIIUEHTH, KOUTO
ce JIeKyBaT MpU aMOyJIaTOpHU YCIOBHSA, C€ MPEANHCBAT Ha pEUENnTypHa OJaHKa CBIVIACHO
npunoxxenne Ne 8 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiamniaHe OT AbpKaBHUS OI0KET Ha
JICYCHUETO Ha OBJITAPCKUTE TPAXKIaHU 3a 3a00JIIBaHUS, H3BBH 00XBaTa HA 33bIKUTEITHOTO 3/IPaBHO
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OCUTYpsiIBaHE, KOSITO C€ M3/1aBa B JIBa eK3eMIULsIpa. [IbpBHT eK3eMIUISp ce ChXpaHsABa B alTeKara, a
BTOPHST - B CYETOBOJICTBOTO HA CHOTBETHOTO JICUEOHO 3aBE/ICHUE B MTPOABIKEHUE HA 5 TOAWHHU.

(2) (U3m. — JIB, Op. 95 ot 2014 r.) JlekapcTBEeHUTE MPOAYKTH 3a IMAIMEHTH, KOUTO CE JICKyBaT B
CTallMOHAPHHU YCIIOBHS, CE MPEANUCBAT Ha JICKAPCTBEH JIMCT ChITIACHO MpHiioxkeHne Ne 5a, KOHUTo ce
W3JaBa B JIBa eK3eMIuLsipa. [IbpBUSAT eK3eMIUIIp ce ChXpaHsBa B alTeKara Ha JiedeOHO 3aBelieHHE, a
BTOPUAT — B CbOTBCTHOTO OTACIICHUC B IPOABJIKCHHUC HA 5 TOAWHU.

Y. 22. (U3m. — [IB, 6p. 95 ot 2014 r.) Pententute 1o 4. 21, an. 1 ca BamuaHu 3a cpok 15
JTHY OT JIaTaTa Ha U3/1aBaHETO HM.

Pazgea IV
IIpennucBaHe HA JIeKAPCTBEHU NMPOAYKTH, 3AIJIAIAHA HANBJIHO WM yacTudHo oT H30K

Y. 23. (1) (Jom. - IB, 6p. 81 ot 2013 1., u3m., 6p. 95 o1 2018 1.) JIumara mo wi. 4, an. 1,
pabotemy B JiedeOHU 3aBeCHUS 3a M3BBHOOIHUYHA MOMOII, B U3MbIHEHHE Ha noroop ¢ H30K
MOraT J1a MPpeANKuCcBar JEKaApCTBEHU MPOAYKTH 10 uil. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE
npoayktd B xymanHata meaunuHa (3JIIIXM) 3a neuenue Ha 3apaBHOOcUrypenu auna (30J1),
3aryianaiy HabjaHo win yactuuHo oT H30K 3a nqomainiHo neuenne Ha TepUuTopusaTa Ha CTpaHara 3a
3a00JIsIBaHMsI, OTIpeIeNIeH! ¢ HapeabaTa o wi. 45, an. 3 330.

(2) U3BbH cinydaute 1o aii. 1 1ekapcTBEHH MPOIYKTH, 3aIljalllaHy HaIrbIHO win yactuuHo oT H30K,
MOTarT Jia c€ MPEeIICBAT OT JIEKapH/JIEKapH I10 ICHTAIHA MEIUIIMHA, pa0oTenH B Ie4eOHU 3aBEICHUS
3a W3BBHOONHMYHA MOMOIN MO 4wi. 5, an. 1 oT 3akoHa 3a JeueOHHUTE 3aBElICHUSA, KOUTO ca KbM
MUHHUCTEPCTBOTO Ha MPABOCHIUETO.

(3) JlekapcTBeHH MNPOAYKTH, 3aruiamiaHu HambiHO win yactuyHo oT H3OK, moratr nga Obaat
MPEINMCBAaHU Ha 3[PaBHOOCUTYPEHH OBJITapCKH IpaskJaHy, JTUIla ¢ IPaBO Ha 3[[paBHO OCUTYpsIBaHE,
YIIOCTOBEPEHO OT Apyra JIbprKaBa - wieHka Ha EC, nim chriiacHO ABYCTPaHHH CIIOTO0H.

(4) (M3m. - OB, 6p. 81 ot 2013 r.) Jlumara mo wi. 4, an. 1, cmenuanwcTu Mo mpoduia Ha
3aboisiBaneTo, padoremntu o qorosop ¢ H30K B sieueOHM 3aBeieHNS 32 M3BHHOOTHUYHA TIOMOIIT WITH
cCrierMaIu3upaHy KOMUCHH B JIeYeOHH 3aBeACHUS 3a O0JTHIMYHA TToMolll, ckirourn gorosop ¢ H30K,
MOraT Ja wu37aBaT MPOTOKONM 3a MpEeANHCBaHE Ha JEKAPCTBEHH MPOJYKTH, 3alllalllaHu OT
H3OK/Pernonannara 3apaBHoocurypurensa kaca (P30K).

(5) (HoBa — JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) B cnyyaute no an. 1 — 4 npeanucBaHeTo
ce OCBIIECTBSIBA MPU CMa3BaHE HAa YTBHPJAECHUTE (PapMaKo-TepaneBTUYHH PHKOBOJCTBA MO 4. 259,
an. 1, T. 4 ot 3aKoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMaHHATa MEIUIMHA.

Y. 23a. (Hos - IB, 6p. 81 ot 2013 1., oT™., Op. 95 o1 2014 r., HOB, Op. 68 oT 2019 ., B
cuna ot 27.08.2019 r.) (1) B caywamte mo wi. 23, an. 4 mpu W3JaBaHETO HAa TPOTOKOJ 3a
CKBIIOCTPYBAILH JIEKAPCTBEHU MPOAYKTH, 32 KOUTO C€ U3BBPILIBA eKkcriepTu3a no wi. 78, 1. 2 ot 330,
MOX€E Jla ce MpeanucBa JIEKapCTBEHUAT NPOIYKT/TEpareBTUYHUAT KypC ChOOpa3HO Heromara
pa3xoaHa eheKTUBHOCT 1o cMuUchia Ha 330, KOraTo B KOHKPETHUS CiIydail ca HaJuIle TeparneBTUIHN
aJITepHATHBH, JIEKAPCTBEHUTE MPOAYKTH/Tepaluyd HMMaT Jl0Ka3aHa CXOAHAa e(QEeKTHUBHOCT U
6e3omacHOCT 3a JieueHue Ha 3abomnsBaHeTo Ha 30JI, ¢ MOJOOHO KIMHUYHO MPOTHYAHE U TEXKECT
CBIJIACHO KpaTKaTa XapakTepUCTHUKA Ha MPOJYKTa/IPOLYKTHUTE.

(2) YcmoBusiTa W KpPUTEPHHTE, MO KOUTO C€ OMpPEIeNs Iald JIEKApCTBEHUTE MPOAYKTH ca
TCPANICBTUYHHN aJITCPHATUBH, Ca:

1. JICKAPCTBCHUTEC NPOAYKTH JJa UMAT HACHTHYHU [TOKAa3aHUA B YTBBPACHUTEC KPATKH XapaKTCPHUCTUKHU
Ha IPOAYKTHUTE;

2. JEeKapCTBEHUTE MPOJYKTH Jla ca €AHAKBO MO3MIMOHHMPAHU B TEPANEeBTUYHHUS AITOPUTHM Ha
ChOTBETHOTO 3a00JIsIBaHe ChOOPA3HO YTBBPACHUTE (PapMaKko-TepaneBTUYHH PHKOBO/ICTBA;



3. 3a JEKapCTBEHHUTE NPOAYKTH Ja Cca TPUIOKHMH €JIHAKBU TEPANEBTHYHU IIOKA3aTeld KaTo
M3MEPHUTEI HAa TEPATICBTUIHUS PE3YIITAT;

4. cxomHata e(PeKTHBHOCT M 0O€30mMacHOCT 3a JieYeHHWE Ha 3a00JIIBAaHETO Ja € JOoKa3aHa dpes
MeTaaHaJU3H WK MIPEKU CPaBHEHHUS Ype3 KIMHUYHU ITPOYIBAHUSI.

(3) OmpenensHeTO HA TEPANCBTUYHUTE AITEPHATUBH CHIVIACHO YCIIOBUATA U KPUTEPUUTE HA all. 2 ce
M3BbpLIBA B Mpoleaypa no wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsako 3abonsiBaHe, 3a TEPANEBTUYHOTO JIEYEHUE HA KOETO ce u3aaBa npotokois, H30K
U3BBpIIBA aHAIW3 U ONpENeNss pa3xogHaTa C(PEKTUBHOCT Ha TEPANEBTUYHUTE aJITCPHATHBH
MOCPEACTBOM M3YHCIISIBAHE Ha CHOTHOIIIEHUETO Pa3xoJ/pe3yaTar. 3a menTa ce pa3aelis CTOHHOCTTa
Ha TOJUIITHHS TEPAIeBTHYCH KYPC 32 BCEKHU JICKAPCTBEH MPOAYKT HAa MOCTUTHATHS OT HETO KIIMHUYCH
pe3ynaTart, u3MEpeH C MPeIBAPUTEITHO U30paHUs U3MEPHUTEN Ha €(PEKTUBHOCTTA.

(5) 3a nekapcTBeHUTE MPOAYKTH, MPEACTABISIBAIIM TEPANIEBTHYHU AJITEPHATHBH 3a JICUCHHE Ha
naaeHo 3abonsBane, H30K u3rorss nHdopmarys, B KOATO MOCOYBA B HU3XOJSII PEI MPOTYKTHUTE
ChOOpA3HO OmpeneneHara UM 1o peAa Ha an. 4 pasxonHa edekTuBHOCT. JloMycTHMO € eAuH WiIn
MOBEYE JICKAPCTBEHU MPOAYKTH Jia UMAT €lIHA M ChIa pa3xoaHa edexTuBHOCT. MHpOpMamusaTa ce
onobpsaBa ot Hamzopuus ceBer Ha H30K, nybnmkyBa ce Ha opuIMamHaTa MHTEPHET CTPAaHUIA HA
H30K u ce akryanu3upa npu He0OX0IMMOCT/TIPOMSIHA HA OTHOCHMHTE 0OCTOSITECIICTBA.

(6) Ilpm wm3maBaHe HAa TPOTOKOJ JIEKAPAT/CHCIHMATU3APAHATa KOMHCHS MOXKE Ja TIPeIIucBa
JIEKapCTBEH MPOAYKT/JIEKAPCTBEHH MPOAYKTH, KOMTO ca IMOCOYeHH B WHpopManusaTa mo aim. 5
CchOOpa3HO TAXHATA pa3XxoHa €()eKTUBHOCT.

(7) Anunes 6 ce mpuiara B ciydyauTe Ha U3/laBaHe Ha MPOTOKOJ Ha 3[JpaBHOOCUTYPEHO JIUIIE 32 TbPBU
nbT. [Ipy aumca Ha TeparneBTUYECH OTIOBOP, HAJIMYUE HA HEXKEJIAHU JICKAPCTBEHU PEAKIMK HUIIU 110
MPEICHKa HAa MEIUITMHCKHUS CIICIUAINCT, MOJAKPEIICHa ¢ MEIWIMHCKAa 00OCHOBKA, € JOMYCTHMO
NpeaAnrCBaHC Ha JICKAPCTBCH NPOAYKT OT HAIMYHUTC TCPAINICBTUYHH aJITCPHATUBU 0e3 crma3BaHe Ha
MIPUHIIKIIA 33 Pa3XxoHa e(PeKTUBHOCT.

Y. 236. (Hos — JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) (1) 3a onpenensne Ha
pasxonHaTa eexTuBHOCT 1o wi. 23a, ain. 4 kbM H30K ce ch3naBa koMucHs, KOSITO BKIIOYBA TpUMa
npencrasutenu Ha H30K, enun npencrasuren Ha MUHHCTEPCTBOTO Ha 37paBEOIa3BaHETO U €AMH
npeacraBuTesl Ha HanmoHanHus chBeT MO LIEHU UM peuMOypcHupaHe Ha JIEKapCTBEHUTE MPOIYKTH.
ChCTaBbT Ha KOMUCHSATA ce onpenens cbe 3anoBeq Ha ynpasutens Ha H30K. Komucusita npuema
npaBuiia 3a paboTara cu.

(2) 3a nognomarane paboraTa Ha KOMUCHSATA MOTaT J1a ObJaT NPUBIMYAHU U BHHIIHU €KCIEPTH.

(3) UnenoBere Ha KOMHUCHSATA MO al. 1, KAKTO U JIMIIaTa MO ajl. 2 HE MOraT Jla y4yacTBaT B JEHHOCTH,
CBBbp3aHU C pa3pabOTBaHETO, MPOM3BOACTBOTO, MAPKETUHIA, THPTOBHUATA Ha €ApO M JIpeOHO ChC
CbOTBETHUS JIEKAPCTBEH MPOIYKT.

(4) UneHoBere Ha KOMUCHUSATA IO aJl. 1, KAKTO M JIMIIaTa MO aJl. 2 ca JUIbXHHU J1a He pa3riacsaBatr (pakTH
1 00CTOSITENCTBA, CTAHAIM UM M3BECTHM IPU WJIM IO MOBOJ M3IIBJIIHEHHE Ha 33bJDKEHUATA UM T10
Ta3u Hapenaoda.

(5) Ha xomucwusTa ce npenocrassi nH(popMaIMs 3a JOrOBOPEHUTE MO pea Ha HapeadaTa mo wi. 45,
ann. 9 330 OTCTBIKH 3a JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO C€ OIpeneis pa3xoaHa e(eKTUBHOCT U
Ha TePANeBTUYHUTE aITEPHATUBH, KAKTO M OMIBJIHUTENHA HH(OPMAIIHS TTPA HEOOXOUMOCT.

Y. 23B. (Hos — /1B, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) B cnyuaute no ui. 23a,
KOrato KaTo TEpaleBTUYHA alTE€pHATHBA € OMPENENICH JIEKapCTBEH MPOIYKT Mo wi. 29, am. 2 ot
3JIIIXM, nekapsT/cnenuanu3upaHaTa KOMUCHUSI MOXKe Jia TIPEANKUCBa TO3H JIEKAPCTBEH MPOJIYKT Ha
3/IpaBHOOCUTYPEHOTO JIMIIE, Ha KOETO C€ H3/1aBa IMPOTOKOJI, CBHIJACHO IPHHIMIIA 3a pa3XxolHa
€(EeKTUBHOCT.



Y. 24. (1) (U3m. - B, 6p. 81 ot 2013 1., 6p. 68 ot 2019 r., B cuma ot 1.01.2020 r.)
JlekapcTBeHUTE MPOAYKTH, KOUTO HAIBJIHO WM YacTU4yHO ce 3armiamar or H30K 3a pomamiHo
JIeYeHHe, ce TMPEAMMCBaT Ha pernentypHa 6manka (oopasen M3 - H30K Ne 5 mo npumnoxxenne Ne 6),
peuentypHa 6manka (oopasenr M3 - H30K Ne 5A mo mpumioxkenue Ne 7) uiam 3a TAX ce€ H3/aBa
npotokois (obpazen mo mpusoxeHue Ne 8) mpu ycioBHUS U pei, ONpeNeieHH B HAIMOHATHUTE
pamMKoBH j0orosopu 1o uwi. 53, ain. 1 330.

(2) Peuentypuute Ganku 1o ai. 1 ce n3maBar, KakTo cieJBa:

1. (mom. — JIB, 6p. 95 ot 2018 r.) penentypHa 6manka (o6pazenr M3 - H30K Ne 5 o mpusosxkenue No
6) - 3a mpeanKUCcBaHe Ha JIGKAPCTBEHHU MPOJIYKTU 3a JICUCHUE Ha 3a00JIsBaHMs, B KOJUYECTBA 3a HE
noBeye oT 30 I1HM, OCBEH KOTraTo JIUIICBA MOAXO/AIIA OMAaKOBKA ChIJIACHO CIIMCBHKA IO wi. 262, an. 1
3JIIXM;

2. (m3m. — 1B, Op. 95 ot 2014 r.) peuentypna 6manka (oopazer; M3 - H30K Ne SA no npumnoxenue
Ne 7) - 3a mpeamnucBaHe Ha JIEKapCTBEHU MPOAYKTH 3a JICUEHUE HAa XPOHUYHM 3a00JSBaHUS, B
KoJIM4uecTBa 3a He noseye oT 100 qHu.

(3) (HoBa — IB, Op. 68 ot 2019 r., B cuna ot 1.01.2020 r.) [Iporokonure no an. 1 ce uzgasar 3a
MIPEIIMCBaHe Ha JICKAPCTBCHH MTPOYKTH 32 JICUCHUE Ha XPOHUYHHU 3a00JIIBaHUSI B KOJTMYECTBA 3a HE
noseye ot 365 nHu.

(4) (Ilpepumna an. 3 — JIB, 6p. 68 ot 2019 r., B cuna ot 1.01.2020 r.) HenmonbiineHnuTe nosera B
perientypHuTe OJIaHKH 10 aj. 1 ce aHynupar cbe 3Hak "Z".

(5) (ITIpepumna an. 4 — JIB, 6p. 68 ot 2019 r., B cuna ot 1.01.2020 r.) PenentypHute G1aHKH MO aJl.
1 ce u3maBaT B JIBa €K3EMILISPA.

(6) (M3m. — 1B, 6p. 95 ot 2018 r., npeaumna ai. 5, 6p. 68 ot 2019 r., B cuna ot 1.01.2020 1., usm.,
op. 85 ot 2023 r., B cmia ot 16.10.2023 r.) Penentypuaute OnaHku 1mo an. | 3aabDKHTEITHO Ce
MOI'BJIBAT B €JIEKTPOHHA (popMma.

Y. 24a. (Hos — JIB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r., uzm., 6p. 95 ot 2018 1.)
Korato na 30JI ce mpeanucaar jiekapCTBEHU MPOAYKTH, C HU3KJIIIOUCHHE Ha JIGKAPCTBEHUTE MPOAYKTH
o wi. 174 3JIIIXM, 3amnamanu HanbaHo uinn yactuuHo ot H30K, penentypHurte O1aHKu 1Mo 4.
24 cnenpa J1a ChAbpKAT BCUUKHU JIaHHU, IOCOYEHU B npuiokeHue Ne 4a, Kkoraro ce mjiaHupa Ja ce
U3MBIHABAT B Ipyra IbpKaBa 4JeHKa.

Y. 25. (1) (U3m. — IB, 6p. 95 ot 2018 r.) JIumara no 4n. 23 BOUCBaT B aMOYIaTOPHHUS
JUCT, KOUTO ce chxpaHsBa B jgocuero Ha 30JI 3a OTYETHOCT M KOHTPOJ, CICTHUTE TAHHH OT
peuentute o wi. 24, an. 1: kox nHa H30K, MKbB kox Ha 3abomnsiBaneTo 1o Hapendara mo ui. 45, ai.
3 330, curHarypa, MpeANucaHO KOJMYECTBO M JHHUTE, 32 KOUTO € JOCTaThYHO MPEAIMUCAHOTO
KOJIMYECTBO.
(2) (Hom. — IB, 6p. 68 ot 2019 ., B cuna ot 1.01.2020 r.) [larara Ha u3AaBaHe Ha pelenTaTa cie/Ba
Jla ChBIAJIA C IaTaTa Ha U3JjaBaHe Ha aMOyIaTOpHUS JIUCT. JlaTaTa Ha M3/1aBaHe HA MPOTOKOJIA CIIeBa
Jla ChBIIAJa C Jarara Ha W3/1aBaHe Ha aMOyNnaTOpPHUS JIMCT, PECIIEKTUBHO C JlaTaTa Ha OKa3BaHE Ha
MEAMIIMHCKaTa oMol (amMOynaTopHa MpoleAypa) MO OmpeieNsHe Ha IJIaH Ha JIEYCHHE U
mpociesBaHe Ha TEpPANeBTUYHHMS OTrOBOp TMpPH TMAlMEHTH, IMOJy4aBalld CKBIOCTPYBAIIU
JIEKApCTBEHM NMPOAYKTH 1O peaa Ha wi. 78, T. 2 ot 330.

Y. 26. (1) (U3m. — [IB, 6p. 68 ot 2024 r., B crita ot 1.09.2024 r.) Jlunata mo ui. 23 umar
MPaBo J1a MPEIIICBAT Ha €/IHa PEelenTypHa OJlaHKa JIEKapCTBEHU MPOAYKTH, CBBP3aHH C JICYEHUETO
Ha pa3IUYHH 3a00JIIBaHUS, a HA €IUH MPOTOKOJ — €JIUH JIEKAPCTBEH MPOJYKT B IO TPH JTO30BH
€IMHUIIY 32 eJHO 3a00IsgBaHe. 3a IeueHre Ha eTHO 3a00sIBaHE ce JOMyCKa MPeMUCBaHe Ha JI0 TPU
JIEKapCTBEHH MPOIYKTa.



(2) (dom. — 1B, 6p. 68 ot 2024 1., B cuna ot 1.09.2024 r.) [IpomeHHN B IpeANIMCAHUTE JIGKAPCTBEHU
MPOAYKTH 10 perienTypHa oanka (oopasen M3 - H30K Ne 5 o npunoskenune Ne 6) Moxke 71a mpaBu
camo JIeKapAT/JIeKapsT Mo JeHTalHa MEeIUIMHA, U3Jal PellenTaTa, KaTo 3a LeiTa ChIIUAT aHylIupa
HEU3ITbIHEHATa PeLerTa/4yacTTa OT Hesl C HEOTIYCHATUTE JIEKAPCTBEHH MPOJIYKTH, U U3/1aBa HOBA.
(3) (U3m. — [IB, Op. 68 ot 2024 1., B cruta ot 1.09.2024 r.) [IpomMeHu B peanucaHuTe JEKapCTBEHH
MPOYKTH 10 perienTtypHa Omanka (o6pazers M3 - H30K Ne 5A o npunoxkenne Ne 7) Moxke 1a TIpaBH
camo JICKapsAT/JIeKapsIT MO JSHTAHA MEIUIINHA, U3Ia)T PEIlenTaTa, KaTo 3a [eiTa ChIIUAT aHyJIupa
HEU3ITBITHCHUTE OTPSA3BIIN/9aCcTTa OT TAX C HEOTITYCHATHUTE JICKAPCTBEHH MPOIYKTH, U U3/IaBa HOBA.
(4) (U3m. — [IB, 6p. 95 ot 2018 1., oT™., Op. 68 oT 2024 1., B cuna ot 1.09.2024 1.).

(5) (U3m. — 1B, 6p. 68 ot 2024 r., B cuna ot 1.09.2024 r.) Ilpu u3kiIt0UBaHE HA JIEKAPCTBEHH
MIPOJYKTH OT MO3UTHUBHHUSA JIEKAPCTBEH CIUCHK M3AJCHUTE PELENITH Ce aHyJIuparT 0 peja Ha al. 2 U
3, KaTo ManMeHTUTE HEe 3amiamar cymata no wi. 37, an. 1, 1. 1 330, ako He ce Hajlara oka3BaHe Ha
MEAUIIMHCKA TTOMOIIL.

Ya. 27. (1) Jlunara nmo ui. 23 uMaT mpaBo J1a NPEANUcBaT JEKAPCTBEHU MPOIYKTH, 3a
xonto H30K HambJIHO MIIM YaCTHYHO 3aIjallla, B CICIHUTE KOJIMYECTBA:
1. 3a nedyeHue Ha OCTPU CHCTOSHUSA - JIEKAPCTBEHU MPOJYKTH 3a He noseye oT 10 1Hu;
2. (m3m. — [IB, 6p. 95 ot 2014 r.) 32 neueHre Ha XpPOHUYHU 3a00JIIBAHUS - JIEKAPCTBEHU ITPOYKTH 32
He noseue oT 100 qHuU, MpeAncanu Ha 10 TPH OTPA3bKa OT penenTtypHa o1anka (oopazern M3 - H30K
Ne 5A no npunoxenue Ne 7) unu Ha penentypHa 6manka (o6pazery M3 - H30K Ne 5 o npusoxenue
Ne 6).
(2) JInnara no 4. 23 mocoyBar B pelenTypHUTE OnaHku 1o wi. 24, an. 1 u B aMOynaTOpHUS JTUCT
CpOKa, 3a KONTO ce MpeAucBa.
(3) (Jom. — 1B, 6p. 95 ot 2014 1.) B ciryuaute 1o an. 1, T. 2 ce mpeanucBaT JIEKapCTBEHH MPOITYKTH
Ha €IMH OTPA3bK 3a He moBeye oT 30 AHM, OCBEH KOraTo JIMIICBA MOAXOASIA OIAKOBKA CHIVIACHO
cruchKa o wi. 262, an. 1 ot 3akoHa 3a J€KapCTBEHUTE NPOAYKTU B XyMaHHaTa MeaunuHa (3JIIIXM)
WM KOTaTO JIEKapCTBEHUTE MPOAYKTH CE NMPEANKUCBAT B KOJIMYECTBa 3a oBeue oT 90 qHu.

Yu. 28. Ha peuentypuute Onanku mo uwi. 24, an. 1 He morar ga ObaaT NpeAnuCcBaHU
€HOBPEMEHHO JIEKAPCTBEHH MPOAYKTH:
1. Ha3HAYeHM C MPOTOKOJI MO 4. 24, ann. | ¥ TakuBa, KOUTO HE Ca HA3HAYEHU C TaKbB MIPOTOKO;
2. Ha3HAYE€HU C MOBEYE OT €MH MPOTOKOJI IO 4. 24, an. 1.

Y. 29. (1) (U3m. — IB, 6p. 95 ot 2018 r.) JInnara o wi. 23 ca jrexkHu Aa yseaomsat 30J1
- PECIl. HETOB POAMTEI, HACTOWHUK WJIM TOTICYMTEII, WK JUIETo 1o wi. 162, an. 3 ot 3akoHa 3a
3IpaBeTO, 3a BUJA HA NPEINUCAHUTE JICKAPCTBEHH MPOIYKTH, TAXHOTO JICHCTBHE, HEXKEIaHU
JICKapCTBCHHM PEAKIMK, peJ W HAaYMH Ha MpHEMaHe, 3a Cymara, KOATO CJe/Ba Jia 3aIulaTh, aKo
JIEKapCTBEHUSIT MPOYKT ce 3araia yactuyHo oT H30K.
(2) (U3m. — IB, 6p. 95 ot 2018 r.) YBenomsiBaneto Ha 30JI, pecii. HETOBUS POJIUTEN, HACTONHHUK,
MOTICUUTEN WU JIMIETO o wi. 162, an. 3 ot 3akoHa 3a 3/IpaBeTo, Ce yI0CTOBEPsBa C MOANKCA MYy B
amMOyJIaTOpHHUS JIUCT.

Ya. 30. (1) Penenrtute, U3nKMcanu Mo pela Ha TO3U pasfielsl, UMaT CPOK Ha BAJUJAHOCT
CUMTAHO OT JlaTaTa Ha W3JaBaHe, KaKTo CIIe/Ba:
1. mo 15 xanengapuu HU - 3a pernentypHa 6manka (oopazerr M3 - H30K Ne 5 mo mputoxerue Ne 6)
1 32 OTpA3BK A oT perientypHa 6sanka (oopaszerr M3 - H30OK Ne SA no npunoxxenne Ne 7);
2. no 45 KaJIeHapHU JTHH - 32 OTPps3bK B oT penentypna 6manka (o6pazerr M3 - H30K Ne 5A mo
npuiioxkenue Ne 7);
3. 1o 75 xaneHmapHu AHU - 32 oTps3bK C oT penentypHa 6manka (o6pazen M3 - H30K Ne 5A mo
npuiioxenne Ne 7).



(2) (Hom. — JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) OTnennuTe OTpsI3bIM HA PELENTYypHA
omanka (o6pazernr M3 - H30K Ne 5A mo mpunoxenue Ne 7) ce M3MBIHABAT MOCIEAOBATEIIHO B
CIIETHUTE CPOKOBE CUMTAHO OT JaTaTa Ha M3JaBaHETO W, CHOTBETHO — JaTaTa Ha OTIyCKaHE Ha
MPEIXOTHOTO KOJIMYECTBO OT MPEANUCAHUTE MPOTYKTH:

1. no 15 xaneHaapHu JIHU - 32 OTPSI3BK A;

2. (u3m. — 1B, 6p. 95 o1 2014 1.) oT 25 10 45 KajNeHapHU JHU - 32 OTPSA3BK B;

3. (u3m. — 1B, 6p. 95 ot 2014 1.) ot 50 1o 75 kanennapHu AHU - 3a OTps3bK C.

(2a) (HoBa — 1B, 6p. 68 ot 2024 r., B cuna ot 1.09.2024 r.) B cnyuaute mo wi. 74, am. 3
MOCIIEABAIIUAT OTPSI3BK OT eJIeKTpoHHOTO mpennucanue (obpazernr M3 — H30K Ne 5A mo
npuiokeHne Ne 7) Moke J1a ce M3IBJIHSBA Ha JaTaTa Ha Hal-KbCHUs CPOK, CUMTAHO OT JaTaTa Ha
OTITyCKaHE Ha MPEAXOIHUTE KOJINYECTBA OT MPEANHCAHUTE JIEKAPCTBEHU MPOAYKTH.

(3) (M3m. - 1B, 6p. 81 or 2013 1., 6p. 68 0T 2019 1., B cuyma ot 1.01.2020 1.) [IpoTokoauTe mo wi. 24,
asn. 1 ©UMar cpok Ha BAIMIHOCT A0 365 KaJleHJapHU JHU CYUTAHO OT JlaTaTra Ha 3aBepsSBAHETO UM B
peruoHanHara 3ApaBHOOCHTYpUTeNHa Kaca. OIpenensHeTO Ha CpoKa Ha BAJMAHOCT HA BCEKH
MIPOTOKOJI CE€ M3BBHPINBA 0 KPUTECPHH, YCTAHOBCHH B HAIIMOHAIHUTE PAMKOBHU JOTOBOPH IO WII. 53,
ai. 1 ot 330.

Pazgen V
(Hos - JIB, op. 81 oT 2013 1.)
IIpennucBaHe HA JJeKAPCTBEHH NMPOIYKTH B JleUeOHHU 3aBeleHUs ChC CTAIMOHAP

Y. 30a. (Hos - /IB, 6p. 81 or 2013 1.) (1) (M3m. — IB, 6p. 95 ot 2014 1.) [IpennucBaneTo
HAa JICKApCTBEHU MPOAYKTH B JIeUeOHU 3aBEJICHUS ChC CTAI[MOHAP 32 XOCMUTAIM3UPAHU MAIIMEHTH Ce
M3BBPIIIBA HA JIEKAPCTBEH JIMCT ChITIACHO MpuiioskeHue Ne Sa.
(2) (U3m. — [IB, 6p. 95 ot 2014 1., 6p. 95 ot 2018 1.) JlekapcTBEeHUSAT JUCT 1O TIpHIoKeHue Ne Sa
MOe J1a ObJIe U caMO B eNEKTPOHHA (hopMa, KaTo Ce MOMKMCBA ChITIACHO 3aKOHA 32 €JICKTPOHHUS
JOKYMEHT W EJIEKTPOHHHUTE YIOCTOBEPUTEIHH YCIYTH C KBaTM(DHUIMPAH WM YCHBBPIICHCTBAH
€JIEKTPOHEH ITOJIITHC.
(3) (U3m. — 1B, 6p. 95 ot 2014 r.) JIekapcTBEHUSAT JUCT Ce€ MOIM'BJIBA B JBa €K3EMIUISIPA, MOAMKICBA Ce
OT JIeKyBallMs JIeKap W HadallHWKa Ha OTAENIEHUETO, CJIeNl KOETO ce MpeAaBa 3a W3MbIHEHHE B
O6onHnuHaTa anteka. CpOKbT Ha ChXpaHEHHE Ha JICKAPCTBEHUS JIUCT € 5 TOIMHH.
(4) (HoBa — /IB, 6p. 95 ot 2014 1.) JIekapCTBEHHST JUCT MOKeE /1a ObJIe ChCTaBSH U OTIIEUaTBAH Upe3
CTienMaNn3upan coPpryep, KaTo 3abIDKUTEITHO ChIbP)Ka BCHUKH PEKBU3UTH.
(5) (HoBa — 1B, 6p. 95 or 2018 r.) Korato nexapcTBeHHTE MPOAYKTH ca 3a 3JIOKAYECTBEHU
3a00JsIBaHMS, JIEKAPCTBEHUAT JIUCT MO al. | ce mpuupykaBa OT TepaneBTHYeH (DUIN CHIIIaCHO
npuiioxxenue Ne 56.
(6) (HoBa — 1B, Op. 95 ot 2018 r.) TepaneBTHUHUAT U MOKe Aa ObJie U CaMO B €JIEKTPOHHA
dbopMa, KaTo ce MOAMHCBA CBHIVIACHO 3aKOHA 3a EJEKTPOHHUS JOKYMEHT M eNeKTPOHHUTE
yIIOCTOBEPUTEIIHU YCIYTH C KBATHU(PUIIMPAH WK YChBHPIIEHCTBAH €IEKTPOHEH MOIIHUC.
(7) (HoBa — 1B, ©6p. 95 ot 2018 r.) TepaneBTU4HUAT (UII c€ MOMBJIBA CHIIACHO PELICHUETO Ha
KIIMHUYHATA OHKOJIOTUYHA KOMHUCHS TI0 XMMHOTEpAIus/KINHAYHATA KOMHUCHUSI TI0 XEMAaTOJIOTHS,
OTpa3eHO B TPOTOKOJI, €THOKPATHO Ha ITHPBHS J€H OT TepamusiTa 10 CHhOTBETHATa KIMHUYHA
rbTeKa/aMOyIaTopHa MpoIeaypa.
(8) (Homa — 1B, 6p. 95 ot 2018 r.) TepaneBTHUHUAT (PUII c€ TOMBJIBA B ABA €K3EMIUISAPA, TMTOMHUCBA
ce OT JIEKYBalIHs JeKap, cle/l KOeTO ce TpeaBa 3a U3IIbIHEHHE B OOJTHUYHATA allTeKa.

Y. 306. (Hos - /IB, Op. 81 ot 2013 r.) (1) IIpennucBanero Ha JeKapCTBEHHU MPOIYKTH,
ChIbPIKAILIM HAPKOTHYHH BeliecTBa oT npuiiokeHus Ne 2 u 3 xpM uit. 3, T. 2 u 3 ot Hapenbara 3a
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pena 3a knacupuIMpane Ha PaCTCHUSTA U BEIIeCTBAaTa KaTO HAPKOTHYHH, B JICUCOHUTE 3aBEICHUS
ChC CTAI[MOHAP 32 XOCHUTAIU3UPAHUTE OOJTHU Ce U3BBPIIBA HA OT/AEIICH JIEKAPCTBEH JIUCT.

(2) (U3m. — JIB, Op. 95 ot 2014 r.) JIekapCTBEHUSAT JUCT 10 al. | ce MOIbjIBa B ChOTBETCTBHUE C WII.
30a, ain. 3 u 4, KaTo HE ce JOMyCKa U3/1aBaHETO MY CaMO B €JIEKTpOHHA popMa. CPOKBT HA ChXPAHCHHE
HAa JICKAPCTBEHUS JIUCT € 5 TOAUHHU.

Y. 30B. (Hos - /1B, 6p. 81 o1 2013 1.) (1) (M3m. — JIB, 6p. 95 ot 2018 r.) [IpennucBanero
Ha JICKapCTBEHH MPOAYKTH 110 wi. 30r, an. 7, T. 2 ce U3BBbPIIBA HA CIICIIHATHUTE PEUENTYPHHU OaHKU
mo ui. 11.
(2) Crennanaara perentypHa OJiaHKa 1mo ai. 1 ce u3aaBa B TPU €K3EMILISIPa, IbPBUTE JIBA OT KOUTO
ce ImpeaBar OT MaIieHTa B OOJTHIUYHATA aNTeKa, a TPETUAT CE ChXPaHsBa OT JICKYBAIIUs JIEKap.
(3) IIpenmucanuTe JIeKapCTBEHU MPOAYKTH 110 al. 1 ce BOMCBAT B MEAMIIMHCKATA IOKYMEHTAIINS Ha
MaIMeHTa.

Y. 30r. (Hos - 1B, 6p. 81 ot 2013 r., u3Mm., O6p. 95 ot 2014 1., 6p. 95 or 2018 1.) (1)
JlekapcTBenu mpoaykTu no wi. 262, an. 6, 1. 2 3JIIIXM, 3amnamanu Hansano ot H30K, morar na
IIpeaNucBar aunara no wi. 4, ain. 1, padoremu B jeueOHU 3aBEICHUS — U3IIBIHUTENN Ha OOJIHUYHA
MTOMOII] 110 KJIMHWUYHU ITBTEKH/aMOyIIaTOPHU TIPOIEAYPH ChITIAaCHO HapembaTa mo wi. 45, an. 2 330.
(2) Koraro cwrimacuo Hapenoara mo wi. 45, ai. 2 330 JiekapCcTBEHUTE MPOTYKTH 32 3JI0KAUYECTBEHU
3abonsBanms ce 3armwmamar oT H30OK u3BbH IeHaTta HAa KIMHUYHHUTE MTHTEKH/aMOYIaTOpHHUTE
MPOLEAYPH, CBHIIUTE C€ MPEANUCBAT W MpHIArar camo cliell B3eTO pelIeHHE 3a MPOBEXkKIaHe Ha
JIEKapCTBEHO JIEYeHHE OT 00IlaTa KIMHUYHA OHKOJOTMYHA KOMHUCHS/KIMHUYHATA KOMHCHS IO
XEMaTOJIOTHSI ChIVIACHO MEAWIMHCKHTE cTaHmapth "MeaunuHcka onkosorus"/"Knuanyana
xemaToJiorus'".

(3) JlekapcTBeHHTE IPOIYKTH 3a JICUCHHUE HA 3JI0KAYECTBEHU COJMIHU TYMOPH IMpH Jiuia Haja 18 r.,
C U3KJIIOYEHHUE HA ONTMONJIHHUTE aHAITETHUIIM, CE TIPEAMUCBAT OT JICKYBAIIHS JEKap CJe/ pelieHue Ha
KJIMHUYHATa OHKOJIOTMYHA KOMHCHUS TI0 XUMHOTEpANHs CBhIVIACHO MEIUIMUHCKUS CTaHAapT
"Menuuuncka onkojsorus". Komucusita ce ChCTOM Hall-MaJKO OT TpUMa JIEKapu C IpHU3HATa
cnenuanHoct "MeauIMHCKa OHKOJIOTHUS", KOUTO PadOoTSIT B JIeUeOHOTO 3aBE/ICHUE, U CE OTPEALIIs ChC
3amoBej] Ha PHKOBOAUTENS Ha Je4eOHOTO 3aBeleHue. PerieHusTa Ha KIMHHYHATA OHKOJOTHYHA
KOMUCHS TI0 XUMUOTEpAIHs ce BIUCBAT B MPOTOKOJIM ChIVIACHO MpuiioxeHue Ne 86 u ce mojanucBar
OT 4JIeHOBeTe Ha KomucusTa. [IpoTokonuTe ca BanuaHu 3a Cpok A0 180 THU CYMTAHO OT HAYATIOTO
Ha JICYEHHETO 110 CXemara.

(4) JlekapcTBeHHUTE TPOIYKTH 32 JICYCHUE HA 3JI0KAYECTBEHU XEMAaTOJIOTHYHH 3200 IsIBaHUS TIPH JIUIIA
Haj 18 r., ¢ U3KIIIOUYCHHE HAa ONMUOWJIHUTE AHAITETHUIM, CE TIPEANUCBAT OT JIEKYyBaIUs JIEKap CIe]
penieHne Ha KIMHUYHATa KOMHCHS 110 X€MaTOJIOTHSI ChIIIacHO MEAUIMHCKHS cTaHaapT "Kinunnyna
xemaronorus". PemieHusiTa ce BOHCBAaT B MPOTOKOJ MO OOpasell ChIiacHO mpuiiokeHue No 8B,
MOANKCAaH OT Hail-MajaKo TpUMa JieKapu ¢ Mpu3HaTa crnenuanHocT "KnumHuduHa xematonorus'.
[IporokonuTe ca BanmuaHu 3a cpok 10 180 THM cYUTaHO OT HAYANIOTO Ha JICYEHUETO M0 cXeMaTa.

(5) JlekapcTBeHUTE MPOAYKTH 32 JEUCHHUE Ha 37I0KAYEeCTBEHHU 3a00JsBaHUA MpH Jnia moxa 18 r., ¢
M3KJTIOUYEHNE Ha ONMUOUTHUTE aHAJITETHUIU, c€ MPEANUCBAT OT JICKYBAIUS JIeKap Clie]] pelIeHne Ha
KJIMHMYHA OHKOJIOTMYHA KOMHUCHS/KIMHUYHA KOMHCHS 10 XEMAaToJOTHs 3a JHIa 1moj 18 roauHw.
Pemenusita ce BucBaT B MPOTOKOJ 10 o0Opasel] chriiacHo npuinoxenust Ne 86/Ne 8B u ce moanucpar
Hall-MaJIKO OT JIBaMa JieKapH cbC cnenuanHoct no "lleaguarpus" u "KinnHuyna xemaronorus" win
"JleTcka KIMHAYHA XEMAaTOJIOTHSI M OHKOJIOTHS'", KOWUTO paboTAT B JIEYeOHOTO 3aBelCHUE.
[IpoTokonute ca BaauaHu 3a Cpok 10 180 AHM CUMTAHO OT HAYAJIOTO HA JICYEHUETO MO0 CXeMaTa.

(6) PemenusiTa Ha KOMHCHHUTE MO ajl. 3 — 5 ca ChIVIACHO TEPANEBTUYHUTE CXEMH 3a JICUCHUE B
CHOTBETCTBHUE C 0A00peHUTE hapMaKo-TEPaeBTUYHU PHKOBOJICTBA.
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(7) JIuuata no an. 1 morar na npennucsat Ha 30JI cbe 3710KauecTBEHU 3a00JSIBaHUS JIEKAPCTBEHU
MPOJYKTH 3a JICUeHUE/TIPOIbIKaBaHE Ha JICYEHUETO B U3BbHCTALIMOHAPHHU YCIIOBHS, KAKTO CJIe/IBa:
1. nexapcTBeHM MPOIYKTH 3a IepopajHa MpUIEIHAa MPOTUBOTYMOpPHA TEpanus U MepopajHa
XuMHoTepanus — npu aexocnutanuszanus Ha 30J1, JexyBaHH B CHILIOTO JeueOHO 3aBelECHUE IO
KIMHUYHU TMHTEKU WM amMOylaTopHa TMpoleaypa 3a CHCTEMHO JIEKApCTBEHO JIEYEHHE IMpu
3JI0KAYECTBEHH 3a00Is1BaHUS,

2. OIMOWHY aHAJTETUIN — TIPU JUCIIAHCEPHO HAOIIOICHHE MIPH 3JI0KAYeCTBCHH 3a00JIIBaHUS U TIPU
BPOJICHU XEMAaTOJIOTUYHH 3200 IsIBAaHUSI.

(8) B caywaute mo an. 7, . 1 30JI cnenBa ga ca NeKyBaHM 1O KIMHHUYHU IBTEKH/aMOYIIaTOPHH
MpoIeAypH, MOCOYeHH B Hapemdara mo uwi. 45, an. 2 ot 330, mpu KOWTO CTOHMHOCTTa Ha
JekapcTBeHuTe npoaykth ce 3ammam@a ot H30OK wu3BbH 1eHara Ha  KIMHUYHATA
IbTeKa/aMOynaTopHarTa mpoueaypa.

Y. 30a. (Hos - IB, 6p. 81 ot 2013 1.) (1) (M3m. — IB, 6p. 95 ot 2014 r., 6p. 95 o1 2018
r.) JlekapctBenure npoaykTu mo wi. 30r, ain. 7, 1. 1 ce npeamnucBar Ha peuenTypHa O1anka (o0pasern
M3 H30K Ne 6 no npunoxenue Ne 8r) 3a JiedeHHe Ha 3710KaUECTBEHU 3a00JIsIBAaHUS B KOJIMUECTBA 32
He noBeye oT 30 qHwu.
(2) Peuenrtypnara 6nanka 1o ai. 1 ce u3gaBa B JBa €K3eMIUISIPa, TBPBUIT OT KOUTO C€ MIpeaaBa upes
MaryeHTa Ha anTekara Ha JIeYeOHOTO 3aBeleHHE ChC CTAllMOHAp, a BTOPUAT CE ChXpaHSIBa OT
JIEKyBaIlIUs JeKap/IeKkap Mo JeHTalHa MeIULIMHA.
(3) Penentute ca BanuaHu 3a CPpOK 15 AHU OT JaTara Ha U3ABAHETO UM.
(4) Jlumara mo un. 30r, an. 1 morat fga pasmedarBar oOpa3lUTe HAa JOKYMEHTUTE Mo ai. 1, Kkato
CBILIUTE ChIBPKAT 3aABKUTEITHO BCHUKU PEKBU3UTH.

I'naBa yerBbpTa
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTH

Pa3zgen 1
IIpuemaHe u U3NbJHEHHE HA JIEKAPCTBEHUTE NMPeINUCAHNUS

Y. 31. (1) (ITpegumen Texet Ha 4. 31 - [IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.)
[Tpu npruemaHeTo Ha peLEeNnTUTE U JIEKAPCTBEHUTE JHCTOBE MAarucThp-(hapMaleBThT CE 3ab/KaBa
na:
1. npoBepsiBa fayu ca ca3eH! U3MCKBAHUATA Ha TJIaBU BTOPA U TPETA;
2. (m3m. — 1B, 6p. 85 o1 2023 1., B cusia ot 16.10.2023 r.) HE OTIIyCKAa JIEKAPCTBEHU TPOYKTH CPEILy
TaJIOHU 32 OTCTBIIKA WM IPYTH AOI'BJIHUTEIHU MaTepualu, HepeABUACHU B Ta3u Hapeaoa, 3JIIIXM
umu 3BMJ;
3. (m3m. - JIB, 6p. 81 ot 2013 r., O6p. 85 ot 2023 1., B cmia ot 16.10.2023 r.) ocroitHOCTsIBa
MIPEANNCAHUTE JIEKAPCTBEHU IPOAYKTH; CIIOMAaraTeJIHUTE MaTe€pHald MU OINAKOBKHUTE, KOUTO Ce€
M3II0JI3BAT 32 JICKAPCTBEHH MPOIYKTH, IPUTOTBEHH 110 MarucTpaiHa u (apMakoneiiHa penenrtypa B
anTeKuTe, ce OCTOMHOCTBAT chriacHo Hapenbata 3a ycnoBusTa, MpaBuiaTa U pelia 3a peryaupaHe
U pErucTpUpaHe Ha IIEHUTE Ha JIEKapCTBEHUTE NpOAyKTH, npuera c¢ IlocranoBnenune Ne 97 Ha
Munuctepcku cbBeT oT 2013 . ([IB, 6p. 40 oT 2013 1.);
4. (mom. — /1B, 6p. 85 or 2023 r., B cuna ot 16.10.2023 r.) BnucBa Bcska M3MIBIHEHA pelenTa B
JTHEBHUK 3a PETUCTPUpPAHE Ha pelenTu chriacHo npuioxenne Ne 4 kbm ui. 3, an. 3 ot Hapenba Ne
28 ot 2008 T. 32 YCTpONCTBOTO, pe/ia M OpraHU3aIMsATa Ha paboTaTa Ha allTeKUTE ¥ HOMEHKJIaTypaTa
Ha JiekapcTBeHuTe npoayktu (B, 6p. 109 ot 2009 r.).
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(2) (HoBa — 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., u3m., 6p. 85 ot 2023 r., B cuna ot
16.10.2023 r.) /IHeBHUKBT 3a pPETHCTPUPAHE HA PerenTH mo ai. 1, T. 4 ce BOAU Ha EIIEKTPOHEH
HOCHTET.

(3) (HoBa — JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) IIpaBo 1a OTIycKar JEKapCTBEHH
MPOJYKTH, ChIBPKAIM HAPKOTUYHH BellecTBa oT npuiokenue Ne 1 kpm 1. 2 ot Hapen6a Ne 2 ot
2012 r. 3a ycioBUsTa U pella 3a OCHLUIECTBSIBAHE HAa MPOrpaMHu 3a JICYEHUE C arOHUCTU U arOHUCTH -
AHTArOHUCTHU HA JIMIA, 3aBUCUMHU KbM ormmonu ([IB, 6p. 49 ot 2012 r.), umat sekapu, paborenu B
IIPOrpaMuUTe, MOJIYYMUIIM pa3pellieHne OT MUHHCThpa Ha 3ApaBEONa3BaHETO 33 OCBUIECTBSIBAHE Ha
IIPOrpaMu 3a JIEUEHUE C AarOHUCTU M arOHUCTU-AHTArOHUCTH HAa JIMLA, 3aBUCUMHU KbM OIHUOUIH.

Ya. 32. (1) B anrekaTta 3aab/DKUTEIHO C€ ChXpaHsABAa B MPOJBIDKCHHE HA TMET TOAWHHU
nHpopManus 3a:
1. mpueTuTe U U3MBJIHEHUTE PELENTH;
2. MOJIy4EHHUTE JIEKAPCTBEHU MPOAYKTHU IO MapTH]IH.
(2) (U3m. — B, 6p. 68 or 2014 r., B cuma ot 15.08.2014 r.) Ha Bcsika pementa Maructbp-
(dapMaleBTHT MOCTaBs TeUaT, KOWTO ChABPKA HOMEpA U JlaTaTa Ha Pa3pelieHUeTO 32 ThProBHs Ha
IpeOHO ¢ JIEKapCTBEHU POAYKTH.
(3) (HoBa — /1B, 0p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Penieniture ce moamucBaT OT MarucThbp-
(dapmarieBTa, KOMTO M3IIBJIHSABA IPEMUCAHUETO U/UITH OTITYCKA JIEKAPCTBEHUTE MPOTyKTH. Ha BCsika
perenTa MarucTbp-GpapManeBThT MOCTABS:
1. HoMep U J1aTa Ha MpUEeMaHe Ha PelernTaTa;
2. YUH na otnyckamius Maructbp-apmarienT.

Y. 33. (1) B antekuTe penentuTe ce U3MbIHIBAT IPUOPUTETHO MO CIETHUS Pell:
1. peuentu ¢ ykazanue "quto", "uurucumo" win "cratum" ce M3NBIHABAT HE3a0aBHO, KATO BBPXY
TAX ce 0TOEeNA3Ba YachT HA MOCTHIIBAHETO B aliTeKaTa U Ha U3I'BJIHEHUETO UM;
2. peuenty 3a neua a0 14 rogunu;
3. BCUYKHU OCTaHAJIM PELENTH C€ U3II'BJIHSBAT 10 PE1a HAa IOCTHIIBAHETO UM.
(2) (Ot™m. — IB, 6p. 85 01 2023 1., B cuna ot 16.10.2023 r.).

Y. 34. (1) [Ipu oTnyckaHe Ha HpeANKUCAaHH JIEKAPCTBEHU MPOAYKTH CE Clia3Ba CIEAHUAT
pexn:
1. (u3m. - /1B, Op. 81 ot 2013 r.) KOTraTo JEKAPCTBEHUAT MPOAYKT € MPEANUCAH YPe3 MEXyHAPOAHO
HEMAaTeHTHO WM (papMaKoONEeHO HAMMEHOBAHUME Ha JIEKAPCTBEHOTO BEILECTBO, CE€ OTIYCKa
JIEKapCTBEH MPOAYKT, Pa3pellIeH 3a ynoTpeda B CTpaHaTa, KOMTO ChAbpXkKa MPEANHCAHOTO aKTUBHO
BEIIECTBO, KAaTO 3aJbJKUTEIHO CE CIa3BaT MpPEANNCcaHaTa JIEKapcTBeHa (opMa U KOJIMYECTBOTO B
71030Ba €IUHUILIA;
2. KOraro JIEKapCTBEHUSAT MPOAYKT € NMPEANNCAH N0 ThPrOBCKO HAMMEHOBAHUE, CE OTIIYCKa TOYHO
MIPEANUCAHUAT POIYKT.
(2) Koraro anrekarta He pa3nosara ¢ MpeJnucaHus JeKapCTBeH MPOAYKT, MarucTbp-(hapmManeBThT €
JUIBXKEH J1a TO OCUTYPHU B CpPOK 210 24 yaca. B To3u ciaydail narara ¥ 4achT Ha MOCTBIIBAHETO HA
perenrara ce 0Tpas3siBaT BbpXy Hesl.

Yu. 35. (1) Cnen oTnyckaHeTo Ha MpeANUCAHUTE JIEKAPCTBEHH MPOAYKTH peLenTaTa ce
BpbIIIa HA IPUHOCUTENS .
(2) (U3m. - 1B, Op. 94 ot 2011 1., 6p. 90 ot 2019 r.) B antexute Ha JieyeOHUTE 3aBEIEHUS CHC
CTaIMoHap, CKJIIYIIMA JT0ToBOp 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiamiane ot
Ibp>KaBHUS OIO/DKET Ha JICUEHHETO Ha OBJITapCKUTE TPaKAaHU 3a 3a00JsBaHMs, U3BbH 00XBaTa Ha

3aJIBJDKUTEITHOTO 37PAaBHO OCUTYPSIBAHE, CE 3aIbPrKa CIMHUAT EK3EMILISp Ha pellernTaTa.
(3) (Or™m. — IB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 r.).
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Y. 36. [Ipu oTmyckaHe Ha JIGKAPCTBEHU MPOIYKTH MarucThbp-(papMaIeBThT € JUIbXKEH Ja
npeocTaBy HH(GOpMaLKs U ChbBETH Ha MAIUEHTHUTE, U3PAa3eHHU SICHO, HA €3UK, JIECEH 3a Bh3IIPHUEMaHe,
OTHOCHO 0€30MacHOTO U e(pEeKTUBHOTO IPUEMaHE U U3I0JI3BaHE Ha JIEKAPCTBEHUTE MPOAYKTH.

Y. 37. (1) [Ipeanucanusi, KOUTO HE OTTOBAPSAT HAa M3UCKBAHUSATA 110 TJIABU BTOpA U TPETa,
HE Ce U3IbJIHSABAT.
(2) Ilpu BB3HHMKHAJIO CHBMHEHHE OTHOCHO MPEANMCAHOTO B pelenTaTa MarucTbhp-(hapMareBThT €
JUTHKEH, TIPEIM J1a OTITYCHE JIEKApCTBEHUS MPOJIYKT, /1a C€ KOHCYJITUpA C MPEANucaaus pelenrara
JeKap.

Y. 38. He ce ormyckar j1eKapcTBEHU IIPOAYKTH 10 KOIIME HA OPUTMHAIIHA PELIEITa.

Yn. 39. Ilpenu oTmyckaHe Ha JIGKApCTBEHHW MPOJIYKTH O€3 perenta MarucTbp-
(dapmaleBTHT HAIIOMHS Ha MalleHTa Mpeau yrnoTpeda a npouyere HHGOPMaIMOHHATA JIUCTOBKA.

Pazgen 11
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH, ChAbPKAIIM HAPKOTUYHH BelllecTBa

Y. 40. (U3m. — IB, 6p. 51 ot 2023 r., B cuia ot 13.06.2023 r.) JlekapcTBeHU MPOTYKTH,
ChJIbPIKaIl HAPKOTHUYHHU BELIECTBA, PEIICAHU 110 Pella Ha TJ1aBa Tpera, pas3zaen Il, ce ormyckar B
AllTCKHU, KOUTO Ca IOJYYHJIM JIMOCH3UA 3a ThProBUs Ha I[pCGHO U CbXpaHABAaHC HAa HAPKOTHYHU
BELIECTBA 10 pe/ia Ha 3aKOHa 32 KOHTPOJI BbPXY HAPKOTUUHHUTE BelecTBa U npekypcopute (3KHBII).

Y. 41. (1) (U3m. - [IB, 6p. 81 ot 2013 1., Op. 51 ot 2023 1., B cua ot 13.06.2023 r.)
[Ipenu oTmyckaHe Ha JIEKAQpPCTBEHU MPOIAYKTH, ChABPIKAIIM HAPKOTUYHH BEIIECTBA, MarucTbp-
dbapmaneBThT 33ABDKUTEIHO MPOBEpsSBa Jalld ca CIIAa3eHH W3MCKBAHHUATA 3a MPEINHCBaHEe Ha
JIEKapCTBEHH MPOYKTH, ChABPKAIIN HAPKOTUYHHU BEIIECTBA, M BbBEXK/Ia TPUTE UMEHA U JTAHHUTE OT
JOKYMEHTA 32 CAMOJMYHOCT Ha JIUIIETO.
(2) (U3m. - B, 6p. 81 ot 2013 1., O6p. 51 ot 2023 r., B cuia ot 13.06.2023 r.) UadopmarusTa ot
CTICMAIHUTE PeUEenTypHU OJaHKH — HAIIMOHAJICH pepepeHTeH HOMEep Ha penenTtypHara OJ1aHka, UMe
Ha Tal[MeHTa, HaWMEHOBAaHHWE Ha JICKAPCTBEHHS MPOAYKT, OTIYCHATO KOJWYECTBO W Jara Ha
OTITYCKaHETO, C€ BbBEXkJa B CHEIUAIIHUS PErucThp chriiacHo 4i. 3 oT Hapen6a Ne 21 ot 2000 r. 3a
M3HUCKBAaHUATA KbM JOKYMEHTAIUATA U OTYETHOCTTA MPH U3BBPIIBAHE HA ACHHOCTH ¢ HAPKOTUYHH
BEIIIECTBA U JIEKApCTBEHU MPOAYKTH, ChJIbpXKAI HApKOTUYHHU BemecTBa (B, 6p. 86 ot 2000 r.).
(3) (U3m. - 1B, 6p. 94 ot 2011 ., oT™., Op. 51 oT 2023 1., B cuna ot 13.06.2023 r.).
(4) (U3wm. - 1B, 6p. 81 ot 2013 r., Op. 68 ot 2014 1., B cuna ot 15.08.2014 ., 6p. 51 or 2023 1., B
cuna ot 13.06.2023 r.) Koraro nekapcTBEHUST MPOAYKT 10 Wi. 262, an. 6, T. 1 3JITIXM, cpabpixain
HapKOTHYHH BemecTBa, ce 3armiama ot H30K 3a gomamino nedenue, nHpopManusTa mo aji. 2 ot
CIenUajHuTe peuentypHu Omanku ce mnpenoctaBs Ha P30K uypes Hamumonamnara
3paBHOMH(OPMAIIIOHHA CUCTEMA.
(5) (Orm. - 1B, 6p. 81 oT 2013 1.).

Ya. 42. (M3m. - 1B, 6p. 94 ot 2011 r., 6p. 81 ot 2013 ., Op. 51 ot 2023 1., B cuya or
13.06.2023 r.) Undopmanusra no wi. 41, an. 2 oT ciequaTHUTe PeLenTypHU OJaHKH ce MPe10CcTaBs
Ha P3U upe3 Hanmonannara 31paBHOMH(GOpPMAIIMOHHA CHCTEMA.

Y. 43. (U3wm. - [IB, 6p. 81 o1 2013 1.) 3abpansBa ce OTITyCKaHe Ha JeKapCTBEHH MPOTyKTH
0 perenTa, NPeANUCaHy MPeIu MToBeYe OT 7 JHH.

Ya. 44. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) 3abpansiBa ce OTMyCKaHE Ha JICKAPCTBEHU
MIPOYKTH, ChIBPKAILKA HAPKOTHMYHH BEHIECTBA OT MpUioKeHUs Ne 2 u 3 kpM . 3, T. 2 1 3 or
Hapenbara 3a pema 3a knacudunupaHe Ha pacTEHUATa W BEIIECTBATa KaTO HAPKOTHYHU, B
KOJIMYECTBA, M0-TOJIEMU OT NPEANNCAHUTE.
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(2) Ilpu yctaHOBsSIBaHE Ha HECHOTBETCTBUS B MPEANMCAHUETO U MAKCUMAJIHO JIOIycTUMaTa 103a
MarucThp-hapManeBTHT B allTeKaTa € JUTHKEH Ja ce KOHCYJITHpA C NMPEANUCaIs perenTara JeKap.
(3) IIpu HEBB3MOKHOCT 32 U3IIBIHEHHUE Ha MPEANUCAHUETO CIIe]l KOHCYNITAalUATa 10 al. 2 pelenrara
ce BpbIIla Ha JIeKaps/IeKaps Mo JeHTallHa MEeIMIIMHA 32 aHyJIHpaHe.

Y. 45. 3abpansBa ce OTIyCKaHE Ha JICKAPCTBEHH MPOJYKTH IO pela Ha TO3W pasjell,
KOraTo MPUHOCUTEIAT Ha perenrara e noja 18 roqunu.

Paznen 111
OTnyckaHe HA JJeKAPCTBEHH MPOAYKTH, 3AILUIAINAHN HANTBJIHO 0T M3 M HANIBJIHO WJIH
yactuuHo ot H30K

Y. 46. (1) (U3m. - [IB, 6p. 94 o1 2011 1., 6p. 90 0T 2019 1.) OTIIyCKaHETO HA JICKAPCTBEHHU
MPOJYKTH, MPEANUCaHu 10 pella Ha TiaBa Tpera, pasznen lII, ce u3BbpiiBa OT anTeku Ha Je4eOHU
3aBEJICHUS ChC CTAIlMOHAp, CKIIFOYHMIIA JOTOBOP 1o peaa Ha Hapenba Ne 34 or 2005 r. 3a pena 3a
3arialiane OT IbpKaBHUS OI0JIKET Ha JICUEHUETO Ha OBJIrapCKUTE rpa)KIaHu 3a 3a00sIBaHMs, U3BbH
o0xBara Ha 3aJbJDKUTEIHOTO 3APAaBHO OCUTYpSIBAHE.

(2) (Otm. - [IB, 6p. 81 or 2013 1., HOBA, Op. 68 o1 2014 1., B cuna ot 15.08.2014 1.) OTyckaneTo Ha
JIEKapCTBEHH MPOJYKTH OT anTeku, padoremtu o porosop ¢ H30K, ce u3BbpIiBa B ChOTBETCTBHE C
Ta3u Hape0a U ¢ YCIOBUSTA U pe/ia 3a CKIIFOUBAHE HA MHJIMBUIyaJIHU 1OTOBOpH 1o wi. 45, an. 15 ot
3aKoHa 3a 3/IpaBHOTO OCUTYpsSIBAaHE.

(3) (dom. - [IB, 6p. 81 ot 2013 r., 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.; u3m. ¢ Pemenue No
5812 na BAC - 6p. 91 ot 2016 1.) OTIycKkaHeTo Ha JIEKapCTBEHH MPOTYKTH, IPEANUCAHU 110 peia Ha
riaBa Tpeta, pazzaen [V, ce usBbpiiBa B anteku, padoreuu mno gorosop ¢ H30K ¢ uskitouenue Ha
JIEKapCTBEHUTE MPOAYKTH 10 4. 30r, KOUTO ce OTIMYCKAT OT OOTHUYHUTE alTEeKH.

(4) (HoBa - /1B, 6p. 81 ot 2013 r.) KoraTo iekapcTBEHUAT MPOIYKT C€ OTITYCKA B OTIAKOBKA, Pa3IM4YHA
OT OKOHYATETHATA, CE OTOCIIS3BAT BCUYKH JIAaHHU OT OKOHYATETHATA OTIAKOBKA HA TIPOU3BOIUTEIIS H
ce MpeA0CcTaBs JIUCTOBKATA 32 NALUEHTA.

(5) (Homa - 1B, 0op. 81 ot 2013 1., mom., 6p. 68 ot 2014 1., B cruta ot 15.08.2014 ., u3Mm., 6p. 90 ot
2019 r.) Ha oOpatHara cTpaHa Ha pelernrara 3a JeKapCTBeHUTE MPOAYKTH, OTITYCKaHH IO pela Ha
yi1. 21 ot HapenGa Ne 34 ot 2005 r. 3a pena 3a 3amjaimiase oT Jbp>KaBHUs OIOJKET Ha JICUEHUETO Ha
OBIATapCKUTE TPaKIaHU 3a 3a00JsBaHUs, U3BBH 00XBaTa Ha 33bJKUTEITHOTO 31PaBHO OCUTYpPsIBAHE
(B, 6p. 95 ot 2005 r.), ce 3amucBaT AaHHUTE OT JIMYHATAa KapTa (MAcmopT) Ha MalMeHTa U Ha
MOJTy4aTelisi, KoraTo JISKapCTBEHUTE MPOYKTH HE CE MOTydaBat JUYHO OT MaI[MeHTa.

Y. 47. (1) (U3m. — [IB, 6p. 95 ot 2014 1., npeautien Texct Ha ui. 47, 6p. 68 ot 2019 1.,
B cwia ot 27.08.2019 r.) OTnyckaHeTo Ha JIEKApCTBEHU NMPOAYKTH, MPEANNUCAHU Ha PELENTypHa
onanka (o6pazery M3 - H30K Ne SA no npusnoxenue Ne 7), ce u3BbpIlBa B paMKUTE Ha BaJTUAHOCT
Ha OTpPs3BLIUTE, KAaTO JjaTaTa Ha M3IIbJIHEHUE HAa BCEKH OTPSA3BK CE IMOCOYBA BBbPXY HETO0 M BBPXY
ClIeABALLUS OTPA3BK.
(2) (HoBa — /IB, 6p. 68 or 2019 r., B cuna ot 27.08.2019 ., u3m. u nom., 6p. 68 ot 2024 r., B cuna ot
1.09.2024 r.) Ilpn Hanuuue Ha MpeaNHCcaHUs Ha elHAa WM MOBeYe OT €/IHAa pelenTypHa OjlaHKa
(o6pazery M3 — H30K Ne 5 no npunoskenue Ne 6 u o6pazerr M3 — H30K Ne SA no npunoxenue Ne
7) ¢ mpeanMcaHus 3a pa3inueH Opoil THU pelenTUTe MoraT Ja ce M3MBJIHSABAT Ha JaraTa Ha Haii-
KbCHUS CPOK, HO HE MO-MAJIKO OT 25-Us JEH.

Y. 47a. (Hos — JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 1.; u3Mm. ¢ Pemmenue Ne 5812
Ha BAC - 6p. 91 ot 2016 r.) [Ipu ormyckaHe Ha JEeKapCTBEHU MPOJYKTH, MPEINUCAHH 10 peJa Ha
raBa Tpera, pazgen IV, mpoepsiBa 3ApaBHOOCUTYPUTEIHHMS CTaTyC Ha NAIMEHTUTE MO pef,
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OIIpEeZIeNIEH B YCJIOBUSATA M pela 3a CKIIOYBAHE HAa MHAMBHMIYAJIHU AOTOBOpH Mo wi. 45, an. 15 ot
3aKoHa 3a 3PaBHOTO OCUTYPSIBAHE.

Y. 476. (Hos — /1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.; ot™. ¢ Pemenue Ne 5812
Ha BAC - 6p. 91 or 2016 1.).

Y. 48. (1) Penenture 1 MpOTOKOJIUTE HE CE M3MBJIHIBAT M CE BPBINAT HA MPUHOCUTEISA
UM, KOTaTo:
1. penentypHara 6J1aHKa HE ChIBPIKA U3ISJI0 OMBIHCHH BCHUKU JaHHH,
2. CPOKBT Ha BAIIMJIHOCT € U3TEKBJI;
3. OpenrnucaHusT JEKapcTBEH MpOAYKT He ce 3armama or M3, or H30K wunu He orroBaps Ha
W3UCKBAaHMSATA, ONIPeACsieHU B oroBopa Ha antekarta ¢ H30K;
4. ca 10NyCHATH TPEIIKU U HECHOTBETCTBHUS IIPH MOM'bJIBAHE HA OJIAHKUTE;
5. B CilydauTe, KOraTo He ca U3IbJIHEHU U3UCKBaHUsTA HA Wi. 7, an. 1, T. 3;
6. (HoBa — /IB, Op. 95 ot 2018 1., u3M., Op. 68 o1 2019 1., B cuna ot 1.01.2020 1.) B cirydaunTe, KOraTo
He € U3N'BIHEHO U3UCKBaHeTO Ha WiI. 24, ai. 6.
(2) Maructbp-hapmareBThT, OTITyCKAIIl JICKAPCTBEHUTE IPOAYKTH, HSIMA TIPABO JIa HAHACS ITOTPABKU
BBPXY pelentypHata OjaHKa, ¢ M3KIIOYEHHE HA MOMPABKU MPH HANMPABEHH OT HETO TEXHUYECKU
IrPEIIKA B MOMEHTa HAa W3I'BJIHEHHME Ha peuenrara. B To3u ciyyaid TOW ce€ MOJNKHCBA CPEILY
HaIpaBeHaTa OT HETO KOPEKIIUS.

Pazgen IV
(Hos - /IB, 0p. 15 ot 2014 1., B cniia ot 21.02.2014 r.)
OTnyckaHe Ha JIeKAPCTBEHU NMPOAYKTH U MeIMUMHCKH U3/1eJIMsl 110 pelenTH, H31aleHU B
APYra Ibp:KaBa WwieHKa

Y. 48a. (Hos — JIB, Op. 15 o1 2014 1., B cuma ot 21.02.2014 1.) (1) (M3m. — 1B, 6p. 85 ot
2023 r., B cuna ot 16.10.2023 r.) Maructsp-hapmaneBTuTe Nnpu cria3BaHe pasnopeaduTe Ha pasien
I ca nrb)KHY 1a M3IBIHIBAT PELUENTH, U3AaICHH B ApYyra IbpKaBa WICHKA.
(2) Penteritute 10 ain. 1 ciensa qa ChabpiKaT TaHHUTE, TIOCOUEHU B npuiiokeHue Ne 4a.
(3) (M3m. — 1B, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Marucrsp-hapmaneBTure ¢ e
rapaHTHpaHe NPUEMCTBEHOCT IPH JICYEHUETO Ha KOHKPETEeH MallueHT MOoraT /1a U3IbJIHIBAT pelenTh
no ai. 1 u B ciydauTe, B KOUTO HE ChABPKAT BCUUKHU JaHHU 10 NpuiioxeHue Ne 4a, HO ¢ TOBa He ce
3acara  TOYHOTO UIeHTUGHUIMpaHe  HAa  MalWeHTa,  MpeAlUCaHuTe  JIEKapCTBEHH
MPOAYKTH/METUIIMHCKA H3/ETHsI, HAYMHBT Ha NpUJIaraHe, KakKTo M MEIUIIMHCKUAT CIEIHAaIHCT,
u3Jai perenrara.

Y. 486. (Hos — 1B, 6p. 15 o1 2014 1., B cuna ot 21.02.2014 r., u3m., 6p. 85 ot 2023 1., B
cuna ot 16.10.2023 r.) Marucresp-papmarieBTuTe HE HM3IBIHSABAT PEIENTH, H3JAICHU B Apyra
IbpKaBa YICHKA, B 4aCTTa, B KOSATO €ca MIPEINUCAaHH JIEKAPCTBEHU NPOAYKTH 110 wi. 174 3JIIIXM.
Paspen V
(IIpennmen pasgen IV — /1B, 0p. 15 ot 2014 r., B cua1a ot 21.02.2014 1.)

OrnyckaHe HA JTeKAPCTBEHH NMPOAYKTH B Jie4eOHH 3aBeeHHs ChC CTAllHOHAD

Ya. 49. (1) (Msm. - B, Op. 81 or 2013 r.) JlekapcTBeHUTE NPOIYKTH 3a
XOCHHUTAIU3UPAHUTE NAIMEHTH C€ OTIYCKAT OT OOJHUYHATA anTeKa.
(2) (U3m. - 1B, 6p. 2 01 2012 1., 6p. 81 0T 2013 1., Op. 85 0T 2023 1., B cmuma ot 16.10.2023 r.) Koraro
ne4eOHO 3aBe/ICHHE ChC CTAallMOHAp HsAMa amnTeka, ce mpuiarar @wi. 38 - 380 or Hapenba Ne 28 ot
2008 r. 3a yCTpOMCTBOTO, pe/ia U OpraHU3aIMsATa Ha padoTara Ha aNTEKUTe U HOMEHKJIaTypara Ha
JeKapCTBEHUTE TPOAYKTH. [Ipw cremHM ciydan ce ocurypsiBa cHaOJsBaHEe C HEOOXOIMMUS
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JIEKapCTBEH MPOJYKT BHB BB3MOXKHO HAM-KPaThK CPOK. 3a LIEHOOOPa3yBaHETO Ha JIEKAPCTBEHUTE
MIPOJIYKTH C€ CIa3BaT yCIOBUATA Ha Hapeabarta mo wi. 261a, an. 5 3JITIXM.

Y. 49a. (Hos - /IB, 6p. 81 ot 2013 1.) (1) (Ilpeaumen Texct Ha ui. 49a — JIB, Op. 53 ot
2022 r.) Ilpu npuemaHe Ha JEKAPCTBEHHUTE JIMCTOBE MarucThp-(hapMameBThT 3aIbIKHTEIHO
MIpOBEpPsIBa Jally ca Cla3eH! U3MCKBAHMSTA 3a MPEANKUCBAHE HA JICKAPCTBEHU MPOIYKTH 10 1. &, 14
u 5.
(2) (Hoa — JIB, 6p. 53 ot 2022 r.) Ilpu npuemMaHne Ha JEKApCTBEH JHUCT B €JICKTPOHHA (opma
MarucThp-hapManeBThT ChCTaBs Ype3 CICHHATU3UPAH cO(Tyep BTOPU EICKTPOHEH SK3EMIUISApP Ha
noanucanus o wi. 30a, ain. 3 JekapcTBEH JIUCT TOJ CHITUS HOMEp ¢ J100aBeHa B Kpas Ha HOMepa
OykBa "A", KOUTO HE ChIbpKa MOAMKMC HA JICKyBAIl JIEKap M HAadaJIHUK Ha OTAeieHue. Bropusr
€JIEKTPOHEH EK3eMIUIIp TpsAOBa Ja ChAbpXKAa BCHUKH JIPYTM PEKBU3UTH, MOJANUC HA MAarucTbp-
(dapmalieBTa, KakToO M Ha JUIaTa, IPeald U IPUETH JIEKAPCTBEHUTE MPOTYKTH.

Y. 50. (1) JlekapcTBeHUTE MTPOAYKTH TI0 JICKAPCTBEHHU JINCTOBE CE OTIYCKAT IMOOTACITHO
3a BCEKM MAIMEHT, KaTO BCEKH BHUJ JIEKAPCTBEH MPOJYKT C€ OTIYCKAa B OTJIEJTHA OMaKOBKa, BHPXY
KOSITO ce€ OTOEJsI3BaT MMETO U Bbh3pacTTa Ha OOJIHUS, HOMEPBT Ha CTasTa, JIETJIOTO U MpeAnrcaHara
703a.

(2) (U3m. - 1B, 6p. 81 o1 2013 1.) Koraro nekapcTBEHUSIT IMIPOIYKT CE OTITYCKA B OIMTAKOBKA, pa3IMYHa
OT OKOHYATEJIHAaTa, OCBEH JaHHUTE Mo aj. 1 ce or0Oens3BaT M BCHUYKU JaHHU OT OKOHYATEJIHATA
OIIaKOBKa Ha MPOU3BOIUTEISL.

(3) (M3m. — JIB, 6p. 95 ot 2014 1., 6p. 53 ot 2022 r.) /IBaTa ek3eMIuIsipa Ha JICKAPCTBEHUS JIUCT B
CHBKYITHOCT, HE3aBUCHMO JAJId Ca ChCTAaBEHU HA XapTHEH HOCUTEN, W/HIM B €IeKTpoHHA (opma,
CHCTAaBIISIBAT JICKAPCTBEH JIMCT ChIIIAcHO MpriiokeHue Ne Sa.

(4) (HoBa — 1B, Op. 95 ot 2018 1., morm., 6p. 53 ot 2022 r.) Koraro jgekapcTBeHUTE MTPOIYKTH ca 3a
JICUEHHUE Ha 3JI0KaYeCTBEHU 3200 IsIBaHUS B CTAllMOHAPHU yCIIOBHsI, OOJIHUYHATA alTeKa BOJIU KypHaJl
3a pa3TBapsHE Ha JIEKAPCTBEHU MPOIYKTH 3a JIEYCHHWE Ha OHKOJIOTMYHH/OHKOXEMATOJIOTUYHU
3a0oJsiBaHUS MO oOpaszer ChriaacHo mpuiokeHue Ne 81, B KOHTO JaHHUTE C€ PErucTpupar
exenHeBHO. [Ipu ocurypena rexHu4ecka Bb3MOKHOCT )KYPHAIBT MOKE J1a CE ChbCTABS B €JIEKTPOHHA
dopma.

(5) (Hosa — JIB, 6p. 95 ot 2018 1.) B ciyuaii ue cje/ MpUroTBsIHE Ha MHAWBUAYATHUTE JJO3U 3a JCHS
OT JaJieH JIEKapCTBEH MPOAYKT ce (popMupa oCcTaThK, KOMTO HE MOXKE Ja ObJie MPUIIOKEH B CPOKA MY
Ha rOJIHOCT, IOCOYEH B KpaTKaTa XapakTEPUCTHKA Ha JICKAPCTBEHUS MPOIYKT, OCTATHKBT CE OTpa3siBa
B OINHC Ha HEWU3NOJA3BAEMUTE OCTaThbLUM OT JIEKAPCTBEHM MPOAYKTH 3a JIEUEHUE Ha
OHKOJIOTHYHH/OHKOXEMATOJIOTUYHH 3a00JIIBaHUs IO 00pa3ell chrilacHo mpuiiokeHue Ne 8e.

Yu. 50a. (Hos - /1B, 6p. 81 ot 2013 r.) (1) IIbpBUTE ex3eMIIsipH Ha JIEKAPCTBEHUTE
JIMCTOBE, TI0 KOUTO Ca OTIIYCHATHU JIEKAPCTBEHU NPOAYKTH, ChIBPIKAIIM HAPKOTUYHU BEILECTBA, CE
3abpKaT B OOJIHMYHATA amlTeKa M Ce ChXPaHABAT 3a CPOK €/lHa TOJMHA, KaTo Ce NMPEeACTaBAT Ha
KOHTPOJIHUTE OPTaHU IIPH NIPOBEPKA.
(2) Cnen w3nmbiIHEHHE HA NPEANMCAHUATA IO JIGKAPCTBEHUS JIMCT 3a JIEKApCTBEHH MPOJYKTH,
ChJbPIKAI HAPKOTUYHU BEILECTBA, BTOPUAT E€K3EMIUIAP CE ChbXpaHSIBA B OTAEIEHHUETO 3a CPOK 5
TOJIHH.
(3) Cnen n3TnuaHe Ha CpoKa 1o ajl. | IbPBUTE EK3EMIUISIPH OT JICKaPCTBEHUTE JTUCTOBE CE MpeIaBat
C MPUEMHO-TIIPEIABATENIEH MTPOTOKOI Ha MHcnekTopute B P3M, konto ru cexpanssar 3a cpok 10
TOJIHH.
(4) IIpu ormyckaHe Ha JIEKapCTBEHU NMPOAYKTH, ChABPKALIN HAPKOTUYHU BEIIECTBA HA JIEKAPCTBEH
JMCT, HeoOXonuMaTa HH(pOpMaIHsI OT HETO ce€ BbBEXK/a B PETUCTHpa 1Mo 4. 3, ant. 2 or Hapenba Ne

17



21 ot 2000 r. 3a U3UCKBAaHUATA KbM JOKYMEHTALMITA U OTYETHOCTTA IIPU U3BBPILBAHE HA IEHHOCTH
C HapKOTUYHU BEILECTBA U JIEKAPCTBEHU MPOILYKTH, ChbP KA HAPKOTUYHU BELIECTBA.

Y. 506. (Hos - IB, 6p. 81 or 2013 1.) (1) (U3m. — JIB, Op. 95 ot 2018 1.) JIekapcTBEeHUTE
npoayktu o wi. 30r, an. 7, T. 2 ce OTMYCKAT OT anTeKH Ha JIeYeOHUTE 3aBE/ICHUS ChC CTAllMOHAp,
cximounau gorosop ¢ H30K 3a knmuHMyHA mpoueaypa mno aucnancepHo Haomoaenue Ha 30J1 cbe
3JI0KQ4€CTBEHU 3a00JISIBAHHUSL.

(2) (U3m. — JIB, 6p. 95 ot 2018 r.) [IppBHUTE EK3EMIUIIPU HA PEHENTHTE, C KOUTO Ca MPEANHUCAHH
JeKapcTBeHH NpoAykTh mo ui. 30r, am. 7, T. 2, ce MOApPEXAAaT B XPOHOJOTMYEH peEN, KaTo
HeoOXxoanMaTa HHPOPMAIUS OT TSIX C€ BbBEXJIa B perucThbpa mo wi. 3, an. 2 ot Hapenda Ne 21 ot
2000 r. 3a U3MCKBaHUATA KbM JIOKYMEHTALUATA U OTYETHOCTTA NMPHU U3BBPILBAHE HA JEHHOCTHU C
HApKOTUYHH BEIIECTBA U JIKAPCTBEHU MPOAYKTH, ChIbPKAIlM HAPKOTUYHU BEIIECTBA, U HAa IbPBUS
€K3eMILISIp ce OTOeNsA3BaT TPUTE UMEHA U TJAaHHUTE OT JOKYMEHTA 33 CAMOJIMYHOCT Ha MPUHOCUTENS
Ha pelenTaTa.

(3) (U3m. — IB, Op. 95 ot 2014 r.) [IbpBUTE EK3EMIUISPU OT PEIENTUTE MO ajl. 2 C€ ChbXPaHSBAT B
OOJHMYHATA anTeKa 3a CPOK €/1HA TOAMHA U CE MPEACTABAT HAa KOHTPOJIHUTE OPTaHU IIPH MTPOBEPKA.
(4) (M3m. — IB, 6p. 95 ot 2014 1.) Bropute ek3eMIUIsipu OT peuenture 1o aj. 2 ce npegasat B P3OK
€KEMECEYHO B CPOKOBETE 32 OTYUTAHE JCMHOCTTA Ha JICUeOHOTO 3aBECHUE.

(5) (U3m. — 1B, 6p. 95 ot 2014 r.) Cinen u3tuvyaHe Ha CpoKa MO all. 3 PErenTUTe ce MpeaaBaT ¢
MpUEMHO-TIpe/iaBaTelieH MPOTOKoN Ha uHcnektopuTe B P3U, kouto ru cexpanssar 3a cpok 10
TOJIUHH.

Y. 50B. (Hos - IB, Op. 81 ot 2013 r.) 3a0pansBa ce oTiyckaHe B OOJIHUYHATA aNTeKa Ha
JICKAPCTBEHH TPOAYKTH, ChIbPKAIIM HAPKOTHYHU BEUICCTBA, MO PEIENTa WM JICKAPCTBEH JIUCT,
MIPEIMCAHU TIPS MOBEYE OT 7 JTHH.

Y. 50r. (Hos - /IB, 6p. 81 ot 2013 1.) (1) 3abpaHsBa ce B OOJHUYHATA alITCKa OTIYCKAHE
Ha JICKapCTBEHU MPOAYKTH, ChIAbPKAIIU HAPKOTUYHH BEIIECTBA OT MpHiIoxeHus Ne 2 u 3 kbM Wit 3,
T. 2 u 3 ot Hapenbara 3a pesa 3a xnacuduimpane Ha pacTeHHUTA U BellecTBaTa KaTO HAPKOTUYHH, B
KOJIMYECTBA, MIO-TOJIEMU OT IPEANHUCAHUTE.
(2) Tlpu ycraHOBsiIBaHE Ha HECHOTBETCTBUS B MPEANHCAHMETO U MAaKCHMAJIHO JOMyCcTHMAaTa J103a
MarucTep-papManeBThbT B OOTHMYHATA anTeka € ANBKEH Ja Ce KOHCYITHUpa C TMpeamucanus
perenTara/IeKapcTBeHHs TUCT JIeKap.
(3) Ilpu HEBB3MOXKHOCT 3a H3IBIHEHUE HA MPEANUCAHUETO CJeJ KOHCyNITauusTa mo ai. 2
perenTara/JIeKapcTBEeHUT JJUCT c€ BPbILla Ha JIeKaps 3a aHyJIUpaHe.

Y. S0a. (Hos - JIB, 6p. 81 ot 2013 1., u3m., 6p. 95 ot 2018 1.) 3abpansBa ce oTmyckaHe
Ha JIEKapCTBEHU MpoAayKTH mo wi. 30r, an. 7, T. 2, KOraro NpUHOCUTENAT Ha peuenraTa € noj 18
TOMHU.

Y. 50e. (Hos - IB, 6p. 81 ot 2013 1.) (1) (M3m. — IB, 6p. 95 ot 2018 1.) JIekapcTBeHUTE
npoayktH no 4i. 30r, an. 7, T. 1 ce oTIycKar OT anTeKd Ha Je4yeOHUTE 3aBEJCeHUs ChC CTallMoHap,
cxmounu goroop ¢ H30K 3a knuauunu mereku no wi. 30r, an. 8 u/wim amOynaTopHa nporenypa
3a CUCTEMHO JIEKapCTBEHO JICUEHHUE MPH 3JI0KAUECTBEHU 3200 IsIBAaHHUS.

(2) Konust Ha peuenTuTte, o KOUTO ca OTITYCHATH JIEKapCTBEHU MPOIYKTH M0 ajl. 1, ce chXpaHsABaT B
afnTekaTa Ha JIeYeOHOTO 3aBel€HHE B NPOABIDKEHHME Ha €/1Ha TOJMHa, KaTo ce MpeICTaBAT Ha
KOHTPOJIHUTE OPTaHU MPH MPOBEPKA.

Pa3znen VI
(Hos - /IB, 0p. 15 ot 2014 r., B cua1a ot 21.02.2014 r.)
IIpeanucBane HA MeIMIMHCKH W3/1eJIMsl, KOUTO IIe e OTIIYCKAT B IPyra Abp:KaBa WIeHKAa
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Y. 50x. (Hos — [IB, Op. 15 ot 2014 1., B cuiia ot 21.02.2014 r.) (1) ITo u3puyHo nckane
Ha TAIMEeHT JIMIaTa 1o WI. 4 IPeAnucBaT HEOOXOAUMUTE 32 JICUCHUETO METUIIMHCKHU U3CIHSI, KOUTO
1€ Ce OTITYCKAaT B JIpyra AbprKaBa WICHKA.
(2) Penteritute 1o ait. 1 ciensa qa ChabpiKaT TaHHUTE, TIOCOYCHHU B npuiiokeHue Ne 4a.

Y. 503. (Hos — JIB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r., uzm., 6p. 95 ot 2018 1.)
Koraro menuuunckure uzaenus no ai. 1 Ha . 50 ce npeanucsar Ha 30J1, peuentypHute OgaHKu
110 wi. 24 cieaBa Aa ChAbpKAT BCUYKU JaHHU, IOCOUYEHHU B IpuiiokeHue Ne 4a.

I'naBa nmera
(Ot™m. - B, 6p. 51 ot 2023 1., B cui1a ot 13.06.2023 r.)
OTHEYATBAHE, PASIIPEJAEJISTHE U KOHTPOJI HA CITELHUAJIHUTE
PELEINITYPHU BJIAHKHU 3A
JIEKAPCTBEHHU IMPOAYKTHU, CbABPKAILIN HAPKOTUYHU BEIHIECTBA, U HA
PEUEIITYPHUTE
BJIAHKMU 3A TIPEAIIMCBAHE HA JIEKAPCTBEHU INPOAYKTHU 110 PEJA HA
HAPEIBA Ne 34 OT
2005 T. 3A PEJA 3A SAIVIAIIAHE OT AP KABHUSA BIO’KET HA JIEUEHUETO HA
BBJITI'APCKUTE
I'PAXKIAHU 3A SABOJISIBAHU S, U3BbH OBXBATA HA 3AJIBJI)KUTEJIHOTO
3APABHO OCUT'YPSABAHE
(3ara. usm. — /1B, 6p. 90 ot 2019 1.)

Ya. 51. (U3m. - JIB, 6p. 94 ot 2011 r., 6p. 81 ot 2013 1., 0TM., Op. 51 oT 2023 1., B cuia
ot 13.06.2023 1.).

Ya. 52. (U3m. - JIB, 6p. 94 ot 2011 r., 6p. 81 ot 2013 1., 0TM., Op. 51 oT 2023 1., B cuna
ot 13.06.2023 r.).

Y. 53. (U3wm. - [IB, 6p. 94 ot 2011 r., ot™., O6p. 51 o1 2023 1., B cuiia ot 13.06.2023 1.).
Y. 54. (U3wm. - [IB, 6p. 94 ot 2011 r., ot™., O6p. 51 oT 2023 1., B cuiia ot 13.06.2023 1.).
Yui. 55. (U3m. - IB, 6p. 81 ot 2013 1., oT™., Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.).
Yu1. 56. (O1Mm. - /1B, 6p. 94 ot 2011 1.).

I'nmaBa mecra
YCJIOBUS U PEJ] 3A HOCEHE NWJIN N3HACSIHE HA TIEKAPCTBEHHU ITIPOAYKTH,
NPEJIHA3HAUYEHU 3A IEHEHUETO HA BBJIITAPCKU U UYYXKIU I'PAKJIAHUA,
IMOCTOSsHHO 1
BPEMEHHO INTPEBUBABAIIIN B CTPAHATA U ITBTYBAIIIU U3BBH PEITIYBJINKA
BBJI'APUS U 3A
TPAH3UTHO IPEMHUHABAIIIA YYKJIEHIIA

Y. 57. bearapcku rpakJjaHy ¥ Uy TPaXJaHHU, TOCTOSHHO U BPEMEHHO NMpeOuBaBaIu
B CTpaHaTa M IbTyBaIM U3BBH PermyOnuka beirapus, Morar 1a HOCSAT WM Ja U3HACAT OT U 32 TPETH
CTpaHU CJIEJHUTE BUJIOBE JIEKAPCTBEHHU MPOJYKTH:
1. (m3m. — JIB, 6p. 90 ot 2019 r.) nekapcTBeHU MPOAYKTH, NMPEIHAZHAUYEHU 32 JICUYCHHETO WM,
ormycHatu 1o peaa Ha Hapenda Ne 34 ot 2005 r. 3a pema 3a 3amianiade oT IbpKaBHUS OOKET Ha
JICYEHUETO Ha OBJITapCKUTE TPaXK/IaHU 3a 3a00JIIBaHUS, U3BBH 00XBaTa HA 3abJIKUTEITHOTO 3/IpaBHO
OCUTYpSIBaHE;
2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU Oe3 JIEKapCKO MpeICaHKe;
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3. 1eKapCTBEHU NPOAYKTH, OTITYCKAHU 10 JIEKApCKO MpeaIUCaHue.

Y. 58. (U3m. — 1B, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) JIekapcTBEHUTE TPOTYKTH
o wi. 57, T. 1 MoraT Aa ce mpeHacAr OT CIAETHUTE JIUIIA:
1. ManMeHThT, 32 YUETO JICUCHUE Ca MPeHA3HAYCHH MPEIIUCAHNUTE JIEKaPCTBEHU MTPOIYKTH;
2. JIMIIETO, KOETO € TMOJYYHJIO JICKAPCTBEHUTE MPOJIYKTH OT ChOTBETHATA aNTeKa U MMETO MY €
BIIMCAHO KaTO MOJIy4yaTelsl BbPXY pelenTara;
3. nuue, KOETO TMpUTEXaBa HU3PUYHO MBJIHOMOIIHO OT TMalMeHTa, 3a YHUETO JICUCHHE Cca
Hpe;[Ha3HaquH HpGI[HI/IcaHI/ITC JIeKapCTBeHI/I HpOIIyKTI/I.

Y. 59. (1) (U3m. — 1B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Jlunara no un. 58
yJIOCTOBEPSABAT MTPABOTO CHU J1a HOCAT WJIH J]a PEHACAT JIeKapCTBEHUTE MPOAYKTH 1O Wwi. 57, T. 1 ¢be
3aBEpPEHO OT MarucTbp-papMmaneBTa KONMHME Ha M3IIBJIHCHA pelenTa OT ChOTBETHATAa alTeka,
IpEeANUCcaHa 38 KOHKPETHOTO JICYCHUE.

(2) JInmara mo 4. 58 Morar a HOCAT WJIM J]a U3HACAT JIGKAPCTBEHU MPOAYKTH, MTPEIHA3HAUYCHH 32
JICYCHHETO UM, B KOJHMYECTBA, IMOCOYCHHM HHU(POM M CIOBOM B peLENTara, KOSTO CIe/lBa Ja €
o0OpaboTeHa B anTeKara.

Yia. 60. (M3m. — [IB, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) KonudgectBata Ha
MIPCHACSHUTE JICKAPCTBEHU MPOAYKTH 10 Wwi. 57, T. 1 cienBa qa ocUrypsiBaT JISYCHUETO Ha TAI[UCHTA
3a CpPOK JI0 JIBa Meceria.

Y. 61. (U3m. — [IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIekapcTBeHUTE NPOTYKTH
mo wi. 57, T. 2 MoraT Jia c€ MPEHACAT OT OBJITAPCKU U YYKIAW TPaXKJIaHU TOCTOSHHO U BPEMEHHO
npeOrBaBaIy B CTPaHATA.

Y. 62. (1) JIunata mo wi. 61 moraT na nmpeHacsT JeKapCTBEHU MPOAYKTH OT U 3a TPETH
CTpPaHH B KOJIMYECTBA, HEOOXOIUMH 32 BPEMETO Ha IIPECTOSI UM, HO HE TIOBEUE OT TPU Mecella.
(2) (U3m. — [IB, Op. 68 oT 2019 1., B cuna ot 27.08.2019 r.) JIumara mo wi. 61 moraT 1a mpeHacsT OT
Y 32 TPETU CTPAHU JICKAPCTBEHU MPOAYKTH O Wi. 57, T. 2 B MO-TOJEMHU KOJIMYECTBA, aKO MPECTOSIT
MM TIPOJIBJKABA MOBEYE OT TPU MECella U MPUTEekKaBaT U3/afeHa perenTa 3a ChOTBETHUS JIEKApCTBEH
MPOJAYKT U 32 CbOTBETHOTO KOJIMYECTBO.

Y. 63. (Uzm. — /1B, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) JlekapcTBEHUTE MPOTYKTH
no wi. 57, T. 3 MoraT Jia ce IpeHacsT OT CJIEJHHUTE JINIA!
1. manueHTa, 3a 4YMETO JICYEHUE ca IPeJHA3HAUYCHH MTPEIIMCAHUTE JIEKAPCTBEHH MPOJYKTH;
2. Jymne, KOETO TMPHUTeXaBa W3PHUYHO ITHIHOMONIHO OT TMAIMeHTa, 3a YHeTO JIEYeHHe ca
npeaHa3HauYeHH MPEIIICaHUTE JICKAPCTBEHH MTPOTYKTH.

Ya. 64. (1) (Uzm. — IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) Jlunara mo un. 63
YIIOCTOBEPSIBAT MPABOTO CH Ja HOCAT HJIU JIa TIPEHACAT JIGKAPCTBEHUTE MPOAYKTH 10 Wi. 57, T. 3 CbC
3aBepeHO OT MAarucTbp-papMmaileBTa KOMHE Ha H3MBJIHEHA pelenTa OT ChOTBETHATa arTeka,
Mpercana 3a KOHKPETHOTO JICUeHUE.

(2) Jlumata mo 4. 63 Morat J1a HOCSAT WU Jla U3HACST JEKApCTBEHU MPOJYKTH, TpeTHA3HAYCHH 32
JICYEHUETO UM, B KOJIMUECTBA, TIOCOYCHH IU(PPOM U CIIOBOM B pelenTaTta.

Y. 65. TpaH3uTHO NMpEeMHUHABAIIM NIPE3 TEPUTOPHITA HAa CTpaHaTa JIia UMaT MpaBo J1a
MIPUTEKABAT JIEKAPCTBEHU MPOAYKTH, KOMTO ca MpeAHa3HAYE€HU CaMo 3a TAXHOTO JICUEHHUE.

Y. 66. KoHkpeTHUTE KONMMYeCcTBa JIEKAPCTBEHH MPOTYKTH, KOUTO JIMIIATA 110 WI. 65 mMar
IIPaBO J1a MPUTEKABAT, CE ONPEAENIAT OT ChOTBETHATA PUEMAILA JbPKABA.
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Ya. 67. Ilpu TpaH3UTHO NpEeMHUHaBaHE Npe3 Teputopusita Ha PenyOinka bbiarapus Ha
aunara no wi. 65 ce mpenopbuBa Ja ObAAT NMPEABAPUTEIHO MH(DOPMUpPAHU 3a HM3MCKBAHUATA,
YCTaHOBEHU OT ChOTBETHATA MPUEMAILA JbpIKaBa.

Yu1. 68. Beruku iekapcTBEeHH MPOAYKTH, KOUTO C€ MPEHACST OT U 33 TPETH CTPaHU 10 pesa
Ha Ta3u Hapezada, ciieqBa 1a ObIaT B OPUTMHATIHUTE CH OMaKOBKH.

Y. 69. (1) ITo pena Ha Ta3u Hapeaba HE MOraT J1a ce MPEHACAT JEKAPCTBEHU MPOIYKTH,
ChJIbPIKal HAPKOTHUYHHU BEIIECTBA.
(2) YcnoBusTta u pebT 3a IPEHACSHE Ha JIEKApCTBEHUTE MPOAYKTH 110 ail. 1 ce onpenensat B 3SKHBII.

I'nmaBa cenma
(HoBa — JIB, op. 107 o1 2020 r., B cuua ot 18.12.2020 r.)
EJIEKTPOHHO INPEAIINCBAHE HA JIEKAPCTBEHHU ITPOAYKTHU. OTITYCKAHE HA
JEKAPCTBEHU ITPOAYKTHU U USITBJIHEHUE HA EJIEKTPOHHMU IIPEAIINCAHUSA

Y. 70. (Hos — IB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 1.) (1) (dom. — 1B, 6p. 47 ot
2021 r., B cuna ot 4.06.2021 r., u3m., 6p. 53 ot 2022 r., B cwia ot 1.11.2022 r., 6p. 85 o1 2022 1., B
cwra ot 25.10.2022 ., 6p. 51 ot 2023 1., B cwita ot 13.06.2023 r., gom., 6p. 85 ot 2023 r., B cuia ot
16.10.2023 r.) IlpeanucBaHeTo Ha JIEKAPCTBEH MIPOAYKT, C U3KIIFOUEHUE HA JIEKAPCTBEHUTE MPOLYKTH
1o riasa tpera, pasgenu Il u V, ce uzpbpuiBa ¢ enekTpoHHO npeanucanue. [Ipennuceanero Ha
JIEKapCTBEH MPOJYKT M0 pejia Ha Wwi. 6 ce U3BbpIIIBA C PELENTypHA OJlaHKa Ha XapTUEH HOCUTEI WIH
C EJIEKTPOHHO IMpEANUCaHUE, C H3KIIOUEHUE Ha TMPEJIUCBAHETO Ha JICKAPCTBEHHM MPOAYKTH,
knacuuuupanu BB (papmakonornynu rpynu "JlekapcTBEHU MPOAYKTH 3a JieueHue Ha auader" u
"AHTHOAKTEepUaTHU JIEKAPCTBEHH TMPOAYKTH 3a CHUCTEMHa ymoTrpeba" ChIiaacHO aHaTOMO-
TepamneBTUYHO-XUMUYHATA Kiacudukanuss Ha CBeTOBHAaTa 3[paBHA OpraHU3alus, KOETO ce
U3BBPIIBA CaMO C €JIEKTPOHHO npeanucanue. [IpennucBanero Ha JeKapCTBEHU MPOIYKTH 1O 4. 9,
KOUTO ca KJIaCH(PHUIMPaHU BBB (hapMakoJOru4Hu rpynu "JIeKapcTBEHH NMPOIYKTH 3a JICYCHHE Ha
nuabetr" v "AHTHOAKTEpUATHU JIEKAPCTBEHH MPOAYKTH 33 CUCTEMHA yroTpeda" chIrilacCHO aHaTOMO-
TepaneBTUYHO-XMMUYHATa Kiacupukanuss Ha CBeTOBHATa 3JpaBHAa OpraHM3allMs, MOXeE Ja ce
M3BBPIIBA Ha pelenTypHa OJaHKa Ha XapTHEH HOCUTEI UJIH C €JIeKTPOHHO MpeANucaHue, a Te3H 10
4j1. 9a — caMo Ha XapTHEH HOCUTEI.
(2) (HoBa — JIB, 6p. 53 ot 2022 r., B cuna ot 1.11.2022 r., ot™m., 6p. 85 ot 2022 r., B cuia ot
25.10.2022 r., HOBa, Op. 85 ot 2023 r., B cmia ot 16.10.2023 r.) OTnyckaHeTo Ha €JIEKTPOHHO
MIPEIMCaHy JIEKAPCTBEHH MPOIYKTH CE€ U3BBPIIIBA CaMO I10 €JIEKTPOHEH BT 0 pea Ha wi. 73 u 74.
(3) (ITpenumna an. 2 — 1B, 6p. 53 ot 2022 r., B cuna ot 1.11.2022 r.) EnexTpoHHOTO mpennucanme
o ai. 1 ce u3gasa nox popmara Ha €1EKTPOHEH JOKYMEHT, MOAMNUCAH C KBATU(PHUIPaH eIeKTPOHEH
noanuc (KEII), cprioacHo umsuckBanusita Ha Permament (EC) Ne 910/2014 na EBponeiickus
napiaaMeHT 1 Ha CobBera oT 23 ronu 2014 1. OTHOCHO €JEKTpPOHHATa WIACHTU(UKALMSA U
YIOCTOBEPUTEITHUTE YCIYTH MpPH €NEeKTPOHHM TPAHCAKIMK Ha BBTPELIHMS Ma3ap U 3a OTMsHA Ha
Hupextusa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) 1 Ha 3aK0oHa 3a €EKTPOHHUS IOKYMEHT
U €JIEKTPOHHUTE yIOCTOBEPUTEIHU YCIYTH.
(4) (ITpenumrna an. 3 — JIB, 6p. 53 ot 2022 r., B cuna ot 1.11.2022 r., u3m., 6p. 51 ot 2023 1., B cuna
ot 13.06.2023 r.) Ilpu eneKTpOHHOTO TPEANHMCBAHE HA JIEKAPCTBEHHTE MPOAYKTH MO al. 1 ce
IpujiaraT ChbOTBETHO pa3nopeaduTe Ha IyilaBa BTOpa M IJiaBa TpeTa, pasfieln I, a mpu eJIeKTpOHHOTO
MpeIrCBaHe Ha:
1. nexapcTBEHU MPOJYKTH, ChABPKALIM HAPKOTUYHHU BEIIECTBA — U HA IJ1aBa TpeTa, paszzaen 11;
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2. IeKapCTBEHU MPOAYKTH, 3aIlallaHi HanbJIHO WK yacTuyHo oT H30K — u Ha riaBa Tpera, pazaen
IV, ¢ uskiaroueHue Ha M3UCKBAaHMATa OTHOCHO XapTuUeHaTa (opMa Ha peuenTypHuTe ONaHKU U
IIPOTOKOJIUTE.

Ya. 71. (Hos — IB, 6p. 107 ot 2020 1., B cmia ot 18.12.2020 r.) (1) Enexkrponnute
MIpeIMCaHus Ce U3/1aBaT, BbBEXKAAT, 00pab0TBAT U ChXPAHABAT Upe3 CIEHUANTU3UPAH METUIIUTHCKU
u anTeueH codryep.

(2) HAeiictBusita o 4. 72 — 74 ce U3BbpIIBAT P ChOOpa3siBAHE HA HOMEHKJIATYpHUTE, 00pasluTe,
dopmatuTe M APYruUTEe M3MCKBAaHMA 3a CTPYKTypUpaHe Ha MHQpoOpMauusTa ¥ oOMEHa Ha JaHHH,
npenHasHaueHn 3a Hanwmonannara 3apaBHouH(popmanmonHa cuctema (H3UC), myOGnukyBanu Ha
MHTEPHET CTpaHulaTa Ha MUHUCTEPCTBOTO Ha 37paBEONa3BaHETO.

(3) IIporpamuuTe nHTEpdEHicH U HOMEHKJIATYPHUTE 32 0OMEH Ha HHGOPMAITUSI MEXIAY MEIUIIMHCKUS
u anteunus codpryep u H3UC ce akryanusupar TekyIo, B TOBa YUCIO B CbOTBETCTBUE ChC CTETICHUTE
Ha U3TpaXkJaaHe U BHeApsBaHe Ha GpyHKmoHanHocTtuTe Ha H3VC.

Y. 72. (Hos — /IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a u3gaBanero Ha
€JIEKTPOHHO MPEINICAHUE JIEKAPST MM JIEKAPST 10 JCHTAIHA MEIUIMHA C€ WACHTU(HUIMPA Upe3
KEIL
(2) Ilpu eneKTpOHHOTO MPEANHUCBAHE HA JIEKAPCTBEHUS NPOAYKT C€ HU3BbBpIIBA aBTOMAaTHYHA
MPOBEPKa B PErUCTbpa Ha bearapckus jgekapcku Chbi03, ChOTBETHO Ha bhirapckus 3p001€KapcKu
ChbIO3 32 HAIMYUETO Ha IMpaBa 3a yIpakHABaHE Ha Mpodecusita OT JieKaps, CbOTBETHO JIeKaps IO
JICHTallHA MEeIULIMHA, U3BbPILIBAII] IPEANHCBAHETO.

(3) Cnien mombsiBaHe Ha HEOOXOAMMATa HH(POPMAIIHS 32 IPEANUCAHUS JIEKAPCTBEH MPOAYKT JIEKapsT
WJIM JIEKapsT 10 JICHTaIHa MEUIIMHA MMOANKUCBA e1eKTPOHHOTO npeanucanue upe3 KEIL

(4) Cnen moanmucBaHe Ha €JIEKTPOHHOTO MPEANKMCAHNE aBTOMATUYHO CE€ M3BBHPIIBA BATHAMPAHE HA
BbBE/ICHATa MHPOpPMALKs M TEHEpUpaHE Ha HAIMOHAICH pedepeHTCH HOMEp Ha EIEKTPOHHOTO
npeanvcanue moj gopmara Ha OyKBEHO-ITU(POB KOJI.

Y. 73. (Hos — /IB, 6p. 107 ot 2020 r., B cmiia ot 18.12.2020 r.) (1) 3a usmpiHeHNeTo Ha
€JIEKTPOHHOTO MpPEANHCcaHNue MarucTbp-hapMaleBThbT ce uaeHTudunmpa upes KEII.
(2) Cnen uneHTH(UUUpaHeTO MO aj. | ce M3BBPIIBA aBTOMATHYHA NPOBEpKAa B pEruCTbpa Ha
benrapckus ¢dapManeBTHUEH ChIO3 32 HAJMYMETO HA MpaBa 3a YHpaXHsBaHE Ha Mpodecusra or
MarucTbp-(apmarieBra.
(3) Maructbp-hapManeBThT U3BBPIIIBA JEHCTBUS MO UICHTUDHUITUPAHE HA U3/IaJIEHOTO €IEKTPOHHO
IIpeAncanHue, IpyU KOUTO KaTo Bojaewl kpurepui usnonssa EI'H Ha nanuenTa.
(4) Cnen uneHTuuUUUpaHe Ha €IEKTPOHHOTO MpEeANUCaHHe MarucTbp-papManeBThT HU3BBHPIIBA
MIPOBEpKa 3a CIa3BAHETO HAa ChOTBETHUTE MPUJIOKUMH pa3opei0n Ha IJIaBU BTOpA U TPETa.
(5) IIpu Hecma3BaHe Ha pasmnopeaduTe, MOCOYEHH B al. 4, MarucTbp-papmManeBThbT OTKa3Ba
U3IIBJIHEHUETO HA €JIEKTPOHHOTO NMPEANMCAHNE, KaTO TOCOYBA U IPUYMHUTE 3a TOBA.
(6) 3a M3MIBIHEHUETO Ha eNIEKTPOHHO MPENICaHue Ha JIEKAPCTBEH MPOAYKT, 3aIlIallaH HaIll'bJIHO UJIN
gactuuHo oT H30K, upe3 n3non3anus ot Maructep-hapmaiieBra anredeH copTyep ce U3BbpIIBa U
aBTOMaTH4yHa mpoBepka B peructbpa Ha H30K 3a nneue6HoTO 3aBeaeHue ¢ norosop ¢ H30K, B koero
paboTH JIeKapAT WM JIEKApAT MO JEHTAIHA MEIUIMHA, U3aJl €JeKTPOHHOTO MpencaHie, KakTo U
B peructbpa Ha HAII — 3a 31paBHOOCUTYPUTENHMS CTATYC HA NALMEHTA.

Y. 74. (Hos — 1B, 6p. 107 o1 2020 1., B cua ot 18.12.2020 1.) (1) (dom. — [IB, 6p. 85 ot
2023 1., B cuia ot 16.10.2023 r., Op. 68 ot 2024 1., B cuna ot 1.09.2024 r.) Cneq u3BbpiBaHe Ha
aeWicTBusATa 1o 4i. 73, an. 3 u 4 MarucThp-hapmMaleBThT U3MBIHIBA €JIEKTPOHHOTO MPEANUCaHHe,
KaTo MPEAOCTaBs CbOTBETHUTE JIEKAPCTBEHU NPOAYKTHU Ha NMALMEHTA U yJOCTOBEPSIBA U3IIBJIHEHUETO
Ha EJIEKTPOHHOTO mpeamnucanue upe3 nognucsaHero My c¢ KEII, u monyyaBane Ha HalMOHajeH
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pedepeHTeH HoMep Ha U3ITBIHCHNE Ha €JIEKTPOHHOTO MPEANUCAHUE 32 BCEKH OTITYCHAT JICKApCTBEH
MPOJYKT.

(2) (U3m. — JIB, Op. 68 ot 2024 r., B cuna ot 1.09.2024 r.) Cnen npukiroYBaHe Ha U3ITBIHEHUETO HA
€JIEKTPOHHOTO MPEINUCAHUE CHIIOTO CE€ aKTyaJlM3Hpa aBTOMATUYHO B alTEYHUS U METUIIUHCKUS
codryep karo "M3nbaHeH0", chOTBETHO "HacTUYHO M3ITBIHEHO".

(3) (*) (HoBa — JIB, 6p. 68 ot 2024 r., B cuna ot 1.09.2024 r.) Korato enekTpoHHOTO MpeAricaHue
€ YaCTMYHO M3ITBJIHEHO, IPEANUCAHNETO MOXKE J1a Ob/Ie N3ITBJIHEHO B OCTaHAIaTa CH 4acT B ChIIaTa
Wi B Jpyra amnteka, ckiatouwia goropop ¢ H30K. OxoHuUaTenHOTO M3I'BIHEHHE MOXKE J1a ce
OCBUIECTBU JI0 /IBa padOTHU JHU OT I'bPBOHAYAIHOTO YACTUYHO H3IBIHEHHE, HO HE MO-KbCHO OT
JaTaTta Ha U3TUYAaHE HA CPOKa Ha BAJIMIHOCT HA €JIEKTPOHHOTO IPEIIUCAHHE.

(3) (U3m. — B, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.) [Ipu u3mbiHEHWE HA €IEKTPOHHOTO
MpeAnrucaHue MarucThbp-GapMareBThT Clla3Ba U3UCKBaHUATA HA Wi. 33, an. 1, wi. 34, an. 1 u an. 2,
HU3peUYeHue MbpBo, Wwi. 36, un. 37, an. 2 u ui. 39, a 3a:

1. 1ekapcTBEHU NMPOIYKTH, ChABPKALM HAPKOTUYHU BEILLIECTBA — U3UCKBaHUATa Ha 1. 40, 41, 43, 44
u 45;

2. 1eKapCTBEHU MPOAYKTH, 3aIUIal[aHu Hal'bJIHO Wik yacTuuHO oT H30K — n3nckBanusiTa Ha ui. 46,
aln. 2,3 u 4 uun. 47, an. 1, c u3KI0YEHUE HA 3a0bKEHUETO 32 IOCOYBAHE Ha JaTaTa Ha U3NbIHEHHE
Ha BCEKU OTPSA3BK, U all. 2.

(*) Ben. peo. C § 4, 1. 3 or Hapenbara 3a usmenenue u nonbiHenne Ha Hapenda Ne 4 ot 2009 r. 3a
YCJIOBHSITA U Pe/ia 3a MPEANUCBAaHE U OTIyCKaHe Ha JeKapcTBeHu npoayktu (B, Op. 68 ot 2024 1.)
B WI. 74 ce cb37aBa HOBa alMHes 3. 3aKOHOJATENAT HE ce € ChoOpa3ni ChC ChIIECTBYBAIlAaTa J10Cera
HOMeEpalus, B pe3yaTaT Ha KOETO Ce MojiyyaBa JyOnupaHe Ha ajJMHEn ¢ HoMep 3.

JOIIbJIHUTEJIHA PA3IIOPEIBA

§ 1. Ilo cmuchna Ha Ta3u Hapexaoda:
1. "Kox na H30K" o3nauaBa 6ykBeHO-IM(POB KO/, UUATO MbpBa OyKBa OTTrOBaps HA TbPBO HUBO HA
AnHatomo-TepaneBTH4YHaTa Kiacudukanus Ha CBeTOBHATa 3][paBHAa OpraHM3alus, Bb3IpHUETa B
Peny6nuka bbarapus.
2. "BanunaHocT Ha perenrarta’ o3HauaBa CPOKbT, 32 KOMTO T MOKe Ja Ob/ie U3ITbIHEHA B allTeKaTa.
3. "KonudecTBo akTUBHO BEILLIECTBO B J030Ba €UHUIIA" HA JIEKAPCTBEHUS MPOAYKT € ChAbPKAHUETO
Ha aKTUBHOTO BELIECTBO, U3PA3€HO KOJMYECTBEHO 3a €JHa J030Ba eIMHUIA (TabjeTKa, Karcynia) Win
3a eIMHUIIA Maca Ui 00eM B 3aBUCUMOCT OT JIeKapCcTBeHaTa opMma.
4. "HuTo" o3HauaBa "0bp30".
5. "llutucumo" o3HauaBa "MHOTO OBP30".
6. "Cratum" o3HauaBa "BenHara".
7. (HoBa — JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.; ot™m. ¢ Pemenne Ne 5812 na BAC - 6p. 91
or 2016 1.).
8. (HoBa — 1B, 6p. 68 ot 2014 r., B cria ot 15.08.2014 r.) "OTnyckane Ha JEKapCTBEH MPOIYKT Oe3
nekapcko npeanucanue (OTC)" o3HayaBa CbBKYITHOCTTA OT JEHCTBUS Ha (hapMalleBTH B TPUEMHOTO
MOMEIIIEHUE Ha afTeKaTa Mo ONpelesiHe Ha MOAXOJAUINS 3a OTIyCKaHe JIEKApCTBEH MPOAYKT Oe3
nekapcko mnpennucanve (OTC) unm mpuemaHe Ha peuenTypHUTE ONaHKW U TpoBepKara Ha
ChIBPKAHUETO UM, KOHCYITAllMs OTHOCHO NPHUEMAHETO M BB3MOKHUTE HEKEJAaHU DPEaKLUu M
JIEKapCTBEHH B3aMMOJICHCTBHS U IIpeaBaHe Ha JEKapCTBEHUTE MPOIYKTH Ha MAIlUSHTHUTE.

INPEXO/JHHU U 3AKIIOYUTEJIHU PA3ITIOPE/IBHU
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§ 2. (1) Pasmopendure Ha rmaBa Tpera, pazzmen IV, perimaMeHTHpalid H3AaBaHETO,
MIPOMEHUTE M BAJTUAHOCTTA Ha perenTypHa Omanka (o6paszenr M3 - H3OK Ne 5A o mpunoxenune Ne
7), Bmu3at B cuna oT 1 anpun 2009 1. /o BIM3aHETO UM B CUjIa BCUYKH JICKQPCTBEHHU MPOIYKTH,
3aruiamany HarrbiaHo Wi yactudHo oT H30K, ce mpennucBar Ha penentypHa 01anka (oopazern; M3
- H30K Ne 5 o nmpunoxxerne Ne 6) cbe cpok Ha BamuaHocT 30 qHU.

(2) B cpox mo 1 ampuit 2009 1. anTekuTe NpUBEKIAT cOPTyepa CHU B CHOTBETCTBHE C M3UCKBAHUATA
Ha Ta3u Hapea0a OTHOCHO M3JaBaHETO, IPOMEHHUTE M BaJMIHOCTTA Ha perenTypHa Oianka (o0pasern
M3 - H30K Ne 5A no npusnoxxerue Ne 7).

§ 3. (1) (U3m. - 1B, 6p. 91 ot 2009 1.) B cpoxk g0 31 maii 2010 r. iekapCcTBEHU TPOIYKTH,
ChABPIKAIIM HAPKOTUYHHU BellecTBa OT NpuiiokeHust Ne 2 1 3 kbM uJl. 3, ajt. 2 Ha 3aKOoHa 3a KOHTPOJI
BbPXY HapKOTUYHHUTE BEIIECTBA U MPEKYPCOPHUTE, MOraT Ja ce MpEeANKucBaT M Ha CHEHUAIHUTE
penenTypHu 6JaHKH 10 oOpasel chritacHo npuioxkenue Ne 6 keM wi. 11, an. 1 ot Hapenba Ne 4 ot
2001 r. 3a ycrnoBusiTa ¥ pefia 3a NpeANKUCBaHe U OTITyCKaHe Ha JIEKapCTBEHH MPOAYKTH.

(2) Cnen u3tnyaHe Ha CpoKa 10 aji. | crnenuaiHuTe pelenTypHu OJaHKU Mo npuioxenue Ne 6 KbM
1. 11, am. 1 or Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa U peia 3a MPEANKUCBaHE U OTITyCKaHE Ha
JICKApCTBEHH MPOJYKTH CE YHHUIIOKAaBAaT OT KOMHCHS, ONPE/IEICHa ChC 3alOBe/ Ha TUPEKTOpa Ha
PII3.

(3) 3a yrumoxaBaHeTo Ha OJaHKHTE MO all. 2 C€ CHCTaBs MPOTOKOJ, KOWTO C€ YTBBp)KIaBa OT
nupekTopa Ha cboTBeTHUS PL[3 1 ce u3mnpaiia B MUHICTEPCTBOTO Ha 3/1paBEONa3BaHETO.

(4) Penentypuure 6manku no npunoxkenue Ne 4 kpMm ui. 6, an. 1 ot Hapenba Ne 4 ot 2001 r. 3a
yCIOBUSAITA U PeJia 3a MPEANKUCBaHe U OTIYCKaHE Ha JIEKAPCTBEHU MPOAYKTH MOTaT Jia Ce U3IMOI3BaT
710 TAXHOTO M34EPIBaHE, HO HE MO-KbCHO OT €/1Ha TOAMHA OT BJIM3aHE B CUJIa HA Ta3M Hapenda, KaTo
B TSX C€ BIIMCBAT JAHHHUTE IO WI. 7, ). 2 OT MEIUIIMHCKHUSI CIICIIUAINCT, KOMTO U3/aBa perenTara.
(5) brarkuTe Ha TEKAPCTBEHHUTE JTMCTOBE O MpriokeHne Ne 5 kpM wit. 6, an. 2 ot Hapen6a Ne 4 ot
2001 r. 3a ycioBusiTa U peia 3a MPEeANUCBaHe U OTIyCKaHEe Ha JIGKAPCTBEHU MPOJAYKTH MOTaT Jia ce
M3IIOJI3BAT J0 TSAXHOTO M3YEPIIBaHE, HO HE MO-KBCHO OT €/1HA TOAWHA OT BJIM3aHE B CHJIA Ha Ta3u
Hapezaoa.

§ 3a. (Hos — ZIB, 6p. 90 ot 2019 r., u3m., 6p. 91 ot 2020 1., 6p. 94 0T 2021 1., OTM., Op. 53
or 2022 1.).

§ 4. Uzm. - ]IB, Op. 94 ot 2011 r.) KoHTposrbT Mo u3NBbJIHEHHE Ha HapeadaTa ce
OCBILECTBSIBA OT MMHHUCTEPCTBOTO Ha 31paBeomnaszBaHeTo, P3W u M3mbaHuTenHaTa areHIus O
nexapctBara 1 H30K (B yacTTa OTHOCHO OTIyCKaHe M IMpPEANUCBAaHE Ha JIEKAPCTBEHU MPOIYKTH,
3aIIallaHy HaI'bJIHO UJIM YACTHUYHO OT Hesl).

§ 5. (Hom. — JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Ta3u nHapenda ce uzaaBa Ha
OCHOBaHue WiI. 221 oT 3aKoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MEAMIMHA U 4. 60 oT
3aKoHa 3a KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE, KAKTO U WI. 56, aJl. 2 OT 3aKoHa
3a 37JpaBHOTO ocurypsiBae U oTMeHsa Hapenba Ne 4 ot 2001 r. 3a ycnoBusTa ¥ peJia 3a peIiucBaHe
U OTIIyCKaHEe Ha JIeKapCTBEHH MPOoAyKTH (00H., JIB, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 r.; Op. 82
ot 2003 r.; 6p. 32 ot 2005 1.; 6p. 34 o1 2006 T.).

§ 6. (U3m. - IB, 6p. 94 ot 2011 r.) Ykazanus no npuiaraneTo Ha Hapeaoara nasat H30K
OTHOCHO pa3nopeaduTe Mo MpeAnrcBaHe W OTIyCKaHEe Ha JIEKApCTBEHU NPOAYKTH, 3aIUlalllaHU
HambJIHO Wian 4acTuyHO OoT H3OK, choTBeTHO MuHHCTEpCTBOTO Ha 3ApaBeonasBaHero, P3U u
M3nbiaauTenHaTa areHius mo JiekapcTBara ChoOpa3HoO TSIXHAaTa KOMIIETEHTHOCT.
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JOITbJIHUTEJIHA PA3ITOPEJIBA
kbM Hapenbara 3a u3mMeHeHue U AOIIbJIHEHUE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa 1 peia 3a

MPEIMCBAaHE M OTITYCKaHE Ha JICKAPCTBEHH MPOIYKTH
(IB, 6p. 15 o1 2014 1., B cuna ot 21.02.2014 1.)

§ 6. C Tasm Hapemba ce BBBEXKJAT H3WCKBaHUATA Ha JlMpeKTHMBa 3a H3MBIHECHUE
2012/52/EC na Komucusra ot 20 mekemBpu 2012 r. 3a ompenensiHe Ha MEpKH 3a yJIECHSBaHE Ha

MPU3HABAHETO HA MEIUIIMHCKHUTE TIPEIITMCaHNs, U3/IaJIcHU B Ipyra abpskaBa wienka (OB, L 356/68,
22.12.2012).

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3IIOPEABA
kbM Hapenbara 3a u3mMeHeHue U AOIIbJIHEHUE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycrnoBusTa 1 peia 3a

IIPEANIACBAHE U OTIIYCKAHE Ha JIEKapCTBEHU IIPOAYKTU
(AB, 6p. 95 or 2014 1.)

§ 21. B cpok n0 Tpu Mecela OT BJIM3aHE B CHJIa Ha Hapendara JieyeOHMTE 3aBEJeHUS Morar jaa
IIPEANUCBAT JIEKAPCTBEHU IIPOAYKTHU Ha JIEKAPCTBEHU JIMCTOBE I10 JOCETAIHUA PEI.

3AKJIFOUUTEJIHU PA3IIOPEJIBU
kbM HapenOata 3a u3MeHEHHUE U IOIIBIHCHUE HA
Hapen6a Ne 4 ot 2009 r. 3a ycinoBusTa u peaa 3a

MPEIUCBAHE W OTITYCKaHE Ha JICKAPCTBEHH MPOIYKTH
(/IB, 6p. 95 ot 2018 1.)

§ 17. HaBcsixkbae B HapenOara abpesuatypara "(330JI)" ce 3amens cbe "(30J1)".

[MPEXOAHU N 3AKJIFOYUTEJIHU PA3IIOPEABU
kbM Hapenbara 3a u3smMeHeHue 1 JOIIbJIHEHNE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa 1 pesia 3a
IIPEAINCBAaHE U OTIIYCKaHE Ha JIEKapCTBEHU IPOAYKTU
(B, 6p. 68 or 2019 1., B cuna ot 27.08.2019 1.)

§ 22. (1) o nyGnukyBaHe Ha MH(opMausTa 1mo wi. 23a, aj. 5 ce u3gaBar MPOTOKOIHU 32
MpEeANUCBAaHe Ha JICKAPCTBEHW MPOAYKTH MO wi. 23, an. 4 mpu JOCETallHUTE YCIOBHUS U TIO
JOCEralHus pes.

(2) U3panenure npoToKon 10 MyOJMKYBaHe Ha HH(pOpManusTa 1o wi. 23, ain. 5 ce u3MbIHIABAT 10
U3TUYaHE Ha TEXHUS CPOK.

§ 23. HapenOata BiM3a B cuila OT J€Hs Ha oOHapojaBaHeTo il B "/IbpxkaBeH BeCTHHK", ¢
m3kmoueHue Ha § 8, 9, § 10, 1. 2, § 12 u 21, xouTo Bim3at B cuia ot 1 sayapu 2020 r.

SAKJIFOYUTEJIHU PA3IIOPEJIBA
kbM Hapenbara 3a nombnaenue na Hapenba Ne 4
oT 2009 r. 3a ycnoBusTa U pea 3a MPeINHCBaHe
Y OTIyCKaHE Ha JICKapCTBEHU MPOTYKTH

(IIB, 6p. 90 oT 2019 1)

§ 2. HaBcskbae B Hapen0ara gymata "pemnyOinkaHckus" ce 3aMeHs ¢ "abpxKaBHUs".
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IMPEXO/IH1 1 3AKJIFOUUTEJIHU PA3IIOPE/IBA
kbM Hapenbara 3a nomeaaenue Ha Hapen6a Ne 4 ot 2009 r. 3a ycnoBusita
W peJia 3a IPeITMCBaHe B OTITYCKaHEe Ha JICKAPCTBEHH MPOTYKTH
(IB, 6p. 107 ot 2020 1., B cruta ot 18.12.2020 r.,
u3M., op. 37 ot 2021 r., B cmta ot 7.05.2021 1.)

§ 3. (M3m. — [IB, 6p. 37 oT 2021 1., B cuna ot 7.05.2021 r.) [Ipu ocurypeHu TeXHUYECKU U
OpraHU3allMOHHU YCIIOBUS 32 TOBa 0T MUHHMCTEPCTBOTO Ha 31paBeonazBaHeTo u H30K nunara no
9J1. 4 ¥ MPUTEKATEITUTE Ha pa3pelieHUe 32 ThProBUs Ha APEOHO C JICKAPCTBEHU MPOIYKTH Ca ITHKHU
Jla IPYUBENAT ACHHOCTTA CH I10 MPEINUCBAHE U OTIYCKaHE Ha ChOTBETHUTE JICKAPCTBEHHU MPOIAYKTH
caMo C €JICKTPOHHH IPEANHUCAHMS B ChOTBETCTBHE C M3UCKBAHMSITA Ha TJIaBa CceMa HE MO-KbCHO OT
1 ronm 2021 r., karo goTOoraBa ce M37aBaT U 00pabOTBAT M peLENTH Ha XapTHeH Hocuteld. He ce
JIOTTyCKa JIEKAPCTBEHUAT MPOYKT J1a ObJIe IPEANKCAH THOBPEMEHHO C €JICKTPOHHO MPEANMCAaHUE U
C pelienTa Ha XapTHUEeH HOCUTEI.

§ 4. (U3m. — [IB, 6p. 37 ot 2021 r., B cuna ot 7.05.2021 r.) U3znanenure no 31 maii 2021
. PEIENTH Ha XapTUEH HOCUTEN C€ M3MBJHSABAT IO JOCETallHUs pel A0 M3TUYaHe Ha CPOKa Ha
TAXHaTa BAJIMIHOCT.

§ 5. [Ipu Texymara akryanu3zanus no wi. 71, ain. 3 B paMKuTe Ha Mpolieca o U3rpakaHe
u BHeApsBaHe Ha ¢yHkimonanHoctute Ha H3UC ce pasriexxgar v cTaHOBHINATA CHOTBETHO Ha
bearapckus nekapcku cbio3, bbiarapckust 3p001ekapcku cbio3 v bearapckus ¢papManeBTHYEH ChIO3.

I[TPEXO/HA PA3IIOPEJBA
kbM HapenbOara 3a usmenenue Ha Hapen6a Ne 4 ot 2009 1. 3a
YCJIOBHSITA U pe/ia 3a MPEANUCBAaHE U OTIYCKaHE Ha JIGKAPCTBEHHU MPOYKTH
(B, 6p. 37 ot 2021 1., u3m., 6p. 47 ot 2021 1., B cua ot 4.06.2021 r.)

§ 3. (1) (U3m. — [IB, 6p. 47 ot 2021 r., B cuna ot 4.06.2021 r.) U3mageHuTe 10 BIM3aHE B
CHJIa Ha Ta3u HapeI[6a IMPOTOKOJIN OT Knuanynara oOHKOJIOrMYHA KOMHUCHS II0 XUMHOTCpAIIUA U 3a
JIEKapCTBEHO JICYEHHE 110 XeMAaTOJIOTHS C€ M3IIBJIHABAT JJO U3TUYaHE HAa CPOKA UM Ha BATHIHOCT.
(2) B cnyuante mo an. 1 pemenusta Ha OOmiaTa KITMHUYHA OHKOJIOTHYHA KOMHCHs 1 Ha KimnandHarta
KOMUCHSI TIO XeMaTOJIOTHsI He C€ MPEen3/1aBaT 10 HACThIIBaHE HA HEOOXOAMMOCT OT MPOMSHATA UM.

IMPEXO/IH1 1 3AKJIKOUUTEJIHU PA3IIOPE/IBU
kbM Hapenbara 3a usmenenue Ha Hapenbara 3a nonsinenne Ha Hapen6a Ne 4 ot 2009 r.
3a YCIIOBUSITA M PeJia 3a MPEANUCBAHEe U OTITYCKaHE HA JICKAPCTBEHU MPOIYKTH
(B, 6p. 37 ot 2021 r., B cuna ot 7.05.2021 1.)

§ 2. Uznanenute 10 BiIM3aHE B CUJia HA Hapeadara perentd Ha XapTHEH HOCHUTEN ce
W3MBIHSABAT MO AOCETAlTHUS Pe/l.

[MPEXO/IHU U 3AKJIFOYUTEJIHU PA3IIOPEIBA
kbM Hapenbara 3a usmenenue u gonbaHenre Ha Hapen6a Ne 4 ot 2009 r. 3a
YCJIOBHATA U peJia 3a MpeUCBaHe U OTIYCKaHe Ha JIEKAPCTBEHU MPOJIyKTH
(B, 6p. 53 o1 2022 1.)

§ 6. IMaparpad 4 Bnuza B cuna ot 1.11.2022 r. MUHHCTEPCTBOTO Ha 3/IpaBEOMA3BAHETO
Chb3JaBa TEXHUYCCKUTC YCIOBHUA 3a UBIIBJIHCHUC HA § 4B CpOKa 1m0 U3pCUCHUC ITBPBO.

I[MPEXOHHA N 3AKJIFOYUTEJIHAU PA3IIOPEBU
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kbM Hapenbara 3a usmenenue u qonbanenne Ha Hapen6a Ne 4 ot 2009 r. 3a
YCIIOBUSATA M pejia 3a NPEANMCBAaHE U OTIYCKaHEe Ha JIEKapCTBEHU MPOIYKTH
(IB, 6p. 51 ot 2023 1., B cuya ot 13.06.2023 1.,

u3Mm., op. 105 ot 2023 r., B cuma ot 19.12.2023 1.)

§ 13. Penenntute Ha XapTHEH HOCHUTEIN, W3Ja/IEHU A0 BIM3aHE B CHUJa Ha Hapendara, ce
ChbXpaHsIBaT U YHUIL0XKABAT 10 pea Ha OTMEHEeHus wi. 12, an. 1 u 2.

§ 14. Bropute ex3eMIUIIpH Ha peleNnTuTe, NMPHETH OT MarucThbp-hapmaneBTUTE 110
BJIM3aHE B CWJIa HA Hapendara, ce H3MpamaT Ha CHOTBETHUTE HHCIEKTOPU 1O HAPKOTHYHHTE
BeuiectBa B P31 no onuc Ha xapTueH U eneKkTpoHeH HocuTen B cpok 10 10 romm 2023 1.

§ 15. Bropute ex3eMIusipy OT peuentute no wi. 41, an. 4, u3naieHu 10 BIM3aHE B CHJIA
Ha HapejaOara, ce mpenasat ot antekute Ha P3OK B cpokoBete, onpenenenu B ckitoueHute ¢ P3OK
JIOTOBOPH.

§ 16. IIbpBUTE €K3EMIUIApU Ha PELENTUTE MO JAEHCTBAIIMsS MPEIX BJIM3aHE B CUJIa Ha
Hapenbata wi. 42, W3gaJeHH 10 BIM3aHE B CHJa Ha Hapendara, ce ChbXpaHsBaT MO peaa Ha
AeiicTBAIMS IPEAH BIM3aHEe B CHJIa Ha HapeaOaTa wi. 42, an. 1 u 2.

§ 17. (1) B cpok 1o jBa Mecena OT BIIM3aHE B CHJIa Ha Hapeadara Juiara mo wi. 5, ai. |
BpBINAT B choTBeTHaTa P3 mpetocTaBeHnTe MM CIICHIUATHH PEIENTYPHU OJIaHKHU, C U3KIIFOUCHUE Ha
ciyvauTte 1o § 18.
(2) (M3m. — B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) B cnydaute no § 18 cnenuanuute
penentypHuu OiaHku ce BpbiaT B cboTBeTHaTa P3U B cpok 10 30 anpun 2024 r.
(3) (M3m. — IB, Op. 105 ot 2023 r., B cruta ot 19.12.2023 1.) Jlo 31 maii 2024 r. crienuaHUTE
perentypuu OnaHku 1o an. 1 U 2 ce yHHIOXKaBaT OT KOMHCHS, OINpe/AeNieHa ChC 3aloBel] Ha
nupexropa Ha P3U.

§ 18. (U3m. — [IB, Op. 105 ot 2023 1., B cuia ot 19.12.2023 r.) Jlo UHTETpUPAHETO HA
copTyepHHATE MPOIYKTH/CHEIUATN3UPAHUTE MEAWIIMHCKU COPTYepH Ha anTEKWTE Ha JICUCOHHTE
3aBeJICHUS — W3MBJIHUTSIIM Ha OOJHWUYHA Tomonl, ¢ HarmuonamHaTta 3apaBHOMH(pOpPMAIMOHHA
CUCTEeMa, HO He MO-KbCHO OT | ampui 2024 r., 1ekapcTBEHUTE MPOAYKTH, ChABPIKAIA HAPKOTUYHU
BEIIECTBA, C€ MPENUCBAT U OTIYCKAT B TE3U JICUCOHH 3aBE/ICHUS M0 TOCETAIIHUS pejl.

§ 19. U3nanenute no pena Ha § 18 penenT Ha XapTUEH HOCUTEIN C€ ChbXPaHsBaT, OTYATAT
Y YHUIIOKaBaT 10 JOCEralllHus pexl.

§ 20. U3nanenuTe A0 BIM3aHETO B CHJIa HA HapeadaTa pelenTyd Ha XapTUEeH HOCUTEN ce
HU3I'BJIHABAT IO AOCCTallHUA PEa A0 U3TUYAHC Ha CPpOKa HAa TAXHATA BAJITMAHOCT.

IMPEXOJIHU 1 3AKJIFOUMTEJIHA PA3ITOPE/IBM1
kbM Hapenbara 3a usmenenue u gonbianenue Ha Hapenba Ne 4 ot 2009 r. 3a
yCIOBUSAITA U PE/Ia 3a MPEANUCBAaHEe U OTIYCKAaHE HA JIEKAPCTBEHU MPOTYKTH
(B, 6p. 85 o1 2023 1., B cmina ot 16.10.2023 1.,
nort., 6p. 105 ot 2023 r., B cuna ot 19.12.2023 1.)

§ 15. W3pganeHute 40 BIM3aHE B CHila Ha HapeL[6aTa PCLCIITU Ha XapTHUCH HOCUTCII CC
H3I'BJIHABAT IO AOCCTalllHUA PCI.

§ 15a. (Hos — JIB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) o 1 ampun 2024 .
JIEKapCTBEHUTE MPOIAYKTH, KiIacupuUIUpaHu BbB (GapmakojornyHa rpyna "AHTHOAKTepUaTHU
JICKapCTBCHHW MPOJIYKTH 3a CHUCTeMHa yrmoTpeba" ChITIaCHO aHATOMO-TEpPaleBTUIHO-XHMMHYHATA
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knacudukanus Ha CBeTOBHATa 37paBHA OPraHM3aLMs MOTaT Ja ce NpPEeANHCcBaT U Ha XapTHEH
HOCHTEIL.

§ 16. (1) TlpurexxarenuTe Ha paspelnieHHEe 3a ymoTpeda MPUBEKIAT 3aBapEHUTE KbM
BIIM3aHE B CHJIa Ha Ta3W Hapenda OMAaKOBKM Ha JIEKAPCTBEHUTE NPOAYKTH Mo wi. 15, am. 3 B
CBOTBETCTBUE C Wi. 168, an. 2 oT 3aKoHa 3a JICKapCTBEHUTE NPOJYKTH B XyMaHHATA MEIULIMHA U YJI.
68, an. 2 oT 3aKOHA 32 KOHTPOJI BbPXY HAPKOTUYHUTE BELIECTBA U IPEKYPCOPUTE B CPOK JI0 €HA
roJvHa OT BJIM3aHE B CHUJIA HA Ta3H Hapenoa.
(2) Ilputexarenure Ha paspelieHue 3a ymnoTpeda moaaBaT B V3MbiIHMTENHATa areHIUs I10
JIeKapcTBaTa 3asiBICHUE 110 peia Ha 3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIMLIMHA 32
MPOMsIHA B peXHMa Ha OTIyCKaHe Ha JIKApCTBEHUTE MPOAYKTH Io wi. 15, an. 3 B cpok 10 enHa
roJyHa OT BJIM3aHE B CUJIa HAa Ta3H Hapenoda.
(3) Cnen u3TMYaHe Ha Cpoka MO al. | JEKapCTBEHHUTE MPOAYKTH Mo wi. 15, am. 3, HA KOUTO
OIIaKOBKHUTE HE ca MPUBEJICHU B CbOTBETCTBHE C Wi. 168, ain. 2 oT 3akoHa 3a JIEKapCTBEHUTE MPOTYKTH
B XyMaHHaTa MEIUIIMHA U Wwi. 68, ai. 2 oT 3aKoHA 3a KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA U
MPEKypCcopuTe, HE MOTaT Jia Ce pa3lpOoCTpaHsIBaT U CE€ YHUIIIOXKABAT 110 pejia Ha HapeabaTa mo wi. 97
oT 3aKOHa 32 KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MIPEKYPCOPUTE.
(4) JIekapcTBeHHTE MPOIYKTH IO WI. 15, ait. 3 ce nmpeAnucBar no peja Ha Ta3u Hapeada OT BIM3aHETO
W B cuIa.

IMPEXO/JHU U 3AKJIKOYWUTEJIHU PA3IIOPEIBUA
kbM HapenbOata 3a usmenenue u nonbiHeHue Ha Hapen6a Ne 4 ot 2009 r. 3a

YCJIOBHSATA M PeJia 3a MPEIITUCBAHE U OTITYCKaHE Ha JIEKAPCTBEHHU MPOIYKTH
(B, 6p. 68 ot 2024 r., B cuna ot 1.09.2024 1.)

§ 5. Usnapenute A0 BiIM3aHe B CHJIa Ha Hapendara €JIEKTPOHHU IPEANUCAHUS CE
U3ITBJIHABAT 110 JOCETALIHUS Pell, B CPOKA UM Ha BaJIMJIHOCT.

IIpniaoxenne Ne 1

KbM 4. 4, an. 3

(M3m. - 1B, Op. 81 o1 2013 1.,
nor., 6p. 61 ot 2022 r.)

JlexapcTBeHH TPOAYKTH, KOUTO (PEIIMICPUTE U JCKAPCKUTE ACHCTEHTH HSAMAT
MPaBO Jia MPEANICBAT
(3arn. mon. — /IB, 6p. 61 ot 2022 1.)

1. AHTHapUTMUYHH JIEKAPCTBEHHU MPOTYKTH.

2. XOpMOHAJHM JIEKapCTBEHH MPOAYKTH Oe3 NpPOTUBO3a4YaThbUHU U
KOPTHKOCTEPOUIH 32 JIOKATHO PUIIOKEHUE.

3. AHTHHEOIJIaCTUYHU U KMYHOMOYJIUPAIIN JEKaPCTBEHU MTPOTYKTH.

4. IlcuXOoIUTHLIM U ICUXOAHAJIENITUIM 32 JIEYeHHE HAa XPOHUYHU 3200 IsIBaHUSI.
5. M3m. - [IB, O6p. 81 or 2013 r.) JlekapcTBeHH MPOAYKTH, CHABPIKALIU
HapKOTUYHU BEUIECTBA OT

npunokeHuss Ne 2 u 3 xpM un. 3, 1. 2 u 3 or Hapenbara 3a pema 3a
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KIacuuuupane Ha pacTeHUATA U
BEILECTBATA KATO HAPKOTUYHHU.

6. JlekapcTBeHM POAYKTH, BKIIOUECHH B Ipuiiokenue Ne 5 kpMm wi. 11, ain. 2.

Mpuiaoxenne Ne 2

KBM 4I1. 6, ai. 1

(Hom. — JIB, 6p. 105 ot 2023 1.,
B cmita ot 19.12.2023 1.)

Penentypna 6;1anka

3a
3a
MHOTOKpa
€IHOKpPATHO
THO
peanucBa
MIPE/IIICB
HE
aHe
MuHHCTEPCTBO Ha 3/IpaBEONa3BaHETO
MeauiuHcku CHEIHAIUCT (ume)
VIHTH/TITTK ..ttt ettt et e nneesnneenee s
(HaMMEHOBaHUE Ha JIEUeOHOTO 3aBEICHHE)
rp. (C.) aapec
MEIUIUHCKU CHEHUAIHNCT ....oveenereenneeeenneen
(moamwuc)
(meyar)
3a
(MMe Ha maIeHTa, Bb3pacT)
oT rp. (c.)
VI (06m1.)

(6pCMeHHa JKCHA, KbpMadKa, ACTC - MoAUCpTaBa CC HpI/IJ'IO)KI/IMOTO)
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IIpuaoxenne Ne 3

KBM 9I1. 6, aj. 2

(Otm. - 1B, 6p. 81 0T 2013 1.)
Ipuiaoxenne Ne 4a

KBbM 4i1. 9a, ai. 2

(HoBo - 1B, 6p. 15 o1 2014 1.,
B cuia ot 21.02.2014 1.)

HGI/I?;‘IepHaTeJICH CIIMCBK Ha CJIICMCHTUTC, KOUTO CC BKIIHOYBAT B PCLCITUTE,
KOHWTO II€ CC U3ITBJIHABAT B Apyra AbpiKaBa YJICHKA

Wnentuduxanus Ha naiueHTa

®amunHo(u) ume(Ha)

Cob6ctBeno(arn) wmme(Ha) (m3nmucaHo(W) W3IMIIO, T.6. HE CE€ pas3peliaBaT
WHUIIHAIIN )

Jara Ha paxnaHe

Wnentudukamnys Ha perenrara:

Jlata Ha u3naBaHe

Wnentudukanus Ha METUIUHCKUS CIEIHUAINCT, U3/1aJl pelenTara:

damunHo(1) uMe(Ha)

Cob6ctBeno(nn) wume(Ha) (u3mucaHo(u) H3IIO, T.. HE CE pa3periaBar
WHUIIHAIIN )

[Tpodecnonanna kBamupuKamus

JlaHHU 32 Tpsika Bpb3Ka (eNeKTPOHHA MOIIa U HOMep Ha TeseoH WiTh (akc, KaTo
ce

MOCOYH U KOJBT 32 MEXAYHAPOAHO U30UpPaHe)

CnyxebeH anpec (BKIIOYUTETHO HaWMMEHOBAaHHETO Ha CHOTBETHATa AbprKaBa
YIICHKA)

[Toanuc (monoxeH coOCTBEHOPHYHO WK IUGPOB B 3aBUCUMOCT OT HAUMHA Ha
W3/1aBaHe Ha MPEIUCAHUETO)

WnenTudukanys Ha IpeAnucaHus MPOAYKT, KOraTo TakaBa € HeoOXoauMma:
MexayHapoqHO ~ HENAaTeHTHO  HAaMMEHOBAaHWE WU dapmakomnenHo
HaNMEHOBaHHE Ha

JIEKapCTBEHOTO UM BEILIECTBO

THproBckoTO HAMMEHOBAHKE HA JIGKAPCTBEHUS MPOJIYKT B CIydauTe 1o 4i. 9a,
an. 4

JlexapcTBeHna ¢opma (TabaeTH, pa3TBOp U T.H.)

KonunuectBo

KonndecTBo Ha aKTHBHOTO BEIIECTBO 32 JI030Ba €MHAIIA

Jlo3upoBka.

Ipuiaoxenune Ne 5

KbM 4. 11, an. 2

(M3m. - 1B, Op. 81 o7 2013 1.,
oTM., Op. 85 o1 2023 1,

B cwita ot 16.10.2023 1.)
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IIpunoxenne Ne Sa
kM i, 21, am. 2 mun. 30a, aim. 1 u 2
(Hoso — /IB, 6p. 95 ot 2014 1.)

Haumenopanue Ha neuconoTo|JIEKAPCTBEH JTHMCT Nz |,[l,a'ra
SABEMSHHE OTIEJTEHUE:
Mume u Bw3pacT Ha naugnenTta | [lekapoTBed NpogykT, HANMEHOBAHNE, (OpPMa, CHTHATYpA Cyma
Cran Ierno M3 1
O[T KONHYECTED
2
3
4
5
6
7
5
49
10
11
Croson BCHMYKO
Havanuuk- Jlexyram nexap OrnycHan, mMar. dapm. (1mMe) ITpenan TMonysuun
OTIETCHHE (mnae) | | | | | | | | | | | {1me) (mne)
(Mme)
oo noonue|VIH nodnue nodnue nodnuc
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IIpnioxenue Ne 50
kbM . 30a, air. 5
(Hoso — /IB, 6p. 95 ot 2018 1.)

TEPAIIEBTUYEH ®UIII
10 MPOTOKOJI Ne
[Manument: Ume Ilpeznme @amumnus

Harta
Ha N3 No/ Branac
B3pacT:
paxn Allp Ne: P
aHe:
Pser 2.
(om): Teruno: Ten. moBbpXHOCT (MF):
K _
peat Otaenenue, IMe U KO Aara fatato. - Ha
WHHH! TepanusTa:
uks XuUMHOTepa-IeBTUYHA
71 Ne: cxema:
Konte
IIeT amep
3a
Ha
npuia Hate
Jlexa P HTa O06e | Bpem
raHe Kopuru
Ya p- . (Oanka | M e/
(iv, 405010203378 paHa
c ctee | Jlek Cr Peny CTBKI | Ha CKOp
sc, po, -yaJiHa HUHIIUBH
Hara Ha H apcT aH- KITUSI o, rotr | oct
- I A npon | - vEpa it} aosa Ha AT Hocw | Ganka | osu | 3a
NPT P Ka- P (mg/mc J03a
Hen/n 708 VKT — | BeHa THa o3a TEN PVC, 1 TIPHT
HU o- ¢ Tepr | o BHTap 03 of Ta B (mg/me uH)y3 | pa3 | aran
xKe OBSK Map HO, j IUMIU % o/ C:K ”FI“,BO e
0
HHTpA /IMU) IU/MI ’
HHE 0 COpHH | P (h/ml
Be- U/MU)
ume noeka, [ (ml) | /h)
3MKaI
€11acTo
Ho i MepHa
T.H.) P
nomMna
u Jp.)
Jama |1
: 2
Jlen
Mo ..
Hama |1
: 2
Jen
Lama |1
: 2
Jen
Hama |1
: 2
Jlen
Jama |1
: 2
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Jen

Jama |1

Jen
JlexyBam JEKAP: «..ovvenennanennnn. (moamuc) Ha3HaueHO Ha: ......cooviiiiiiiii e, (mara)
Nwme [Ipezume Oamunus
[Ipurotsun: mar.-papm./mom.-papm.  Mme IIpesnme QaMBITHS .......oveveenieiniieiiiiii e (momrmc)
IIpoBepun: mMar.-papM.  Vime [Ipe3rMe DaAMUIIHS «.....ouvuinititie it (moarmc)
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IIpuioxenune Ne 6

KbM i1, 24, an. 1

(M3wm. - 1B, Op. 68 oT 2014 1.,
B cuja ot 15.08.2014 1.)

PELIENTYPHA BJIAHKA - H30K

penermaNe[_| | | || v amera N2 [ 1 T ] T ] baetel 1
NpOTOKON NQD:D_D[ ]ar DWEE;*;D il

in s e e T _ILILU """""" DDE:

renaing r\-'eu TG IaHER -omep f.rr’qeﬁ TSRO LS
---------------- [ =TT T A !r!’.'."fl-lc'.‘-'l?x...."\'.!ﬁ'-'ﬂr:'f‘.hl]I:'E\mpﬂ.ﬂﬂiqwﬂ?dﬂw:u?mum

edirntivEn G 30 LENgtaHE
[ i 13 H i H .
e MR sl Wi peeen "J-'FJNU e TeTrT e o daitiesmal  ont FI0K

opHasaRCTE | gy, M*BD _______ L

TTT

FEHCOLHE ZAAECTIBaHE

| R, mes| | | L0

PEHELLIHO JAMECHE R
[ tan | ime

O M SEROpOITEeH MKB D'_D :”]

r'lf:'l'?(:ﬂy'ﬁfm Rp* J wl
SNSRNSE | SRS | ISR NSNS ; SIS

POHEEHIIHED HAABCIIBTHE

E aa : HE N
e— RN AR R AR

Nexap/nekap no
JIEHTANHA MEAMUMHA - - ooooo oo Bewuko :

i I -

I T i i i i i i o e e S s i o 0 e e e e iy e I

................................................. "‘" “""""““’” "-"b-‘”‘?‘"“

SRR ENEEEN RN EEEE NN AN NDNEDER
UdeHmHUARLHUGHER HOMED HO RalueHma Ko e Mg EMHARHY Ha natuenrmo

_l GpeaeiHa

Zpaiycenc Vi owen BRoR  Ewd e L] Emparauso
IEEERERRERDEDED ][ J]D[FTFEDHHWDD
UdEHmhUAR U UGHER HOMED Ha PO mEaR ) . Aol MneEg EMHATHY Ha rampudmsing
GTJ(HBR DDi H “ |DDI H EI_E riedar Ha 11071
Y anmekata sl
E,mm Dﬂﬂ """" o “ ey B M3-HIOK 15
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IIpuioxenne Ne 7

KBbM 1. 24, an. 1

(M3m. — 1B, 6p. 68 ot 2014 .,
B cuia ot 15.08.2014 1.)

PELLENTYPHA BNTAHKA - H30K OtpAsbK C Y PELIEMTYPHA BNAHKA - H30K OtpasbkB Y PELIENTYPHA BNAHKA - H30K Otpasbk A
pevenra Ne[_ LI JL 1L ] amecae [ LTI T psokNe[ ] ] 1 peyenraNel_ I I T[T anwesa e [ T T Jraoxne[ 1] | penerraNe[ [ I 11| amesave [ T J_J 1] raokNe[ ][]

sporwan eI I CICICD IO o

aporosontee|_|_ L L LI IO L e 1

aporsaaNe LT LI I I LI s

T R DDDDDDQQQQ g o L T EIDDDDDDEIDEI e oo B i DD]EIDDDDDD
oL LT s snnnnunnnf e LT
LUILL uuuu uuuuuuu s ;;;;';fg:ﬁ;‘gx i (LLICL UQLJLI uuuuuuu e mmm;, | CCDOL LT LI LT LT | | onee vt
reremaren [, w111 ! |oreremen [, w11 1] At N
oo, ST L 0000 ‘ R N0 N e PO
1 I L — e R L — g H =2 R L—
wogrlpy w0 | || el w0000 | [ | el wO0000] [
oo T % [ | I 1k |
e L. e e I L
vl w0000 | | |h|mmeele  wO0O0O] | | |A[=me=fe w0000 [
oo | Voo, T J N RN NN N PO
soi=E R L — A IS R — | o -
ermeres I e T [ ] e (T | [P T s ] I
Jlexap/nexap no | Jlexap/nexap no | TNexap/nexap no
JIeHTaNnHa MeuumMHa i T e : JEHTanHa MeiluHa Bonwo : : JIeHTanHa MeJInLHHA i Bamxo:
Hﬂufll]ﬂﬂmﬂwﬂmﬂljﬂuﬂﬂﬂﬂﬂﬂﬂﬂﬂ L LI H \I H H I| || H H I\ || I\ HEREREEN ﬂﬂﬂﬂﬂﬂﬂ@gggﬂmﬂﬂﬂﬂﬂﬂﬂﬂ L
NALMEHT: a: ” e e ! rlauueur i @D | |naument: — m
aApec: BAGK ~ Ei00” emax an. : ApeC “padfeic oK " W00 EmaN G : 4ApeC PEERT RaNEp ~BROK  &A00 BN GIL
O T T T Jowmarmens omaare e 5 OO OO T Jenstmenrs G o | OO 00 e Oltpewena Cropuaca
L I\ I| H || H | H || H II \I \I oo o0 HIREEENENEENENRRREEEEN HEENERERRENNNEEEEEDE \[IEM
DEII%MDHQQQDDD nonym e —r DDQ%QGEOIHQDDDD T N 3 DDQI;EEQQDD [ — et 5
o ™ 'DDDDuuuu A B
it/ ’_”—”_”—”_Iml_lf—u_lm — BnM!-HSDKEAx DTMCHMHHHHHHHHHH En Mwaoks.\x OTJCHBHDDDDDDDDDD 'x"su.m-ﬂsoksn
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IIpuioxenne Ne 8

KbM 4. 24, ann. 1 (U3m. — 1B, 6p. 68 ot 2014 1., B cruta ot 15.08.2014 1., Op. 68 o1 2019 1., B cuna

or 1.01.2020 r.)

AT LI L] LI L LI [ [ [ ][]

FI0K b adpasespaaod  ECH {AIHY] va nagmewra e WO A AT JR R

HEEEEEEEEEEEEEEEEE LIT T T T TTTT]

VALAHTHEMRBLAEHEN FoaD VIAH 3 NeFAA-CNBLMAneT
JE™ (MGE] namnapam,qauel E . I i I E I

CecH [ rpesnesin sia EC (sn ne aByeTpate chaneaf) ey

B P o) R UMETTHOET {1mas W e HE NEsapE]
N, NIESANE 1 (DEMMIMA N0 TIHE KBRTE

e

Oe
NMPOTOKON 3A NPEONWCEBAHE HA NEKAPCTEA, ZAMMNALLUAHW OT H30K/P30K Ne.

Mpegn Ha pPTHE WM cT o I Ha zab T

[ata Ha 38
Ne e | L L L0 ] B

KNUHWYHA OWATHO3A MKE mm

YTOYHEHA TEPANMWA (Bug, cxema v cpok Ha NeveHre)
Hop HIOK

T Bl Hill MERERET

BT T L T O U TP PO

MBCHYHE Q030 ooursssmmanirnmansrmmnassvernnavvmnans vossassvwnas 38 SRR OTacisiciinniiinnnsnsiinn I HMaciicsiiunsinss 1smiiinaiisnssssss ian tanns tams Linmts sabs a5 0aas tamatismstsnmnions s sns aaas iasassnstians

LTS T —
. "'"irburubcw HAHMIHOBAMUE HA APOAYETa; ACKARGTROHA (DR, KOAWLESTED KA NREARSTROHOTD BrlecTan, Bpod B naHa oRaoBka)
TIHEBHAMCEIMMEHE TIOBET |t £ oo ot e oo ma s Smm e S e emm e fmoman o emmmetomaan fomomaassemeesiiaas

L= 1= I [x = OO POUPUOPPOPRIY- - | = « ]|+ OUUOORRRON I et ece et om s ee et n e e £ £ e i et et et e e

MNpencenaTen Ha SHEMBITHA BOMACHAL L i s TP PR PR
Jnoanne u newar va nmﬁt—mnuuswu:j [anke H neren il 4]

NekyBaly MEKap! ...

PELWEHWE HA KOMWCHA 3A EKCNEPTUZA KM LY HA H3OK/P30K Nn| ‘Aﬂﬁi | | | | ||| {

Komucun Ne, zaceganue Ne, 33 CPOK:

YTOYHEHA TEPANMWA (mih. Cxema v Cpok Ha Nederie)

Ko HIOK
(TEProBCKD HEWAMEHOESHWS HA NPOAYETA; NEKEPCTEEHS [DOPMAE, KONWYECTED HE NOKEPCTEEHOTO BELUECTEO, ﬁpﬂ"l B 8[HE ONBsdaKE)

T g T s PO

_MECEYHA 033
Hop HIOK

(ThproBCk: HEHRAEHAEAHIE HA NPAAYNTA; NEKAPETREHE GRS, KONUIECTES KE NEKERCTESHOTE BRLECTRO, BPOA B BOHE nnamawé;

T L T T PP PRN
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MECEMHA JOTEE oo oo e

Kog H3OK I 7 i --

OB KoNWHECTE0 38 CPOKS Ha ASRCTEME HA MPOTORSMAS . ............

Nanwnes ce of PI0K

Banugex Banuaex
ot l | L] 3a 6poit am Ao | | ol

A80. Komucua Mo - HosegbT chBNAA ¢ HaMepa Ha PI0K; 3a LY Ha H3O0K HomephT & “30°

CTAHOBMULD. «..covvras e sas e e i msb amsians e st s s s i

MpEncenaTEN HE KOMMCHERD .. \oreei oo sy resenrees R 1 = T = = O U O
{neanne M NesT va HIOKPIOK) {nexanuc)
BEHLIEH BECIEDT 0 i

(shamnus 1 nanec)
dapapxa of PI0K Apw nony4axo peletide ot HIOK:

Mpegcenaten Ma komucus & PI0OK:

YIAH Ha MBMHCTHD PapaiBUsaTs

OTNYCHATO: xon H3OK |

OTNYCHATO: xop H3OK | R P vt OrnycHan:
jﬂ ToprGasrd HAHMAHIBAHHE HE ARGTHTE. NAERETEAHS D, BRI TR HE fa WH&T@ B LESE TS E@ mﬁnama] mw“mwrua AnTEzaTAl

I
OTNYCHATO: xop H30K E“WT ..... l ..... I ...... f IIIII ] WEVITEFILEWTIT:ITIV[F
| E
|

ANTEKA i s s e per Me, 8 POK | | P

|

B EEE

OTNYCHATO: xon H3OK |

| | | YIH & WarmcThp hapsiaieeta
OTNYCHATO: xoa HIOK { IIIII J _____ L_J wwwww L ]
| | |

OTNYCHATO: xon HIOK | Ornycran:

HONMEROBIHHE HA N EHT M3, KOMTIECTEO B e HOTO BE 6 -] AONaxomED IO W EYT M anTesaTa,

BAITEKA i i iiiiiieiiin s e pare No. s P30OK | | | |

| I‘I|§|I

OTNYCHATO: xenHaok | [ |

e

¥VH Ha MAarMCTRp (apMauseTa

OTNYCHATO: xonH30K | | |

|
|
OTNYCHATO: xoa H30K [
AHE

| oTnychHan;
(K1, ThFOREKD HAKMGHORZNHE HA NPOMWTE: NAKRHCTRR

WNB FONW-ECTRY HE NRBRCTRAHETO BALSCTE, E'Pﬂ HWOHBWBJ DN 14 THHAT HA ANTEEATA)

BITTEKR .. o iniisiossisissmsssrsssbns vemeionns imisnsnisasnsanomsainsniraners - [4EF,: NG, 8 PEOK | | | |

| I‘I|?|I

[ATA W aThy ek

OTNYCHATO: sonH3OK | |

¥UTH b8 MAMCT L] (FApMBLEETS

Ll
omycHATo: kanH30K | [ [ [l | i
T

OTNYCHATO: wonH3OK | | Ornychan:

W0, THETCREKD HANKESORAHWE HA NPOIVKTE. T EARCTBEHS SOpNa. KIMsecTss Ha NEEPCTERHGETO BrecTSo, Gpod b Bm-E onakos:s [THALIAG 1 DEYHT 48 BNTEEaTa)
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OTAY¥CH

per. No. s PI0K | E | E | E

ATO: xonH30K | | |

|T’|"’ 1T

OTNYCH

OTNYCHATO: vonH3OK | | |
(o, TegraRsa HR MpaIPTE, NRHADETRGHE OPNE, SINV-HETRD Ha NGKEDHCTRAKETE ARUSHETRY, Bpaf B GyHE on

ATO: wopH3OK | | |

................

¥HH HA MArHCTL DADWALEETA

Ornyesan:

{NEANAC W NAYAT HA BNTAKSTA)

OTMYCHATO: kopH30K | |

pwsrsoc | | | | | |

L1 1

TR Ha OTTCEaHS
HNEEEEEN

|
OTNYCHATO: won H3OK | | |
|

OTNYCHATO: kon HIOK | |
T HEMRSEHTBAHNE HA 1) T8, NERANETBEHS mruomuwruwru mym:_rh Epuﬁ B BIHA GBS

OTMYCHATO: o H30K |

|
OTNYCHATO: kop H3OK | ........ [ ..... J

e a0 [ [ [ f [ f

¥ H M8 marec e epsBaEeera

Ornyesan:

{IOSMHG W EYAT HA SNTerATa

TP

* T
Ll

|
OTMYCHATO: ken HIOK | | | ] | |

ﬂ'lllna MWArHCTLR EapM et

OrnycHan:

o ANBGTHC W NEAT WA arToKATa)

OTNYCHATO: ko HIOK |

OTIYCHATO: wopHaok | | | | | |
TR, TRETERCHa HB NECUIWTE, NERAMTRAHS OpMGE, SENASETRE HE NOKADCTRARGTY REUGRETR, GROR B BIHE LD

mIIE

TITTTTITT

H -8 uﬁmmpﬂ ALERTR

Ornyesan:

MGG W NEYAT HB BRTAKSTA]

vecteopook | | | | | |

OTAYCHATO: konH30K | | | | | HEREEREE
¥HH a8 MArHsTRE GApWALSETY
OTAYCHATO: rogH3oK | | | [ ]
OTNYCHATO: konH30K | | | I Ormnycuan:
T HAMMSSHOBAHLES HE AL- Wl THEHS , BOFETSCT B Ha ne THEHGTD TH, B ERe el sﬂmmﬂ NEYAT HA ANTEEATE

OTAYCHATO: kog HAOK

worworox | | | ]|

i
b

1 |y
T “|'“"|1"“F“|'

OTAY¥CHATO: rop HIOK

| | ..
OTAOYCHATO: kop HIOK [ T - I T 1 ]
[kag, TeproRoRD #l |

H
T |_wmmmmmm_

HR NPORYTR; NEHAPCTRCHA opia, SOMHYSCTRE 12 NEEIDCTREHOTE BRYECTRO, wn CrEsOR )

iml-l i WATHETLE Mu:mn

Onycsan:

ANCEAD M NRYAT HA ANTEKATA]

per. Ne, 8 P30K | E | t | E

TR

OTMYCHATO: ropH3OK | | |
OTAYCHATO: wonHaok | [ |
|

OTMYCHATO: kopH30K | | i
Rl TROrOBCka HaReHORAH HA NpO0Ta; NekapcTe

[
S
T ]

o, SOMAHEETRO HA NBKSPETRAHOTD BAlCTB, Bpof B e onasonrs)

YHH Ha MATHETLE mualma

Ornyesan:

{NENwG: W Ne4aT HE anTekaTa)

ANTEKA

OTNYCHATO: ronH3ok | | | | | | ..

......................... PRSP 1 g -0 : o< o 4

AETE HA DTG

OTNYCHATO: ko H3OK |LJM]WJ

OTNYCHATO: kon H3OK | | | ] | |..

¥ilH Ha marscThp dopuagsera

CirnycHan:

... \NCEEWE M nesaT na anTekara)
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IIpunoxenne Ne 8a

kbM wi. 30a, an. 1 (Hogo - JIB, 6p. 81 ot 2013 r., u3m., 6p. 68 ot 2014 1., B cmma ot 15.08.2014 r.,

OTM., 6p. 95 oT 2014 1.)

Ipunoxenne Ne 80
kbM Wi 301, an. 3 u 5 (Hoso - JIB, O6p. 81 ot 2013 1., u3m., 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., 6p. 95 ot 2018 1., Op. 37 oT 2021 1.)

MEEEHO SABEEHHE LI IET T T T T T T 1]

Mpuigss padnH  DECVCTRAUMDHEH HOWSD Fa neusfHOTD JmEnsHE

MM HE NeylHIT SasareHs

NPOTOKON OT KNWHWYHA OHKOJNOrM4YHA KOMMUCUA NO XUMWOTEPANKA
) [ tpata: ([ [T TTT]

Ha oWkonoru4Hara koMWcha no XuMMoTepanuA Kbwm nevefHoTo 3asefewne ce pasmega v ofckaw npunoxeara
MeAMLMHCKE [oKyMEHTaLWA
W PEWWEHME HA OBLUA KNHHWYHA OHKONOTMYHA KOMHUCUA N2, .. daara: (T TTT]

B NEUYBTHO BABBIEHME ......voovecveiiiriie e ia et ettt et ettt st bes et et et e scmin I | || I | | I I | | I

ATpaEaH AR PelECTRALMGHEH HobeRD B et BeoTo Sa0sdeHs

I'IAIIHEHI'| J | I | | I | | | I | | J|:| [Jerd ik [ ciH [ rpasnasan va EC (s ne aaycTps-es cnofoging

WpaniH paion ETH |MHM) 43 Sedipsa Mon mwhe

L*II||II||II||II||II|||||nm.W.mu.al|u||.|||||

e Lpone oD 8 ALUENTS LTI T

JMATHOTE: vt MR8 1011

naranauuarnazal I II I il I I I |
PPRAUBUIMPEHE FAPHOBEAD ... ocvesosoesoassssseesmssssamss s st 0808508880488 5085888515112 5488 5508820100

KHCTONOrWYEH peIynTaT: . crrrrrrTrTeD e LI

np-e,qumnuu, nmo:m:nmmn H MEHETHYHA Mapnpﬂ [na Houeuma‘rypa}:

13 Mme maprep [#-)
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PBET (EM) .orreiera Terno (kr)

NpUAPYABAWN JABOMABEHMA . ...

Uenesa cTofsocT AUC: .............

PELUEHHWE:
Lle ce NpoREE MEKAPCTREHO MEUBHME MO EXBMAT ..o oo o\ ooeioeoeeo e oeeeeeeoece oo oeeeeooa oo eceeoees oAb oot oo e oS8 em8 ALt b Lottt oottt mre e
Tun Tepanms:
[ meamoeamHa [ agmsaxtHa [ nevedua
Nevebina TepannA (nanwatiena): [ nepea nvkvs [ 8Topa NMHMa CJtpata AuHna [ 4etenpra nuMua [ nepeaxa AuHwa
[ svmuatepanua
ATG MexmyrapagHo [lewopn Mt ma Cranpapria WroueMzyansa nos Hoaa 3a uirsn Ofia posa = NpaToKENA
HEMATEHTHD NpKSIaraHe Aozal (mg/meg IUMIUMUY | (mgmeg TUMILMUY | (mg'meg TUMIUMLTY
HanMencaaHpe (INN [ v, 52, pa, LEnesa
WiTpaKaRMTapKD, | CTORMDCT
FHTPIBS3HEANHDT AU
WTH.)
[ xopmoroTepanua
ATC MexmyHapagHo DNenimw (TaHOAPTHE 033 WHamenayanka aosa [oza 33 uwsn Ofwa po3a 33
HEMATEHTHO fr T i T e 7 i T
{mg/meg TUMITTMIT {rog/mie g TUYMIL ML npaTakona
saumencaanpe (NN {mpmep TUMIUMLTY
[] rapreTha
ATC MexmyrapagHo DNewiw CTRHOAPTHE Q033 WHamerayanta gosa [oza 33 wesn Ofwa fo3a 3a
HEMATEHTHO iy AT T Il T ;" T P 1
(mgmeg TUMITLMLT (g mie g TUMIL ML npaTokong
HauMeHoaaHme (NN {mmeg/ IUMILAMUY
[ vmyroTepanua
ATC Mexmyiapamin Henione CTaHgapTHa goia WHomewayanka aosa Ooza 33 Lpasn Ofwa po3a 33
HEMATEHTHO - " - " 1 . T
(g me g TU/MITUVMILT L me g TUURMTU LT npoTokona
HAHMEHCBEHIE ([N {mg/meg/ TUMILMLY
BPOA UMENK (NOBTOPEHMA): D COueHka cheg UWKsn Ne .......
WuTepean: Bpoi gHM: D
CuMbLTCTEAWA TEPANUA:
[ ecrecmogynatopia
ATC MewgyHapoaHe HanaTeHTHE HavMeHosanre [INN/ [Ooaa (eHoKpaTHa) Ofwa poaa 3a npoTokona
(g meg TUMIL ALY
[] konoHMoCTUMyNMpaELULW hakTopM
ATC MEmOyHAPOOHD HENATEHTHD HaMMEHOBaHKE (IMNN/ DNoza (AHOKpaTHE) Ofwa ao3a 23 npatokana
L me TUMILMLT
[] xopTHrOCcTRPOMOM
ATC MeEmayHapOOHT HENFTEHTHD HakMeHoRaHWE (IMNN/ loza (2gHokpaTHa) Qfula aosa 33 npaTokona

{m/meg TUMILMIT

OueHKa Ha TEPanNEBTHYHWA OTTOBOR:
[ vauanko nevenne

[ nunes etroecp

[] 4actusma peumcun

[[] erafvnya Bonect MW cTaumoHupade (Be3 pemucun, Ho Bea nporpecHs)
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[ nporpecus Ha GonecTTa
[[] peunome
[[] HEROHOCHMOST K NPUNATAHOTE NEYEHIE

[ npenana [ npepem+apans
MpoToKOMLT & BaNWAeH 0o 180 QHK, CYUTAHO OT HAHANOTO HA NEYEHWETO MO CXEMaTA.
OHKONOMMYHA KOMHCKHA No XHMHOTERANMUA:
L MANHOCT ¥WH ma nekap Wmera ma nexap, nognuc

Unenope:

MaUMERTST (POORTENAT/HICTORHAKET) C8 NOONKCES NPH NONYYABEIHE Ha NPCTOKINA
MalgEHT {pamuTanKaCToRRME)
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IIpuioxenne Ne 8B

kbM wi. 30r, an. 4 u 5 (Hoso — JIB, 6p. 95 or 2014 r., usm., 6p. 95 ot 2018 r., 6p. 37 oT 2021 1.)

NEYEEHD JABENEHWE | | [ ] | [ | | | l |

HPEHEH PIRIH  PRMCTROLHGHES HOMED HE NewolHofo JabafarHe

WUl M3 feusfeiatn

NMPOTOKON 3A NEKAPCTBEHO NEYEHWE NO XEMATONOMAA
KuMm Pewenue No. .....oooervveeeee F@@TA L | L | L | | | |wa Knuununa komucus no xemaronorus

HDMI‘ICHH, HasHaveHa cbe da noesen Me....... anpefena cneaHoTo NeKapcTeEHD NeYeHHe Ha fiasara Ha BaeTOTO peLeH1e

NpPM NaUMeHTa.

MNALMEHRT CJemm []nHY [ CCH [ rpasaasan ks EC (wnw no aeycTpakum cnorogfe]
(] L] LT LTI T [

. mpasen peted  ETH (TIHA) i nasssna it e

[ TTTTTTTTTTTT] [T sevasepamsee (O]

s T L DHE H HOMEEE =3 1M RHTE K0S HE Sefecasd

s, npeme ks
201 [T [R— Tarno (k) oo TenecHa NOBELRXHOCT (KB M) vonereransrirns
T OSSOSO ||| =% | ED:H:‘:I

NpaKkTHEEH MAPKED (KbAETO & NPUNOXUMO), (N0 HOMEHKNATYPa):

Mo Awme maprep | [#1=)

MpH NEYEHUE T3 XHMHOTEPANHAMPMLENHE TEPANUAMMYHOTEPANMA/PACTERHM HAKTOPM CHMITOMATHYHO NEYEHHE:

Mg Ha Tepamin; [ nbpea nurms [l etopa nmHma [I rpeva nunwa Cuetenpra nuHms [[Ineta w cnensawa nusus

CXBME (HAMMBHEBIHMBY ..o i e ienas14hais s m1 4 aba 4801 amd 44001 b4 Lo b 00241284 004 830151 AR 1 b D LA e e bbb

Tun ATC MENIYHARGAHD HENATEHTHD DerinHu Craunapmua MHOuamgyanHa noza Ooaa a3 upksn Ofwa posa
TEpanus Hassimenme NN Ao g megIUMIUALY | (mpmeg UMILAMUT | (mglmeg TUMILMUY

Epoi UMKNH (NOBTOPEMHA): D OueHEa cneg WiKsn Ne ...
MpoTokonsT & BanuaeH Ao 180 AxM, CHRTIHO OT HAYANOTO KA NEYEHWETO NO CXEMATA.
KomucHs B cbeTas:
cRegHAnNGET ¥WH i nexap MM ka3 nekap, nogaRe
mepcenaren: | ] [T T T T T TTTT]
Ynetone:

TMEUMEHTET [POOMTENATIHACTIAHWILT) C2 NOATMCEA NPW NOMYEABANS HE NPITOHORA
TTEUMBHT. (AT RIS BETEHME] . ca1ucnimssemss s i s s i s

(mapnme)
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IIpuioxenne Ne 8r

kbM wi. 304, am. 1

(Hogo - JIB, 6p. 81 or 2013 1.,

u3Mm., op. 68 or 2014 r.,

B cmta oT 15.08.2014 r.,

npeauiHo npuioxenue Ne 8, 6p. 95 ot 2014 r.)

Penentypna Omanka Ne ..o,
3a JIKapCTBEHU MPOAYKTH, 3arutamanu ot H30K

HaumenoBanue Ha 1eueOHOTO 3aBeaeHne — Per. Ne

JIeKap (MME) ..oocvvveeeieeeeiieeeiee e

YHUH Ha nekaps ................. Hara: ..........
3abonsBane rpyna Ne ................ o npuit. Ne 1
ITpoToKOT Ne ....covviiiiinnnnne Hara: ......
Rp.
1
2
3
Jlekap:
(moamuc u nevar)
[Tatment:
El'H:
Hom. agpec:
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I'p. (c.)

OrnycHain:
Mar. papm. YUH:

(moamuc v mevar)

[Tomyun:

Jlara:
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IIpuaoxenne Ne 81

kbM 1. 50, an. 4

(Hoso — JIB, 6p. 95 o 2018 1.)

Kypnan 3a pa3TBapsiHe Ha JICKApPCTBCHH POIYKTH 3a JICUCHUE Ha
OHKOJIOTHYHH/OHKOXEMAaTOJIOTHYHHU 3a00JISIBAHUS
K
0
H-
q
ec Oc
Bbpo
Jle | 8 ﬁp Ta | C
kKa | o T | po
OTB
JI pc | ax | Unan ope K K Ia I
I T- | T | BHOya P (m|uwa [H |H |IT |[II II B| II Jle
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a Ha ¢hma eH ne Maig
i} Yac Ha | H B | mosa m | ou | ur | ur | we | me ue A ue | or | Ba
npu KOH T HT €BT
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roT H 3a (B (T H3T
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7 r s | IUM Moc))H))E)T)))) p
BAH T
Ne m o | U IU | ta
e Ha
Me | B o3 / b
) 3 ;[Ta M | ka
B U)
i)
bt
ax
0
1
06
i
0
3a
na
Ta
2
06
11
0
3a
na
Ta

45



06

o

3a
Ja
Ta

46



IIpnioxenne Ne 8e

kbM . 50, an. 5 (Hoso — /1B, 6p. 95 o1 2018 1.)

TMaptunex Hewusnonspaem Ilena Ha
Jlexapctse JlekapcTBe Kon-Bo .
N | flara | # m clate | s o . Jlek. Ne Ha | ocTaThk 3a jeHs | st CroitHoCT Ha
- (15 Folf]ik) (INNF;O)IYK 5 ’ ¢dopma | mpousBox (mg/meg/IU/MIU/ ¢maxon/am ocTaThKa (JIB.)
pr. e © uTenst MU) 1. (y1B.)

1.

2.

3.

pnioxenune Ne 9
KbM i1, 53, an. 1

(U3zwm. - JIB, 6p. 81 ot 2013 ., oT™., Op. 51 oT 2023 1., B cruta ot 13.06.2023 1.)

IIpuioxenne Ne 10

kbM w1 54 (M3m. - [IB, 6p. 81 ot 2013 1., oT™., Op. 51 oT 2023 1., B cmuta ot 13.06.2023 1.)

IIpunoxenne Ne 11

KbM 4. 56 (O1M™m. - 1B, 6p. 94 o1 2011 1.)
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