HAPEJIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A
HPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU IPOAYKTH

H30adena om munucmvpa Ha 30paseona3ganemo

Oo6n. /IB. 6p.21 om 20 mapm 2009e2., usm. /IB. 6p.91 om 17 noemepu 2009e., usm. /{B. 6p.94 om
29 noemspu 2011e2., uzm. /[B. 6p.2 om 6 auyapu 2012e., uzm. u oon. /[B. 6p.81 om 17 cenmemspu 2013e.,
usm. J[B. op.104 om 3 oexemspu 20132., usm. u oon. /IB. 6p.15 om 21 peepyapu 2014e., usm. u don. /[B.
op.68 om 15 aseycm 2014e., uszm. u oon. /IB. 6p.95 om 18 noemepu 2014e., usm. /[B. 6p.91 om 18 noemspu
2016e., usm. u oon. /IB. 6p.95 om 16 noemspu 2018e., usm. u oon. /[B. 6p.68 om 27 aseycm 20192., oon. /{B.
op.90 om 15 noemepu 2019e., usm. /[B. 6p.91 om 23 okmomepu 2020e., oon. /[B. 6p.107 om 18 oexemepu
2020e., usm. /[B. 6p.37 om 7 mait 20212., oon. /[B. 6p.47 om 4 wnu 20212., usm. /IB. 6p.94 om 12 noemepu
2021e2., usm. u oon. /[B. 6p.53 om 8 woau 20222., don. /IB. 6p.61 om 2 agcycm 20222., usm. /[B. 6p.85 om 25
oxmomepu 20222., usm. u oon. /[B. 6p.51 om 13 wonu 2023e., usm. u oon. JB. 6p.85 om 10 okmomepu 202 3e.
, usm. u oon. /[B. 6p.105 om 19 oexemepu 20232., usm. u oon. /{B. 6p.68 om 13 ageycm 2024e., usm. /IB.
op.112 om 19 oexemepu 20252.

I'naBa nbpBa.
ObIIH ITOJOKEHUSA

Ui 1. C ta3u Hapenda ce ompeessT:

1. (mom. - JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 1.) MEAUIMHCKUATE CHEITUATMCTH, KOUTO
MoraT Jla U34aBaT pPeLenTH, peabT 3a MPEeINHCBaHe Ha JIEKAPCTBEHU MPOJYKTH, CPOKBT 38 U3IBIHEHHUETO,
CIIy4auTe U pebT, IPU KOUTO MAarucThbp-PpapMaleBT U3ITBIHIBA UM MOXKE /1a OTKaXXKE J1a U3I'bJIHU JIEKApCKO
MpeIIuCcCaHue;

2. ycnoBUSTa U PEIbT, O KOUTO OBIArapCKU TPaKIaHU M UYyXAM TIPa)XJaHU, MOCTOSIHHO U
BpEMEHHO IpeOuBaBall B CTpaHaTa W IbTyBallu U3BbH PemybOnuka beiarapus, Moratr ga HOCAT WU Ja
M3HACHT JICKApCTBEHU MIPOAYKTH, IIPEeTHA3HAUCHH 32 JICYCHUETO UM;

3. KoJHMuecTBaTa JIEKApCTBEHU MPOAYKTH, MpEIHa3HAYEHU camo 3a JIEYEHHETO Ha TPAH3UTHO
IpPEMUHABAIlld M BPEMEHHO NpeOMBaBallM Ha TEPUTOPHITAa Ha CTpaHara JIMIA, KOUTO T€ MOrar Ja
MIPUTEKABAT;

4. (moBa - JIB, Op. 15 ot 2014 r.) ycioBusaTa W peabT 3a NMPU3HABAHETO W M3IBIHEHUETO Ha
PELENTH, U3aICHU B IpyTa JbpKaBa 4ICHKA,

5. (m3m. - ]IB, 6p. 81 ot 2013 r., mpeaumna T. 4 - JIB, 6p. 15 ot 2014 r.) pensT 3a npennucBaHe
HAa JIEKapCTBEHU MPOAYKTH, ChABPKAIN HAPKOTUYHM BEIECTBA OT NPHIoKeHUI Ne 2 1 3 kpM uit. 3, 7.2 u 3
ot Hapenbara 3a pena 3a winacuduuupaHe Ha pacTEeHHUSITa U BEIIeCTBaTa KaTO HApPKOTUYHH, MPHETA C
ITocranosnenue Ne 293 na Munucrepckus cbet ot 2011 r. (1B, 6p. 87 oT 2011 1.);

6. (mpenumua 1. 5, u3m. - JIB, 6p. 15 ot 2014 r., ot™m. - IB, Op. 51 ot 2023 1., B cwiia oT
13.06.2023 r.)

7. (voBa - /IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) ycnoBusTa, peAbT U NPUHIMIIUTE, 110
KOHUTO C€ MPEANNUCBAT JIEKAPCTBEHH MPOAYKTH ChOOPa3HO TSAXHATa pa3XxoaHa e(peKTUBHOCT MO0 CMHUCHIIA Ha §
1, T. 28 OT HOMBIHUTEIHUTE pa3nmope0n Ha 3aKoHa 3a 3paBHOTO ocurypsiane (330).

Ui 2. PexxuMbT Ha NPEANUCBAaHE HA JICKAPCTBEHUTE MPOIYKTH € ONPE/ICIICH B PA3PEIICHUETO 32
ynotpeba Ha JIEKapCTBEHUS MPOIYKT.
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U 3. Pa3pemennre 3a ynorpeda v perucTpupaHuTe JICKapCTBEHU MPOYKTH HA TEPUTOPHUATA HA
Penmy6nuka brarapust ce 00sBsIBAT Ha MHTEPHET CTpaHuIaTa Ha V3mbIHUTETHATA areHIHs 110 JIeKapCcTBaTa.

I'naBa BTOpA.
ME/JUIUHCKHA COEHNUAJTINUCTUA, KOUTO MOT' AT JA U3JABAT PELEIITU

Yn. 4. (1) [IpaBo aa mpeanucBar paspenieHy 3a ynorpeda B cTpaHara JeKapCTBeHU NMPOAYKTU U
Ja W3/aBaT pEUENTH HMaT JIeKapHu/JIeKaph 10 JCHTallHA MEIWIMHA, YIPaKHSBAIIH MEIUIIMHCKATA
npodecus.

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

(3) (Hom. - JIB, 6p. 61 or 2022 r.) denmmepure u JICKAPCKUTE aCHUCTCHTH MMAT IPaBO Ja
NPEINHUCBAT pa3pelieHn 3a ynorpeba B CTpaHaTa JIGKAPCTBEHHM MPOAYKTH W Ja H3JaBaT PELENTH, C
M3KIJIIOUEHHUE Ha Te3U OT mpuiiokeHre Ne 1, camo mpu CKIIIOYEH JI0TOBOP ¢ JiedueOHO 3aBe/ieHue 1o 4. 2, all.
1, 1. 1 oT 3akoHa 3a JIeueOHHUTE 3aBCACHUS.

(4) (Hosa - JIB, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Berepunapaure jgexkapu mMorat aa
MPEUCBaT pa3pelieHn 3a ymoTrpeba B CTpaHaTa JIEKapCTBEHM MPOAYKTH 3a XyMaHHa ymoTpeba U na
W3/1aBaT €JICKTPOHHH MPEANUCAHNS €IUHCTBEHO MPHU MPUJIATAHETO Ha JICUCHUE MO pena Ha wi. 322, an. 1, T.
2u4wnun 323, an. 1, 1. 2 u 4 ot 3akoHa 3a BeTepuHaApHOMeIUIIMHCKaTa aeiHocT (3BM]I), ¢ u3kimoueHue
HA JICKAPCTBEHU MPOAYKTHU, ChIBPIKAIIN HAPKOTHYHU BEIIECCTBA.

Y. 5. (U3m. - [IB, 6p. 94 ot 2011 r.) (1) B pernonannara 3apasHa nacneknus (P31) ce Boau
PETUCTBp HA JIEKApUTE U JIEKapUTEe MO JACHTaTHA MEIUIMHA, KOUTO MPEIMUCBAT JIEKAPCTBEHH IMPOIYKTH,
ChAbpiKalllkd HAPKOTHUYHU BCIICCTBA.

(2) B peructbpa mo an. 1 ce BIMCBAT JaHHUTE Ha JICKaps/JeKaps MO JICHTAJTHA MEIUIMHA IO
JOKYMEHTa 32 CAMOJIMYHOCT, JINYEH KOJI ¥ KOJ| Ha JIe4eOHOTO 3aBe/ICHHE.

I'naBa Tpera.
HNPEAIIMCBAHE HA JIEKAPCTBEHHU ITPOAYKTHU

Pazpea 1.
Pen 3a npennucBaHe HA JIEKAPCTBEHU NMPOAYKTH

Ui 6. (1) IlpennucBaHeTo Ha JIEKApCTBEHU MPOAYKTH C€ M3BBPIIBA Ha pPElENTypHa OJlaHKa C
OsIT IBAT CHIIACHO TpuiokeHue No 2.

(2) (Or™m. - 1B, 6p. 81 oT 2013 1.)

(3) Bwpxy peuentypHaTa OJaHKa 3aIBbJDKUTEIIHO CE OTOENSA3Ba PEKUMBT HA OTIYCKAHE - 3a
€THOKPATHO WJIM MHOTOKPATHO OTITyCKaHe, KaTo P MHOTOKPATHOTO OTITYyCKaHE C€ YTOYHSBA U KOJKO ITbTH
11 ce M3ITBIHABA perenTara.

(4) (U3m. - IB, 6p. 105 ot 2023 1., B cuma ot 19.12.2023 r.) Penientute ¢ pekum 3a €THOKPATHO
OTITyCKaHe UMaT BaMUAHOCT 30 JHM OT JaTaTta Ha WU3JaBAaHETO UM, a PEIENTHTE C PEKUM 32 MHOTOKPATHO
OTIIyCKaHEe MMAaT BAIUIHOCT J0 6 Mecella OT JaTaTa Ha M3JaBaHETO UM U ChAbpKAT O3HAUYCHHE HA Opos Ha
OTITyCKaHUSTA.
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Un. 7. (1) PenentypHara Gy1aHka chabpxa:

1. (mom. - JIB, 6p. 68 ot 2014 r., B cuita ot 15.08.2014 r., nom. - JIB, 6p. 85 ot 2023 r., B cuna
ot 16.10.2023 r., mon. - [IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) "uHCKpuOLUMO" - COOCTBEHO U
dbaMWIIHO MME Ha JIMLETO MO Wi. 4, YHUKAJICH UACHTU(MUKAIMOHEH HOMEpP/JIMYeH MpodecHoHaJIeH KO,
HAUMEHOBAaHME M aJpec Ha Je4eOHOTO 3aBeJCHHE/BETEPUHAPHOMEIUIIMHCKOTO 3aBelieHHe, TenedoH 3a
BpPB3Ka, JaTa HA M3JaBaHE HA PEIICTITaTa;

2. "mpeckpubIuo" - HaMMEHOBaHUE, KOTMYECTBO HA aKTUBHO BEIIECTBO B JIEKapCTBeHa opma 1
KOJIMYECTBOTO Ha JICKAPCTBEHHS MPOAYKT; KOJUYECTBOTO C€ HM3MHCBa C IUQPH, a MPU MPEANruCcBaHe Ha
JIEKapCTBEHU MPOIYKTH, ChAbPIKAIM HAPKOTUYHU BELIECTBA - U C TyMH;

3. "curHatypa" - mMocouyBaT ce €IHOKpAaTHATa M JICHOHOIHATA J]03a HA JICKApPCTBEHUS MPOIYKT,
MPOJIBIDKUTEITHOCTTA HAa Kypca Ha JICUeHUE U HEOOXOJUMOCTTa OT TOBTAPSHETO MY; J03aTa Ce M3ITHMCBA C
uupy; Npu OpeanucBaHe Ha J03a, MO-BHCOKAa OT MaKCHMAallHO OMpeJelieHaTa MpU pas3peliaBaHeTo 3a
ynotpeba Ha JIEKapCTBEHUS MPOMYKT, MPEANMHUCBAINIUAT CE IMOJAMKUCBA CPEIly IMPEBUIICHATA J103a; HE Ce
JoTycKaT OO u3pas3u Kato: "uzBecTHo", "mo HacTaBiaeHue", "mo cxema" u np.;

4. "cyOckpubnmo" - yka3zaHuUs 32 HaYMHA HA W3MBIHCHHE HA MPEINUCAHUETO; PU M3MOI3BaHE
Ha ykazaHusTa "uto", "uurucumo" win "'cratuM" 3aIBIDKUTEITHO C€ 3alKiCBa YachT HA MPEANUCBAHETO HA
JIEKapCTBEHHUSI IPOIYKT;

5. (mom. - JIB, 6p. 61 ot 2022 r., nom. - [IB, Op. 85 ot 2023 1., B cuia ot 16.10.2023 r.) noanuc
Ha JIeKapsi/JIeKaps 1o AeHTaTHa MeTUIIMHAa/Qeiiepa/IeKapCcKusi aCUCTEHT/BETepUHAPHHUS JIEKap;

6. (u3m. - [IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., nomn. - JIB, 6p. 85 ot 2023 r., B cuia
ot 16.10.2023 r.) nuyeH nevar Ha JieKaps/JIeKapsi Mo JeHTaTHA MEAUIMHA/BETePUHAPHUS JICKAp W/WIH 1edat
Ha JIeYeOHOTO 3aBe/IeHNe/BeTePUHAPHOMETUIIUHCKOTO 3aBE/ICHUE;

7. TpUTE UMCHA Ha TAIIUCHTA, BH3PACTTa U aJpec M0 MECTOKMBECHE, KaTo MPU OpeMeHHa JKeHa,
KbpMauKa UJTU JIeTe Ce O0Tpa3siBa U TOBA OOCTOSTEIICTBO;

7a. (HoBa - JIB, 6p. 85 ot 2023 r., B cwia ot 16.10.2023 r.) Tpure MMEHa Ha COOCTBEHMKA,
ajzipeca o0 MECTOXKMBEEHE U BHJIa HA JKUBOTHOTO, MOJIOKEHO Ha JICYCHHE - 3 PELEITH, IPEITUCaHH 110 YII.
4, an. 4;

8. (noBa - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) YHukaneH uaeHTUPUKALNOHEH
Homep (YMH) na maructbp-dhapmaiieBra oT peructbpa Ha bbiarapckus papMaieBTHUYEH ChIO3.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1)

Uin. 8. (1) JlekapcTBeHUTE MPOIYKTH CE€ M3MUCBAT YETIMBO Ha JIATUHHUIA C MEXIYHAPOIHOTO
HENaTeHTHO WM (apMaKolNeWHO HAUMEHOBAHHME HA JIEKAPCTBEHOTO WM BEIIECTBO WJIM THhPTOBCKUTE UM
HAaMEHOBAHMUS.

(2) KomuuecTBOTO Ha JIEKQpPCTBEHOTO BEIIECTBO B TPEINUCBAHHS JIEKAPCTBEH MPOIYKT CE
u3passBa:

1. B rpaMoBe, KOraTo € €IiH I'paM WK HaJ €UH rpaMm (g);

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

3. KoIMYecTBa, MO-MaJKHd OT €AWH MHJIMTpaM, C€ O3HayaBaT B MMKpPOTPaMH, KaTo Ta3u
MEpHUTETHA €IMHUIIA HE Ce ChKpalllaBa, a ce M3IMCBa ¢ JyMH (microgram);

4. obemure ce u3passaBaT B MWIMIUTPH (ml);

5. B mexayHapoaau equaniy (1U) - 3a nexkapcTBEHH MPOAYKTH OT OMOJIOTHYEH MTPOU3XO.

(3) Cekpamenuara Ha JekapcTBeHata (opma ce H3OUCBAT BBPXY pelenTypHaTa
OnaHKa/llekapCcTBEHUS JIUCT B CHOTBETCTBHUE C JICHiCTBAIIATa B CTpaHaTa (hapMakomes.

(4) 3abpansiBa ce M3MOI3BAHETO HA CHKPAIICHUS U MOMPABKU MPU M3MUCBAHE HAWUMEHOBAHUATA
Ha JIEKapCTBEHUTE TPOTYKTH.
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Un. 9. JlekapcTBeHU MPOIYKTH, MIPUTOTBEHM 0 MarucTpaiHa U (apMakoleiHa peuenrtypa, ce
IPENKUCBAT Ha OTJENIHA pelienTypHa OlaHKa.

Yn. 9a. (Hos - JIB, 6p. 15 ot 2014 r.) (1) Ha peuentu, KouTo mie ce M3MbIHSABAT B JApyra
IbpXKaBa 4YJICHKAa, C€ M3MUCBAT HEOOXOAMMHUTE 32 JIEYCHHETO Ha KOHKPETeH MAaIMeHT JIEKapCTBEHH
MIPOJYKTH, C U3KIIIOUEHUE Ha JIEKAPCTBEHUTE MPOIYKTH 10 Wi. 174 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTHU B
XyMaHHaTa MEeIUIINHA.

(2) Peuenture mo an. 1 ce u3mucCBaT Mpu cHa3BaHe M3UCKBaHUSATA Ha Ta3u Hapenda, KaTo
3aIbJDKUTEIHO CE BKIIFOUBAT BCUUKHU JaHHU, IOCOYEHH B IpHitokeHue Ne 4a.

(3) JlexapcTBeHHTE MPOAYKTH C€ MPEAMKCBAT MO MEXAYHAPOJHO HEMATEHTHO HAaWMEHOBAaHHE
WM (papMakoneitHo HAaMMEHOBAHKE Ha JIEKAPCTBEHOTO UM BEILLIECTBO.

(4) JlexapcTBeHHTE MPOAYKTH MoraT Aa ObJaT MpeaNmucaHd MO THPrOBCKO HAUMEHOBAaHUE B
CIIEIHUTE CIIy4au:

1. xorato ce mpeamucBa OWOJOTHYEH JIEKAPCTBEH MPOIYKT MO CMHCHIAa Ha § 2, T. 2 OT
NOMBIHUTETHUTE pasnopendou Ha Hapenda Ne 27 ot 2007 r. 3a W3HMCKBaHUATA KbM JaHHHUTE U
JOKyMEHTAIMATA 3a pa3peliaBaHe 3a ynorpeda W perucTpanus Ha JiekapcTBeHH npoayktu (B, 6p. 54 ot
2007 1.);

2. KOraTo ToBa € He0OX0AMMO OT MEJHMIIMHCKA TIIeJIHA TOYKa MO MpEIeHKa Ha JMiaTa 1o 4wi. 4,
KaTo B TO3M Clly4yail B pelentara ce moco4yBaT MPUYMHUTE, KOUTO HajaraT M3IMO0JI3BAHETO HA MOCOYEHOTO
THPTOBCKO HAMMEHOBAHUE.

Un. 10. HpI/I nNpeaAnrCBaHC Ha BCCKU OTHACJICH JICKAPCTBCH IPOAYKT JHULCTO IO YJI. 4 ¢
3aABbJDKCHO Ja C€ I/IH(bOpMI/Ipa OT MIMamyveHTa 3a HOpeACCTBAIlO0 WM CBIBTCTBAIIO JICHCHUE C ApPYTrU
JICKApCTBCHU IIPOAYKTH.

Pazpea I1.
IMpennucBane Ha JIEKAPCTBEHU NPOAYKTH, ChAbPKALIA HAPKOTUYHH BellleCcTBa

Yn. 11. (1) (U3m. - [IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 51 o1 2023 r., B cuna ot 13.06.2023 1.)
[IpennucBaneTo Ha JIEKAPCTBEHU TPOIYKTH, CHIbpPXKAINM HAPKOTUYHHM BEIIECTBA, CE€ HW3BBHPIIBA Ha
CHelyagHa pelentypHa OlaHKa, C XKBAT LBST - 32 JIEKAPCTBEHU MPOIYKTH, ChIBbPXKAIIM HAPKOTHUHU
BeriecTBa ot npuiokenue Ne 2 kpM wi. 3, T. 2 ot Hapenbara 3a peaa 3a knacuduuupane Ha pacTeHUITA U
BEIIECTBaTa KaTO HAapKOTHYHU, U ChC 3€JI€H LBAT - 3a JIEKApCTBEHU MPOAYKTH, ChIbpXKAIIW HAPKOTUYHU
BeriecTBa oT npuioxkenue Ne 3 kpM wi. 3, T. 3 ot Hapenbara 3a peaa 3a kinacuduuupane Ha pacTeHUTa U
BEIIECTBATa KATO HAPKOTHUYHHU.

(2) (Ot™m. - 1B, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 r.)

(3) (U3m. - IAB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) CnenuanHarta penentypHa OjiaHka
ChIIbPKa OCBEH JAHHUTE IO WI. 7 U CIEIHUTE NOMBIHUTEIIHN JaHHU:

1. HaumoHaseH pedepeHTeH HoMep;

2. Haanuc "JIOKyMeHT, KOMTO MOJIJIEXKU Ha CIEIUAJIEH OTYET .

(4) CpoxbT Ha BaJIMIHOCT Ha CIELIMaIHATa pelenTa € 7 JTHU OT JjaraTa Ha U3aBaHeTo M.

Yn. 12. (1) (Otm. - IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.)
(2) (U3m. - 1B, 6p. 94 ot 2011 r., oT™. - IB, 6p. 51 ot 2023 1., B cmima ot 13.06.2023 1.)
(3) (Otm. - 1B, 6p. 81 oT 2013 1.)
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(4) (U3m. - 1B, Op. 68 ot 2019 r., B cuia ot 27.08.2019 r.) Koraro nekapcTBEHHUST MPOIYKT Ce€
3arutama ot Hanmonannata 3apaBHoocuryputenaa kaca (H30K), nekapsaT 3aabmKUTEIHO MOITBJIBA KOJIa Ha
H3O0K Hna cproTBeTHHS JekapcTBeH npoaykT u MKbB koma Ha 3a0onsiBaHeTO ChriIacHO HapeabaTa mo wi. 45,
an. 3 ot 330.

(5) Ilo mpenenka Ha Jekapsi Ha €Ha pelenTypHa OJaHKa MOXe Ja ce MPEINUCcBa MoBe4Ye OT
CAWH JICKAPCTBCH MPOAYKT, CbAbPiKalll HAPKOTUYHU BCIICCTBA.

(6) 3abpansiBa ce MpeaNMCBAaHETO HA JIEKAPCTBEHU MPOIYKTH, KOUTO HE ChABPKAT HAPKOTUUHU
BEIIIECTBA, HA CIIEUAIIHUTE PELETITYPHH OJIaHKH.

Yn. 13. (Otwm. - IB, 6p. 81 oT 2013 1.)

Un. 14. Tlpu npennucBaHe Ha JIEKapCTBEHU MPOAYKTH, ChIbPKAIlM HAPKOTHUYHU BEIIECTBA, C€
cra3BaT CJIeIHUTE N3UCKBAHMUI:

1. KOTMYECTBOTO HA JIEKAPCTBEHUTE MPOTYKTH C€ M3MHUCBA C ITUMPHU U C TyMU;

2. KOJIMYECTBOTO HA NPEINUCAHUs JIEKAPCTBEH IMPOAYKT HE MOXKE Ja HaJBHIIaBa
TepaneBTUYHATA /103a 3a 30 aHH.

Ui 15. (Jom. - AB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 104 ot 2013 r., u3m. - JIB, 6p. 68 ot 2019
r., B cruta ot 27.08.2019 r., u3m. - JIB, Op. 53 ot 2022 ., u3m. - JIB, Op. 85 ot 2023 1., B cuna ot 16.10.2023
r.) (1) JlekapcTBEeHU MPOAYKTH, CHIBPIKAIIMA €THO OT BEIIECTBATa €TUIMOP(UH, KOJIeuH, peHoOapOuTal min
Tpamazon B koiudectBa 10 50 Mr 3a 1030Ba eIMHUIA B KOMOMHALIUA C JPYTH JEKapCTBEHH BEILECTBA, CE
NpeAnucBaT B CBOTBETCTBUE C pEXMMa Ha OTIyCKaHe, OMNpEAeieH B  pa3pelIeHueTo 3a
ynoTpe0a/yaA0CTOBEPEHNETO 3a PErHCTpalysl WIM Pa3pelICeHUETO 3a TapajiejieH BHOC Ha JIEKApCTBEHHS
MPOIYKT Ha TeputopusaTa Ha Pemy6nuka boarapus.

(2) JlexapcTBeHUTE MPOAYKTH MO ajl. 1 ¢ pexuM Ha OTIycKaHe "To JIEKapcKo MpeanucaHue” ce
MpeINUCBaT Ha pelenTypHa OJlaHKa ¢ Osul BT C €IHOKPATeH pPEeXHM Ha OTIYCKaHEe M B KOJUYECTBA,
ChOOpa3eHu ¢ JHEBHATA JO3UPOBKA, 3a He moBeue oT 30 JHU.

(3) JIexkapcTBEeHU IPOYKTH, CHIABPKAIIH MTOBEUE OT €IHO OT HAPKOTUYHUTE BEIIECTBA 1O all. | B
KOMOHMHAIMS C APYTH JIEKapCTBEHH BEIIECTBA, C€ MPEAMKUCBAT HA CIEIHMaTHa PEeLenTypHa OIaHKa ChC 3€JIeH
LBSIT HE3aBUCUMO JIAJTH OOIIOTO KOJIMUECTBO € A0 50 Mr 3a 1030Ba €AMHUIIA.

Un. 16. [lpu mpeanucBaHe Ha BCEKU OTIEJICH JICKAPCTBEH MPOIAYKT JHIETO MO Wi. 4 €
3aIBDKEHO Ja ce MH(popMHpa OT TalMeHTa 3a NPEANISCTBAIIO0 WX CHITBTCTBAIIO JICUCHHWE C JPYTH
JIEKApCTBEHU MPOIYKTH.

Pa3pea I11.
IIpeanucBaHe HA JeKAPCTBEHH NMPOAYKTH, 3AIJIALIIAHU OT IbPKABHUSA OIO/KET 32 JIeYeHHEeTO
Ha ObJrapcKkuTe rpazkaaHu 3a 3a00/1BaHNsl, U3BbH 00XBaTa HA 32IbJKUTETHOTO 3PABHO
ocurypsiBade (3aru. usm. - /IB, op. 90 or 2019 r.)

Yn. 17. (M3m. - IB, 6p. 90 ot 2019 r.) Jlekapute MoraT 1a NpeAnucBaT JIEKapCTBEHU MPOILYKTH,
3alUTalllaHd CbC CPEICTBA OT IbpXKABHUSA OIOMKET 3a JeueHHe Ha 3a0oiisiBaHuUs, M3BBH 0OXBaTa Ha
3aJJbJDKUTENIHOTO 3/1paBHO ocurypsBaHe cbriiacHo Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiamaHe ot
Ibp)KaBHUS OIOJDKET Ha JICYCHHETO Ha OBJITapCKUTE TpakIaHW 3a 3a00isBaHUs, W3BBbH OOXBaTra Ha
3aJJbJDKUTEIIHOTO 3/IpaBHO OCUTYpsIBaHE.
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Y. 18. (Otm. - 1B, 6p. 95 oT 2014 1.)

Yn. 19. (U3m. - IB, Op. 90 ot 2019 r.) KonmyecTBOTO Ha MpeANrcaHUTE JIEKAPCTBEHU MPOAYKTH
cleqBa Ja ChOTBETCTBA Ha cpokoBere mo wi. 22 ot Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amnamiade ot
IbpKaBHUS OFO/DKET Ha JICYCHHETO Ha OBITapcKUTe TpakaaHW 3a 3a0oisBaHWs, W3BBH O0XBara Ha
3aIBJDKUTEITHOTO 37paBHO OCUTYpsIBaHE U Wwi. 14 OT Ta3u Hapeaoa.

Un. 20. (M3m. - IB, 6p. 95 ot 2014 r., uam. - [AB, Op. 90 ot 2019 r.) [Ipeanucanute
JIeKapCTBEHM MPOAYKTH 1o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pesa 3a 3aruiamiase oT IbpKaBHHUS OIOIKET
Ha JICYEHHETO Ha OBJArapcKuUTe TpakJaHU 3a 3a00JsBaHUS, U3BBH 00XBaTa Ha 3aJbJKUTEIHOTO 3JIpaBHO
OCUT'YpsIBaHE C€ BIIUCBAT B MEAMLIMHCKATA JJOKYMEHTALU HA AllUEHTA.

U 21. (1) (M3m. - [IB, 6p. 90 ot 2019 r.) JlekapcTBeHH MPOAYKTH 3a TMAI[UEHTH, KOUTO CE
JIeKyBaT pu aMOyJIaTOPHU yCIOBHS, Ce TPEANICBAT Ha pelenTypHa OJlaHKa chriacHoO mpuioxeHue Ne § ot
Hapen6a Ne 34 ot 2005 r. 32 pena 3a 3aruiamiane oT Ibp)KaBHUS OIOKET HA JICUEHHUETO Ha OBJITapCKUTE
rpax1aHu 3a 3a00JABaHMs, U3BBbH 00XBaTa Ha 3aJABKUTEITHOTO 3/IpaBHO OCUTYpsIBaHE, KOATO CE M3/laBa B
IBa ek3emIuripa. IIbpBHAT €K3eMIUISp CE€ ChbXpaHsBa B alTeKara, a BTOPHUAT - B CUCTOBOJCTBOTO Ha
CHOTBETHOTO JIe4eOHO 3aBeICHHE B MTPOIBIKEHIE Ha 5 TOJUHHU.

(2) (U3m. - 1B, Op. 95 ot 2014 r.) JIlekapcTBeHUTE MPOAYKTH 3a MALMEHTH, KOUTO CE JICKYyBaT B
CTallMOHAPHU YCJIOBHUSI, CE€ MPEANUCBAT Ha JEKAapPCTBEH JIUCT ChINIacHO mpuiioxeHue Ne 5a, KOWTO ce u3naBa
B JIBa eKk3eMIUIsipa. [IbpBUSAT eK3eMIUIAp ce ChXpaHsABa B anTeKaTa Ha JedyeOHO 3aBe[CHHE, a BTOPUST - B
CHOTBETHOTO OTJCJICHUE B TIPOABDKCHHE HA 5 TOMHH.

Un. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Peuenrture no wi. 21, an. 1 ca BanuaHu 3a cpok 15 nHu
OT JlaTaTa Ha M3aBaHETO MM.

Pazgea IV.
IIpeanucBaHe HA JeKapCTBEeHH NPOAYKTH, 3aIJIAIIAHUA HAITbJIHO WM YacTH4HO oT H30OK

Y. 23. (1) (Hom. - IB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 95 ot 2018 r.) JIunara o wi. 4, an. 1,
pabotenu B ie4eOHM 3aBEACHUS 32 M3BBHOOIHWYHA TOMOII, B M3MbJIHEeHHE Ha noroBop ¢ H30K morat ga
MPEINUCBAT JICKAPCTBEHU MPOAYKTH MO 4i. 262, an. 6, T. 1 or 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B
xyMmanHaTa meaununa (3JIIIXM) 3a neuenue Ha 3npaBHoocurypenu nuna (30J1), 3ammamany HabJIHO WK
gactuyHo oT H30K 3a nomamiHo jeyeHue Ha TEPUTOPHSTA HA CTpaHaTa 3a 3a00JIIBaHUSA, ONPEAETICHH C
HapenOara o uwi. 45, an. 3 330.

(2) U3BbH ciayyaute mo an. 1 jekapCcTBEHU MPOIYKTH, 3aIUIalllaHU HAITbJIHO MM YaCTUYHO OT
H30K, morar nga ce mpenmucBaT OT JieKapu/lekapu MO JCHTalHa MeIuIuHa, paboTemy B JiedeOHU
3aBeJICHUS 332 W3BBHOOJIHMYHA MOMOII MO Wi. 5, ai. 1 oT 3akoHa 3a Je4yeOHUTE 3aBECHHS, KOUTO Ca KbM
MUHHUCTEPCTBOTO Ha MPABOCHIUETO.

(3) JlekapcTBeHM MpOIYKTH, 3arUialiaHd HambJIHO wiu dyactuyHo oT H3OK, morar na Owbpar
MPENNUCBaHN Ha 3/IPaBHOOCUTYPEHHM OBITrapCcKy TpakJaHW, JUIa C IPaBO Ha 3/paBHO OCHUTypsBaHE,
yIOCTOBEPEHO OT Jpyra abpraBa - wieHka Ha EC, uiu cbriacHo ABYCTpaHHU CIIOTOI0H.

(4) (M3m. - IIB, Op. 81 or 2013 r.) Jlunara nmo wi. 4, an. 1, cnenuanuctu mo npoduna Ha
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3abonsBaneTo, paboremu mo goroBop ¢ H3OK B neueOHUM 3aBeieHUs 32 M3BHHOOTHUYHA TIOMOI WIIH
CrieIMaIu3upaHd KOMHUCHH B JICYEOHH 3aBEeICHHS 32 OOTHUYHA oMo, ckitouniu qoroBop ¢ H30K, morar
Jla W3/1aBaT MPOTOKOJIM 3a MpEANKCcBaHe Ha JeKapcTBeHH NpoAykT, 3aruiamanu or H30OK/Pernonannara
3npaBHOoocuryputenna kaca (P30K).

(5) (HoBa - IB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) B cayuyaute mo an. 1 - 4
MPEIITMCBAHETO CE OCBHINECTBSBA MPH CIa3BaHE HA YTBBPACHHUTE (DapMaKo-TepareBTUYHU PHKOBOJICTBA TIO
4. 259, an. 1, T. 4 oT 3aKoHa 3a JIEKApCTBEHUTE NMPOAYKTH B XyMaHHATa MEIUIIMHA.

Yn. 23a. (Hos - IB, 6p. 81 ot 2013 r., ot™m. - /IB, 6p. 95 ot 2014 r., HOB - /IB, Op. 68 o1 2019
r., B cuma or 27.08.2019 r.) (1) B cnyuaute mo un. 23, amn. 4 mpu HM3AaBaHETO HA MPOTOKON 3a
CKBIIOCTPYBAILU JIEKAPCTBEHHU MPOIYKTH, 32 KOUTO C€ U3BBPIIBA ekcrepTusa no ui. 78, 1. 2 ot 330, moxke
Ja ce TpeamucBa JIEKAPCTBEHUAT MPOIYKT/TEPalleBTUYHHUAT Kypc ChOOpa3HO HErorara pas3XxojHa
epexTHBHOCT 1o cMuchia Ha 330, KOraro B KOHKPETHHS CIydail ca HaJlUIe TeParneBTUYHU AITECPHATHBH,
JIEKapCTBEHUTE TNMPOIYKTH/TEpalid MMaT J0Ka3aHa CcXoJHa €(EeKTUBHOCT M OE30MacHOCT 3a JieYeHHE Ha
3abonsBanero Ha 30JI, ¢ MOKOOHO KIMHUYHO MPOTHYAHE U TEKECT ChITIACHO KpaTKaTa XapaKTePUCTHKA Ha
MPOAYKTa/TPOAYKTHUTE.

(2) YcnoBusta M KpUTEpPUUTE, 1O KOUTO C€ OIpeless Jald JEeKapCTBEHUTE MPOAYKTH ca
TepaneBTUYHU aJITEPHATUBH, Ca!

1. nexapcTBeHHTE TMPOAYKTH Ja HMaT HWICHTHUYHU TIOKa3aHUS B YTBBPIEHUTE KpaTKU
XapaKTEPUCTUKU HA TIPOTYKTUTE;

2. eKapCTBEHUTE MPOAYKTH J1a ca €IHAKBO MO3UIIMOHUPAHU B TEPANEBTUYHHS aITOPUTHM Ha
CBHOTBETHOTO 3a00JIs1BaHE ChOOPA3HO YTBBPACHUTE (PapMaKo-TepaneBTUYHU PbKOBOJICTBA,

3. 3a JeKapCTBEHHUTE MPOAYKTH Ja ca NPUJIOKUMHU €JHAKBU TEPareBTUYHM IMOKa3aTelu Karo
W3MEpUTEIl Ha TePANleBTUYHUS PE3yIITaT;

4. cxonHata eeKkTHBHOCT M 0€30MacHOCT 3a JIEYeHHE Ha 3a00JSBAaHETO Jla € JOKa3aHa 4pe3
MeTaaHaJIM3H WM MPEKU CPABHEHUS Upe3 KIMHUYHH MPOYUBAHUS.

(3) OmnpenenstHETO Ha TEPaNleBTUUHUTE aITEPHATUBHU CHIJIACHO YCIOBUATA U KPUTEPUUTE Ha all.
2 ce u3BBpIIBA B Mpoueaypa mno wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsiko 3a0oIsiBaHe, 32 TEPANEBTUYHOTO JIEYCHHE HA KOETO ce m3aaBa mpotokon, H30K
U3BBpIIBA aHAIU3 U ONpees pa3xoAHaTa €(eKTHUBHOCT Ha TEPAlleBTUYHHUTE AITEPHATHBH IMOCPEICTBOM
M3UYUCISIBAHE HAa CHOTHOIICHHETO pa3Xoja/pe3yirar. 3a IenTa ce pasleis CTOWHOCTTa Ha TOTUIIHUA
TepaneBTHUYEH KypcC 3a BCEKU JIEKAPCTBEH MPOAYKT HA MOCTUTHATHS OT HErO KJIIMHUYEH PEe3ysTaT, U3MEPEH C
MIpeIBApUTENIHO U30paHus U3MEpUTeN Ha ePEeKTUBHOCTTA.

(5) 3a nexkapcTBeHHUTE MPOAYKTH, MPEACTABISIBALIM TEPANECBTUYHH aTEPHATUBU 32 JICUCHUE HA
naaeHo 3abomsBaHe, H30K wusrorBs wuH(opMmaius, B KOATO IMOCOYBA B HHU3XOIAIL P MPOIYKTUTE
cbh0oOpa3HO ompejeneHara UM Mo peja Ha ai. 4 pa3xoiHa epeKTHBHOCT. JlomycTUMO € eIMH WM HOoBeYe
JICKapCTBEHH MPOAYKTH Jla MMaT €aHa W chlla pasxonHa edekruBHocT. MHDOpMamnusTa ce omobpsiBa oT
Hamzopuust ceBer Ha H3OK, nyOmmkyBa ce Ha odunmanHara uHTepHeT crpanuna Ha H3OK u ce
aKTyaJIM3upa npu HeoOXOAUMOCT/TIPOMSHA HA OTHOCUMHTE OOCTOSITENICTBA.

(6) Ilpm w3maBaHe Ha MPOTOKOJ JICKApsAT/CHENUaIu3upaHaTa KOMUCHUS MOXE Ja MPEeIrrcBa
JIEKapCTBEH MPOAYKT/IEKAPCTBEHU NMPOIYKTH, KOUTO Ca MOCOUYEHH B MH(OpMAIUATA MO all. 5 chOOpazHO
TAXHaTa pa3xoJHa e(pEeKTUBHOCT.

(7) Anunes 6 ce mpuiara B CIIy4auTe Ha H3JaBaHe Ha MPOTOKOJ Ha 3APABHOOCUTYPEHO JIUIIE 3a
nbpBU ObT. [Ipu nurca Ha TepaneBTHUEH OTTOBOP, HAIMYME HA HEXKEJAHU JIEKapCTBEHU pEeakLuu WM 10
MpeleHKa Ha MEAULUHCKHUS CHEIUAINCT, TMOAKPENeHa C MEIUIMHCKAa OOOCHOBKA, € JOIyCTHUMO
MpeNNMCBaHe Ha JIEKAPCTBEH NPOAYKT OT HAIMYHUTE TEPaleBTUYHHM aJITePHATUBH O€3 cCra3BaHe Ha
MIPUHIINIIA 32 Pa3XxoHa €(PEeKTUBHOCT.
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Y. 236. (Hoe - JIB, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) (1) 3a ompenensne Ha
paszxogHaTta edektuBHOCT mo ui. 23a, an. 4 kpM H3OK ce cb3maBa KOMUCHS, KOATO BKJIIOYBA TPHUMa
npencraButenn Ha H3OK, enun mnpeacraBuren Ha MUHUCTEPCTBOTO Ha 3/paBEoONa3BaHETO M E€AMH
npencTaBuTen Ha HanmoHamHus chBeT MO EHU U peuMOypcrupaHe Ha JIEeKapCTBEHUTE MPOAYKTU. ChCTaBbT
Ha KOMHCHSATa ce ompenens cbe 3amoBen Ha ympaButens Ha H3OK. Komucusta npuema mpasuna 3a
paborara cu.

(2) 3a monmomarane paboTaTa Ha KOMUCHSITa MOTaT Jia ObJaT MPUBINYAHU U BHHIIHU €KCIIEPTH.

(3) YneHnoBere Ha KOMHUCHATA MO aj. |, KaKTO M JIMIIaTa MO aj. 2 HE MOTaT J1a y4yacTBaT B
JEHOCTH, CBBP3aHu C pa3paboTBaHETO, MPOU3BOACTBOTO, MAPKETHHTA, THPTOBHUATA HA €IPO U JAPEOHO ChC
CbhOTBETHUS JIEKAPCTBEH MPOAYKT.

(4) YneHoBeTe Ha KOMUCHSTA O al. 1, KAKTO ¥ JHIIATa MO ajl. 2 ca JUTbXKHU J]a HE pasriacsaBar
(bakTh ¥ 00CTOSITEICTBA, CTAHATH UM W3BECTHH NPHU WM O MOBOJ M3NBIHEHHWE HAa 33ABDKECHHUATa UM IO
Ta3u Hapeoa.

(5) Ha xomucusta ce mpegoctaBs HHGOpMAIIHS 3a JOTOBOPEHUTE 1O pejia Ha Hapeadara mo ui.
45, an. 9 330 OTCTHNKHU 3a JEKAPCTBEHHUTE MPOAYKTH, 32 KOUTO C€ OMpeeis pa3xoaHa e(heKTUBHOCT M HA
TepaneBTUYHUTE aNITEPHATUBHU, KAKTO U JOMBIHUTEIHA HHPOPMAIIHS TPU HEOOXOAUMOCT.

Ui 238. (Hos - IB, 6p. 68 ot 2019 r., B cuia ot 27.08.2019 r.) B cnydaute mo ui. 23a, koraTto
KaTo TepamneBTHUYHA aJTepHATHUBA € OMNPENENIeH JIEKapCTBEH MNpoayKT mo ui. 29, am. 2 ot 3JIIIXM,
JeKapsT/cenuanu3upaHaTa  KOMHCHS MOXE Jla TOpeInucBa TO3W  JIGKQPCTBEH MPOAYKT  Ha
3/IpaBHOOCUTYPEHOTO JIMIIE, HA KOETO CE M3/1aBa MIPOTOKOJI, ChIVIACHO MPUHIUIIA 32 pa3X0/iHa €()EKTUBHOCT.

Un. 24. (1) (U3wm. - [IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 1.)
JlekapcTBeHHTE MPOAYKTH, KOUTO HAITBIHO WK YacTH4IHO ce 3amtamar ot H30K 3a momarino neyenue, ce
IpeanucBar Ha peuentypHa Onanka (oopasen M3 - H30K Ne 5 o npunoskenue Ne 6), perientypHa Oj1aHKa
(o6pazer;r M3 - H30K Ne 5A mo mpunokenue Ne 7) wim 3a TSX ce HM3/AaBa MPOTOKos (oOpaser mo
npuiokenne Ne 8) mpu ycloBHS U pell, ONpe/ieJIieHH B HAIMOHAJIHUTE PAMKOBH JIOTOBOpH MO ui. 53, ain. 1
330.

(2) Peuentypuure 61anku no aji. 1 ce n3naBar, KakTo clie/Ba:

1. (mom. - 1B, ©p. 95 ot 2018 r.) peuentrypna Omanka (o6pazeny M3 - H30K Ne 5 mo
npusioxenne Ne 6) - 3a mpeanrcBaHe Ha JIGKAPCTBEHU TPOIYKTH 32 JICUeHUE Ha 3a00JIIBaHMs, B KOJTMUECTBA
3a He noBeve oT 30 JIHM, OCBEH KOIaTo JIMICBA MOJIXO/AIIA OMAKOBKA ChIVIACHO CIMCHKA MO wi. 262, ai. 1
3JIIIXM;

2. (m3m. - JIB, Op. 95 ot 2014 r.) peunentypna Omanka (ob6pazenr M3 - H30K Ne 5A mo
npusoxenue Ne 7) - 3a mpeAnucBaHe Ha JEKapCTBEHU MPOJIYKTH 3a JICYEHUE HAa XPOHUYHH 3a00JsIBaHUs, B
KoJm4ecTBa 3a He nmoseye ot 100 qHu.

(3) (HoBa - 1B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) IIpotokonute o an. 1 ce uznapar 3a
MPENICBaHe Ha JIEKAPCTBEHH MPOAYKTH 32 JICYCHUE Ha XPOHUYHH 3200JI1BaHUS B KOJMUECTBA 32 HE TIOBEYE
oT 365 mHu.

(4) (ITpegumna an. 3 - IB, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.) HemonmbiHeHUTE TIONETA
B pelenTypHHUTE OJaHKHU 110 al. 1 ce aHyaupar cbe 3HaK "Z".

(5) (ITpenumna an. 4 - 1B, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.) Peunentypuute O6nanku
mo ai. | ce Uu3aBaT B IBa €K3EMILISPA.

(6) (M3m. - 1B, Op. 95 ot 2018 r., mpenqumHa an. 5 - JIB, 6p. 68 or 2019 r., B cuna ot
01.01.2020 r., u3m. - /1B, 6p. 85 ot 2023 r., B cuia ot 16.10.2023 r.) Penentypuure O6manku mo am. 1
3aJIBJKUTEIIHO CE€ MOMBJIBAT B €JIEKTPOHHA (hopMa.
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Ui 24a. (Hos - IB, Op. 15 ot 2014 r., usm. - [IB, 6p. 95 ot 2018 r.) Koraro na 30JI ce
MPEANUCBAT JIEKAPCTBEHU MPOAYKTH, C M3KIIOUECHHE Ha JICKApCTBEHUTE MpoaykTh 1o wi. 174 3JIIIXM,
3amamand HambaHO uinu 4actuyHo oT H3OK, penentypHute Onmanku mo wi. 24 cieaBa Ja ChIbpKAT
BCHUYKH OaHHH, ITOCOYCHH B IIPHUIIOKCHUC Ne 4a, KOraTro C€ IUiaHupa Aa CC HU3IBbJIHABAT B JApyra AbpiKaBa
YJICHKA.

Y. 25. (1) (U3m. - B, 6p. 95 ot 2018 r.) JIumara mo wi. 23 BOHCcBaT B aMOYJIATOPHHMS JIUCT,
KOHTO ce chXpaHsBa B gocueTo Ha 30JI 3a OTYETHOCT ¥ KOHTPOJI, CIIEIHUTE JAHHU OT PELENTUTE MO Wil. 24,
an. 1: xon ma H30K, MKb kox Ha 3abossBaHeTo mo Hapemdara mo wi. 45, an. 3 330, curnarypa,
NPENICaHO KOJIMYECTBO U JHUTE, 32 KOUTO € JOCTATHYHO MPEINUCAHOTO KOJTUUECTBO.

(2) (Hom. - /1B, Op. 68 ot 2019 r., B cuna ot 01.01.2020 r.) Jlarata Ha U3aBaHe Ha pelenTara
clieqiBa Jla ChBMaJa C JaTara Ha M3/aBaHe Ha aMOynaTopHHs jucT. Jlarara Ha W3/aBaHe Ha MPOTOKOJA
clieZiBa Jla CHBIIAJIa C JlaTaTa Ha M3/1aBaHE HAa aMOyJIaTOPHHSA JIMCT, PECIIEKTHBHO C JaTaTa Ha OKa3BaHE Ha
MeJMIMHCKaTa TToMoIll (aMOylaTopHa MpoleAypa) Mo OnpeessiHe Ha TUIaH Ha JIeYeHHE U IPOcIesiBaHe Ha
TEpareBTUYHUSA OTTOBOP MPHU MALMEHTH, MOJyYaBaIIKd CKBIIOCTPYBALIH JEKAPCTBEHU MPOIYKTH IO peaa Ha
. 78, 1. 2 ot 330.

. 26. (1) (U3m. - [IB, 6p. 68 ot 2024 r., B cuna ot 01.09.2024 r.) JIunara no wi. 23 umar
MpaBoO Jla MpEeANucBaT Ha €Ha pelenTypHa OJlaHKa JIEKapCTBEHH MPOAYKTH, CBHP3aHU C JICUEHUETO Ha
pa3nuyHu 3a00JIBaHUs, @ HA €IWH MPOTOKOJ - €IUH JIGKAPCTBEH MPOJYKT B J0O TPU JI030BH €IUHHIIU 32
enHo 3alossBaHe. 3a JiedeHHE HAa €lHO 3a0oJiIBaHE ce JOIycKa IMpeANuCBaHe Ha 10 TPH JIEKapCTBEHU
MPOAYKTA.

(2) (Hom. - B, 6p. 68 ot 2024 r., B cuma ot 01.09.2024 r.) [IpomeHnu B mpeanucaHuTe
JIEKapCTBEHM MPOJYKTH 1O peuentypHa Oxanka (obpazery M3 - H30K Ne 5 no npunoxenue Ne 6) Moke na
MPaBU CaMo JIEKapAT/IEKapAT MO JACHTAIHA MEIWIMHA, W3Jall PelenTara, KaTo 3a IeTa ChIIUAT aHyIupa
HEU3IThIHEHATa PeLerTa/4acTTa OT Hesl C HEOTIYCHATUTE JIEKaPCTBEHH MPOIYKTH U W3/1aBa HOBA.

(3) (U3m. - 1IB, 6p. 68 ot 2024 r., B cuma ot 01.09.2024 r.) IlpoMeHH B TpeaNMCaHUTE
JIEKapCTBEHU MPOJYKTH MO peuentypHa 6aanka (oopaszery M3 - H30K Ne 5A no npunoxenne Ne 7) moxe na
IIPaBU CaMoO JIEKapAT/IEeKapAT MO JACHTAIHA MEAUIMHA, W3JaJl pelenTara, KaTo 3a LeiTa ChIUUAT aHyIupa
HEM3IBIIHCHNUTE OTPSA3BIIN/9aCTTa OT TSAX C HEOTITyCHATUTE JICKAPCTBEHU NPOIYKTH U M3/1aBa HOBA.

(4) (U3m. - JIB, 6p. 95 ot 2018 1., ot™. - JIB, Op. 68 oT 2024 1., B cuna ot 01.09.2024 1.)

(5) (U3m. - IB, 6p. 68 ot 2024 1., B cuna ot 01.09.2024 r.) [Ipu u3kimrouBaHe Ha JEKAPCTBCHH
MPOJYKTH OT MO3UTHUBHUS JIEKAPCTBEH CIUCHK M3/aICHUTE PELENTH ce aHyJIUparT Mo pefa Ha aj. 2 u 3, KaTo
MalMeHTUTe He 3arutamar cymara no wi. 37, an. 1, T. 1 330, ako He ce Hanara oka3BaHe Ha MEIUIIMHCKA
MOMOLI.

Y. 27. (1) Jluuara no wi. 23 uMaT npaBo JAa NPEJNUCBAT JEKApCTBEHU MPOAYKTH, 3a KOUTO
H3O0K HanbiHO WM YaCTUYHO 3aIulalla, B CIEAHUTE KOJINYECTBA:

1. 3a IedeHue Ha OCTPU CHCTOSHUS - ICKAPCTBEHH MIPOIYKTH 3a HE moBede oT 10 qHu;

2. (m3m. - JIB, Op. 95 or 2014 r.) 3a nedyeHHWe HA XPOHUYHU 3a00JISIBAHUS - JIEKAPCTBEHHU
MPOIYKTH 3a He moBede oT 100 gHu, mpeanucaHu Ha 0 TPHU OTpsA3bKa OT pelenTtypHa o6manka (oopazer M3 -
H30K Ne 5A no mpunoxenue Ne 7) unu Ha perentypHa 6ianka (oopazen M3 - H30K Ne 5 o npumnosxenue
Ne 6).

(2) JInnara no 4. 23 mocouyBar B peLENTypHUTE OJaHKU IO 4i. 24, an. | u B amOynaTopHUs
JIUCT CPOKa, 3a KOWTO ce MpeIncBa.

(3) (dom. - IB, 6p. 95 or 2014 r.) B cnydaute mo an. 1, T. 2 ce mpeamucBaT JEKapCTBEHH
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MPOJIYKTU Ha €UH OTPsI3bK 3a HEe noBeue oT 30 JHU, OCBEH KOTaTo JUIICBA MOJIX0/IAIIA OMAKOBKA ChIVIACHO
CIUChKa 1o wi. 262, an. 1 ot 3akoHa 3a JICKapCTBEHUTE MPOAYKTH B XymMaHHaTa meaunuHa (3JITIXM) unu
KOTraTo JIEKAPCTBEHUTE MPOAYKTH C€ MPEANUCBAT B KOJIMYECTBA 3a noseue oT 90 1HHU.

Un. 28. Ha peuentypuure Omanku mo ui. 24, am. 1 He Morar ga ObAaT NpeaNUCBaHU
€HOBPEMEHHO JIEKAPCTBEHU MPOIYKTH:

1. Ha3HAYEHM C MPOTOKOJI O 4. 24, ait. 1 ¥ TakuBa, KOUTO HE Ca HA3HAYCHH C TaKbB MPOTOKOJT,

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

Un. 29. (1) (U3m. - 1B, 6p. 95 ot 2018 r.) Jlunata no un. 23 ca anrexau na ysegomst 301 -
pEcCIl. HETOB POAUTEN, HACTOMHUK WJIM TIOTICUUTEN, WU JTUIETO 1o Wwi. 162, ann. 3 oT 3akoHa 3a 3/paBeTo, 3a
BUJIA HA MPEANUCAHUTE JIEKAPCTBEHU MPOAYKTH, TIXHOTO JACHCTBUE, HEXKETIAaHH JIEKAPCTBEHH PEaKLUu, pel U
HAYMH Ha TIpUEMaHe, 3a Cymara, KOSATO Cle[Ba Ja 3aljlaTH, aKo JIEKAPCTBEHHSAT IMPOIYKT C€ 3aralia
yactuyHo oT H30K.

(2) (U3m. - B, 6p. 95 or 2018 r.) YBegomsBanero Ha 30JI, pecn. HEroBus poOAMTEDN,
HACTOMHUK, TTOTICUUTEN WIIA JIUIETO TI0 wi. 162, anm. 3 oT 3akoHa 3a 37paBeTO, CE YAOCTOBEPSBA C MOMAIMKCA
My B aMOyJIaTOpHUS JIUCT.

UYn. 30. (1) Peuentute, U3nucanu 1o peja Ha TO3U pa3zell, IMaT CPOK Ha BAIUIHOCT CYUTAHO OT
JaTaTa Ha U3JaBaHe, KaKTo CJIeBa:

1. no 15 xanenmapHu nHHU - 3a perentypHa Omanka (o6pazen M3 - H30K Ne 5 mo npumnoxenue
Ne 6) n 32 oTpsa3bK A oT peuentypHa 6manka (o6pazerr M3 - H30K Ne 5A no npunoskenue Ne 7);

2. mo 45 KaJIeHIapHU JTHU - 3a OTPsI3bK B oT penentypHa 6manka (o6pazery M3 - H30OK Ne SA
o npuinoxenue Ne 7);

3. 1o 75 kaneHgapHH JHU - 3a oTpsazbk C oT perentypHa 6sanka (oopazery M3 - H3OK Ne SA
1o npustoxkerue Ne 7).

(2) (Hom. - B, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) OtrnenHute OTPA3BIM HA
penienitypHa Osanka (oopazery M3 - H30K Ne SA mo npunoxenue Ne 7) ce U3MBIHABAT MMOCIEI0BATEIHO B
CJIEZIHUTE CPOKOBE CYMTAHO OT JlaTaTa Ha M3/1aBaHETO M, ChOTBETHO - J1aTaTa Ha OTIIyCKaHE Ha MPEAXOJHOTO
KOJIMYECTBO OT MPEIMHUCAHNTE MPOIYKTH:

1. no 15 xaneHgapHu JHU - 32 OTPA3BK A;

2. (m3m. - [IB, 6p. 95 oT 2014 1.) oT 25 10 45 KalCHIAPHU JHHU - 32 OTPA3BK B;

3. (m3m. - JIB, 6p. 95 ot 2014 1.) oT 50 o 75 xanmeHgapHU AHU - 332 OTPsI3BK C.

(2a) (Homa - [IB, 6p. 68 ot 2024 r., B cuia ot 01.09.2024 r.) B cnydaute mo un. 74, an. 3
MOCIEABAIIUAT OTPA3BK OT €JIeKTPOHHOTO npennucanue (oopazen M3 - H30K Ne SA no npunoxenne Ne 7)
MOJKE J]a c€ M3MBJIHABA Ha JlaTaTa Ha Hal-KbCHUS CPOK, CUMTAHO OT JlaTaTa Ha OTIYCKaHE Ha MPEIXOIHHUTE
KOJIMYECTBA OT MPEANUCAHUTE JIEKAPCTBEHHU MPOTYKTH.

(3) (M3m. - B, 6p. 81 ot 2013 1., w3m. - [IB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
IIporokonute mo ui. 24, an. 1 uMaT cpok Ha BalnMIHOCT 10 365 KajeHJapHU JAHM CUMUTAHO OT JaTara Ha
3aBepsBAHETO MM B pErHMOHAJIHATA 3paBHOOCUTYpuUTeNHA Kaca. OmnpeessHeT0 Ha CPOKa Ha BaJHMIHOCT Ha
BCEKU MPOTOKOJI C€ M3BBPIIIBA [0 KPUTEPUH, YCTAHOBEHH B HAIMOHAIHUTE PAMKOBH JOTOBOPHU MO wWiI. 53,
an. 1 ot 330.

Pazgen V.
IIpennucBaHe Ha JieKAPCTBEHU NPOAYKTH B JiedeOHHU 3aBeaeHus cbe cranuonap (Hos - B,
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op. 81 or 2013 1.)

Y. 30a. (Hos - JIB, 6p. 81 ot 2013 r.) (1) (U3m. - JIB, Op. 95 ot 2014 1.) [IpennucBaneTo Ha
JIEKapCTBEHH MPOAYKTHU B JIEUCOHU 3aBEJICHHSI ChC CTAIIMOHAP 32 XOCMUTAIU3UPAHU MAIUEHTH CE U3BBPIIBA
HAa JIEKapCTBEH JIMCT ChIVIACHO NpuiiokeHue Ne Sa.

(2) (U3m. - JIB, Op. 95 or 2014 r., m3m. - [IB, 6p. 95 ot 2018 r.) JIekapCTBEHHST JUCT 1O
npuioxenue Ne 5a Moke a Ob7e M caMO B €JIEeKTpoHHA (hopMma, KaTo ce MOJMUCBA ChIVIACHO 3aKOHA 3a
SJIEKTPOHHHUSI IOKYMEHT H €JICKTPOHHUTE YAOCTOBEPUTEIHN YCIYTH ¢ KBATM(UIIMPAH WU YChBBPIICHCTBAH
€JIEKTPOHEH IMOJIITHC.

(3) (U3m. - B, 6p. 95 ot 2014 r.) JlekapcTBEHUAT JIUCT C€ TOMBJBA B JBa EK3EMILISIpA,
MOJIITKCBA CE OT JICKYBAIIHsI JICKap U HAYaJHHKA Ha OTACICHHETO, CJIe]l KOETO Ce Mpe/iaBa 3a U3IbIHCHHE B
OonHnyHaTa anteka. CpoKbT Ha ChXpaHEHUE Ha JIGKAPCTBEHUS JIUCT € 5 TOAMHHU.

(4) (Homa - /IB, Op. 95 ot 2014 r.) JIekapCTBEHHUSAT JIUCT MOXKE J1a OBbJIC ChCTaBSIH M OTIICYaTBaH
gpe3 crenuanu3upan copryep, Karo 3aAbKUTEITHO ChAbPKa BCHUKU PEKBU3UTH.

(5) (Homa - JIB, 6p. 95 ot 2018 r.) KoraTo nmekapcTBeHUTE MPOIAYKTH Ca 3a 3JI0KaUYE€CTBEHH
3a00IsBaHUs, IEKAPCTBEHUAT JIMCT 1O all. 1 ce mpuapykaBa OT TepaneBTUYCH (UII CHIIIACHO MPHIOKEHHE
Ne 56.

(6) (Hosa - JIB, Op. 95 ot 2018 r.) TepaneBTuuHuAT (Uil MOXKe J1a ObJIe U CaMO B €JICKTPOHHA
¢dopma, KaTo ce MOJAMUCBA CHIVIACHO 3aKOHA 3a €JIEKTPOHHHS JOKYMEHT U €JICKTPOHHUTE YJOCTOBEPUTEIHH
YCIYyTH ¢ KBATU(PHUIMPAH WIHA YChBBPIICHCTBAH €JICKTPOHEH TTOIHC.

(7) (Homa - JIB, 6p. 95 ot 2018 r.) TepaneBTUYHHUAT (UL CE MOMBIBA CHIVIACHO PEILIEHUETO Ha
KIIMHUYHATA OHKOJIOTMYHA KOMHCHS 110 XHMHOTEPAITUs/KIIMHUIHATa KOMHCHSI TT0 XeMAaTOJIOTHsI, OTPa3eHO B
MPOTOKOJI, €THOKPATHO Ha MBPBUA JCH OT TEpanuATa MO CHhOTBETHATa KIMHUYHA IbTeKa/amMOynaTopHa
nporeaypa.

(8) (Homa - IB, Op. 95 ot 2018 r.) TepaneBTUYHUAT (PHII ce TMOMBIBA B JBa €K3EMILIApA,
MIOJINMCBA C€ OT JIEKYBAIH JIEKap, ClIe] KOETO ce Mpe/iaBa 3a U3IIbJIHEHHE B OOJTHUYHATA arTeKa.

Un. 306. (Hos - JAB, 6p. 81 ot 2013 1.) (1) IIpeanucBanero Ha JICKAPCTBEHU MPOIYKTH,
ChIbPIKALIM HAPKOTHUYHH BellecTBa oT npuiiokeHus Ne 2 u 3 kM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a
KJ1acu(UIMpaHe Ha PACTEHUATA U BEIIECTBATa KATO HAPKOTUYHM, B JIeYeOHUTE 3aBEJICHUS ChC CTALlMOHAP 32
XOCHHUTAIU3UPAHUTE OOJIHU CE€ M3BBPIIBA HA OT/IEJICH JICKApPCTBEH JIUCT.

(2) (U3m. - 1B, 6p. 95 ot 2014 r.) JIekapCTBEHHT JUCT 1O al. | ce MOMBJIBA B ChOTBETCTBHE C
1. 30a, an. 3 u 4, KaTo HE ce JOIMyCKa U3/IaBaHETO My caMo B eJeKTpoHHA ¢opma. CpOKBT Ha ChXpaHEHUE
HA JIEKApCTBEHUS JIUCT € 5 TOAUHM.

Yn. 30B. (Hos - /IB, 6p. 81 ot 2013 r.) (1) (U3m. - [IB, 6p. 95 ot 2018 r.) [IpennucBanero Ha
JIEKapCTBEHU MPOIYKTH 1o ui. 30r, ant. 7, T. 2 ce U3BbpIIBa HA CIIEHUAIHUTE PEeLEeNTypHHU OJaHKu 1o wi. 11.

(2) Cneunannata perentypHa OjaHka 1o aj. 1 ce W3naBa B TpU €K3eMIUIIpa, IbPBUTE ABA OT
KOHMTO ce Ipe/aBar OT NalueHTa B OOJTHUYHATA alTeKa, a TPETUAT Ce ChXpaHsIBa OT JICKYBAIIHs JIeKap.

(3) [IpennucanuTe JTeKapcTBEHU MPOIYKTH IO al. 1 ce BOUCBAT B MEAULIMHCKATA JOKYMEHTALUS
Ha MalyeHTa.

Yn. 30r. (Hos - /IB, 6p. 81 ot 2013 r., u3m. - IB, Op. 95 o1 2018 r.) (1) JlekapcTBeHH NPOITYKTH
mo wi. 262, an. 6, 1. 2 3JIIIXM, 3amnamanu HarbiiHo oT H30K, moraT ga mpeanucsat auiara mo wi. 4, ai.
1, paGoremu B JiedeOHM 3aBEJCHHUS - U3MBIHUTEIM HA OOJHWYHA TIOMON[ IO KIMHUYHH
I'BTEKH/aMOYIIaTOPHU MPOLIEAYPHU ChIVIACHO HapeadaTa mo wi. 45, an. 2 330.

(2) Koraro cwrmacuo Hapembara mo wi. 45, amn. 2 330 JexkapCcTBEHHTE TNPOAYKTH 3a
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3nmoKavyecTBeHu 3abomsiBanus ce 3amamart oT H30K u3BbH 1ieHaTa Ha KIMHUYHHUTE ThTEKH/aMOyIaTOPHUTE
MpOLEAYPH, ChUIUTE Ce MPEANICBAT U MpUjaraT caMo cliel B3eTO pelIeHHe 3a MPOBEkKAaHE Ha JIEKapCTBEHO
JIieYeHHUEe OT O0Ilara KIWHUYHA OHKOJIIOTWUYHA KOMHCHS/KIMHMUYHATA KOMHCHS 1O XEMAaTOJIOTHsS ChIIIACHO
MEIUIIMHCKUTE cTaHaapTy "Menunnacka onkosorus"/"Knuanana xemartonorus."

(3) JlekapcTBeHUTE MPOAYKTH 32 JICUCHHUE HA 3]TOKAYECTBEHU COJMIHHU TYMOPH MpH Iuia Haja 18
I., C U3KIIIOYEHUE Ha ONHOMJIHUTE AHAITETHIIM, C€ MPEINUCBAT OT JIEKyBalllUs JIEKap cliel] pelleHHe Ha
KIIMHUYHATAa OHKOJIOTWUYHA KOMHCHSA MO0 XUMHUOTEpamnusi ChIIacHO MEAMIIMHCKHS CTaHaapT "MenuiuHCcKa
onkosiorus". Komucusita ce chCTOM Hall-MaJko OT TpUMa JIEKapu ¢ MPU3HATa CIEHHAIHOCT "MeauimrHcka
OHKOJIOTHS", KOUTO paboOTAT B JIeYeOHOTO 3aBElIEHUE, U C€ OINpeAeNsi ChC 3aloBe] Ha PBHKOBOJIUTENS Ha
nedeOHOTO 3aBe/ieHue. PeleHusTa Ha KIIMHUYHATa OHKOJIOTUYHA KOMHCHSI TI0O XMMHOTEpaIivs ce BIUCBAT B
MIPOTOKOJIM ChIyacHO mpuiioxkeHre Ne 80 M ce MoAnucBaT OT 4WieHoBeTe Ha Komucusra. [Iporokonure ca
BaJIMIHU 32 CPOK 110 180 AHU CUMTAHO OT HAYAJOTO HA JICUEHUETO IO cXemaTa.

(4) JlekapcTBEeHUTE MPOIYKTH 32 JICUCHHE HA 3JI0KAYECTBEHU XEMATOJIOTHYHU 3a00sIBAHUS TIPH
muna Haj 18 r., ¢ U3KIIOUEHUE HAa OMHOWIHHUTE aHAITeTHIM, Ce MPEeNUCcBaT OT JIEKyBallus JieKap clea
pelieHre Ha KIMHUYHATA KOMHCHS [0 XEMaTOJOTHSl ChIVIACHO MEMUIIMHCKUS craHgapt "KimnHudana
xemarosorus". PemeHusita ce BmucBaT B MPOTOKOJ O 00pasell chIiiacHO mpuiiokeHue Ne 8B, moamucan ot
Hal-Mallko TpuUMa Jekapu ¢ mpusHata crenuanHocT "Knunuuna xemaronorus". IIpoTtokonuTe ca BamuaHu
3a cpok 10 180 qHU CUMTAHO OT HAYAJIOTO HA JICUCHHUETO IO CXeMara.

(5) JlexkapcTBeHUTE MPOIYKTH 3a JEUCHUE HA 3II0KAaYECTBEHH 3a00JsiBaHUA Mpu Juna nox 18 r.,
C HM3KIIIOYEHUE HA ONHOWJHHUTE aHAITETHULIM, C€ IPEANNCBAT OT JIEKyBalllus JIeKap Cle]l pElIeHHE Ha
KJIIMHUYHA OHKOJIOTUYHA KOMHUCHS/KIMHUYHA KOMHUCHS 110 XeMaTOoJIOTus 3a juia noj 18 roaunu. Pemenusra
Ce BMHCBAT B MPOTOKOJ MO oOpasell chriaacHo mpuioxkeHus Ne 86/Ne 8B m ce moammcBaTr Hal-mMalko OT
nBama Jiekapu cbe crneruanHocT no "llemumatpus" u "Knuanyna xematonmorus" wiu "JleTcka KIMHUYHA
XEeMAaTOoJIOTHsI U OHKOJIOTHUSA", KOUTO paboTAT B IedeOHOTO 3aBeaeHue. [IpoTokonuTe ca BaluIHH 332 CPOK 0
180 1HM cUMTAaHO OT HAYAJIOTO HA JICYEHUETO IO CXEMaTa.

(6) Pemienusita Ha KOMHCHMTE IO ajl. 3 - 5 ca CHIVIACHO TEPANEBTUYHHUTE CXEMH 3a JICUCHHE B
CBHOTBETCTBHUE C 0JI00peHUTE (hapMaKo-TeparneBTUYHN PbKOBOJICTBA.

(7) Jlumara mo an. 1 morar ga mpeanucBaT Ha 30JI cbhc 370KavYeCTBEHU 3a0OJSBAHHS
JIEKapCTBEHH MPOJIYKTU 3a JICUCHUE/TIPOIbIDKABAHE HA JICYCHHETO B M3BBHCTAIMOHAPHU YCIOBHS, KAKTO
cleqBa:

1. mexapcTBeHH MPOAYKTU 3a TNEpopajHa MpHIleTHAa NPOTUBOTYMOpHA TEpamus W MepopaiHa
XUMHOTEpanus - npu aexocnuranm3anus Ha 30J1, 1ekyBaHU B CBIIOTO JIeYeOHO 3aBECHUE 10 KIMHUYHH
I'BTEKU WJIM aMOyJIaToOpHa MpoLeaypa 3a CHCTEMHO JIEKapCTBEHO JIeUEeHHUE MPH 37I0KaueCTBEHU 3a00JIsIBaHuUs;

2. ONMOWIHU aHANTETHUIIU - IPU JUCTIAHCEPHO HAOIIOJCHNE NPU 3710KAYECTBEHHU 3a00IIBaHUS U
P BPOJICHU XEMAaTOJIOTHYHU 3200 sIBAaHUSL.

(8) B ciywaute mo an. 7, 1. 1 30JI cnenBa na ca JeKyBaHU MO KIMHUYHU MIBTEKU/aMOyJIaTOPHH
MpoLeAypH, MOCOUYEeHU B Hapenbarta mo wi. 45, an. 2 ot 330, npu KOUTO CTOMHOCTTA HA JIEKAPCTBEHUTE
npoayktu ce 3amama or H30K u3BbH 1ieHaTa Ha KIMHUYHATA TbTeKa/aMOyiaTopHaTa mporenypa.

Un. 30x. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3Mm. - [IB, 6p. 95 ot 2014 r., u3m. - IB, Op. 95 ot
2018 r.) JlekapctBenute mpoayktu no wi. 30r, an. 7, T. 1 ce mpeanucBar Ha penentypHa OjaHka (oOpaszern
M3 H30K Ne 6 mo mpunoxkenue Ne 8r) 3a nedeHHe Ha 37T0KaYECTBEHHM 3a00JSIBaHUS B KOJIMYECTBA 3a HE
noseue ot 30 aHU.

(2) PeuentypHata 6manka 1o aji. 1 ce u3gaBa B JIBa €K3eMIUISPA, IBPBUAT OT KOUTO CE€ MpeaaBa
ype3 MalieHTa Ha anTekaTa Ha Je4eOHOTO 3aBEJEHHWE ChC CTAlMOHAP, a BTOPHUAT CE€ CBhXpaHsIBa OT
JIEKyBaIlIMs JIeKap/JieKkap 1o JeHTalHa MeIULHA.

(3) Peuenrture ca BanmuaHU 3a CPoK 15 AHM OT gaTaTa Ha U3JABAHETO UM.

(4) JIunara mo wi. 30r, an. 1 morar jga pasneyaTBaT oOpa3luTe Ha JOKYMEHTHUTE MO all. 1, KaTo
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ChbIIUTC CHABPIKAT 3aAbJDKUTCIIHO BCUYKU PCKBU3UTH.

I'naBa yerBBpTA.
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU

Pazpea 1.
IIpuemaHe U M3NIbJIHEHHE HA JIEKAPCTBEHUTE MPeIIUCAHMS

Un. 31. (1) (Ilpeaumen tekct Ha 4. 31 - [IB, 6p. 68 ot 2014 r., B cua ot 15.08.2014 r.) [Ipu
IIPUEMaHETO Ha PELENTUTE U JIEKapCTBEHUTE JIUCTOBE MaruCThp-(hapMaleBThT Ce 33 bJKaBa Ja:

1. mpoBepsiBa Aanu ca Cria3eHU M3MCKBaHUATA Ha TJIaBU BTOpPA U TPETa;

2. (m3m. - JIB, 6p. 85 ot 2023 r., B cua ot 16.10.2023 r.) HE OTHyCKa JIGKAPCTBEHU MPOAYKTH
Cpelly TaJOHH 3a OTCTBITKA WM IPYTH JNOMBIHUTEIIHA MaTepUan, HEIIPeIBUICHU B Ta3u Hapenoa, 3JIIIXM
nim 3BMJI;

3. (mm. - IB, 6p. 81 ot 2013 r., uam. - [/IB, 6p. 85 or 2023 r., B cuma ot 16.10.2023 r.)
OCTOIHOCTSIBA IIPEIIMCAHUTE JIEKAPCTBEHU MPOIYKTH; CIIOMaraTeJHUTe MaTepraiu U OMAaKOBKHUTE, KOUTO Ce
M3II0JI3BAaT 3@ JIGKAPCTBEHU NPOAYKTH, MPUIOTBEHH [0 MarucrpajHa M (apmakomneiiHa peuentypa B
anTeKHUTe, U Ce OCTOWHOCTSABAT chriacHo Hapenmbara 3a ycrmoBusTa, NMpaBWiaTa M pena 3a peryiupaHe u
perucTpupaHe Ha LIEHUTE Ha JeKapcTBeHHUTe MpoAykTu, npuera ¢ [loctanoBnenue Ne 97 nHa MuHuctepcku
ceBet oT 2013 1. (/IB, 6p. 40 oT 2013 1.);

4. (nom. - 1B, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) BriMcBa BCsIKa M3ITbIHEHA pelenTa B
JTHEBHUK 32 PErHCTpUpaHe Ha PeLenTH chbriiacHo npuioxkenue Ne 4 kpMm ui. 3, an. 3 ot Hapenba Ne 28 ot
2008 r. 3a yCTpOWCTBOTO, pela M OpraHu3alMsATa Ha paboTaTa Ha aNnTeKUTE W HOMEHKJIATypaTa Ha
nekapcrBenurte npoayktu (B, 6p. 109 ot 2009 1.).

(2) (Hosa - /1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., u3m. - 1B, 6p. 85 ot 2023 ., B cuna
ot 16.10.2023 r.) /IHEBHUKBT 3a PETUCTPUPAHE HA PEIETITH 110 all. 1, T. 4 ce BOJM Ha €JIEKTPOHEH HOCUTEII.

(3) (Hosa - JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) [IpaBo na oTmyckKaT JeKapCTBEHH
MPOJYKTH, ChbpKAIIX HAPKOTHUYHU BellecTBa oT npuioxkeHue Ne 1 kpm wit. 2 ot Hapenba Ne 2 ot 2012 1.
3a YCIIOBMATA U PEMA 32 OCBILECTBABAHE HA IIPOIPAaMU 3a JICYEHUE C arOHUCTH U arOHUCTU-AaHTarOHUCTU Ha
nuna, 3aBucuMu kpM onrouau (B, 6p. 49 ot 2012 r.), umar nekapu, paboTely B IporpaMuTe, MOdyYUIn
paspellieHrne 0T MUHUCTBpa Ha 3/[paBE0Na3BaHETO 3a OCHIIECTBSABAHE HA MPOTPaMH 3a JIEYCHHE C aTOHUCTH U
arOHUCTH-aHTAarOHUCTH Ha JIMLA, 3aBUCUMU KbM OIMOUIH.

Un. 32. (1) B anTekata 3agbDKUTENIHO C€ CHhXpaHSABAa B NPOABDKCHHWE Ha TMET TOJWHU
uH(popManus 3a:

1. IpueTHTEe M U3IIBIHEHUTE PELICTITH;

2. MOJTyYEHUTE JICKAPCTBEHU MPOIYKTH TIO TTAPTHIH.

(2) (U3m. - IB, Op. 68 ot 2014 r., B cmma ot 15.08.2014 r.) Ha Bcaka pernenta MaructTbp-
(dapMaleBTHT MOCTABS TeYaT, KOWTO ChIBPKa HOMEpA U JaTara Ha Pa3pelieHNueTo 3a ThProBus Ha APEOHO C
JICKaPCTBEHH ITPOTYKTH.

(3) (HoBa - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Penenture ce moamucBaT OT
MarucThp-hapmareBTa, KOMTO U3IIBIHSIBA MPEANHCAHUETO W/WIM OTITyCKa JICKapCTBEHHTE MPOAyKTH. Ha
BCSIKA PeleNTa MarucThp-papManeBThT MOCTABS:

1. HOMep U 1aTa Ha IpUEMaHe Ha PelenTara;

2. YUH nHa oTmyckamus MarucTbp-(papmariesnT.
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Ui 33. (1) B antekuTe penentuTte ce U3MbJIHABAT MPUOPUTETHO IO CJICTHUS PE;

l. peuentu ¢ ykazanue "muro", "muTHcHMO" UM "cTraTUM" ce M3MBIHIBAT HEe3a0aBHO, KaTo
BBPXY TAX CE€ 0TOENA3Ba YaChT HA TIOCTHIIBAHETO B alTEKaTa M HA MU3ITBIHECHUETO UM,

2. peuenTu 3a geua Ao 14 ronuxu;

3. BCUUKH OCTaHAJM PELENTH C€ U3IIBJIHIBAT M0 pejia Ha MOCTHIIBAHETO UM.

(2) (OTm. - 1B, 6p. 85 o1 2023 1., B cruta ot 16.10.2023 1.)

Ui 34. (1) IIpu oTryckane Ha MpeANUCcCaHy JICKAPCTBEHU MIPOYKTH C€ CIa3Ba CICTHUAT PE:

1. (m3m. - 1B, Op. 81 or 2013 r.) xorato IeKapCTBEHHUAT MPOAYKT € IMpeIrnucaH 4pe3
MEX/yHapOJAHO HEMAaTeHTHO WM (apMaKoNeiHO HaMMEHOBAHME Ha JIEKAPCTBEHOTO BEIIECTBO, CE€ OTIIyCKa
JIEKapCTBEH INPOJYKT, paspelleH 3a ymnoTpeda B CTpaHara, KOMTO ChbIbpXkKa MPEANHUCAHOTO AKTUBHO
BEIIECTBO, KaTO 3abJDKUTEIHO C€ CIa3BaT MpeHcaHaTa JieKapcTBeHa opMa M KOJHMUYECTBOTO B J1030Ba
eIMHULIA;

2. KOraro JIEKapCTBEHHUAT HPOAYKT € MpPEANNCaH I0J ThPrOBCKO HAaMMEHOBAHME, CE OTIIyCKa
TOYHO MPEANUCAHUAT IPOIYKT.

(2) Koraro amnTekata He pasmojara C TMpeaNUCaHus JIEKAPCTBEH MPOAYKT, MarucTbp-
(bapManeBThT € ITHXKEH JIa TO OCUTYPH B CPOK 10 24 daca. B To3u cirydaii natara u 4achbT Ha OCTHIIBAHETO
Ha pelenraTa ce 0Tpa3siBaT BbpXY Hesl.

Ui 35. (1) Cnen oTiyCKaHETO Ha MPEINMCAHUTE JIEKAPCTBEHU MPOIYKTH PEIenTaTa ce BpbIla
Ha MIPUHOCUTEIIS H.

(2) (U3m. - B, 6p. 94 ot 2011 r., usm. - JIB, 6p. 90 ot 2019 r.) B anTekure Ha jgeueOHUTE
3aBeJIeHHUs ChC CTAIIMOHAP, CKIIOYMIN JoroBop mo peaa Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amnamiaHe
OT IIbpXaBHHUA OIOJDKET HA JICYCHHETO Ha OBJTapCKuTe TpakJaHHW 3a 3a00JsBaHUS, M3BBH 0oOXBaTra Ha
3aJIBJKUTEIIHOTO 3/IPaBHO OCUTYpSIBaHE, CE 3aIbpiKa SAUHUST EK3EMIUIAP Ha pelenTara.

(3) (Or™m. - 1B, 6p. 51 oT 2023 1., B cuna ot 13.06.2023 1.)

Un. 36. Ilpu oTmyckaHe Ha JIEKapCTBEHH NPOAYKTH MarucTbp-papManeBThT € AIbKEH Ja
IpeJocTaBy MHGpOpPMaLKs U ChbBETH Ha MALUCHTUTE, U3PA3€HU SICHO, Ha €3UK, JICCEH 3a BB3IpPHEMaHE,
OTHOCHO 0€30I1aCHOTO U €()EeKTUBHOTO MPHEMaHE U U3IIOI3BAaHE Ha JIEKAPCTBEHUTE MPOIYKTH.

Ui 37. (1) IIpennucanus, KOUTO HE OTTOBApPAT HA M3UCKBAHUATA 110 IJIaBU BTOpA U TpeTa, HE ce
U3IIBJIHSBAT.

(2) IIpu BB3HUKHATIO CbMHEHUE OTHOCHO MPEANKMCAHOTO B PelenTaTa MarucTbp-hapMareBThT €
JUTBKEH, MIPen Aa OTIIyCHE JIEKapCTBEHUS MPOAYKT, 1a c€ KOHCYJITHpA C MPEANUCAINs perenTara jJeKap.

Y. 38. He ce oTmyckar JIekapcTBEHU NPOJYKTHU I10 KOIKME HA OPUTMHAIIHA PELENTa.

Un. 39. Ilpean oTmyckaHe Ha JIEKapCTBEHU MPOAYKTH Oe3 peuenTta MarucTbp-(papmaneBThT
HAIOMHS Ha MallMeHTa Mpeau yrnorpeda Ja npoyere HHOOPMAaMOHHATA JIMCTOBKA.

Pazngea 11.
OTnyckaHe Ha JIeKAPCTBEHH NMPOAYKTH, ChAbPKAIIM HAPKOTHYHH BelleCTBA
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Un. 40. (U3m. - IB, Op. 51 or 2023 r., B cuia ot 13.06.2023 r.) JlekapcTBeHU NPOIYKTH,
ChIbPKALIM HADKOTUYHHU BEIIECTBA, PEANUCAHU 110 pe/ia Ha TJIaBa TpeTa, pasnen I, ce otmyckar B anTekw,
KOHTO Ca MOJyYHJIN JIMLIEH3US 32 ThProBHs Ha APeOHO U ChbXpaHsBaHE Ha HAPKOTHYHU BEIIECTBA IO pesia Ha
3aKoHa 3a KOHTPOJ BbpXY HApKOTUYHHTE BeuecTBa U npekypcopute (3KHBII).

Uin. 41. (1) (U3m. - B, 6p. 81 ot 2013 ., u3m. - [IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)
[Ipenu oTmyckaHe Ha JTEKapCTBEHH MPOAYKTH, ChIAbPKAIN HAPKOTUYHU BEIIECTBA, MAarUCThpP-(hapMareBThT
33IBJKUTEIIHO IIPOBEpsiBA Jalld Ca CIA36HM M3UCKBAaHUATA 3a MPEANMCBAHE HA JIEKAPCTBEHU HPOAYKTH,
ChJIbPIKal HAPKOTUYHM BEIIECTBA, U BbBEXK/JA TPUTE UMEHA U JIAaHHUTE OT JOKyMEHTa 32 CaMOJIMYHOCT Ha
JULETO.

(2) (U3m. - OB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.)
WNudopmanusara oT cnenuanHuTe pelenTypHHu OJIaHKH - HallMOHalleH pedepeHTeH HOMep Ha pelenTypHara
OnaHKa, M€ Ha MalUeHTa, HANMECHOBAaHME Ha JICKAPCTBEHHS MPOIYKT, OTIYCHATO KOJIMYECTBO M JaTa Ha
OTITYCKaHETO, C€ BBHBEXA B CIEIHAIHUS PETHCTBp cbhbriacHo wi. 3 ot Hapemb6a Ne 21 ot 2000 r. 3a
M3HUCKBAHUATA KbM JJOKYMEHTAIUATA M OTYETHOCTTA IIPH U3BBPIIIBAHE HA JCHHOCTH C HAPKOTHYHU BEIIECTBA
1 JIEKQpCTBEHU MPOAYKTH, ChIIbpKalll HapKoTHUHU Bemiectsa (B, 6p. 86 ot 2000 r.).

(3) (U3m. - 1B, 6p. 94 ot 2011 1, oT™. - JIB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

(4) (U3m. - IB, 6p. 81 ot 2013 r., usm. - JIB, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 r., usm. -
1B, 6p. 51 ot 2023 1., B cmima ot 13.06.2023 r.) KoraTo nekapcTBEHUAT MPOAYKT 1o 4wi. 262, ai. 6, T. 1
3JIIIXM, cbappskam HapKOTUYHHU BemlecTBa, ce 3amtama oT H30K 3a nomamno neuenue, nHGpoOpManusTa
Mo ajua. 2 OT CHeNuaJHUTe pernentypHu Omanku ce mnpenoctaBs Ha P3OK upe3 Hamumonamnara
3IpaBHOMH(OPMAIIIOHHA CUCTEMA.

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

Ui 42. (M3wm. - 1B, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) Uadopmanmsra mo . 41, amn. 2
OT CHEIHMATHUTE PEUENTYpHHU OJlaHKu ce npenoctaBs Ha P3U upe3 HanmonanHata 3apaBHOMH(pOpPMAIIMOHHA
cucrema.

Yn. 43. (U3m. - [IB, 6p. 81 ot 2013 r.) 3abpansiBa ce OTIYCKaHE Ha JEKApCTBEHHU MPOIYKTH IO
perienTa, Mpeanucaly Mpean oBeYe OT 7 JHH.

Ui 44. (1) (U3m. - 1B, Op. 81 ot 2013 r.) 3abpaHsiBa ce OTIyCKaHe Ha JIGKAPCTBEHU MPOIYKTH,
ChIBpKAIIM HAPKOTHYHU BemiecTBa OT nmpuiokeHust Ne 2 u 3 kbM 4. 3, T. 2 u 3 ot Hapenbara 3a pena 3a
KIacupuIMpaHe Ha pACTeHUsATA W BelIecTBaTa KAaTo HApPKOTUYHH, B KOJIWYECTBA, IO-TOJIEMH OT
MpeANICaHUTE.

(2) Ilpu ycTaHOBsIBaHE Ha HECHOTBETCTBUS B MPEANUCAHUETO U MAKCHUMAIIHO JIOMyCTUMATa J03a
MarucTbp-(papManeBThT B aNTEKaTa € JUIbKEH /1a C€ KOHCYJITHPA ¢ MIPEANUCAINS pelerTara jJeKap.

(3) Ilpy HEBB3MOXKHOCT 3a HM3MBIHEHHWE HA TPEANHUCAHMETO CJe] KOHCYJTAIUsATa 1Mo ail. 2
perenTara ce Bphllla Ha JIeKaps/Jiekaps 1o JCHTaTHa MEIUIIMHA 32 aHyJIHpaHe.

Yn. 45. 3a0pansiBa ce OTIYyCKaHE Ha JIEKAPCTBEHU MPOIYKTH IO pela Ha TO3M pasfell, Korato
MIPUHOCUTEIIAT Ha perenTara e noj 18 roauHu.

Pazpea I11.
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OTnyckaHe HA JIeKAPCTBEHH NMPOIAYKTH, 3aIUIAIAHA HATBJIHO 0T M3 U HATBJIHO WJIN
qactuuHo ot H30K

Yn. 46. (1) (U3m. - B, 6p. 94 ot 2011 r., uam. - JIB, 6p. 90 ot 2019 r.) Ornyckanero Ha
JIEKapCTBEHM TNPOJYKTH, NPEANHUCAaHU MO pela Ha riaBa Tpera, paszaen lII, ce m3pbppuiBa OoT anTekd Ha
nedeOHU 3aBEICHHS ChC CTAIMOHAP, CKIIFOUMIIN OToBOp 1o pena Ha Hapemba Ne 34 ot 2005 r. 3a pena 3a
3aIUlaljaHe OT AbP)KaBHUS OO/PKET Ha JIEYEHHETO Ha OBJIrapcKUTe IpakJaHW 3a 3a00isiBaHUsA, U3BBH
00XBara Ha 3aJ/bJDKUTEIIHOTO 3/IPABHO OCUTYpSIBAaHE.

(2) (Orm. - B, 6p. 81 ot 2013 1., HOBa - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.)
OTnyckaHeTo Ha JIEKapCTBEHM MPOIYKTH OT anTeku, padoremu mno porosop ¢ H3O0K, ce u3BbpuiBa B
CBHOTBETCTBHUE C Ta3W Hapeada U ¢ yCIOBHATA U Pela 3a CKII0YBAHE HA WHAWBUIYATHU OTOBOPH IO WiI. 45,
ast. 15 ot 3akoHa 3a 37paBHOTO OCUTYPsIBaHE.

(3) (Hom. - B, 6p. 81 ot 2013 r., mom. - [IB, O6p. 68 ot 2014 r., B cuna ot 15.08.2014 1., oT™. B
4acTTa OTHOCHO AymHuTe "Maructhbp dapmarent" ¢ Pemenne Ne 5812 ot 17.05.2016 r. Ha BAC - JIB, 6p. 91
ot 2016 r., B cuna ot 18.11.2016 r.) OTnyckaHeTo Ha JIEKapCTBEHH HPOAYKTH, MPEANUCAHM 1O pesa Ha
rJ1aBa TpeTa, pa3zaen [V, ce u3BbpiiBa OT MarucThp-gapmareBT B anteku, padoremu no gorosop ¢ H30K ¢
M3KIIIOYEHHE Ha JIEKapCTBEHUTE MPOAYKTH 1O 4il. 30T, KOUTO ce OTITycKaT OT OOJTHUYHUTE alTeKu.

(4) (Hosa - /1B, 6p. 81 ot 2013 r.) Koraro nekapcTBEHUAT MPOIYKT CE€ OTIyCKa B ONAKOBKa,
pa3uYHa OT OKOHYATeNHaTa, ce OTOENA3BaT BCUUKU JaHHU OT OKOHYATEJIHATa OMaKOBKA Ha IPOU3BOIUTENS
U C€ MPEJ0CTaBs JIUCTOBKATA 3a MAaIllUeHTA.

(5) (Homa - 1B, 6p. 81 ot 2013 r., nom. - /IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., usm. -
B, 6p. 90 ot 2019 r.) Ha oOparHaTa cTpaHa Ha peLenTara 3a JEKapCTBEHUTE MPOJYKTH, OTIYCKAHU IO
pena Ha 4. 21 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amuiamiane oT Ibp>KaBHUS OI0/KET Ha JICUEHHUETO Ha
OBJIrapckuTe rpaskJjaHu 3a 3a00JiiBaHUs, U3BBbH 00XBaTa Ha 3aIbJDKMTEIHOTO 3]IpaBHO ocurypssane (B,
op. 95 or 2005 r.), ce 3amucBaT JAaHHWUTE OT JMYHATAa KapTa (MACIOpPT) Ha TMAlMEHTa M Ha TOJIy4aTels,
KOT'aTo JIEKApCTBEHUTE MPOJYKTH HE Ce MOJIy4aBaT JIMYHO OT MAIMEHTa.

Un. 47. (1) (U3m. - [IB, 6p. 95 ot 2014 r., mpeaumien TekcT Ha wi. 47 - JIB, Op. 68 ot 2019 1., B
cuna ot 27.08.2019 r.) OtnyckaHeTo Ha JEKapCTBEHM MPOJIYKTH, NMPEANUCAHM HAa peLenTypHa OaHkKa
(o6pazeny M3 - H30K Ne 5A no npunoxenue Ne 7), ce U3BbpILIBA B PAMKHUTE Ha BAJIUIHOCT HA OTPSI3bLUTE,
KaTo JlaTaTa Ha U3MbJIHEHHE HA BCEKU OTPSA3BK CE MOCOYBA BbPXY HETO M BbPXY CIICJBAIINS OTPA3bBK.

(2) (Hosa - /IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r., u3m. u mom. - /1B, 6p. 68 ot 2024 r.,
B cuia ot 01.09.2024 r.) [Ipu Hanmuyue Ha pEeANKMCAHUS HA €IHA WJIM TTOBEYE OT €/IHa perenTypHa OjaHKa
(o6pazerr M3 - H30K Ne 5 no mpunoxkenne Ne 6 u obpazenr M3 - H3OK Ne 5A mo mpunoxxkenue Ne 7) ¢
MPEIICaHus 3a Pa3InYeH OpOi THU pEelEenTHTE MOTaT Jla Ce M3IIBIHIBAT Ha JjaTaTa Ha Hal-KbCHS CPOK, HO
HE TI0-MaJIKO OT 25-Us JCH.

Ui 47a. (Hos - JIB, 6p. 68 ot 2014 r., B crita ot 15.08.2014 r., oTM. B 4acTTa OTHOCHO TyMHUTE
"Maructbp QapmaneBt” ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 r., B cuna ot
18.11.2016 1.) [Ipu oTnyckane Ha JEKapCTBEHH MPOAYKTH, PEINMCAHU 110 Pea Ha TJiaBa TpeTa, paszaen 1V,
MarucTbp-papManeBThT MPOBEPSBa 3APABHOOCUTYPUTEIHUS CTATyC HA MAIIMEHTUTE IO PEeJ, ONpelesicH B
YCJIOBHSITA U Pe/ia 3a CKIIOYBaHE Ha WHAMBUIYAIHU JIOTOBOPH 1O Wwi. 45, an. 15 ot 3akoHa 3a 3paBHOTO
OCUTYpsIBaHE.

Un. 476. (Hos - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) (1) (Ot™. ¢ Pemenne Ne 5812
ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 1.)
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(2) (Ot™m. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - [IB, 6p. 91 ot 2016 r., B cuna ot
18.11.20161.)

(3) (Ot™. ¢ Pemenne Ne 5812 ot 17.05.2016 r. nva BAC - JIB, 6p. 91 ot 2016 r., B cuna ot
18.11.20161.)

(4) (Ot™. ¢ Pemienne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 r., B cuna ot
18.11.20161.)

(5) (Ot™. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuia ot
18.11.20161.)

Ui 48. (1) Peuenture M mMpOTOKOJIMTE HE CE M3MBJIHABAT U C€ BPBIIAT HA MPUHOCUTEIS UM,
KOTaTo:

1. penenTtypHarta O1aHKa HE CHABPIKA U3ISIIO MOMBIHEHU BCUYKU JJAHHU;

2. CPOKBT Ha BAJTUIHOCT € U3TEKbII,

3. mpeanucaHuAT JIeKapCTBeH MpOoAayKT He ce 3amama or M3, or H30K unu He oTrosapsi Ha
M3UCKBaHMATA, ONIPEICIICHU B JoroBopa Ha antekara ¢ H30K;

4. ca IOMyCHATH TPEIIKU ¥ HECHOTBETCTBUS MIPH MOMBbJIBAHE HA OJIAHKUTE;

5. B Cily4auTe, KOraTo He ca U3IbJIHEHU M3UCKBaHUATA HA WI. 7, all. 1, T. 3;

6. (noBa - JIB, 6p. 95 ot 2018 r., u3m. - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) B
CIIy4auTe, KOTaTo He € U3IIbIHEHO U3UCKBAHETO Ha Wil 24, aj. 6.

(2) Maructwp-hapmareBThT, OTIYCKAIll JEKaPCTBEHUTE NPOIAYKTH, HAMa MpaBO Ja HaHACS
MOTIPaBKH BHPXY pelenTypHaTa OJlaHKa, ¢ M3KIIOYCHHE Ha MOMPABKU MPU HAPABEHU OT HETO TEXHUYECKH
TPEIIKK B MOMEHTA Ha M3MBJIHCHHUE Ha perienTtaTta. B To3u ciayuail TOM ce moanucBa cpelny HarpaBeHaTa OT
HEro KOpPEeKIIHs.

Paszpen IV.
OTrnyckaHe Ha JIEKAPCTBEHHU NPOAYKTH U MeIMIMHCKH U3/1eJIMs 110 penenTH, u31aeHu B
apyra app:xasa wienka (Hos - /IB, op. 15 ot 2014 1.)

UYn. 48a. (Hos - 1B, 6p. 15 ot 2014 1.) (1) (U3Mm. - [IB, 6p. 85 ot 2023 r., B cuia ot 16.10.2023
r.) Maructep-(hapmarieBTUTE IpH Cria3BaHe pa3rnopeaduTe Ha paszien | ca kKA Ja U3ITBIHIBAT PEIICTITH,
W3JIAZICHH B pyTa IbprKaBa 4JeHKa.

(2) Penenture no an. 1 cineasa J1a CbIbpKaT JaHHUTE, IOCOYEHH B npuiioxeHue Ne 4a.

(3) (M3m. - IB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023 r.) Maructsp-hapmMaieBTuTe C 11ei
rapaHTHpaHe MPUEMCTBEHOCT MPH JICYCHUETO HAa KOHKPETEH MallMeHT MOTaT Jia U3IbIHIBAT PEIENTH MO ajl.
1 u B coyyauTe, B KOUTO HE ChAbPKAT BCUYKU JaHHU 1O HpuioxkeHue No 4a, HO ¢ ToBa He ce 3acsra
TOYHOTO HACHTU(UIMpPAHE Ha MAlUEHTa, MPEANUCAHUTE JIEKAPCTBEHH IMPOIYKTU/MEAULIUHCKH H3JEeNus,
HAYMHBT Ha MMPUJIAraHe, KaKTo ¥ MEAUIUHCKUAT CIISIIHAJIICT, H3/1a)l PelernTara.

Ui 486. (Hos - JIB, 6p. 15 ot 2014 r., usm. - /IB, Op. 85 ot 2023 r., B cmia ot 16.10.2023 t.)
Maructbp-hapmaneBTUTE He M3IIBJIHABAT PELENTH, U3AJICHU B Ipyra Abp)KaBa WICHKA, B 4acTTa, B KOSATO
ca MpeANKUCaH! JEKapCTBEHU NPOAYKTH 1o wi. 174 3JIIIXM.

Pazgen V.
OTnyckaHe Ha JIeKAPCTBEHU NMPOAYKTH B JiedeOHHU 3aBeeHus cbe crannoHap (Ilpexumen
pasnea 4 - JIB, 6p. 15 o1 2014 1.)
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Un. 49. (1) (M3m. - B, 6p. 81 ot 2013 r.) JlekapcTBeHUTE NMPOAYKTU 33 XOCHUTATIH3UPAHUTE
MAIMEHTH ce OTIIyCKAT OT OOJIHMYHATA aIlTeKa.

(2) (U3m. - [IB, 6p. 2 ot 2012 1., u3m. - 1B, 6p. 81 ot 2013 r., usm. - JIB, 6p. 85 or 2023 ., B
cuna ot 16.10.2023 r.) Koraro neuebHO 3aBeieHHE ChC CTAIIMOHAP HsIMa anTeka, ce mpuiaraT 4wi. 38 - 380
ot Hapen6a Ne 28 or 2008 r. 3a ycTpoWCTBOTO, pela W OpraHu3aluaTra Ha paboTara Ha anTEKUTE U
HOMEHKJIaTypaTa Ha JIEKApCTBEHUTE MNpoayKTU. I[Ipum coemHu ciydam ce ocurypsiBa CHaOAsBaHe C
HEOOXOIUMHUS JIEKAPCTBEH IMPOJYKT BBB BB3MOXKHO Hal-KpaTbK CpOK. 3a II€HOOOpa3yBaHETO Ha
JIeKapCTBEHHUTE MPOJIYKTH CE CIIa3BaT yCIOBUATA HA HapenOara mo wi. 261a, an. 5 3JIIIXM.

UYn. 49a. (1) (Hos - IIB, 6p. 81 ot 2013 r., npeaumieH TekcT Ha 4. 49a - JIB, 6p. 53 ot 2022 1.)
[Ipyn nmpuemaHe Ha JIEKapCTBEHUTE JHUCTOBE MarucTbp-(apManeBThT 3aJbKUTEIHO MPOBEpsABa Aalu ca
CHa3eHU M3UCKBAHUATA 32 MIPEIIUCBAHE HA JIEKAPCTBEHH MPOIYKTH 110 ui. 8, 14 u 15.

(2) (Homa - JIB, 6p. 53 ot 2022 r.) [Ipu npueMaHe Ha JIEKApCTBEH JIUCT B €JICKTPOHHA (popma
MarucTbp-papmManeBThbT CBhCTaBs Upe3 CHelHanu3upaH codTyep BTOPH EINEKTPOHEH EK3EeMIUISp Ha
noanucanus no wi. 30a, an. 3 JekapcTBEeH JMCT MOJ ChIIUs HOMEp ¢ 1o0aBeHa B Kpas Ha Homepa Oyksa "A",
KONTO HE ChIbprKa MOJNUC Ha JIEKYyBalll JIeKap 1 Ha4YaJHUK Ha OT/eJeHHE. BTOPHUAT eleKTpOHEH eK3eMIUISp
TpsOBa Ja ChbIbpKAa BCUYKU JPYTH PEKBU3UTH, MOJIMUC HA Maructbp-papmareBra, KaKTO U Ha IUIATa,
IIpelajiu U IPUEIIU JIEKAPCTBEHUTE MPOTyKTH.

Y. 50. (1) JlekapcTBeHHTE TPOIYKTH IO JIEKAPCTBEHH JINCTOBE CE€ OTIyCKAT MOOTIEITHO 3a
BCEKHU MAIMCHT, KaTO BCEKU BHJ| JICKAPCTBEH MPOAYKT C€ OTIyCKa B OT/AEIHA OMAKOBKA, BHPXY KOATO CE€
oTOesI3BaT UIMETO U Bb3pacTTa Ha OOJIHUS, HOMEPHT Ha CTasATa, JIETJIOTO U IpeanucaHara o03a.

(2) (U3m. - IIB, 6p. 81 or 2013 r.) Koraro nekapcTBEHUAT MPOJIYKT CE€ OTIYCKa B ONAaKOBKa,
pa3nYHa OT OKOHYATEIHATa, OCBEH JaHHUTE IO ajl. 1 ce oTOeNsI3BaT M BCHYKM JaHHU OT OKOHYATEIIHATA
OTIaKOBKa HA MPOU3BOIUTEIS.

(3) (M3m. - IIB, 6p. 95 ot 2014 1., usm. - JIB, 6p. 53 ot 2022 r.) JIBaTa ek3eMmIuiipa Ha
JIEKapCTBEHMsI JIUCT B CHBKYMHOCT, HE3aBUCHUMO JalIM Ca CHCTABEHM Ha XapTUEH HOCUTEN, W/WIH B
eJIeKTpOHHA (POpMa, CHCTABIISBAT JIEKAPCTBEH JIUCT ChIIacHO mpuiiokeHue Ne Sa.

(4) (Homa - IB, 6p. 95 ot 2018 r., gom. - JIB, 6p. 53 ot 2022 r.) Koraro nexkapcTBeHHTE
MPOAYKTH ca 3a JICYCHHE Ha 3JI0KAYECTBEHH 3a00JsBaHUS B CTAIMOHAPHU YCIIOBUS, OOJHUYHATA anTeKka
BOJIM JKypHAJI 32 pa3TBapsHE Ha JICKAPCTBEHH MPOIYKTH 32 JICYCHHUE HA OHKOJOTHYHU/OHKOXEMATOJIOTHIHH
3a00IsBaHUs MO 00pasell chIilacHO NpuiiokeHue Ne 811, B KOWTO JaHHUTE C€ PETUCTpHUpaT exenHeBHo. [Ipu
OCUTYpEHA TEXHHYECKa Bb3MOXKHOCT )KYPHATBT MOXKE J]a C€ ChCTaBsl B €JIEKTPOHHA GopMma.

(5) (Homa - JIB, 6p. 95 ot 2018 r.) B ciy4aii ye cien nmpuroTBsSHEe Ha WHIUBUYATHUTE J03H 32
JIeHs OT JIaJIeH JIEKapCTBEH MPOAYKT ce (opMHpa OCTaThK, KOMTO HE MOXKe /1a ObJie IPUIIOKEH B CPOKa My
Ha TOJHOCT, ITOCOYEH B KpaTKaTa XapaKTEPHUCTHKA Ha JIGKAPCTBEHUS MPOIYKT, OCTATHKBT CE OTpa3siBa B
OMMC HAa  HEW3MOJ3BaEMHUTE  OCTAaThIM  OT  JIGKAPCTBEHW  TMPOAYKTH 32  JIeUEHHWE  Ha
OHKOJIOTUYHH/OHKOXEMATOJIOTHYHU 3200 IsIBaHuUs 10 00pa3el] ChrilacHo npuioxeHue Ne 8e.

Y. 50a. (Hos - JIB, 6p. 81 ot 2013 1.) (1) [IspBUTE €K3EeMILISAPH HA JICKAPCTBEHUTE JIMCTOBE, 11O
KOUTO Ca OTIYCHAaTH JEKapCTBEHW NPOMYKTH, CHIBPIKALIM HAPKOTHYHU BEIIECTBA, C€ 3aIbpiKaT B
OOJIHMYHATA anTeKka M Ce ChXPaHsSBAT 32 CPOK €IHA T'OJIMHA, KaTO C€ MPEACTaBAT Ha KOHTPOIHUTE OpraHH
IIpH MPOBEPKA.

(2) Cnen w3nbJIHEHUE HA MPEANUCAHUATA IO JIEKAPCTBEHUS JIMCT 3a JIEKAPCTBEHHU IMPOIYKTH,
ChIIbPIKAIIM HAPKOTUYHH BEILIECTBA, BTOPHST EK3EMIUISIP CE ChXPAHsBA B OTACICHUETO 33 CPOK S5 TOMHHU.

(3) Cnen u3tTM4aHe Ha Cpoka MO ajid. | MBPBUTE EK3EMIUISIPU OT JIEKAPCTBEHUTE JIMCTOBE CE
npeaaBar ¢ MPUEMHO-TIpeIaBaTelIeH MPOTOKOJI Ha MHcnekTopute B P3U, xouto ru chxpansBar 3a cpok 10
TOJMHU.
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(4) Ilpm ormyckaHe Ha JIEKapCTBEHUM INPOAYKTH, ChIbPIKAIIM HAPKOTUYHHM BEIECTBA Ha
JIEKapCTBEH JIUCT, HeoOXoanuMaTa HH(GOpMaIUs OT HETO C€ BbBEXK/Ia B perucThpa 1o wi. 3, ai. 2 ot Hapenba
No 21 ot 2000 r. 3a U3UCKBaHUATA KbM JOKYMEHTALMATA U OTUYETHOCTTA MPU U3BBHPIIBAHE HA JAEHHOCTH C
HAapKOTUYHH BEIIECTBA U JICKAPCTBEHHU MPOIYKTH, ChIAbPKAIIN HAPKOTUYHHU BEIECTBA.

. 506. (HoB - JIB, 6p. 81 ot 2013 1.) (1) (M3m. - IIB, 6p. 95 ot 2018 r.) JlekapcTBeHHTE
npoayktu mo uia. 30r, am. 7, T. 2 ce OTHycKaT OT anTeKu Ha Je4eOHUTE 3aBEACHUS ChC CTalMOHAp,
ckmrourn goropop ¢ H3OK 3a knuHmuHa mnpouenypa mo aucnancepHo Habmoaenne Ha 30JI cbe
3JI0Ka4E€CTBEHU 3a00JIIBAHUA.

(2) (U3m. - 1B, Op. 95 ot 2018 r.) [IbpBHUTE €K3EMIUISIPH HA PELIETITUTE, C KOUTO Ca MPEANHUCAHH
JIeKapCTBEHH NPOAyKTH 1o wi. 30r, ain. 7, T. 2, ce moApex)aaT B XPOHOJOTUYEH pel, KaTo HeoOxoaumara
uH(pOpMalKs OT TSIX C€ BbBEXAa B perucTbpa no uwi. 3, an. 2 ot Hapen6a Ne 21 ot 2000 r. 3a M3uCKBaHUATA
KbM JIOKYMEHTAlMsITA W OTYETHOCTTA IMPH HU3BBPIIBAHE HA JCHHOCTH C HAPKOTUYHH BELIECTBA W
JIEKapCTBEHH MPOAYKTH, ChAbPIKAIM HAPKOTUYHU BEILIECTBA, M HA IIBPBUS €K3EMILISAP ce OTOEsI3BaT TPUTE
MMEHA U JAaHHUTE OT JOKYMEHTA 32 CaMOJMYHOCT HAa IPUHOCUTEIS Ha perenTara.

(3) (U3m. - JIB, 6p. 95 ot 2014 1.) [IBpBUTE EK3EMIUISIPH OT PEIEITUTE 11O al. 2 C€ ChXPaHIBAT B
OOJHMYHATA anTeKa 3a CPOK €/1HA TOAMHA U Ce MPEACTABAT HA KOHTPOIHUTE OPTaHu IpU MPOBEPKa.

(4) (M3m. - [IB, Op. 95 ot 2014 r.) Bropute ek3eMIuiapu OT pELENTUTE 0 ajl. 2 ce MpeaaBaT B
P30K exemeceuHo B CPOKOBETE 32 OTUYUTAHE JIEHHOCTTA Ha JIe4eOHOTO 3aBEJICHHE.

(5) (U3m. - [IB, 6p. 95 ot 2014 r.) Cnen u3Tu4aHe Ha CPOKa IO aj. 3 pelenTUTe ce MperaBar ¢
MPUEMHO-TIPeIaBaTEIEH MPOTOKOI Ha uHcnekropute B P3M, kouto ru cbxpanssar 3a cpok 10 roguHu.

Y. 50B. (HoB - JIB, Op. 81 ot 2013 r.) 3a0pansiBa ce oTHmyckaHe B OOJHWYHATA amTeKa Ha
JICKApCTBEHH MPOAYKTH, CHIbPXKAIIA HAPKOTUYHM BEIIECTBA, IO pEIENTa WIH JEKapCTBEH JIHCT,
MIPENMCaHU TPEH MOBeYE OT 7 JHH.

Yn. 50r. (Hos - [IB, 6p. 81 ot 2013 r.) (1) 3a0pansiBa ce B OOJHHYHATA anTeKa OTIMYCKAaHE Ha
JIEKapCTBEHU MPOAYKTH, ChABPKAIIM HAPKOTUYHH BemecTBa OT MpuiiokeHuss Ne 2 u 3 kpM . 3, 7. 2 1 3 oT
Hapen0Oata 3a pena 3a kinacuduuupane Ha pacTEHUITa U BEIIECTBATa KaTO HAPKOTUYHU, B KOJIMYECTBA, MO-
roJeMH OT NPEANHCAHUTE.

(2) Ilpu ycTaHOBsIBaHE Ha HECHOTBETCTBHS B MPEANUCAHUETO U MAKCHUMAITHO JIOMyCTUMATa J03a
MarucTbp-papmaneBTbT B OOJHMYHATA amnTeka € JIBKEH Ja Ce€ KOHCYNTHpa C Mpearnucalus
perenTara/aeKapcTBeHHsI JTUCT JieKap.

(3) Ilpu HEBB3MOKHOCT 3a M3MBIHEHUE HA IPEIIUCAHUETO CJI] KOHCyJITauusaTa mo ai. 2
pelenTara/JeKapcTBEHUST JUCT e BpbIa Ha JIeKaps 3a aHyJIMpaHe.

Un. 50a. (Hos - IB, 6p. 81 ot 2013 r., u3m. - IB, 6p. 95 ot 2018 r.) 3abpansiBa ce oTmycKane
Ha JIEKapCTBEHU NPOoayKTH 1o 4j. 30r, an. 7, T. 2, KOraTo NPUHOCHUTENAT Ha perenrtara € noj 18 rogusu.

Y. 50e. (Hos - IB, 6p. 81 ot 2013 r.) (1) (U3m. - JIB, 6p. 95 ot 2018 r.) JlekapcTBeHUTE
npoayktu mo uia. 30r, am. 7, T. 1 ce oTmyckaT OT anTeKu Ha Je4eOHUTE 3aBEACHHUS CHC CTAlMOHAp,
cximounnu poropop ¢ H30K 3a xnuanmyam mereku mo wi. 30r, an. 8§ w/wim amOymnatopHa mporeaypa 3a
CUCTEMHO JIEKAPCTBEHO JICUCHHE TIPU 3JTI0KAY€CTBEHU 3a00JIIBaHUA.

(2) Komust Ha penenTtuTe, MO KOUTO Ca OTIYCHATH JIEKAPCTBEHU MPOAYKTH MO ail. 1, ce
ChXpaHsBaT B anTeKaTa Ha JiedeOHOTO 3aBe/IeHHE B NPOABHKEHNUE Ha €JHa FOJuHa, KaTo ce MPEACTaBsIT Ha
KOHTPOJIHHTE OPTaHH MPH MPOBEPKA.
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Pazngea VI.
IIpeanncBane Ha MeAMUMHCKH M3/1eJIUs, KONUTO 11 ce OTILYCKAT B Ipyra Ibp:KaBa YWIeHKa
(Hos - /IB, 6p. 15 o1 2014 1.)

Ui 50x. (Hos - IB, Op. 15 ot 2014 1.) (1) ITo u3pu4HO MCKaHE HA MAIMEHT JUIATa 1O 4. 4
MPENICBAT HEOOXOIMMHUTE 32 JCUCHHETO MEAUIUHCKH M3ENUsl, KOUTO IIe C€ OTIYCKaT B JpyTra IbpiKaBa
YJICHKA.

(2) Penenrture no an. 1 cneasa 1a CbIbpKaT JaHHUTE, IOCOYEHU B npuiioxeHue Ne 4a.

UYn. 503. (Hos - IB, 6p. 15 ot 2014 r., usm. - JIB, 6p. 95 ot 2018 r.) Koraro menuuuHckure
m3nenus o an. 1 Ha wi. 50 ce npeanucsar Ha 30J1, peuentypHuTe O6JaHKH 1O 4. 24 ciieBa 1a ChIbpKatT
BCUYKH JJAHHHU, IIOCOYCHU B TIpHitokeHue Ne 4a.

I'naBa nmera.

OTIHEYATBAHE, PA3IIPEJIEJISIHE U KOHTPOJI HA CIIEHHUAJIHUTE
PELEIITYPHU BJIAHKHU 3A JIEKAPCTBEHHU ITPOAYKTHU, CbAbBPKXAILIN
HAPKOTHUYHMU BEIIECTBA, U HA PEHEIITYPHUTE BJIAHKMU 3A ITPEAIIMCBAHE
HA JIEKAPCTBEHHU ITPOAYKTH 110 PEJIA HA HAPEJIBA Ne 34 OT 2005 TI'. 3A PEJIA
3A SAIUVIAITAHE OT IBbPKABHUS BIOJKET HA JIEHEHUETO HA BBJI'APCKHUTE
I'PAKKIAAHMU 3A 3ABOJIABAHUS, U3BbH OBXBATA HA 3AABJIZKUTEJIHOTO
3IPABHO OCUT'YPABAHE (BAI'JI. U3M. - IB, BP. 90 OT 2019T'., OTM. - /IB, BP. 51 OT
2023 1., B CHJIA OT 13.06.2023T'.)

Yn. 51. (U3wm. - 1B, 6p. 94 ot 2011 1., m3m. - /IB, 6p. 81 ot 2013 r., oT™. - /IB, Op. 51 ot 2023
r., B cuia ot 13.06.2023 r.)

Y. 52. (Otm. - 1B, 6p. 51 ot 2023 1., B cuiia ot 13.06.2023 1.)

Y. 53. (Otm. - 1B, 6p. 51 ot 2023 1., B cruta ot 13.06.2023 1.)

Un. 54. (U3wm. - [IB, 6p. 94 ot 2011 1, ot™. - [IB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

Y. 55. (Otm. - 1B, 6p. 51 ot 2023 1., B cruta ot 13.06.2023 1.)

Yn. 56. (Otm. - [IB, 6p. 94 or 2011 1.)

I'naBa mecra.

YCJOBUS U PEJ 3A HOCEHE WM U3HACSIHE HA IEKAPCTBEHU NIPOJIYKTU,
NPEAHA3ZHAYEHMUA 3A JIEYEHUETO HA BBJI'APCKHU U UYXKJIU I'PAXKIAAHU,
MNOCTOSAHHO U BPEMEHHO ITPEBUBABAIIIA B CTPAHATA U IIbTYBAIIA
N3BBH PEITYBJINKA BBJI'APUS U 3A TPAH3UTHO IPEMHUHABAIIA
YXKIAEHIIA

Yn. 57. bbearapcku rpakaaHd ¥ 4y>KAM IPaXkIaHH, MOCTOSIHHO U BPEMEHHO IMpeOuBaBally B
CTpaHaTa U MbTyBallu M3BbH PenyOnuka bearapus, moraT na HOCAT WM Ja U3HACAT OT U 3a TPETH CTPaHU
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CJICIHUTE BHUJIOBE JICKAPCTBEHU MPOITYKTH:

1. (m3m. - [IB, 6p. 90 ot 2019 1.) nekapcTBeHW NMPOIYKTH, NMPETHASHAUYCHU 3a JICYCHUETO UM,
ormycHatu o pefa Ha Hapemba Ne 34 or 2005 r. 3a pema 3a 3amiaiiade OT IbP>KaBHUSA OIOKET Ha
JICYEHUETO Ha OBITrapcKuTe Ipa)<AaHU 3a 3a00JiABaHMS, M3BBH 00XBaTa Ha 3aJBbJDKUTEIIHOTO 3/pPABHO
OCUTYpSIBaHE;

2. IeKapCTBEHU MPOIYKTH, OTITYCKaHU 0€3 JeKapCKO MpeIICaHue;

3. nekapCcTBEHU MPOAYKTH, OTITYCKAHU MO JIEKapCKO MpeIucaHue.

Y. 58. (U3m. - [IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) JlekapcTBeHHTE NMPOIYKTH IO
qi1. 57, 1. 1 Morar ja ce mpeHacsT OT CIeTHUTE JTUIA:

1. MNanueHTBHT, 3a YUECTO JICUCHUC Ca MTPCAHA3HAUCHU NPEANMNUCAHUTE JICKAPCTBCHU IPOAYKTH;

2. JIMUETO, KOETO € MOJyYWIO JICKAPCTBEHUTE MPOIYKTH OT ChOTBETHATA aNTeKa U UMETO MY €
BITMCAHO KAaTO TOJy4yaTell BhPXY pPEIenTara;

3. JWIe, KOETO NPUTEeKaBa W3PUYHO ITBIHOMOIIHO OT TMAIMeHTa, 3a YHETO JIEYeHHEe ca
[peJHAa3HAYEHHU MIPEANUCAHUTE JIEKAPCTBEHH IIPOLYKTH.

Yn. 59. (1) (U3m. - JIB, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) Jlunata mo um. 58
YIOCTOBEpSIBAT MPABOTO CH Jla HOCAT WIM Ja IMPEHACAT JICKapCTBEHUTE MPOAYKTH Mo wi. 57, T. 1 cbC
3aBepeHO OT MarucThp-papmareBTa Komnue Ha U3MbIHEHA pelenTa OT ChOTBETHATA anTeka, MpeArnrcana 3a
KOHKPETHOTO JICUCHUE.

(2) JIunara mo 4. 58 Morar ja HOCST WU Jla M3HACAT JICKAPCTBEHHU MPOAYKTH, TIPEIHa3HAYCHU
3a IGYCHHETO UM, B KOJIHUYECTBA, TOCOYECHU IU(PPOM U CIIOBOM B pellenTara, KosTo cliefBa Aa € o0padoTeHa
B anTeKara.

Un. 60. (U3m. - /1B, 6p. 68 ot 2019 r., B cuima ot 27.08.2019 r.) KonnvecTBaTa Ha MpeHACsSHUTE
JIEKapCTBEHH MPOIYKTH Mo Wwi. 57, T. 1 ciensa ma ocurypsiBaT JICYUCHHETO HA MAIMEHTa 3a CPOK JI0 JIBa
Mecela.

Yn. 61. (U3m. - IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHUTE MPOTYKTH IO
qi1. 57, T. 2 MOTar Ja ce MPeHacsAT OT OBITapCKH M YY>KAH TPaXJTaHU TOCTOSHHO W BPEMEHHO TpeOUBaBan
B CTpaHara.

Y. 62. (1) Jlunata mo un. 61 moraT ga mpeHacsT JEKapCTBEHH MPOIYKTH OT U 3a TPETH CTPaHU
B KOJIMYCCTBA, HGO6XOI[I/IMI/I 3a BpCMCTO Ha IIPECTOA UM, HO HC ITIOBCUC OT TPU MECCIIA.

(2) (M3m. - JIB, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.) Jluuara mo un. 61 morart ga
IIPEHACAT OT U 3a TPETH CTPAHM JIEKAPCTBEHM MPOLYKTH MO Wi. 57, T. 2 B NO-TOJIEMU KOJIMYECTBA, AKO
MMpECTOAT MM IMpPOABbJIKaBa IIOBCYUC OT TpU MECCLA M IIPUTE)KABAT H3JaACHA peucnTa 3a CbOTBCTHUA
JIEKapCTBEH MPOJIYKT U 32 ChOTBETHOTO KOJIHUYECTBO.

Ui 63. (U3m. - [IB, 6p. 68 ot 2019 1., B cua ot 27.08.2019 r.) JlekapcTBeHHTE MPOIAYKTH IO
qi1. 57, T. 3 MOTar Ja ce MPEeHACAT OT CICTHUTE JTUIA:

1. maruenTa, 3a YMeTo JICUYCHHE ca NIpeTHA3HAYCHH MTPEANUCAHUTE JIEKAPCTBEHH MPOTYKTH;

2. nuIe, KOETO MpPHUTE)KaBa M3PUYHO ITHIHOMOIIHO OT IallMeHTa, 3a YHETO JICYCHHE ca
npeaHasHa4YCHU NPCANMCAHUTC JICKAPCTBCHU IPOAYKTH.
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Un. 64. (1) (U3m. - IB, 6p. 68 ot 2019 1., B cuma or 27.08.2019 r.) Jlumara mo ui. 63
YIOCTOBEPSIBAT MPABOTO CH Ja HOCAT WJIM JIa MPEHACST JIEKAPCTBEHUTE MPOIYKTH MO Wi. 57, T. 3 CbC
3aBepeHO OT MarucThp-GapmarieBTa Komue Ha U3MbIHEHA pPelenTa OT ChOTBETHATA alTeKa, MpeArrcana 3a
KOHKPETHOTO JICUCHHE.

(2) JIunara mo 4. 63 MoraT Ja HOCSIT WU Ja U3HACAT JICKAPCTBEHH MPOTYKTH, TPEIHAZHAUCHH
3a JICYEHUETO UM, B KOJINYECTBA, TOCOYECHHU IIU(PPOM U CIIOBOM B peleTiTaTa.

Un. 65. TpaH3UTHO NpeMUHABallM Ipe3 TEPUTOpHUATAa Ha CTpaHaTa JUIa MMaT IpaBoO Ja
IIPUTEKABAT JICKAPCTBEHU NMPOAYKTH, KOUTO Ca IIPEIHA3HAYEHHU CAMO 3a TAXHOTO JICUCHUE.

Ui, 66. KoHkpeTHUTE KOJTUYECTBA JIEKAPCTBEHU MPOAYKTH, KOUTO JIUIATa M0 WI. 65 UMat mpaBo
J1a IIPUTEXKAaBaT, CE ONPENEIIAT OT ChbOTBETHATA IIPUEMAILIA IbPXKABa.

Un. 67. [Ipu TpaH3uTHO peMHUHABaHE TIpe3 TepuTopusaTa Ha PemyOnuka bearapus Ha nuiara mo
1. 65 ce mpenopbuBa Ja OBAAT MpeIBAapUTEIHO HHMOPMUPAHM 3a HM3UCKBAHMSATA, YCTAaHOBEHU OT
CHOTBETHATa MpUEMAIla JIbpPKaBa.

Ui, 68. Beuuku sekapcTBEHU MPOAYKTH, KOUTO C€ IMPEHACAT OT U 32 TPETU CTPAHU IO peja Ha
Ta3u Hapenba, cieqBa J1a ObaT B OPUTMHATIHUTE CH OTIAKOBKH.

Un. 69. (1) Ilo pena Ha Ta3m Hapemba HE MoraT Ja C€ MPEHACAT JICKAPCTBEHU MPOIYKTH,
ChIbPIKAIIN HAPKOTHYHHU BEIIECTBA.

(2) YcnoBusaTa u peapT 3a IpEeHACSHE HA JICKAPCTBEHUTE MPOAYKTH IO ajl. 1 ce ompenensT B
3KHBIL

T'1aBa cenma.
EJIEKTPOHHO IIPEAIIMCBAHE HA JIEKAPCTBEHHU ITPOAYKTHU. OTITYCKAHE HA
JEKAPCTBEHMU ITPOAYKTHU U U3ITbJJHEHHUE HA EJIEKTPOHHUA INPEJAIIMCAHUS
(HOBA - JIB, bP. 107 OT 2020 I'., B CHUJIA OT 18.12.2020T".)

Yn. 70. (Hos - [IB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) (Jom. - B, 6p. 47 ot 2021
r., B criia ot 04.06.2021 r., uam. - IB, 6p. 53 o1 2022 r., B cuna ot 01.11.2022 r., uszm. - JIB, 6p. 85 ot 2022
r., B cruia ot 25.10.2022 r., u3m. - JIB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1., gom. - JIB, Op. 85 ot 2023
r., B cuna ot 16.10.2023 r.) [IpeanucBaneTro Ha JIEKAPCTBEH MPOIYKT, ¢ M3KIIOYEHHE Ha JIEKAPCTBEHUTE
MIPOIYKTH IO I1aBa Tpeta, pasaenu Il u V, ce uzppmiBa ¢ enexrpoHHo npeanucanue. [Ipeanucanero Ha
JIEKapCTBEH MPOIYKT MO pefa Ha 4i. 6 ce M3BBPIIBA C pEelenTypHa OJlaHKa Ha XapTHEH HOCHUTEN WU C
€JIEKTPOHHO MpEeINUCcCaHNe, C U3KIYEHNE Ha MPENUCBAHETO HA JIEKAPCTBEHU MPOAYKTH, KIAaCU(PUIUPaHU
BbB (hapMakojiornyHu rpynu '"JlekapcTBEHH MPOAYKTH 3a JiedeHHWe Ha Auader" m "AHTHOAKTEpHAITHH
JeKapCTBEHH TMPOAYKTH 32 CHCTEeMHa ymoTrpeba" CBIJACHO aHATOMO-TEPAaNeBTHYHO-XUMHUYHATA
knacuukanrs Ha CBeTOBHATa 3/paBHA OpraHM3alis, KOETO C€ U3BbpIIBA CaMO C EJIEKTPOHHO
npennucanue. [IpeanucBaHeTo Ha JIEKApPCTBEHHW MPOAYKTH MO WiI. 9, KOWTO ca Kiacu(UIUpaHU BBHB
(dapmakonornynu Tpynu "JlekapcTBEHHM TMPOAYKTH 3a JedeHwe Ha auader" u "AHTHOAaKTepuaTHU
JEKapCTBEeHH TMPOJYKTH 3a CHUCTEMHa YymoTpeba" ChIIIacHO aHAaTOMO-TepaneBTUYHO-XMMHUYHATA
kinacudukanus Ha CBETOBHATa 3[paBHA OPraHM3alMs, MOXKE Jla C€ M3BBPIIBA HAa peLENnTypHa OJaHKa Ha
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XapTUEH HOCUTEII WIH C EJIEKTPOHHO IPEJIUCaHKE, a TE3U MO0 Wi. 9a - caMO Ha XapTUEH HOCUTEIL.

(2) (Homa - JIB, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r., ot™. - /IB, 6p. 85 ot 2022 ., B cuna
ot 25.10.2022 r., HoBa - /IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) OTHycKaHETO Ha €JIEKTPOHHO
IIpEIMCaHH JIEKAPCTBEHH MPOIYKTH CE U3BBPIIBA CAMO IO €IEKTPOHEH BT O pena Ha wi. 73 u 74.

(3) (IIpemgumna an. 2 - JIB, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r.) EnextpoHHOTO
npeanucanue mo an. 1 ce w3naBa moj Gopmara Ha €JIEKTPOHEH JOKYMEHT, MOANUCAH ¢ KBaTU(HUIUPaH
enexktponen noxanuc (KEII), cerinacHo m3uckBanusita Ha Permament (EC) Ne 910/2014 na EBpomeiickust
naprameHT U Ha CbBera oT 23 ronu 2014 1. OTHOCHO €eKTPOHHATA UICHTU(DUKAIINSI U YIOCTOBEPUTEITHUTE
YCIIYTH NIPHU €JIEKTPOHHU TPaHCAKIIMKM Ha BBTPEIIHUS Ma3ap u 3a orMsiHa Ha JupextuBa 1999/93/EO (OB, L
257/73 ot 28 aBryct 2014 r.) 1 Ha 3aKOHA 3a €JEKTPOHHUS TOKYMEHT U €JIEKTPOHHHUTE yJOCTOBEPUTEIHH
YCIIyTH.

(4) (IMpepumna an. 3 - 1B, 6p. 53 or 2022 r., B cuia ot 01.11.2022 1., u3m. - /IB, Op. 51 ot
2023 r., B cuna ot 13.06.2023 r.) IIpu e1eKTpOHHOTO NpEANICBaHe HA JEKAPCTBEHUTE MIPOAYKTH 10 all. | ce
mpujaraT ChbOTBETHO pa3mopeAduTe Ha TjaBa BTOpa W IJaBa Tpera, paszned [, a mpu elneKTpoOHHOTO
IpENICBaHe Ha:

1. MekapcTBEHU MPOIYKTH, ChIbPIKAIIN HAPKOTUYHH BEIIECTBA - M HA IJIaBa TpeTa, pasznaen 11,

2. JeKapCTBEHM MPOAYKTH, 3arialiaHd HambjJHo uian yactuyHo oT H3OK - u Ha rnaBa Tpera,
paznen IV, ¢ u3kimoYeHWe Ha HM3MCKBAaHMATA OTHOCHO XapTHeHaTa (opMa Ha perentypHUTE OJaHKH U
MIPOTOKOJIUTE.

Un. 71. (Hoe - B, 6p. 107 ot 2020 r., B cmma ot 18.12.2020 r.) (1) Enexkrponnure
NpENUCcaHusl Ce M3/1aBaT, BBBEXJAT, 00pabOTBAaT M ChXpaHSBAT 4pe3 CHELHUATU3UPAH MEAULUHCKH U
anTeueH codryep.

(2) He#ictBusita mo un. 72 - 74 ce u3BbpHIBAaT NpU ChOOpa3sBaHE HAa HOMEHKJIATYpHTE,
obpasuute, hopMaTUTE M IPYTUTE U3MCKBAHUA 3a CTPYKTypUpaHe Ha MHpopMauusaTa 1 oOMEeHa Ha JIaHHH,
npenHazHaueHu 3a Hamuonannara 3npaBHonHpopmannonHa cucreMa (H3UC), nyOnaukyBaHM Ha MHTEPHET
cTpaHuuaTa Ha MUHUCTEPCTBOTO Ha 3APaBEOIa3BAHETO.

(3) IlporpamuuTe wuHTEpdeiick M HOMEHKIATypuUTe 3a OOMEH Ha HWHpOpMAaLUs MEeXIy
MeaunuHckus u anteynus copryep u H3UC ce akTyanusupar Tekylo, B TOBa YHUCIO B ChOTBETCTBUE ChC
CTENEHUTE Ha U3rpaXKJaHe U BHeApsiBaHe Ha ¢pyHKunoHanHocTure Ha H3UC.

Un. 72. (HoB - JIB, O6p. 107 ot 2020 r., B cmma ot 18.12.2020 r.) (1) 3a m3maBaHeTo Ha
€JIEKTPOHHO MpeANrCcCaHNe JeKapsAT WK JeKapAT 110 IeHTaaTHa MeAuLHa ce uaeHTuduuupa upe3 KEIL.

(2) Ilpu enexTpOHHOTO MpPEANNCBAHE HA JEKAPCTBEHUs MPOAYKT C€ M3BbHpIIBAa aBTOMAaTUYHA
IIPOBEPKA B PETUCThpa Ha bbiarapckus gekapcku Chbi03, ChOTBETHO Ha bbarapckus 3p001€KapcKu ChO3 3a
HJIMYMETO Ha IpaBa 3a yHpaXHABaHE Ha MpodecHusTa OT JeKaps, ChOTBETHO JIEKaps IO JEHTaJHa
MeNIMHA, U3BBPIIBAI TPEANICBAHETO.

(3) Cnen mombiiBaHe Ha HeoOxoaumara MHGOpMalMs 3a MPEANUCAHHUS JIEKapCTBEH HPOIYKT
JIeKapAT WU JICKapAT 10 JACHTaIHA MEJUIIMHA TIOANKCBA eNEKTPOHHOTO npeanucanue ype3 KEIL.

(4) Cnen moanucBaHe Ha €IEKTPOHHOTO MPEANUCAaHUE aBTOMATUYHO CE€ M3BBPIIBA BaIUIUpaHE
Ha BbBeJeHaTa HH(pOpMAIMA W TeHEpHUpaHe Ha HaIMOHANEH pedepeHTeH HOMEp Ha EeJIEKTPOHHOTO
npeanucanue noj popmara Ha OYKBEHO-IIM(PPOB KO/I.

Yn. 73. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a u3nbJIHEHHUETO HA
€JIEKTPOHHOTO MPEANNUCaHNe MarucTbp-papmaneBTbT ce uaeHtTuuupa upes KEII.

(2) Cnen uaentudunupanero mno ai. 1 ce U3BbpIIBAa aBTOMAaTHUYHA MPOBEPKA B PETUCTHpPa Ha
bearapckust ¢papmaneBTHYEH CHIO3 32 HAJTMYMETO HA MpaBa 3a YIPaKHSIBAHE HA MPOQECHsITa OT MAaruCThp-
(dhapmarieBTa.

(3) Maructbp-hapManeBTbT U3BBPIIBA JCUCTBUS 10 HACHTU(DUIIMPAHE HA HW3IaJCHOTO
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€JIEKTPOHHO MPEANMCAHUE, IPU KOUTO KaTO Bojell KpuTepui nsnoissa EI'H Ha manuenra.

(4) Cnen nnenTudurpane Ha €IEKTPOHHOTO MPEANMUCAHNE MarucThp-(papMaleBThT U3BBPIIBA
MPOBEpKa 3a CMa3BaHETO HAa ChOTBETHUTE MPUJIOKUMU pa3ope10N Ha TJIaBU BTOPA U TpeTa.

(5) Tlpu HecnmazBaHe Ha pa3mopenOuTe, MOCOYCHH B ail. 4, MaructTbp-hapmaieBThT OTKa3Ba
U3MBIHEHUETO HA €JIeKTPOHHOTO MpEANKICcaHne, KaTo MOCOYBa M MPUIMHUTE 32 TOBA.

(6) 3a M3NBIHEHHETO HA EJEKTPOHHO NpPEANHCaHME Ha JEKapCTBEH MPOAYKT, 3arllallaH
HanbJIHO uinu 4YactuyHo oT H3OK, upe3 u3mon3BaHus OT MarucTbp-hapmaieBTa anTedeH copTyep ce
M3BBPINBA U aBTOMAaTHYHA MpoBepka B peructbpa Ha H30K 3a neuebHOTO 3aBeneHue ¢ gqorosop ¢ H30K, B
KOETO paboTH JeKapsT WK JIeKapAT 10 JeHTaJHa MEAULIMHA, U3Jall eJIEKTPOHHOTO MPEeANKUCaHue, KakTo U B
peructbpa Ha HAII - 3a 31paBHOOCUTYPHUTETHUS CTaTyC HA MAIUCHTA.

Un. 74. (Hos - IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 1.) (1) (Hom. - B, 6p. 85 ot 2023
r., B ciia ot 16.10.2023 r., mom. - JIB, 6p. 68 ot 2024 1., B cuia ot 01.09.2024 r.) Cinen u3BbpIIBaHE HA
necTBusTa Mo wi. 73, an. 3 u 4 MarucThp-(apManeBThT U3IBJIHABA CICKTPOHHOTO MPEANHCAHUE, KATO
MPEIOCTaBsl CHOTBETHUTE JIEKAPCTBEHH TMPOIYKTH Ha TMAalMeHTa U YJOCTOBEpsiBA M3I'BJIHEHHUETO Ha
€JIIEKTPOHHOTO Tpeanucanue 4pe3 nonanucaneto My ¢ KEIL, u momy4yaBane Ha HalmoHalieH pedepeHTeH
HOMED Ha M3IIBIHCHHE Ha €JIEKTPOHHOTO MPEANICAHUE 32 BCEKH OTITYCHAT JICKAPCTBEH MPOIYKT.

(2) (U3m. - 1B, 6p. 68 ot 2024 r., B cuma ot 01.09.2024 r.) Cnen mnpukitoyBaHE Ha
M3MBJIHEHUETO Ha EJIEKTPOHHOTO MPEINUCAHUE CHIIOTO C€ aKTyaJu3upa aBTOMATUYHO B aNTEUYHHS U
MEIUIIMHCKUS coTyep Karo "M3mbiaHeHo0", choTBeTHO "HaCTHYHO M3IBIHEHO" .

(3) (Homa - [IB, 6p. 68 ot 2024 r., B cuna ot 01.09.2024 r.) KoraTo enekTpoHHOTO MpeAnrcaHnue
€ YaCTUYHO M3MBIHEHO, IPEINUCAHUETO MOXKe a ObJe M3MBIHEHO B OCTaHAJIaTa CH 4YacT B ChIllaTa WU B
npyra anteka, ckiaroumia goropop ¢ H3OK. OkoHyaTenHOTO M3MBIHEHHWE MOXE Ja C€ OCHIIECTBH A0 JIBA
pabOTHH THH OT IMbPBOHAYAITHOTO YAaCTUYHO M3IBJIHEHHE, HO HE TIO-KbCHO OT JlaTaTa Ha U3THYAHE Ha CPOKa
Ha BAJIMIHOCT HA €JIEKTPOHHOTO MPEANUCAHUE.

(3) (U3m. - IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) [Ipu uznmbiHeHNE HA €IEKTPOHHOTO
MpeAnrcaHrue MarucTbp-(hapManeBThT Clla3Ba WM3WCKBaHMATa Ha 4wi. 33, am. 1, i 34, an. 1 u am 2,
U3pedyeHue nbpBo, wi. 36, wi. 37, an. 2 u wi. 39, a 3a:

1. nexapcTBeHU MPOAYKTH, ChIbPHKAIIM HAPKOTUYHHU BEIIECTBA - U3MCKBaHUATA Ha wi. 40, 41,
43,44 u 45;

2. IeKapCTBEHH MPOAYKTH, 3arlIalliaHd HamrbJIHO Wi yacTuaHOo oT H30K - u3nckBanusiTa Ha uJ1.
46, an. 2,3 n4 nun. 47, an. 1, c U3KIIOYCHUE HA 3aB>KEHUETO 3a IOCOYBAHE HA JlaTaTa Ha M3IThJIHCHHE Ha
BCEKH OTPA3BK, U all. 2.

JdonmbaHuTeIHM pa3nopeaou

§ 1. ITo cMucwna Ha Ta3u Hapenoda:

1. "Kox na H30K" o3HauaBa OyKBeHO-IIU(PPOB KO, YHUATO I'bpBa OyKBa OTTOBapsl Ha IbPBO
HUBO Ha AHATOMO-TepaneBTHYHATa Kiacudukanus Ha CBeTOBHATa 3/paBHA OpraHHW3aIUs, BB3IpPHETA B
Peny6nuka bearapus.

2. "BamuagHocT Ha perenTara’ o3HadaBa CPOKBT, 32 KOUTO TS MOXe Ja ObJe HM3MBJIHEHA B
anTekaTa.

3. "KonnyecTBO aKTMBHO BEIIECTBO B JI030Ba €AMHMIA" Ha JIEKAPCTBEHUS] MPOIYKT €
ChJIbP)KAaHUETO HAa aKTMBHOTO BEIIECTBO, M3pa3eHO KOJIMYECTBEHO 3a €/Ha J030Ba eluHuLa (Tabierka,
KarcyJia) Wid 3a eJUHHIIA Maca Ik 00eM B 3aBUCUMOCT OT JIeKapcTBeHaTa (popma.

4. "Iuro" o3nayasa "Obp30".

5. "Ilutucumo" o3HavaBa "MHOTO OBp30".
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6. "Cratum" o3HauaBa "BesHara".

7. (moBa - JIB, Op. 68 ot 2014 r., B cuma ot 15.08.2014 r., otm. ¢ Pemenne Ne 5812 ot
17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuia ot 18.11.2016 1.)

8. (Hosa - /1B, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 r.) "OTnyckaHe Ha JIEKapCTBEH IPOAYKT
6e3 nekapcko npennucanue (OTC)" o3HauaBa CHBKYMHOCTTa OT AEHCTBHUS Ha (apMaleBTH B MPUEMHOTO
MOMENICHHE Ha afnTeKara Mo onpezelsHe Ha MOAXOSIINS 3a OTIYCKaHe JIEKAPCTBEH MPOIAYKT 0€3 JeKapCKo
npeanucanue (OTC) wim mpueMaHe Ha pelENTypHUTE OJaHKH M TPOBEpPKaTa Ha ChIBPIKAHUETO UM,
KOHCYJITAIMs] OTHOCHO NMPUEMAHETO M Bb3MOXKHUTE HEXXEJaHW PEaKLUHU U JIEKAPCTBEHU B3aUMOJCHCTBUS U
npeJaBaHe Ha JICKApPCTBEHHUTE TIPOYKTH Ha MAIlUCHTHUTE.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu

§ 2. (1) Pasnopendure Ha rnaBa TpeTa, pa3aen IV, permaMeHTHpaIiy U31aBaHETO, IPOMEHUTE U
BaJIMIHOCTTA Ha peuenTtypHa 6iaanka (oopazeny M3 - H30K Ne SA no npunoxenue Ne 7), Bnu3ar B cuia ot 1
anpuwi 2009 r. /lo BIM3aHEeTO UM B CHJIa BCHUYKM JICKAPCTBEHHM MNPOIYKTH, 3aIUIALAHW HAIBIHO WIH
gactuuHo oT H30K, ce npeanucsar Ha peuentypHa Onanka (oopazen M3 - H30K Ne 5 no npunoxenue Ne
6) cbe cpok Ha BaMaHOCT 30 AHM.

(2) B cpoxk mo 1 ampun 2009 r. anTekuTe NpuUBEXAaT copTyepa CH B CHOTBETCTBHE C
M3MCKBaHUATA HA Ta3W Hapenda OTHOCHO M3JaBaHETO, MPOMEHHUTE W BaJHMIHOCTTA HA pElenTypHa OJaHKa
(o6pazenr M3 - H30K Ne 5A no npumnoxenue Ne 7).

§ 3. (1) (M3m. - [IB, 6p. 91 ot 2009 r.) B cpok no 31 maii 2010 r. siekapcTBEHU MPOAYKTH,
ChJIbPIKaI HAPKOTUYHHU BelllecTBa OT HpuiiokeHust Ne 2 u 3 kbpM ui1. 3, an. 2 Ha 3aKOHA 3a KOHTPOJI BbPXY
HapKOTHYHUTE BELIECTBA U MPEKYPCOPHUTE, MOTaT Ja ce NPeANNUCBaT U Ha CHELUATHNUTE pelenTypHU OJaHKH
o oOpazer| cbritacHo npunoxkenue Ne 6 kpM . 11, an. 1 ot Hapenda Ne 4 ot 2001 r. 3a ycrnoBusita u pena
3a IpeNKUCBaHe U OTIIyCKaHEe Ha JICKapCTBEHH MPOAYKTH.

(2) Cnen u3THUaHe Ha CpoKa Mo aji. | crenualHuTe peHenTypHU OJaHKH Mo mpuiioxeHue Ne 6
kbM wi. 11, am. 1 ot Hapexba Ne 4 ot 2001 r. 3a ycrnoBusaTa U peAa 3a IPEANHUCBAHE M OTIyCKaHE HA
JIEKapCTBEHM MPOAYKTH C€ YHUIII0)KAaBaT OT KOMHUCHSI, OTIpe/IeIeHa ChC 3aloBe]] Ha AupekTopa Ha PII3.

(3) 3a ynumoxaBaHeTo Ha OJIAHKUTE IO ajl. 2 C€ ChCTABS MPOTOKOJ, KOWTO C€ YTBBPKIABa OT
aupeKkTopa Ha cboTBeTHUS P13 1 ce u3npama B MUHUCTEPCTBOTO Ha 3/{paBeOa3BaHETO.

(4) Penentypaute 6nanku no npuioxerne Ne 4 kpMm 4i. 6, an. 1 ot Hapen6a Ne 4 ot 2001 r. 3a
yCIIOBHUSITA M pefia 3a MpeANKcBaHe U OTIyCKaHE Ha JIEKAPCTBEHHU MPOAYKTH MOraT Ja ce€ HM3IO0JI3BaT 0
TAXHOTO M3YEpIIBaHE, HO HE MO-KbCHO OT €Ha TOJMHA OT BIM3aHE B CHJIa HAa Ta3M Hapenda, KaTo B TAX Ce
BITMCBAT JAHHUTE T10 WI. 7, aJl. 2 OT METUIIMHCKHUS CIICIUAINCT, KOUTO M3/1aBa perenTara.

(5) bnankuTe Ha JI€KapCTBEHUTE JIUCTOBE MO npuiioxeHue Ne 5 kpM uit. 6, an. 2 ot Hapenba Ne
4 ot 2001 r. 3a ycnoBusiTa U peAa 3a MPEANUCBAHE U OTIYCKaHE Ha JIEKQPCTBEHHW MPOJYKTH MOTaT Ja ce
U3II0JI3BAT /10 TAXHOTO U34YepIBaHe, HO HE MO-KbCHO OT €/1HA FOJIMHA OT BJIM3aHE B CHJIAa HAa Ta3u Hapenoa.

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

§ 4. (U3m. - IB, Op. 94 ot 2011 r.) KOHTpOIbT MO M3MIBIHEHUE HA HapeadaTa ce OChIICCTBABA
0T MuHHUCTEPCTBOTO Ha 3ApaBeona3Banero, P3U u M3nwinuTennara arenuus no jgexkapcrsata 1 H30K (B
YyacTTa OTHOCHO OTITyCKaHE M IMPEINUCBAaHE Ha JIEKApCTBEHU MPOIYKTH, 3aIUIall[aHi HAITbJIHO UM YaCTUYHO
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OT Hesl).

§ 5. (Hom. - IIB, 6p. 68 or 2019 r., B cuma ot 27.08.2019 r.) Tasu Hapenba ce w3mgaBa Ha
ocHOBaHMe 4j. 221 or 3akoHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MeauuuHa v 4wi. 60 ot 3akoHa 3a
KOHTPOJI BbPXY HapKOTUYHHUTE BEUIECTBA M MPEKYypPCOPUTE, KAaKTO U Wi. 56, an. 2 oT 3aKkoHa 3a 3APaBHOTO
ocurypsiBane u otmeHsi Hapen6a Ne 4 ot 2001 r. 3a ycioBusita U pefa 3a MpeANUCBaHE W OTITyCKaHE Ha
JeKapcTBeHH NpoaykTH (00H., JIB, 6p. 10 ot 2001 r.; usm., 6p. 74 ot 2002 r.; Op. 82 ot 2003 r.; 6p. 32 oT
2005 r.; 6p. 34 ot 2006 T.).

§ 6. (U3m. - JIB, Op. 94 ot 2011 r.) Vka3zanus mo mpmiaranero Ha Hapeabara gaBatr H30K
OTHOCHO pa3nopeAduTe Mo MpeANnucBaHe U OTIyCKaHe Ha JICKAPCTBEHU MPOAYKTH, 3aljIalllaHy HA'BJIHO WU
gactuuHo ot H30K, crorBeTHO MUuHucTEpcTBOTO Ha 3apaBeona3Baneto, P3U u M3nbnnuTenHaTa areHus
IO JIEKapcTBaTa ChbOOPA3HO TSIXHATA KOMIIETCHTHOCT.

JdonmbaHNTEeIHUA pa3nopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
HPOAYKTHU

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

§ 6. C Ta3u Hapenba ce BbBEXKIAT M3MCKBaHUATa Ha JlupekTuBa 3a m3nwiaenue 2012/52/EC Ha
Komucusra or 20 nekemBpu 2012 r. 3a ompenensiHe Ha MEpPKU 3a YJECHSIBAaHE Ha NPU3HABAHETO Ha
MEIUIMHCKUTE IPEANUCaHNs, U3aIeHH B pyTa abpxkasa wienka (OB, L 356/68, 22.12.2012).

3akiII0uYnTeIHE pa3nopeaou
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIOBUSITA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

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

§ 7. Hapenbara Bu3a B cuiia OT JieHsl Ha 0OHapoiBaHeTo i B "J[bpikaBeH BeCTHUK'.

3akiII0uYnTeIHE pa3nopenou
KBbM HAPEJBA 3A UIBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

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

§ 15. Hapenbara Bim3a B criia OT JACHS Ha 0OHapoBaHeTo M B "/IbpkaBeH BECTHHK'.
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM HAPEJIBA 3A UBMEHEHUWE U JOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCIOBUSATA U PEJA 3A TIPEAIINCBAHE U OTIITYCKAHE HA JIEKAPCTBEHH
NPOAYKTHU

(OBH. - 1B, BP. 95 OT 2014 T.)

§ 21. B cpok a0 Tpu Mecena OT BIM3aHE B CHJIa HA Hapeadara JeueOHNUTE 3aBe/ICHHUsI MOraT Ja
NPEANUCBAT JICKAPCTBEHHU NMPOAYKTH Ha JEKaPCTBEHHM JINCTOBE 110 JOCETAIIHUS PEl.

3aK/II0YuTeHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSITA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MPOAYKTHU

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

§ 17. HaBcsxbae B HapenOarta abpesuatypara "(330JI)" ce 3amens cwe "(30J1)".

IIpexoanu n 3aK/JII0YUTETHE pa3nopeadoun
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - IB, BP. 68 OT 2019T'., B CWJIA OT 27.08.2019T".)

§ 22. (1) Jo mybnmkyBane Ha mH(popmamusaTa mo wi. 23a, al. 5 ce W3JaBaT MPOTOKOIH 3a
NPE/IIICBaHe HA JICKAPCTBEHU TPOIYKTH IO WI. 23, al. 4 pU JIOCETAIIHUTE YCIOBHS U 110 IOCETAITHUS PEI.

(2) U3napenure mpoTOKOIU A0 MyOIMKyBaHEe Ha MHPOpPMAIUATA IO WI. 23, al. 5 ce U3IMBJIHABAT
710 M3THYAHE HA TEXHHS CPOK.

§ 23. Hapenbarta Bnu3a B cuia OT JieHd Ha oOHapojBaHeTo M B "/[bpikaBeH BeCTHHK', ¢
m3kioyeHue Ha § 8,9, § 10, 1. 2, § 12 u 21, xouto Biau3at B cuiia ot 1 ssuyapu 2020 r.

3akiII0unTeIHM pa3nopenou
KBbM HAPEJBA 3A IOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJA 3A IIPEJIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

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

§ 2. HaBcskbae B Hapen0ara gymaTa "penyOinkaHckus" ce 3aMeHs ¢ "abprkaBHUS".

IIpexoanu u 3aKkI0OUYNTETHH pa3nopeaoun
KbM HAPE/IBA 3A JOIIBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSTA U
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PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU TPOAYKTHU

(OBH. - 1B, BP. 107 OT 2020 I'., B CWJIA OT 18.12.2020 I'., U3M. - 1B, BP. 37 OT 2021 I',,
B CHJIA OT 07.05.2021T.)

§ 2. Hapen6ara Bnu3a B cuna ot 18 nekemspu 2020 T.

§ 3. (M3m. - IB, 6p. 37 ot 2021 r., B cmia ot 07.05.2021 r.) IIpu ocurypeHu TEXHUYECKU U
OpraHM3aIMOHHU YCJIOBHS 32 TOBAa OT MHUHHMCTEPCTBOTO Ha 31paBeomna3BaHeto 1 H30OK nunara mo un. 4 u
MIPUTEKATEIIUTE HA pa3pelICHNe 3a ThPToBHs HA IPEOHO C JICKApPCTBEHU MPOAYKTH Ca JTHKHU JIa IPUBEAAT
JEHHOCTTA CH TI0 MPEIIUCBAHE U OTITYCKaHE Ha ChOTBETHUTE JIEKAPCTBEHH MPOIAYKTH CaMO C €JICKTPOHHHU
MpeAnUcaHus B CbOTBETCTBHE C M3MCKBAHUATA Ha rjaBa ceaMa He mo-KbcHO oT 1 tonum 2021 r., karo
J0TOraBa ce W3JaBaT M oOpaboTBAT W pEUENTH HAa XapTHeH HocuTel. He ce momycka jeKapCTBEHHUAT
MPOAYKT J1a ObJe MPEANKCcaH eAHOBPEMEHHO C €IEKTPOHHO MPENHCAHNE U C pElenTa Ha XapTUEH HOCUTEIL.

§ 4. (U3m. - IB, 6p. 37 ot 2021 1., B crima ot 07.05.2021 1.) U3manenure mo 31 maii 2021 .
pelenTy Ha XapTHUeH HOCHUTEN C€ W3MBIHSABAT MO JOCETAlllHUS pPea J0 M3THYaHE HAa CpPOKa Ha TAXHATA
BaJIUIHOCT.

§ 5. Ilpu texymara akTyanuzauus 1no wi. 71, an. 3 B paMKuTe Ha Ipoleca N0 M3rpa)xaaHe U
BHenpsiBaHe Ha ¢yHKunoHamHoctute Ha H3UC ce pasriexnaat u cTaHOBHUIATa ChOTBETHO Ha bhirapckus
JIeKapCKHU Cbh103, bharapckus 35001eKapcKku cbio3 U bbiarapckus papmaneBTH4eH Chio3.

IIpexoanu pa3nopenou
KbM HAPE/IGA 3A UBMEHEHUWE HA HAPE/IBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJIA 3A IIPEJIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

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

§ 3. (1) (U3m. - JIB, 6p. 47 ot 2021 1., B cmuna ot 04.06.2021 r.) M3gagenure 10 BIM3aHE B CHIIA
Ha Ta3u Hapenda mpoTokonu oT KinHUYHATA OHKOJOTMYHA KOMHUCHS MO0 XUMHUOTEpaNnus U 3a JIEKapCTBEHO
JICYCHHUEC 11O XEMATOJIOTHA CC U3IIBJIHABAT 1O U3TUYAaHC HAa CPOKAa UM HAa BAJIMTHOCT.

(2) B caywyaure mo an. 1 pemeHusita Ha OOmara KJIMHMYHA OHKOJOTMYHA KOMHUCHSI W Ha
Knunnynara KoMHUCHS IO XEMATOJIOTHSA HE Ce npeusgaBaT J0 HACTHBIIBAHC Ha HGOGXOI[I/IMOCT OT MMpoMAgHaTa
UM.

IIpexonnu u 3aKIIOUNTETHH pa3nopeaoun
KBbM HAPEJBA 3A U3MEHEHUE HA HAPEJIBATA 3A JTJOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 T'. 3A YCJOBUSATA U PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU NPOAYKTHU

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

§ 2. U3znanenute A0 BIM3aHE B CUJia HA Hapea0aTa pelenTy Ha XapTUEeH HOCUTEN Ce U3ITbIHSABAT
0 JIOCETalIHUS PE/I.
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§ 3. HapenOara Bnu3a B cuiia OT JieHsl Ha 0OHapo1BaHeTo i B "J[bpikaBeH BeCTHUK'.

3aK/Il0YuTeHU pa3nopendu
KBbM HAPE/IBA 3A JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSITA U
PEJIA 3A ITIPEJIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU MPOAYKTHU

(OBH. - IB, BP. 47 OT 2021 I'., B CWJIA OT 04.06.2021 I'.)

§ 3. Hapenbara BiM3a B cuiia OT JieHsl Ha 0OHapoiBaHeTo U B "JbpkaBeH BeCTHUK'.

IIpexoanu n 3aKJII0YUTETHE pa3nopeadou
KBbM HAPEJIBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCIIOBUSTA U PEJIA 3A TIPEAIINCBAHE U OTIITYCKAHE HA JIEKAPCTBEHHU
NPOAYKTHU

(OBH. - 1B, BP. 53 OT 2022 T".)

§ 6. ITaparpad 4 Bnuza B cwta ot 1.11.2022 r. MUHHCTEPCTBOTO Ha 3/paBEOIa3BaHETO Ch3J/laBa
TEXHUYECKUTE YCIIOBHS 32 U3MBIHEHUE Ha § 4 B CpOKa IO U3PEUCHUE ITBPBO.

HAPEJBA 3A U3MEHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSTA U PEJJA
3A ITIPEAIIMCBAHE U OTIITYCKAHE HA JIEKAPCTBEHU ITPOAYKTHN

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

§ 2. Hapenbara Bnu3a B cuja OT JeHs Ha oOHapoaBaHeTo 1 B "JIbp)KaBeH BECTHHK'.

IIpexoanu n 3aKII0YUTETHE pa3nopeadon
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - IB, BP. 51 OT 2023 T"., B CWJIA OT 13.06.2023 T"., U3M. - JIB, BP. 105 OT 2023 I",,
B CHJIA OT 19.12.2023T.)

§ 13. PeuenTture Ha XapTUEH HOCUTEN, W3JaJeHU 10 BIIM3aHE B CHJa Ha Hapeznbara, ce
ChXpaHsBaT U YHUIL0XKABaT 10 peAa Ha OTMEHEHus wi. 12, an. 1 u 2.

§ 14. Bropure ek3eMIUIsIpU Ha pelenTUTe, MPUETH OT MarucThp-hapmManeBTUTE 10 BIU3aHE B
cuiia Ha Hapeabara, ce u3Mpamar Ha ChOTBETHUTE MHCIIEKTOPH 10 HapKoTHYHUTE BemectBa B P3U no omuc
Ha XapTUEH U €JIEKTPOHEH HOcuTeN B cpok 110 10 romm 2023 1.

§ 15. Bropute ex3emmuisipu oT peuentute no ui. 41, an. 4, usganeHu 10 BIM3aHE B CUJIA Ha
Hapez0OaTa, ce npenasaT ot antekute Ha P3OK B cpokoBere, onpenenenu B ckmouenure ¢ P3OK norosopu.

§ 16. [IspBUTE €K3eMIUISIpU HA pELENTUTE 10 ASHCTBAIUS MIPEeIn BIM3aHEe B CUjla Ha Hapeadarta
ui1. 42, U31a7ieHy 710 BIU3aHe B CHJIAa Ha Hapen0arta, ce ChbXpaHsABaT 10 peja Ha JeHCTBAlMs pean BIU3aHe
B cuJjia Ha HapenOata wi. 42, an. 1 u 2.
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§ 17. (1) B cpok o nBa Mecena OT BIU3aHe B CWJIa HA Hapeadara Jumara mo 4i. 5, ain. | Bphiar
B choTBeTHaTa P3U mpegocraBeHUTE MM CHICIIHATHH PEIENTYPHU OJaHKH, C U3KITIOYCHUE HA CIyYauTe 10 §
18.

(2) (U3m. - IB, 6p. 105 ot 2023 ., B cuna ot 19.12.2023 r.) B cayyaute no § 18 cneunannure
peuenTtypHu 6s1aHKU ce BpbLIaT B cboTBeTHaTa P3U B cpok 1o 30 ampun 2024 r.

(3) (M3m. - B, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) Jo 31 mait 2024 r. cnenuainure
perienTypHu O6JaHKU O all. 1 1 2 ce yHHUIIOXaBaT OT KOMHUCHS, ONpeielieHa ChC 3aloBe]l Ha AUPEKTOpa Ha
P3U.

§ 18. (M3m. - JIB, 6p. 105 or 2023 r., B cuna ot 19.12.2023 r.) /lo uHTErpupaHETO HaA
co(TyepHHTE TIPOILYyKTH/CIICIIHATU3UPAHUTE MEAULIMHCKU COPTYEpH Ha allTEKUTE Ha JIeYeOHUTE 3aBEACHUS -
M3IIBJIHUTENN Ha OoiHMYHA momoul, ¢ HanuonanHaTa 31paBHOMH(GOPMALIMOHHA CUCTEMA, HO HE MO-KbCHO
or 1 anpun 2024 r., JeKapCTBEHUTE MPOLYKTH, ChABPKALIM HAPKOTUYHU BEILECTBA, C€ NPEANUCBAT U
OTITyCKaT B TE€3H JIe4eOHU 3aBEICHUS 110 JOCETalllHUs pel.

§ 19. N3panenute no pena Ha § 18 perentu Ha XapTHEH HOCUTEN CE€ ChbXPaHABAT, OTYUTAT U
YHHUIIIOKABAT IO JIOCETalIHUs pel.

§ 20. Uznmanenute n0 BIM3aHETO B CHJIa HAa HapendaTa pelenTH Ha XapTHEH HOCHUTEN Ce
M3ITBJIHABAT I10 IOCETAITHHSI PEJl 10 M3THYaHe Ha CPOKA Ha TAXHATA BAJTUIHOCT.

§ 22. Hapenbara Biv3a B CHIIa OT JIeHS Ha 0OHapoiBaHeTo U B "J[bprkaBeH BECTHUK".

IIpexonnu n 3aKJIIOYUTETHH pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIIOBUSTA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - 1B, BP. 85 OT 2023 T'., B CWJIA OT 16.10.2023 T'., AOII. - 1B, bBP. 105 OT 2023 I",,
B CHJIA OT 19.12.2023T.)

§ 15. Uznamenute n0 BiM3aHe B CWia Ha HapeabdaTa peLENTH HAa XapTUEH HOCHUTEN ce
M3MBJIHABAT MO JJOCETAIIHUS PEJ.

§ 15a. (Ho - [JIB, 6p. 105 ot 2023 r., B cuma ot 19.12.2023 r.) o 1 ampun 2024 r.
JIEKApCTBEHHUTE TPOIYKTH, KIacu(UIIpaHu BbB (hapMaKoJIOTHYHA Tpyma "AHTHOAKTEpUAIHHU JIEKapCTBEHU
INPOAYKTH 3a CHUCTEMHa YNoTpeda" ChIVIACHO aHAaTOMO-TEpAalNeBTHMYHO-XMMHUYHATA KiIacu(UKalus Ha
CaeToBHaTa 37paBHa OpraHU3allMs MOTaT Jja c€ MPEANUCBAT U Ha XapTUEH HOCUTEIL.

§ 16. (1) [IpurexaTtenure Ha pa3pelieHUE 3a ynoTpeda mpUBEKIAT 3aBapEHUTE KbM BIIM3aHE B
CHWJIa Ha Ta3u Hapea0a OMaKOBKHU Ha JIEKAPCTBEHUTE MPOAYKTH 10 ui. 15, an. 3 B choTBEeTCTBHE C 4il. 168, ai.
2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U Wi. 68, an. 2 oT 3aKoHa 3a KOHTPOJ
BBPXYy HApPKOTUYHUTE BEIIECTBA M MPEKYpCOPUTE B CPOK 10 €HA TOAMHA OT BIIM3aHE B CHUJIAa HA Ta3H
Hapezaoa.

(2) Tlputexxarenute Ha paspelieHre 3a ynorpeba momaBarT B M3mbiHWTeNHATa areHIUs IO
JeKapcTBaTa 3asBJICHHME 10 pela Ha 3aKkoHa 3a JIEKapCTBEHWTE MPOAYKTH B XyMaHHaTa MEAMIIMHA 3a
MPOMsIHA B PEKMMa Ha OTITyCKaHE Ha JIEKapCTBEHHUTE MPOAYKTH 1Mo 4wi. 15, ann. 3 B CpoK 10 eHa TOANHA OT
BIIU3aHE B CWJIAa HAa Ta3u Hapeaoda.

(3) Cnen u3TMYaHe Ha CpoKa MO ayl. | JEKapCTBEHUTE MPOIYKTH Mo wi. 15, am. 3, Ha KOUTO
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OIIAKOBKHUTE HE Ca MPUBEJIEHU B CHOTBETCTBUE € wi. 168, an. 2 or 3akoHa 3a JEKapCTBEHUTE MPOLYKTH B
XyMaHHaTa MeJWIMHa W Wi. 68, an. 2 or 3akoHa 3a KOHTPOJI BbpPXY HAPKOTUYHUTE BEIIECTBA U
MPEeKypcopuTe, HE MOTaT Ja ce pa3lpOCTpPaHsABAT U C€ YHUIIOXKABAT MO peda Ha Hapeadara mo wi. 97 oT
3aKoHa 32 KOHTPOJ BbpXY HAPKOTUYHHUTE BELIECTBA U IIPEKYPCOPUTE.

(4) JlexapcTBeHuTe MpOAYKTH MO wi. 15, an. 3 ce mpeamucBaT Mo pefa Ha Ta3u Hapeada ot
BJIM3aHETO 1 B CUJIA.

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

IIpexonnu n 3aKJIIOYUTEHH pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - 1B, BP. 105 OT 2023 I'., B CWUJIA OT 19.12.2023 T".)

§ 7. Hapenbara BiM3a B cuila OT JieHsl Ha 0OHapo/iBaHeTo U B "JbpkaBeH BeCTHHK'.

IIpexoanu n 3aKJII0YUTETHA pa3nopeadou
KBbM HAPEJIBA 3A UBMEHEHUWE U JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCIOBUSATA U PEJIA 3A TIPEAIINCBAHE U OTIITYCKAHE HA JIEKAPCTBEHHU
NPOAYKTHU

(OBH. - IB, BP. 68 OT 2024 I'., B CWJIA OT 01.09.2024 T".)
§ 5. U3nanenuTte o BiIM3aHe B CHJIa HA HapeadaTa eJIeKTPOHHU MPEANUCaHUs Ce U3ITBIHABAT 10
JIOCETaIHUs PEMl, B CPOKA UM Ha BAJIUHOCT.

§ 6. Hapen6ara Bniu3a B cuia ot 1 centemBpu 2024 T.

[IpexoaHu u 3aKJIIOYNTETHH pa3nopendu
KBbM HAPEJBA 3A U3MEHEHUE HA HAPEJIBA Ne 34 OT 2005 T. 3A PEJIA 3A
SAIIVTIAIHIAHE OT AbPKABHUS BIOJKET HA TEYEHUETO HA BBJII'APCKUTE
I'PAYKIAHU 3A 3ABOJISIBAHU S, U3BbH OBXBATA HA 3AABJIKUTEJIHOTO
3JPABHO OCUT'YPSIBAHE

(OBH. - IB, BP. 112 0T 2025 T"., B CUJIA OT 01.01.2026 T".)

§ 4. Hapen6ara Bnu3a B cuia ot 1 ssayapu 2026 r.

[Tpunoxxenue Ne 1 kbM ui. 4, an. 3

(M3wm. - IB, 6p. 81 ot 2013 r., nom. - /IB, 6p. 61 ot 2022 1.)
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JlekapcTBeHH TPOAYKTH, KOWUTO (ENAMIEpUTe ¥ JICKAPCKUTE ACHCTCHTH HSIMAT TPaBo Ja
npeanucsart (3ara. gom. - JIB, 6p. 61 ot 2022 1.)

1. AHTHApPUTMUYHU JIEKAPCTBEHU MTPOTYKTH.
2. XOpMOHalHM JIEKapCTBEHM NPOLYKTH O€3 MPOTHBO3aYaThYHU M KOPTUKOCTEPOUIU 3a

JIOKAQJIHO MPUJIOKEHHE.
3. AHTUHEOIUTaCTUYHU U UMYHOMOAYJIUPALIH JICKAPCTBEHH MTPOIAYKTH.

4. TIcuXoMUTHIIM ¥ TICUXO0AHAJICITUIIH 32 JICUEHHE HAa XPOHUYHU 3a00JI1BaHuUsl.

5. (m3m. - [IB, 6p. 81 ot 2013 r.) JIekapcTBEeHU MPOAYKTH, ChIBPKAIIA HAPKOTHYHH BEIIECTBA
ot npunoxenus Ne 2 u 3 kM ui. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kiacuduuupane Ha pacTeHUsITa U

BCIICCTBATAa KaTO HAPKOTHYHHU.

6. JlekapcTBEHU NIPOAYKTH, BKIKOUYEHH B IpriiokeHue Ne 5 koM wi. 11, an. 2.

[Tpunoxenue Ne 2 kbpM uit. 6, ai. 1
(Hom. - 1B, 6p. 105 ot 2023 1., B cuna ot 1

Peuentypha Onanka

9.12.2023 r.)

3a 3a
€IHOKPATHO MHOTOKPATHO
HpeZ[HI/ICBaHC HpeZ[HI/ICBaHe

MI/IHI/ICTepCTBO Ha 31paBCOIIa3BaAHCTO

MEeIUITUHCKHN CHCITHATKCT (EME) ..vveeeeveeeereeeereesereeenns
YUH/JITIK

1y S (79 IR ATIPEC eveevieieeeieeeieeeiee e
MenuIUHCKY CIEHUAINCT .......c.neveeen.ee.

(moarmuc)
(meyar)

B e ettt

(MMe Ha maleHTa, Bb3pacT)

OT TP. (€.) weeeenieeeeiieenieeerteeertteeateeeireesbeeesbeeesbeeenaseeens

VIL (OOJL.) oottt et

(bpeMenHa xeHa, KbpMadKa, JeTe - oA4epTaBa ce

IIPUIIOKUMOTO)
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[Tpunosxenue Ne 3 kpM ui. 6, an. 2

(OtMm. - [IB, 6p. 81 oT 2013 1.)

ITpunoxxenne Ne 4a xpm 4. 9a, an. 2
(Hogo - JIB, 6p. 15 oT 2014 1.)

HemqepnaTeneH CIIMCBK Ha CJIIEMCHTHUTC, KOUTO CC€ BKIKOYBAT B PCUCITHTC, KOUTO IINC CC
HU3IBJIHABAT B ApYyTra AbpiKaBa YJICHKA

Wnentuduxaiys Ha nanueHTa:

®amumiiHo(1) UMe(Ha)

CoOcTBeHo(Hn) nMme(Ha) (M3nrcano(n) U3IsI0, T.€. He Ce pa3peniaBaT MHAITHAIIN)

[ara Ha paxxane

WNnentuduxanus Ha perenTara:

Jlata Ha uznaBaHe

Wnentudukanis Ha METUITMHCKUS CTICIIHATTUCT, U3/1aJl peIenTara;

damunHo(M) nMe(Ha)

CobctBeno(Hr) nMe(Ha) (M3nucano(1) u3IUI0, T.€. HE Ce pa3peniaBaT HHUIIHATIH )

[Tpodecnonanna kBamupukaus

JlanHM 3a mpsika Bpb3Ka (€IEKTpOHHA TMOoIa ¥ HOMep Ha TenedoH uiu ¢akc, KaTo ce MOCOYH U
KOJIBT 32 MEXIYHAPOJIHO N30UpaHe)

CrnysxebeH aapec (BKIIOYUTEIIHO HAUMEHOBAHUETO Ha ChOTBETHATA JbpKaBa UJICHKA)

[Moamuc (monoskeH COOCTBEHOPHYHO WM MU(POB B 3aBHCHMOCT OT HAYMHA Ha W3JlaBaHE Ha
MPEATMCAHUETO)

Wnentuduxarys Ha MpeanucaHus MpoayKT, KOTaTo TakaBa € Heo0xoauma:

MeXIyHapOJHO HEMAaTeHTHO HAWMEHOBAaHWE WM (apMaKolleiHO HAWMEHOBaHWE Ha
JIEKapCTBEHOTO UM BEILIECTBO

THProBCcKOTO HAMMEHOBAHUE HA JICKAPCTBEHHS MTPOYKT B CIIydanTe 1Mo wi. 9a, ai. 4

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

KommuectBo

KonunuecTBo Ha akTHBHOTO BELIECTBO 3a JJ030Ba €IUHUIIA

Jo3upoBka.

ITpunoxxenne Ne 5 kpm ui. 11, ai. 2

(M3wm. - JIB, 6p. 81 ot 2013 ., ot™. - JIB, Op. 85 o1 2023 1., B cuya ot 16.10.2023 1.)

[Mpunoxenue Ne 5a kbm ui. 21, an. 2 u . 30a, an. 1 u 2

(Hoso - 1B, 6p. 95 o1 2014 1.)
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Hanmcnopanne na acucbnorolJIEKAPCTBEH JIHCT No |a'1:'=m

menenne OTJEAEHME:

Fiae u whapact ga nanwesnra| Jlexaperses npogysT, HanMcHosasmne, GOpME, CHIHATYpA Cymaa

Cran Jlerao N3 1
KOy EAUTHYUCCTED
3
4
5
iy
7
&
0
1]
11

Cmomisn BCHUKO

Hauanmnmne- JlekyBam merap Crrmyenan, mar. daps. (asc) [Mpenan [Momyuna

OTACTCHET [mnac) | I | () [nac)

(HnE)

rrcdRILC reodic| VITH nocnic modntc el
[Tpunoxenne Ne 56 kbpMm ui. 30a, an. 5
(Hoso - 1B, 6p. 95 o1 2018 1.)
TEPAIITEBTUYEH ®HUL
10 MPOTOKOJT Ne
[Taruent: Mwme [pesume dami
[lara Ha N3 Ne/Allp Ne:
paxaaHe:

Pwer (cm):

Termno:

Kpeatnnun:

Otaenenne, uMe U
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KOZ:
kb Ne: XUMHOTEpareBTUYHA
cxema:

Hara- |No Yacna |ATC|JIekapctBeH nponykrt|JlekapcTBeHa) IIeT HA CrangaprHal UnquBuaya

Hen/mun MIPUIIOKEHUE - TBPTOBCKO UME dhopma MpUJIarane 71032 mg/mcg/1U/
(iv, sc, po,
WHTPAKaBUTAPHO,
MHTpPaBE3UKaIHO
U T.H.)

Hama: |1
Jlen No ... 9

Hama: |1
JHen No ... 2

Hama: |1
Jlen No ... 2

Jama: |1
Jen No ... P

Jlama: |1
Jen No ... 2

Jlama: |1
Jen No ... 2

JlexyBal JEKaP: ..cceeveveennnnne (mommuc)  Ha3HAYeHO Ha: .......ccccveeeveeennenn. (mara)

Nwme [Ipesnme Gamunms

[TpurorBwi: mar.-papm./mom.-papm. Ume [Ipesume Gammus ..................... (moamuc)

[TpoBepwir: Mar.-papm. Mime TIpe3ume DaMUTTHS ......cc.eeeeveeeereeeeiieeiree e (mopruc)

[Tpunosxxenue Ne 6 kpM ui. 24, ain. 1

(M3m. - 1B, 6p. 68 ot 2014 1., B cumna ot 15.08.2014 1.)
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(U3wm. - 1B, 6p. 68 oT 2014 r., B cuna ot 15.08.2014 r.)
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[Ipunoxenne Ne 8 kbm 4. 24, an. 1

(U3wm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1., uzm.

01.01.2020r.)
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MALIMEHT ‘
PROK M. 1zpasespaiok  ETH (THU) va maywenTa per. HoMep Ha newsfiHoTo 33seneHue

MoeHTHDHRALMOHER HOMED ¥YWH Ha nerapA-cneuuandcT
Oen Oy garawapasgase | [ [ I T T 11
[dccH [ rpasmariny Ha EC (i no geycTpatm cnoronfe) %00 Ha LRGeS

KOO CNELMENHOCT {WME ¥ DAMUNHR HA NEKaPR)
MME, MpSavMe 1 GaMMIAA NO MMYHE KaEpTa

}'J’INQ ....... [HammessnBaHMe B3 neushHOTo 3apencHme W anpes)

JBno e Tem .
O

Anpec: pc) ..
WK

A
]

O
MPOTOKON 3A NPEONMCBAHE HA NEKAPCTBA, 3ANNALAHW OTH30K/P30OK Ne.

—
MpegnoxeHne Ha EKCNEPTHA KOMMCHA HITH CNEYWANKCT No NpothMna Ha 3abonABaHeTo

Oata Ha 3a
Ne. w3naBaue | | | | | cpok: T

No. amGynaTopeHd NUCT: Ne. pelleHHe Ha CNeUnanIMpada KOMHCKHA: ‘

KMUHWUYHA OUATHO3A mes[ T 11T

YTOYHEHA TEPANMKWA (Bua, cxema W CPOK H3 NeYeHHe)
Kog H30K

(TEPrOBCKD HAMMEHCBAHWE HA NPOLYKTE, NEXAPCTEEHA MOPMA, KOMMUECTBO HA NEKPLTEEHOTO BEWECTEO, Gpoil B BAHA ONaKosKa)
AHEBHACEAMBMHEA JDJ. ..eoooeieeeeieeee oo meameesasam ssas e sameeaeeesnsnssssmnsssnsmssaman seeeeessanssnosssssmmsssanmseseeesaeeesmnnsen s sesosasanansesanns e o neeaeeene e nasnnn s s

MeceyHa no3al i 3ACPOKOT IHM e

Kog H30K .

(TEPrOBCKO HAMMEHCBAHWE HA NPONYKTE, NEXapCTEEHA OPMa, KONMUECTBO HA NEKaPLTEEHOTO BEWECTBO, Gpoil B 8AHa OnaKoeKa)

MHeBHA CBAMUIHA M038

MECEMHA A033. ... 33CPOKOT..._..._._.._..... .. DM e
Kog H30K

(THPrOBCKD HAWMEHOBAHWE HA NPOOYKTA; NEKADCTBEHA (DOPME, KOMWIECTBOD HA NEKARCTESHOTO BEWECTED, GPOi B EOHA ONAKDEKE)
R e s L o USRS

OGIL0 KONHYECTEO 33 CPOKA HA AEMCTENE HE MPOTOKOIB  ooo.ooosovoeoeeeeoeeoeeeeeeee oo e ee oot ee e e eeeeemememeseneeeeeeeseemememeememsmeememmeemeneeemseemesemameeaencaenreceren
NMPEOANOXEHWE 3A CPOKOBE 3A KOHTPONHW NPEMEQM

MNpegcegaTen HA SKCMEDTHE KOMMCHAL ..o e eee e e e e TTEKYBALL MEKAD. oo e e e e
(MOAMTAC W NEYET H3 NeYelHOTO 3aBeneHE) [MOANMC ¥ Mdes Neuar)
— - I I —

PELUEHWME HA KOMWCHA 3A EKCMEPTUSA KbM LY HA H3OK/P3OK  Ne. Aata: | | |||

Konmucwua Ne. zaceganMe Mo, 3a CpoK:

YTOYHEHA TEPANMKWA (Bng, cxema W CPOK H3 NeysHne)

Kog H30K
(THProBCKD HAWMEHOBAHWE HA NPOOYKTE; NEKAPCTEEHA (hOPME, KOMWUECTBO HA NEKAPCTEEHOTO BEWECTED, Gpoi B £0HA ONaKoSKa)

FAHEBHACEAMIMHEA JDJ. ..etceeeeeeeeeee e meameesesam sses e samessneesnsnnsssmmsssssmssamaenseeesamnssnoessssmmsssanmseseeesoseesmmnssnonsssmssssnansssannns e oenaeaeenne e nnsnnnnnnn s

MeCeYyHa o033 .. i 3@ CPOKOT 1 P

Kog H30K .

(THPrOBCKD HAWMEHOBAHWE HA NPOOYKTE; NEKAPCTBEHA (DOPME, KOMWYECTBO HA NEKARCTEEHOTO BEWECTED, GPOA B BOHA ONAKDsKa)

TIHEBHAICBIMWUHA TOBE o

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 19.12.2025 r.



MeCedHa no3al e BACPOKOT

Kog H30K

(TBPrOBCKD HAMMEHDBAHWE HA NPOJYKTE, NEKAPCTESHA OPMA, KONMMYECTEO HA NEXAPCTBEHOTO BEWEC TS0, Gpoil B &QHa onakoska)

LIHEBHAICBIIMMUHE LIDZAL -ttt ee oo eea e seee e e em e e n et e e e e 2n e # e m s @2 2 e e 2 m e e 2 e 5 e s 2 8 e m o m 2 @£ st n s e 2n e e nenn

MecedHa no3a” ... iiieo...........3d CPOK OT

OB KONWIECTE0 33 CPOKA HA AeACTEME HA NPOTOKONA: ...

Monenea ce ot P30K

BanugeH

BanugeH
| so

oT

3a Bpol AHM

NMPEONOWEHME 3A CPOKOBE 3A KOHTPOITHM TR E T TIE M e e et e e et es s s s e e

3ab.: Kommews M2, - HOMEPLT CHENANA ¢ HoMepa Ha P30K; sa LY va HIOK nome

peT & “307

LI 50 P

Mpeacenaten Ha KOMWCHAT ...
{moanue u neuat ia HIOKIFIO0K)
BrtHWEH eKkcnepT.
{haMUnA W NoANWMS)
3apeprka oT P30K Npu nonydeHo pelieHne oT H30K:

Mpeacenaten Ha KOMUCKA B PA0OK:
{nognue u neuar ia PA0K)

UneHose: 1.

(moanme)

{mognKc)

{mognme)

ANMTEKA e PETL N2L B P30K

4373 Ha OTmycxaHe

OTNYCHATO: kog H30K |

OTMYCHATO: ropH30K | [ | |

(500, TEPIOBCKD HAMMEHOEAHNE HA NPOAYKTA. NEKADCTEEHA O, KOMMYECTEO KA NEXAPCTEEHOT BEWeCTE0, Gooi B £OHa ONakoEKa)

OTNYCHATO: kog H20K |

¥WH Ha mameTep dapsauesTa

OTnycHan:

(NOONKC W NEYST Ha aNTELsTa)

ANTEKA e T N2 B P30K

03713 Ha 0Ty aHe

OTNYCHATO: kog H20K |

OTOYCHATO: kog H30K |

otnycHATO: koaH30K | | | | | |

{E00, TEPNOSCKD HIMMEHDE3HWE H3 NPOOYKTA, NEKAPCTEEHA ':bGPMG, KOMWUJECTEO M3 NEK3PCTEEHOTD BEWETTEO, ﬁp{lﬁ B £0H3 ONakneka )

¥WH Ha mameTep dapaalesTa

OTnycHan:

{MOONKG 1 NEYST Ha anTexaTa)

AMTEKA Lo PET. N2 B P30K

A3T3 HE CTYCEIHE

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

OTMYCHATO: kop H30K | | | | | |

(£00, ThPTOECKD HAMMEHOSAHWE HA NPOLYKTA. NEKADCTEEHE MOPME, KIMWYECTEO B3 NEYAPCTESHOTD BElecTE0. Gpof B £0Ha onakneka)

¥WH Ha mamcTep hapsalesTa

OTnycHan:

{MOONNC U NEYaT Ha anTexata)

ANTEKA . peT. N2_ B P30OK

A3T3 H3 OTyCKaHE

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

(K00, TEPMOSCKD HIMMEHOE3HME HA NPOSYKT 3, NEKApCTEEHa ¢IGF!¢"&, KOMWMECTED Ha NEKIPCTESHOTD BELWECTEO, EFD(I B &0H3 ONakoaka |

¥WH Ha marucTsp hapsalesTa

OTnycHan:

(MOQNWC M NEUST H3 aNTexaTa)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"
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ANMTEKA et en e eeemeee BT N2 B P30K ‘ | ‘ |

03Ta H3 OTNyCKaHe

otyCHATO: koaH30K | | [ | | | o

(ko THIUECHS HAWMEHOBIHWE H3 NpOOYETa; NesapiTeeHa dx.pma KONMWWECTES H3 NEKADLTEEHOTS BELWECTED, 5p0l| B B3 ONaXDaxa)

oTAYCHATO: oA HIOK | | [ | | ]

otveHATO: woaH30K | | [ | | ]

¥MH Ha marwcTep hapMaleaTa

OTnycHan:

(MOANWE ¥ NeYar Ha amrexara)

ANMTEKA . peT_ N2 B P30OK

03Ta H3 OTnycKaHe

otnycHATO: wonHzok | | [ | | | oo

(koo THPrOBCHD HAWMEHOBAHWE HAa NpOOYRTA; NesapoTeeHa q)GpMC'I HONWWECTES H3 NEK3pCTEEHOTS BELWECTED, 5DOM B EfH3 ON3Loaxa)

otnycHATO: ko HOK | | [ T T |

oTAYCHATO: voaH3OK | | [ | | ]

¥WH Ha MarcTep dapMagssTa

OTnycHan:

(MoOnwe ¥ NeYar Ha amexara)

ANMTEKA . per_ N2 B P30OK

A03T3 H3 OTNyoKaH:S

otycHATO: kopH30K | | [ | || e

oTnyCHATO: voaH3ok | | [ | |

(KD, TEPIOECHD HAWMEHOEIHWE H3 NDONYETS; Nex3IpCTaexa (POpMa, KONWUSCTED H3 NeKapCTESHOTD BelyecTao, Spoi & enss onaxosss)

otyCHATO: koaH30K | | [ | | | o

¥MH Ha MarcTep dapMaLeaTa

OTnycHan:

(MOaNWE ¥ NeUaT 43 3NTeKaTa)

ANTEKA . peT_ N2 B P30OK

A3Ta H3 OTNyCKaHe

otnycHATO: koaH30K | | [ | | | e

(KOO, TEPTOECKO HAMMEHOEEHHE HA NOOOYETS: NevapiTeesa hopMa. KOMWUSCTE0 HA NEeKIpCTESHOTO BelyecTs0, Spoll B enxs onawosss)

otycHATO: koaH30K | | [ | | | e

otnvcHATO: wonHzok | | [ | | | o

¥WH Ha MarmcTep dapMagesTa

OTmnycHan:

[NOONKE ¥ NEYST HA SMTekara)

ANMTEKA . peT_ N2 B P30K

A03T3 H3 OTNyCKaHe

omnycHaTo: wopH30K | | [ | | |

oTnycHATO: voaH3ok | | [ | |

(ko THPIOECHD HAWMEHOBIHWE H3 NDOOYETS; NedapiTesHa d)GpM.! KONMWWECTES H3 NEK3DLTEEHOTS BELWBCTED, SDOH B SMH3 ONaS0EKE]

oTnycHATO: konHOK | | [ [ [ |

¥WH Ha MarcTep dapMaLEsTa

QTnycHan:

(MOONWe ¥ NeYar Ha amexara)

ANTEKA . ceeeememeene e seneenneneneesees PET. NGB P30K

OTNYCHATO: kog H3OK

03Ta Ha OTNyCKaHe

OTNYCHATO: koaH3oK | | | [ |

OTNYCHATO: kog H3OK

(KOO, TEPFOECKO HAMMEHOEEHHE HA NPOOYETS, NeXapiTeeHa oM. KOMWUSCTEC HA NEKIPCTERHOTS BELLECTSD, 5pc-u B M3 0N gcc;:c..‘]

¥HH Ha MarcTep dapMagEsTa

OTmnycHan:

[NOONKE ¥ NEYST H3 anmekara)

ANMTEKA . per_ N2 B P30K

03Ta H3 OTNycKaHe

OTMYCHATO: xoa H30K | | | | | |.m_m_m“m_m“m_m_m“m_m“mm_m“m_m“m_m_

(KOO TEPTOBCHC HAMMEHOBAHME HA NPOOYRTa; NevapeTEeya hopMa. KOMMUSCTEC HA NeKApPETESHOTS BelyecTa0, Spoll & enxa onasoasa)

oTycHATO: ko H30K | | [ | | | e

otveHATO: opH30K | | [ | | |

¥WH Ha marwcTep dapMalgesaTa

OTnycHan:

[NoOnKE ¥ NeYar Ha anTexkara)

ANMTEKRA e, pRTC N2 B P30K ‘ ‘ ‘ ‘

otaycHATO: voaH30K | | | | [ | e

0373 HA OTNyCKaHe

oTnYCHATO: voa H3OK | [ | [ | ]

otnycHaTO: oaH30K | | | | [ ] o

(KDL TEDIOBCED HAMMEHOBAHWE HA NDOOYTA; NESIPCTEEHS (DIPMA. KOMWLECTED HA NEKAPCTEEHOTD BelyecTso, oA B enxa onagossa)

¥WH Ha MarucTep dapMalesTa

OTnycHan:

(NOONKME W NEYAT H3 SMTEKaTa)

[Tpunoxenue Ne 8a kbm 4. 30a, an. 1

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"
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(Hoso - JIB, 6p. 81 ot 2013 r., m3m. - JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r., oT™. - /1B,
op. 95 ot 2014 1.)

[Tpunoxenne Ne 86 kM ui. 30r, an. 3 u 5

(Hogo - JIB, 6p. 81 ot 2013 1., u3m. - ]IB, 6p. 68 ot 2014 r., B cruta ot 15.08.2014 r., npenumrxo
[Tpunoxxenne Ne 86 kM wi. 30r, an. 3, uzm. - JIB, 6p. 95 ot 2018 1., u3m. - /1B, 6p. 37 ot 2021 1.)

MEYEEHO SABENEHNE el

. VIPIEEHpINM  PENICTPALMDHEH HOMED K NevelkaTD aBe IR
HMME Ha NevwefHOTD 338E0EHHE

NMPOTOKON OT KNUHWUYHA OHKCNOIMMYHA KOMUCKA NO XUMUOTEPAMNKUA
N2, fpata:| T LI T HTTTI

Ha oHkonormyHata KoMWCHA nNo XMMUOTERANWA KbM nevebHoTO JapefieHne ce paarnefa W OE:_)C'b,El.H npunoxeHara
MedMUMHCKa OOKyMeHTauuA

M PELLEHME HA OBLLIA KTMHWYHA OHKONOTMYHA KOMUCHSA Ne. oooooooooreeo.. tpata: [T I T I T T 1]

3ApaBEH DEHoH PEMCTRSUNDHEH HOMED Ha NessfiHOTY IESTEHE

NAUKWEHT ‘ ‘ ‘ | | | ‘ | ‘ ‘ | ‘ | ‘ D CHerHd TOmHd [ coH [ rpasganud Ha EC (WnM no geycTpass cnoragiu)
FIOKMe.  3MPaSEHPAROH  ETH (MEHY) Ha nagwesTa nan W

|| R ] e (MO

rtu.e-nwp.ungdoueb- HOMED K3 NAUMEHTS K0 Ha T=peasa

MME, Tpe3MME ¥ (hamMUnA

DI ATHORAL oo e e ee e ee e et oo es e emees e s ee e s oo ten e e ee s et ee s et et e e A et m s et A e e ee s St et e et e e en e e nnneaseneneen I"."IKE1G| | | | |
Ea'rauannamo:a:l | || | H | | | |

Pazwm PeHa gWarkesa: ...

i | ] el eoel ]

Orlac4

Bl st LR —— N N N N

TMpeAMKTUEHM, MYHOXHCTOXMMUYHW W FeHETHYHW MaPKEPH (MO HOMEHKNATYpa):

Nz Wme Mapkep (%)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 19.12.2025 r.



Pret(cm) ... Terno (kr) ... TenecHa NOBLPXHOCT (KB. M) ...

Mpuapywaeawn 3a6onAgaHng: .

PELLEHME:

Tun Tepanua;

[ HeamwoeaHTHa [J aprosaHTHA [ neueGHa

Uenesa eTornoet AUC: ............

Mesninn

e ce L ded-= 1ot o gl e =L L g L e OSSO,

NeveBua Tepanua (nanwatvesa): [ nbpeanuAuA ] BTOPa MMHKA I TpeTa nuHuA [JueTeLpTa NHUHMA [ nopegHa nuHMA
O xmmuoTepanis
ATC MewagyHapogHo LenigHiA et Ha CrangaptHa WHoweugyania gosa Dosa 3a umen Obwa go3a 3a npoTokana
HENATEHTHO neMnarate nozal (mgmeg TUMIUMU) | (mg/megTUMIUMU) | (mg/megTUMIUMU)
sammerosasme /INN/ {iv, ¢, po, uenesa
WHTRaK3EMTARHO, CTOWHOCT
HHTR3BEIMKaNHD AUC
WTH)
] xopMmoHOTepanuA
ATC Mesxmynaponro Nerlonu CranpapTHa gosa WMHowewoyanta gosa [oza 3a ywksn Obwa no3a za
HEMATEHTHO (mg/meg TU/MIUMU) (mg/meg TUMIUMU) NpoTOKCNa
ranmeHoearke (NN (mg/meg/ TUMIUMLU)
[ tapretua
ATC Meskgyrapogro [erinru CraHgapTHa aoza WMHowenoyanka nosa [oza 33 ywken OBwa no3a 2a
penatenTHe (mg/meg TUMIUMU) (mg/meg/ TUMIUMU) MpOTOKCNa
HavmeHosarne (NN -7 T (mg/meg TUMIUMIUY
[ vmyHoTEpanMA
ATC MexgyHapogro Henfnxm CranpapTHa fosa WHavamnyanka oosa Moza 33 uwisn Obuwa po3a 3a
Henare HTHE:IN " (mg/meg TU/MIUMU) (mg/meg TUMIUMU) NpoToRCna
HaMMEHOBAHMWE / i .
(mg/meg TUMIU/ML
Epoit unknu (nosTopeHusa): |:| Ouenka cneg unksn Ne .......

Wurepsan: Bpoil guu: |:|

CeneTeTEa Wa Tepanya.

[ ocTeomonynaTopu

ATC

MemgyHaponHo HenatenTHo HaumeHoeaHwe fINN/

[o3a (emHoxpatHa)

(Ofwa goza 3a npoToKona
(mg/meg TUMIUMIT)

[ kono4uoc THMYNUpaLgM dakTopu

ATC

MewayHaponHo HenaTeHTHo HaumenoeaHwe [INN/

[o3a (enHokpatHa)

(flua fo3a 3a NpoToKona
(mg/meg/ TUMIUMIY

[ kopTHEOCTEDOMEM

ATC

MewgyHaponHo HenaTeHTHo HaumenoeaHwe [INN/

[o3a (egHokpatHa)

(Oflua fo3a 33 NpoToKONa
(mg/mcg TUMIUMIT)

OueHKa Ha TepaneaTHYHIA OTFOBOR:

[] HauanHo neysHue

[ nuneH otrosop

[JyatTHuHa PEMMCHA

[l ctaBunda GonecT Mo cTayvoHupade (Ges peMucua, Ho Be3 nporpecua)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

19.12.2025 r.




] nporpecus Ha GonecTTa
O peuname
|:| HEMNOHOCMMOCT KbM NPUAAraHoTo NevyeHue

[ npomaHa [ npontnxasane

nPGTDN‘Dﬂ'bT e Bannugex gqo 180 AOHM, CHUTIHD OT HaYanoTo Ha NeYeHMeTo No cXeMarta.

OHKONOrHYHa KOMMCHA No XHMHOTEpanWA:

CTELHANTHOCT YWH Ha nexap Wmena Ha nexap, nognec

Moecenaren: | | | L I [ LT T TP T T

YneHose:

MaymeHTET (PogMTENAT/HACTORHMKET) CE NOAMMCES NPM NONYYEEEHE HA NPOTOXONE
TaUMEHT (DOMTEN HACTOMHMKY. ... oo

(nognwc)

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

(Hogo - JIB, 6p. 95 ot 2014 r., npeaumino [Ipunoxxenne Ne 88 kM wi. 30r, an. 3, u3m. - JIB, Op.
95 ot 2018 1., u3m. - /1B, 6p. 37 ot 2021 1.)

NEYEBHO 3ABEJJEHHE | | | | |

IIP3ESH PAFCH  DEMNCTPGUNOKEH HOMED HA NeefkoTo 3aBeneHne

MM 53 nevelHOTD 3a8eneswe

NMPOTOKON 3A NEKAPCTEBEHO NEYEHWE NO XEMATONOIMA

Kem Pewenne Ne. ..o fgara:| | |1 | I 1 1 ] |+aKnunu4na komucus no xematonorus
Komucus, HasHaveHa cbe 3anoseg Ne onpeflens creaHoTo NeKapcTBEHO NeueHne Ha BasaTa Ha B3ETOTO pelleHne
NpW NaLyMeHTa:

MALIMEHT | | ‘ | ‘ ‘ | | ‘ ‘ | | | ‘ ‘ ‘ D [JerH [CInss ] CcH [ masmanes va EC (wnw no aycTpassu corombu)
P30M M. 3paBesipafick  ETH (MHY) Ha magiesa oA wix
L | asranapaaase [ T ILTICT T 1]

MEEHTWDHCILHOHSH HOMED HA NSYNEHTA K04 Ha grpwEsa

MME, TRISIUME W (DaMANHA

[ ~= {11 - Terno (Kr) cenees TenecHa NOBBPXHOCT (KB. M) vvsrrsmcrinasns

BMATHOBE, oo ema e et eenseeeensnerenseerenseanreeceasoes DD !(}Djj.ljj

MpegurTHESH MapKep (KBAETO & NPUNOXMME), (MO HOMeHKNaTypa):

Ne Hme mapkep | (#-)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 19.12.2025 r.



Mpw nevexue 2a XMMUOTEPANUAMPHLENHA TePanHA/MMYHOTEPANHA/PACTEXHM (haKTO DI/ CHMITOMATHHHO NevYeHne:

NitkuA Ha TepanvA: ] mbpea NMHKA [ eTopa nuHWA [ TpeTa nMHKA [JueTebpTa NUHAR ] neta u cnegsaila NUHUA

Cxema (HaMMEHOBAHWE): ..o

Tun ATC MesIyHapoaHo HeNaATEHTHO [ex/gxn CTannapTHa WHovemnyanka nosa [oaa 3a LuKEn Obia nosa

TEpanuA HaumeHoeaHWe [INN/ noaa (mgme2 TUMIUMT) (g mee TUMITL) (umgeme T MU

Bpoit umknu (nosTopewus): |:| Quenka cneg umksn Nz ......

nPDTOI(M'bT e BanngeH go 180 gHMW, cHMTaHO OT HAYANOTO Ha NEe4eHHETD NO CXeMaTa.

KomMCHR B CBCTaE:
CRelHanHocT YWH Ha nexap Wmeta Ha nexap, mognac

mpegeenaen- || | L PPPRLORD)

Ynenose:

MNauWeHTET (POSHTENATIHACTOAHUKET) CE MOANMCES NEK NOMYYSBAHE HA NPOTOKONA
TaUMEHT (DOQMTEMHACTORHMK] ... oot

(nognuc)

[Tpunoxxenue Ne 8r kM wi. 301, an. 1

(HoBo - 1B, 6p. 81 ot 2013 r., m3m. - IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r., npeauiHo
[Tpunoxxenue Ne 88 kbM wi. 307, an. 1 - JIB, 6p. 95 oT 2014 1.)

PenentypHa O1aHka Ne .......ccceeeeeneee
3a JICKapCTBEHU MPOAYKTH, 3amuiamany ot H30K

HaumeHoBaHue Ha J1€4eOHOTO 3aBeqeHue - Per. Ne

TICKAP (FIME) eenvvieeniiieeiieeeiieeeiveeeireeeieeesteeesveeeevee e
YHUH Ha JEKAPS «.evvevnivveeeeiiieeeeiieeeee Hara: .............
3a007IBAHE TPYTIA NO ...oooiiiiiiiiiiciie e
o npuit. Ne 1

[TpoTokoa Ne .....cccecevvveennneee JA F: 1 ;R
Rp.

1

3

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 19.12.2025 r.



Jlekap:
(moamuc
u
reyar)

ITarmenr:
EI'H:
Howm. aapec:
I'p. (c.)
OtmycHain: [Homyuun:
Mar. ¢apm. YUH:
0000000000
(moammc u mevar) MHara:
[Tpunosxenue Ne 81 kbpM wi. 50, an. 4
(Hoso - 1B, 6p. 95 o1 2018 1.)
XKypnan 3a pa3TBapsiHe Ha JEKapCTBEHU MPOAYKTH °
JIII- | Jlara Ha Yac na |JlekapctBen|KonunuectBo| MunuBuyanna no3a (| bpoit OcTatbk (
MOPEICH|MPUTOTBSHE|IIPUTOTBSIHE| TPOAYKT | akTuBHO B- [mg/mcg/IU/MIU/MU)l otBopenu |mg/mcg/IU/MIU/M
Ne (ume) BO BbB ¢1akoHu 3a
¢bnaxoH MIPUTOTBSIHE,
Ha J103ara
1
O6mo 34
JaTa .......
2

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 19.12.2025 r.



H(ypHaJI 3a pa3TBApsAHE Ha JICKAPCTBCHU ITPOAYKTH

JIIT - Jara Ha UYac va [JlekapcteH|KonuuectBo| UnauBuayanna no3a (| bpoit OcraTbK (
MOpEICH|IPUTOTBSHE| IPUTOTBSIHE| TPOAYKT | akTUBHO B- |mg/mcg/IU/MIU/MU)| otBopenn [mg/mcg/IU/MIU/M
Ne (ume) BO BB ¢rakonm 3a
¢akoH MIPUTOTBSIHE]
Ha Jj03aTa
O6mo 3a
JaTa .......
3
O6mo 3a
JaTa .......

[Tpunoxenue Ne 8e kbm 4. 50, an. 5

(Hoso - ZIB, 6p. 95 ot 2018 1., u3m. - IB, O6p. 112 ot 2025 ., B cuna ot 01.01.2026 1.)

Omnuc Ha HEU3IIOJI3BACMHUTE OCTaThbUMU OT JICKAPCTBCHU ITPOAYKTH 3a JICUCHUC HA OHKOJIOTMYHI/OHKOXEMATOIOT MYl

3a00JIIBaHUS

Nel lata| JlekapctBen| ATC| JIekapcteeH| Kon-| Jlek. | Ilaptunen Ne Hewnsnonssaem Ilena na usan| Croiin

IPOAYKT npoaykt (| Bo |dopma Ha ocTaThbK 3a JieHd (| pyiakoH/amil. Ha

(TBpr. UME) INN) aKT. npousBoutensa mg/mcg/ITU/MIU/MU)  (eBpo) OCTaTt

B-BO (eBpc
1.
2.
3.

Peoakuus kom /IB, 6p. 95 om 16 Hoemepu 2018 .

Ipunooswcenue Ne 8e kom un. 50, an. 5

(Hoso - /IB, op. 95 om 2018 2.)

Onuc Ha Heuznonzsaemume 0OCMamvyu Om JeKapcmeenu npoOYKmu 3a JledeHue Ha OHKOIOSUYHU/OHK:
3a00a468aHUA

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 19.12.2025 r.



Nel [lamal Jlekapcmeen| ATC| Jlekapcmeen| Kon-| Jlex. | Ilapmuoen Ne Heusnonzeaem Lena
nPOOYKm npooykm (| 6o |popma Ha ocmamwk 3a Oens (| praxo
(mwpe. ume) INN) akm. npousgooumens mg/mcg/[U/MIU/MU) (e
6-60
1.
2.
3.

[Ipunoxenne Ne 9 kbm 4. 53, an. 1

(M3wm. - IB, 6p. 81 ot 2013 1., oT™. - JIB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

[Tpunoxenue Ne 10 kbM ui. 54

(M3wm. - ]IB, 6p. 81 ot 2013 ., ot™. - JIB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

[Tpunoxxenue Ne 11 kbM ui1. 56

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

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

19.12.2025 r.



