HAPEJIBA Ne 4 ot 4.03.2009 r. 3a ycjioBUsiTAa U peaa 3a
NpeANnuCBaHe U OTIIYCKAHE HA JICKAPCTBEHHW MPOAYKTH

W3nanena or MUHUCTBPA Ha 3/IpaBeonaszBaHeTo, o0H., JIB, Op. 21 ot 20.03.2009 r., uszm.,
op. 91 or 17.11.2009 r., 6p. 94 ot 29.11.2011 1., 6p. 2 oT 6.01.2012 ., u3m. u mom., O6p. 81 or
17.09.2013 r., u3m., 6p. 104 ot 3.12.2013 r., u3m. u mom., O6p. 15 or 21.02.2014 r., B cuna ot
21.02.2014 r., 6p. 68 ot 15.08.2014 1., B cmima ot 15.08.2014 r., 6p. 95 ot 18.11.2014 r.; u3m. ¢
Pemenne Ne 5812 na BAC na Pb ot 17.05.2016 1. - 6p. 91 ot 18.11.2016 r.; u3m. u gor., 6p. 95 ot
16.11.2018 r., 6p. 68 ot 27.08.2019 1., B cuna ot 27.08.2019 r., 6p. 90 ot 15.11.2019 r., u3m., 6p.
91 or 23.10.2020 r., mom., 6p. 107 ot 18.12.2020 1., B cuna ot 18.12.2020 r., u3m. u gor., 6p. 37 ot
7.05.2021 r., Op. 47 ot 4.06.2021 1., B cruta ot 4.06.2021 1., u3m., 6p. 94 ot 12.11.2021 r., u3M. u
nortt., op. 53 or 8.07.2022 r., gom., 6p. 61 ot 2.08.2022 r., u3m., 6p. 85 ot 25.10.2022 1., B cMiIa oT
25.10.2022 r., 6p. 51 ot 13.06.2023 r., B cuna ot 13.06.2023 r., u3m. u gom., 6p. 85 ot 10.10.2023
r., B cma ot 16.10.2023 r., 6p. 105 ot 19.12.2023 1., B cuna ot 19.12.2023 r., 6p. 68 ot 13.08.2024
r., B cia ot 1.09.2024 r., u3m., 6p. 112 ot 19.12.2025 1., B cuna ot 1.01.2026 r.

I'naBa nbpBa
ObIIHA ITOJIOXKEHUASA

Y. 1. C ta3u Hapenba ce onpeessT:
1. (mom. — 1B, Op. 85 ot 2023 r., B cuina ot 16.10.2023 r.) MEIUIIMHCKUTE CHECIIUATUCTH, KOUTO
MoraT Jla M34aBaT peLenTH, pelbT 3a MPEeANUCBAaHE Ha JIEKAPCTBEHU MPOAYKTH, CPOKBT 3a
U3IBJIHEHUETO, CIYy4auTe U PEeAbT, NPU KOUTO MarucTbp-papMaleBT H3IBJIHABA WIM MOXKE Ja
OTKake J1a U3ITbJIHU JIEKAPCKO MPENHUCaHUE;
2. yCIIOBUSATA U PEIBT, [10 KOUTO OBIrapCKu TPakIaHU U UyKIU T'pakJlaHu, IOCTOSIHHO U BPEMEHHO
npebuBaBallld B CTpaHaTa W IbTyBallM M3BbH PenyOinka bbirapus, MoraT Ja HOCAT WIM Ja
W3HACAT JIEKapCTBEHU MPOAYKTH, IPEIHA3HAYCHHU 3a JIEYEHUETO UM;
3. xonuuecTBaTa JIEKapCTBEHM MPOAYKTH, NPEJHA3HAYEHU CaMO 3a JICYEHHETO Ha TPaH3UTHO
IIpEeMHMHABAIllM U BPEMEHHO NpeOuBaBallll Ha TEPUTOPHITA HA CTpaHaTa JIMLA, KOUTO T€ MoraT Ja
IIPUTEKABAT;
4. (HoBa — /1B, Op. 15 ot 2014 r., B cuna ot 21.02.2014 r.) ycioBusita 1 peIbT 32 NPU3HABAHETO U
U3ITBJIHEHUETO Ha PELeNTH, U3/1aJIeHH B Ipyra Abp)kaBa 4JeHKa,
5. (m3m. - 1B, 6p. 81 ot 2013 r., npeaumna T. 4, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r.) penst
3a MpeINUCBaHe Ha JIEKapCTBEHM MPOJYKTH, ChIbpPKAIIM HAPKOTHUHU BEIECTBA OT MPUIIOKEHHUS
No2 w3 kpmun. 3, T. 2 u 3 ot Hapenbara 3a pena 3a knacuduipane Ha pacTEHUsATA U BEIleCTBAaTa
KaTo HapKOTH4YHH, npueta ¢ [loctanoBnenue Ne 293 na Munucrepckus ceBet ot 2011 1. (/IB, 6p.
87 or 2011 1.);
6. (mpenumna 1. 5, u3Mm. - JIB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r., ot™., O6p. 51 o1 2023 1., B
cwia ot 13.06.2023 r.);
7. (HoBa — /IB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) ycnoBusATa, peabT U NPUHIUINTE, 10
KOUTO C€ MPEANUCBAT JIEKAPCTBEHM MPOJIYKTH CHOOPA3HO TAXHATA paszxojHa €(EeKTUBHOCT IO
cmuchia Ha § 1, T. 28 OT NOMBIHUTENHUTE pa3nopendu Ha 3aKOHa 3a 37PAaBHOTO OCHTypsIBaHE
(330).

Un. 2. PexuMbT Ha TNpEANUCBAHE HA JICKAPCTBCHUTE TPOIYKTH € OIpPEICICH B
pa3pelieHneTo 3a ynorpeda Ha JISKapCTBEHUS MTPOIYKT.

Yn. 3. Paszpemenute 3a ynorpeba M pPErHCTpUpaHHUTE JIEKApCTBEHH MPOAYKTH Ha
TeputopusTa Ha PenyOnuka bbarapust ce o0sBsiBaT Ha MHTEPHET CTpaHUIaTa Ha M3mbiHUTENHATA
areHuus 1o JeKapcTBara.
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I'1aBa BTOpa
MEAUIINHCKHA CIHIEHUAJIUCTH, KOUTO MOT'AT A
N3JABAT PELEIITU

Un. 4. (1) IIpaBo nma mpeamucBaT pa3pelieHH 3a ymoTpeda B cTpaHaTa JIEKapCTBEHHU
MPOAYKTH M Ja M3JaBaT PELENTH WMaT JIeKapu/IeKapy MO JCHTAIHA MEIUIIMHA, YIPaKHSIBAIIN
MeAUIMHCKaTa npodecus.

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

(3) (Hom. — B, 6p. 61 ot 2022 r.) denmmepute M JEKAPCKUTE ACUCTCHTH HMMaT MPABO J1a
MIPEIMCBAT pa3pelieHu 3a ynorpeda B cTpaHaTa JEKapCTBEHU MPOAYKTH M J]a U3/1aBaT PEIenTH, C
M3KJIIOUYEHHE Ha Te3u oT mpuiiokeHue Ne 1, camo mpu CKITIOYEH JIOTOBOP C JeueOHO 3aBe/IeHHE T0
. 2, an. 1, T. 1 or 3akoHa 3a 1eueOHUTE 3aBENCHMUSL.

(4) (HoBa — 1B, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) BerepunapHuTe jaekapu morar Ja
MIPENIMCBAT Pa3pelIeHN 3a ynorpeda B cTpaHaTa JEKapCTBEHU MPOIYKTH 32 XyMaHHA yroTpeda u
Jla U37aBaT eNEeKTPOHHU MPEANUCAHUS €UHCTBEHO MPH MPUIATAaHETO Ha JIEYEHHUE MO pela Ha Il
322, am. 1, 7.2 u 4 v un. 323, an. 1, 1. 2 u 4 or 3akoHa 3a BETepUHAPHOMEIUIIMHCKATA JEHHOCT
(3BM/]), ¢ uzkiitoueHue Ha JeKapCTBEHU MPOIYKTH, ChAbPIKAIM HAPKOTUYHU BELIECTBA.

Un. 5. (M3m. - [IB, 6p. 94 ot 2011 1.) (1) B peruonannara 3apaBna uncnekmus (P31) ce
BOJIM PETUCTBP HA JICKAPUTE U JICKApUTE 10 JICHTATHA MEIUIIMHA, KOUTO MPEAIUCBAT JICKAPCTBEHU
MIPOYKTH, ChIBPIKAIT HAPKOTUIHH BEIIECTBA.
(2) B peructepa mo an. 1 ce BHOUCBAT JaHHUTE Ha JeKaps/jieKaps MO JCHTAJIHA MEIMIIMHA 10
JOKYMEHTA 32 CAMOJIMYHOCT, JINYECH KOJI ¥ KOJ] Ha JIECYEOHOTO 3aBEICHHE.

I'naBa Tpera
HPEJAIIMCBAHE HA JIEKAPCTBEHHA ITPOAYKTH

Pa3znea I
Pen 3a npeanucBaHe HA JICKAPCTBEHU NMPOAYKTH

Un. 6. (1) [IpennucBanero Ha JEKapCTBEHHW NPOAYKTH CE€ M3BBPIIBA Ha pELENTypHa
OnaHKa ¢ OsUT LBAT ChIJIACHO MpHIIoKeHHe Ne 2.
(2) (Ot™m. - 1B, 6p. 81 oT 2013 1.).
(3) Bbpxy peuentypHara OnaHka 3aJbDKUTETHO c€ OTOeNsA3Ba PEeXUMBT Ha OTIyCKaHE - 3a
€IHOKPAaTHO WJIM MHOTOKPAaTHO OTIyCKaHE, KaTO MPH MHOTOKPATHOTO OTITyCKaHE C€ YTOYHSBA U
KOJIKO ITbTH I1I€ C€ U3IIBbJIHABA pelenTaTa.
(4) (U3m. — B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Peuenrture ¢ pexuM 3a €1HOKPaTHO
OTIyckaHe MMar BanuaHocT 30 JHU OT JaTara Ha M3JaBaHETO UM, a PELENTUTE C PeXHUM 3a
MHOTOKpATHO OTITyCKaHe MMaT BaJHIHOCT JI0 6 Mecela OT Jarata Ha U3AaBaHETO UM M ChIbpIKAT
O3Ha4YeHME Ha OpOosi Ha OTIYCKAaHUSATA.

Un. 7. (1) PenentypHaTa 651aHKa ChIbpiKa:

1. (mom. — 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., 6p. 85 ot 2023 1., B cmia ot 16.10.2023
r., 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) "unckpuOumo" - cobcTBeHo U (HaMUIHO UME Ha
JUIET0 TO wWI. 4, YHUKaJIeH WICHTU(UKAIMOHEH HOMEp/IMYeH MpodecHoHalleH KOJ,
HaUMEHOBAaHME U aJipec Ha JIeYeOHOTO 3aBe/IeHNe/BeTepUHAPHOMEIUIIMHCKOTO 3aBe/ieHue, TesedoH
3a Bpb3Ka, J]aTa Ha W3/laBaHe Ha pelenTaTa;

2. "mpeckpuOuno" - HaMMEHOBaHUE, KOJMYECTBO HAa aKTHUBHO BEIIECTBO B JIEKapCTBEHa (Gopma U
KOJINYECTBOTO Ha JIEKAPCTBEHUS MPOAYKT; KOJIUYECTBOTO CE€ U3MUCBA C IU(PH, a IPU IPENICBaHe
Ha JIEKApCTBEHU MPOAYKTH, ChIbPKAIM HAPKOTUYHU BEIIECTBA - U C JYMU;
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3. "curnatypa" - mocoyBar Cce€ €IHOKpaTHaTa M JECHOHONIHATa J03a Ha JIEKQpCTBEHUS MPOIYKT,
MPOIBIDKUTETHOCTTa HA Kypca Ha JICYeHHE W HEOOXOIMMOCTTa OT TOBTApPSHETO MYy; J03aTa ce
u3nMcBa ¢ MUpPHU; TPH MPEANUCBaHE Ha 703a, MO-BHCOKAa OT MaKCHUMAJIHO ONpelejeHaTa MNpH
paspeiiaBaHeTo 3a ymorpeba Ha JEKapCTBEHHS MPOJIYKT, MPEANUCBALIUAT CE TOJIUCBA CPEILy
MpEBUIIIEHATA J03a; HE CE IOIMyCKaT oOIIM U3pa3u KaTo: "n3BecTHO", ""mo HacTaBieHue", "mo cxema"

uzp.;
4. "cyOckpuOuuno" - ykazaHus 3a HauMHA Ha M3MBJIHEHUE HA NPEINMCAHUETO; NPU U3MOI3BaHE Ha
yKkazaHuara "muro", "uumtucumo" wuiam  "cratum" 3agbJDKUTENHO €€ 3alMCBa  4achT Ha

MPEIMCBAHETO Ha JIEKApCTBEHUS MIPOIYKT;

5. (mom. — IB, ©p. 61 ot 2022 r., 6p. 85 or 2023 1., B cuna or 16.10.2023 r.) moamuc Ha
JieKapsi/neKaps 1Mo AeHTaIHa MeIUIHA/ G eramepa/IeKapcKusi aCUCTEHT/BEeTepUHAPHUS JICKap;

6. (m3m. — JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r., mom., 6p. 85 ot 2023 r., B cuia oT
16.10.2023 r.) 1MueH meyart Ha JIeKaps/JIeKaps 1Mo JIeHTalHa MEIUIIMHA/BETEPUHAPHUS JICKap W/WIN
revar Ha JIe4eOHOTO 3aBe/IeHNE/BeTePUHAPHOMEIUIIMHCKOTO 3aBE/ICHNUE;

7. TpuTe MMEHa Ha MAllMeHTa, Bb3PacTTa U aJipec MO0 MECTOKMBEEHE, KaTo MpH OpeMeHHa JKeHa,
KbpMadKa U JIETe Ce OTpa3siBa U TOBA OOCTOSITEIICTBO;

7a. (HoBa — JIB, Op. 85 o1 2023 1., B cruta ot 16.10.2023 1.) TpUTE MMEHA Ha COOCTBEHHUKA, ajpeca
[0 MECTO’KMBECHE M BHJIA HA KMUBOTHOTO, IMOJJIOKECHO Ha JICUYCHHE — 33 PEIENTH, MPESANUCAHU TI0
. 4, ai. 4;

8. (Hosa — JIB, Op. 68 ot 2014 r., B cmia ot 15.08.2014 r.) YHuKaneH uaeHTu(HUKAMOHEH HOMEP
(YUH) na maructbp-hapmaiieBra oT peructbpa Ha beiarapckus ¢papmaneBTHUEH ChIO3.

(2) (Or™. - IIB, 6p. 81 oT 2013 1.).

Yn. 8. (1) JlekapcTBeHUTEe MPOAYKTH C€ U3MUCBAT 4YETJIMBO Ha JIATMHULA C
MEXIYyHAPOJAHOTO HEMAaTeHTHO WM (apMaKkoONeHHO HAMMEHOBAaHWE HA JIEKAPCTBEHOTO WM
BEIIECTBO WM ThPrOBCKUTE UM HAaUMEHOBAHUS.

(2) Konm4ecTBOTO Ha JIEKAPCTBEHOTO BEIIECTBO B MPEIIMCBAHMS JICKAPCTBEH MPOIYKT CE U3pa3sBa:
1. B rpaMoBe, KOTraTo € eIMH I'paM WM HaJl €1uH rpaM (g);

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

3. KOJIMYEeCTBa, O-MaJIKU OT €IMH MUWJINIPaM, C€ 03Ha4aBaT B MUKPOIpaMH, KaTo Ta3d MEpPHUTEIHA
eMHUIA HE Ce ChKpalllaBa, a Ce U3MKICBa C IyMHU (microgram);

4. obemurte ce nzpaszsBaT B MIIMIUTPH (ml);

5. B MexxnyHapoanu equnuiy (IU) - 3a tekapcTBeHN TPOAYKTH OT OMOJIOTHYEH MTPOU3XO/I.

(3) CeokpamenusitTa Ha JekapcTBeHara (¢opmMa ce U3MUCBAT BBPXY pelenTypHara
OJlaHKa/JIeKapCTBEHMsI JIUCT B ChOTBETCTBHE C JeicTBallaTa B cTpaHaTa (papmakones.

(4) 3a0paHsiBa ce U3IMOJI3BAHETO HA CHKpAIIEHUS U MOMPABKHU MPHU U3MUCBAHE HAUMEHOBAaHUATA Ha
JIEKapCTBEHUTE MPOIAYKTH.

Yn. 9. JlekapcTBeHM TMPOJYKTH, NPUTOTBEHH [0 MarucTpaiHa u (apmaxormneiiHa
pelenTypa, ce NpeAnucBaT Ha OT/IeIHA PellenTypHa OJlaHKa.

Yn. 9a. (Hos — JIB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r.) (1) Ha peuentu, kouto
e ce W3IIBJIHSABAT B Jpyra Ibp)kaBa WIEHKA, CE HM3MHCBAT HEOOXOAWMHUTE 3a JICYCHHETO Ha
KOHKpETEH MAIleHT JICKAPCTBEHU MPOJYKTH, C M3KIIOUYEHHE Ha JIEKAPCTBEHUTE MPOAYKTU IO Y.
174 ot 3akoHa 3a JIeKapCTBEHUTE NMPOAYKTH B XyMaHHAaTa MEAUIIMHA.
(2) Penentutre mo an. 1 ce um3mmMcBaT MpH Cla3BaHE W3WCKBAaHUATAa HAa Ta3W Hapenda, Karo
3aJBJDKUTEITHO C€ BKIIFOYBAT BCHUKHU JaHHU, TOCOYCHHU B pHIIOkeHHe Ne 4a.
(3) JlekapcTBeHMTE TMPOAYKTH C€ MPEANUCBAT 110 MEXAYHAPOJHO HEMATEeHTHO HAMMEHOBAHUE WITU
(apMakoneiiHO HAMMEHOBaHHE Ha JICKAPCTBEHOTO UM BEIIECTBO.
(4) JlexkapcTBeHHTE MNPOAYKTH MOTaT Aa OBAAT MPENNUCaHd IO THPTOBCKO HAMMEHOBaHUE B
CIICJTHUTE CITyJau:
1. xoraro ce mpeanucBa OHOJOTMYEH JIEKapCTBEH MPOAYKT MO CMUChIAa Ha § 2, T. 2 OT
JTOMBJIHUTETHUTE pasnopenou Ha Hapemba Ne 27 ot 2007 1. 3a M3UCKBaHUATA KbM JTAaHHUTE U
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JOKYMEHTAITUATA 3a pa3pelriaBaHe 3a ynorpeda U perucTpaims Ha JekapcTBeHHu mpoayktu (1B, Op.
54 ot 2007 1.);

2. KOraTo TOBa € He0OXOIMMO OT MEIMIIMHCKA TJIeTHA TOYKA IO MPEIeHKa Ha JIIara 1o wi. 4, KaTo
B TO3HM CIIy4yail B perenTara ce rmocoyBatr NPUIUHUATE, KOUTO HajaraT U3MOJI3BaHETO HAa MTOCOYECHOTO
THProOBCKO HAUMEHOBAHUE.

Ui 10. Ilpu npeanucBaHe Ha BCEKU OTHAEJIEH JIEKAPCTBEH MPOAYKT JHULETO MO 4il. 4 €
3aJIBJKEHO J1a ce MHGOopMUpa OT MalMeHTa 3a MPEIIIeCTBAI0 WIH ChITBTCTBAIIO JICUCHUE C IPYTU
JIEKapCTBEHU MTPOTYKTH.

Pa3znea 11
IIpeanucBaHe HA JIEKAPCTBEHHU NMPOAYKTH, ChAbPKAIIU
HAPKOTHYHH BellecTBa

Y. 11. (1) (U3m. - 1B, 6p. 81 ot 2013 1., 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)
[IpennucBaneTo Ha JEKApCTBEHH MPOAYKTH, ChIBPKAIIM HAPKOTUYHH BEIIECTBA, CE€ M3BBPIIBA HA
CICLMAIIHA peIeNTypHa OJaHKa, C JKBJIT [BAT - 3a JICKAPCTBEHH TMPOJIYKTH, ChIAbPIKAIIU
HapKOTUYHHU BellecTBa OT mnpuioxenue Ne 2 xpM wi. 3, T. 2 or Hapenbata 3a pena 3a
kiIacu(uIMpaHe Ha pacTEHUSATa M BEIIECTBAaTa KaTO HAPKOTUYHU, U CBhC 3€JCH IBAT - 3a
JICKApCTBEHH MPOAYKTH, ChIbPKAIIM HAPKOTUYHU BEIIECTBa OT mpuiioxenne Ne 3 kpMm ui. 3, T. 3
ot Hapenbara 3a pesa 3a kiacuduiupane Ha pacTEHUSITA U BEIIECTBATa KATO HAPKOTHYHH.

(2) (Orm. — IB, 0Op. 85 o1 2023 1., B cuna ot 16.10.2023 r.).

(3) (U3m. — JIB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) CnenuanuaTta peuentypHa OjaHka
ChIBbpIKA OCBEH JaHHUTE 0 WI. 7 ¥ CICTHUTE AOIBIHUTEITHNA JaHHU:

1. nantnonaneH peepeHTeH HOMED;

2. Hagnuc "J{oKyMEeHT, KOWTO MOAJIEkKH Ha CIelaieH oT4er".

(4) CpokbT Ha BAJIMTHOCT Ha CIIeLIMAIHATA pelenTa € 7 AHU OT JlaTaTa Ha U3JJaBaHeTo H.

Yn. 12. (1) (Orm. — [IB, 6p. 51 ot 2023 1., B cuina ot 13.06.2023 1.).
(2) (U3m. - [IB, 6p. 94 ot 2011 1., 0oT™M., Op. 51 oT 2023 1., B cruta ot 13.06.2023 1.).
(3) (Orm. - 1B, 6p. 81 oT 2013 1.).
(4) (M3m. — 1B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Korato nexkapcTBEHUST NPOAYKT ce
3artama ot Hanponannata 3apaBHoocurypurenta kaca (H30K), nekapsat 3a1bJKUTETHO MOMBJIBA
koga Ha H3OK Ha cphorBeTHMs nekapcTBeH npoaykT U MKDB koma Ha 3a0oinsiBaHeTO CHIVIACHO
HapenOara o wi. 45, an. 3 ot 330.
(5) Ilo mperneHka Ha Jekaps Ha €IHA pelenTypHa OJaHKa MOXKE Jla C€ MPEANKUCBa MOBeUe OT €IUH
JIEKapCTBEH MPOAYKT, ChAbPrKalll HAPKOTUYHU BELECTBA.
(6) 3abpaHsBa ce MpEANMCBAHETO Ha JIEKAPCTBEHU MPOAYKTH, KOUTO HE CHABP)KAT HAPKOTUYHHU
BEIIECTBA, Ha CIIELUAIIHUTE PELETITYPHH OJIaHKU.

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

Un. 14. Ilpu npeamnucBaHe Ha JEKAPCTBEHH MPOAYKTH, CHIbPKAIIM HAPKOTUYHH
BEIIIECTBA, CE CIIa3BaT CJIIEAHUTE U3UCKBAHMS:
1. KOMYECTBOTO Ha JIEKAPCTBEHUTE MPOTYKTH C€ U3MKCBA C ITUGPH U C TyMU;
2. KOJINYECTBOTO Ha Hpe}IHI/IcaHI/Iﬂ J'IeKapCTBeH HpO)IYKT HE MOXKC Oa HaJABHUIIIaBa TepaHeBTI/I‘IHaTa
no3a 3a 30 gau.

Y. 15. (Jom. - AB, 6p. 81 ot 2013 r., u3Mm., 6p. 104 ot 2013 1., O6p. 68 oT 2019 1., B cuna
ot 27.08.2019 r., 6p. 53 ot 2022 r., 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) (1) JlekapcTBeHU
MPOYKTH, CHIABPXKAIIN €THO OT BEIIeCTBaTa eTHIMOP(hUH, KOJeuH, (eH0OapOnTaI NN TpaMaIo.
B KoimuecTBa 0 50 Mr 3a q030Ba €IUHHIIA B KOMOWHAILIMS C JIPYT'H JIEKAPCTBEHH BEIIECTBA, CE
MPEINCBaT B CHOTBETCTBHE C pPEKUMAa Ha OTIIyCKaHe, ONpEACIeH B pa3pemieHHeTo 3a
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ynotpe0a/y0CTOBEpEHUETO 3a pEerucTpanus WM pa3peuieHHeTo 3a TapajielieH BHOC Ha
JIEKapCTBEHHsI MPOIYKT HA TepUTOpHsATa Ha PermyOnuka brirapus.

(2) JlekapcTBeHHTE TPOAYKTH MO aj. 1 C peXuM Ha OTIyCKaHE "o JIEKapCKO MpeamnucaHue” ce
MPENNUCBAaT Ha pelentypHa OiaHka c¢ Oy UBAT C €IHOKPATCH PEXHM HAa OTIHYCKaHE W B
KOJIMYECTBa, ChOOpa3eHu C IHEBHATA JI03UPOBKA, 3a He noBeye oT 30 nHu.

(3) JlexapcTBeHH MPOAYKTH, ChIBPKAILM IMOBEYE OT €AHO OT HAPKOTHYHHUTE BEIIeCTBa Mo ail. 1 B
KOMOMHAIMSI C APYTH JEKAapCTBEHU BEILECTBA, C€ MPEINUCBAT Ha CIEIHaIHAa pelenTypHa OJaHka
ChC 3€JIEH 1IBAT HE3aBUCUMO JaJId O0LI0TO KOJINYECTBO € 10 50 Mr 3a 1030Ba €AMHHUILIA.

Un. 16. [lpu npeanucBaHe Ha BCEKU OTIEIEH JICKAPCTBEH MPOJYKT JHUILETO MO 4i. 4 e
3aJbJDKEHO J1a ce MH(OPMHUpPA OT MAaIMEHTa 3a MPEIIIeCTBAIIO WIN ChITBTCTBAILO JICYCHUE C JPYTH
JIEKapCTBEHU MPOTYKTH.

Pasznea 111
IIpeanucBaHe HA JIEKAPCTBEHU MPOAYKTH, 3aIUIAIIAHUA OT
AbPKABHUS OOKET 32 JIeYeHHETO HA OBbJITrapCKUTE IPaKIAHU
3a 3200/11BaHMs1, U3BBbH 00XBATa HA 3aABJIKMTEJIHOTO 3[{PABHO
oCHIrypsiBaHe

(3ara. uam. — /IB, op. 90 ot 2019 1.)

Y. 17. (U3m. — JIB, 6p. 90 ot 2019 r.) Jlekapure moraT ja mpeanucBar JICKapCTBEHU
MIPOYKTH, 3aIUIalllaHu ChC CPEJICTBA OT JABPKABHUS OIODKET 3a JICUCHHE HA 3a00JIsIBaHUS, U3BBH
o0xBaTa Ha 3aABJDKUTEITHOTO 37paBHO ocurypsiBane cbriaacHo Hapen6a Ne 34 ot 2005 r. 3a pena 3a
3aIUialiaHe OT JIbpPXKABHUS OIO/DKET HA JICYCHHETO Ha OBJITapcKUTE TPakIaHU 3a 3a00JsBaHUSA,
W3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3/[paBHO OCUTYpSBAHE.

Y. 18. (Ot™m. — 1B, 6p. 95 oT 2014 1.).

Yn. 19. (M3m. — [IB, 6p. 90 ot 2019 r.) KonuuecTBOTO Ha MpeANUCaHUTE JIEKAPCTBEHU
MPOJYKTHU CJIeJ[Ba 1a ChOTBETCTBA Ha cpokoBeTe 1o wi. 22 ot Hapenba Ne 34 ot 2005 r. 3a pena 3a
3alUlalaHe OT JAbP)KaBHUS OIO/KET Ha JICYEHUETO Ha OBJIrapckure rpakJaHHW 3a 3a00JsBaHUA,
M3BBH 00XBaTa Ha 33IbJDKUTEITHOTO 3/JpaBHO OCUTYpsiBaHe U wi. 14 OT Ta3u Hapeaoda.

Yn. 20. (U3m. — [IB, Op. 95 ot 2014 1., 6p. 90 ot 2019 r.) [Ipennucanute NeKapcTBEHU
npoayktu no pena Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aramiade oT Ibp>KaBHHUS OFOJDKET Ha
JIEUEHHETO Ha OBJrapCcKUTe TIpa)KJIaHU 3a 3a00JsABaHMs, M3BBH 00XBaTa Ha 3abJDKUTEIHOTO
3[IpaBHO OCHTYpsIBAHE C€ BIHMCBAT B MEIUIIMHCKATA JJOKYMEHTAIIHS HA TTAllMEHTA.

Yn. 21. (1) (M3m. — [IB, 6p. 90 ot 2019 r.) JlekapcTBeHU NMPOJYKTH 3a MAllUEHTH, KOUTO

ce JIeKyBaT IpH aMOyJIaTOPHM YCJIOBHUS, C€ MPEANUCBAT Ha pPELENTypHa OJaHKa CBIVIACHO
npunoxenue Ne 8§ or Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiamiase oT Abp)KaBHUS OIODKET Ha
JIEUEHHETO Ha OBJIrapCKUTEe TIpaxkIaHU 3a 3a00JsABaHMS, M3BBH 00XBaTa Ha 3aJbJDKUTEIHOTO
3/IpaBHO OCUTYpsIBaHE, KOSITO C€ M3/1aBa B JBa eK3eMIuripa. IIbpBUAT ex3eMIUIsp ce chXpaHsBa B
anTeKara, a BTOPUSAT - B CYETOBOJICTBOTO HAa CbOTBETHOTO JIEYEOHO 3aBeJICHUE B IPOBIDKEHUE Ha 5
TOJVHH.
(2) (U3m. — 1B, 6p. 95 ot 2014 r.) JlekapcTBeHUTE MPOAYKTH 3a MAIIUEHTH, KOUTO Ce€ JIEKyBaT B
CTallMOHAPHHU YCIJIOBUS, CE MPEANICBAT HA JIEKAPCTBEH JIUCT ChITIACHO IpuiiokeHue Ne 5a, koito ce
u3/JaBa B /1Ba eKk3eMIuipa. [IbpBUAT exk3eMIUIsAp ce chXpaHsaBa B alTeKara Ha JiedeOHO 3aBelIeHHeE, a
BTOPHUAT — B CBOTBETHOTO OT/EJIEHHUE B NIPOIBIKEHUE HA 5 TOJMHH.

Yn. 22. (U3m. — 1B, Op. 95 ot 2014 r.) Penenture no un. 21, an. 1 ca BaqugHu 3a CpoOK
15 nuM OT naTaTa Ha U3AaBAHETO UM.
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Pa3zgea IV
IIpeanucBaHe HA JIEKAPCTBEHHU NMPOAYKTH, 3aIJIAIIIAHU
HanbJHO Wik YacTuuHo oT H30K

Y. 23. (1) (Hom. - JIB, 6p. 81 ot 2013 1., u3m., 6p. 95 ot 2018 r.) JIumara mo wi. 4, an. 1,
pabotenu B JiedueOHM 3aBeeHUs 32 U3BBHOOIHUYHA TIOMOII, B U3MBbJIHEHHE Ha goroBop ¢ H30K
MOraT Jia MPEeANKUCBaT JEKApCTBEHU MPOAYKTH MO wi. 262, ai. 6, T. 1 oT 3akoHa 3a JICKApCTBEHUTE
npoayktd B xymanHata meaunuHa (3JIIIXM) 3a neuenue Ha 3apaBHOOcUrypenu auna (30J1),
3amamany HanbiHo Wi yactuyHo oT H30K 3a gomaniHo yeyeHne Ha TepUTOpUATa Ha CTpaHaTa
3a 3a00JIsIBaHMsI, OTpe/ieNieHu ¢ HapeaOaTa mo wi. 45, an. 3 330.

(2) U3BbH ciydaute mo ajn. | JieKapCTBEHU MPOIYKTH, 3aIUIalllaHU HAIIBJIHO WM YaCTUYHO OT
H3O0K, Morar na ce mpeanucBar OT JIeKapu/JIeKapy 1o JICHTAIHa MEIUIIMHA, paboTemy B Te4eOHN
3aBe/IeHUs 32 U3BBHOOIHUYHA TIOMOII 110 Wil. 5, an. 1 ot 3akoHa 3a JieyeOHUTE 3aBe/IeHus, KOUTO ca
KbM MUHUCTEPCTBOTO Ha MPABOCHIUETO.

(3) JlekapcTBeHH MNPOMYKTH, 3aruialmiaHu HambiHO wiu yactuyHo oT H3OK, moratr nga Obaat
IIPEIIMCBAaHU Ha 3[paBHOOCUTYPEHH OBJIrapCKU rpaskJaHu, JUIla ¢ IPaBo Ha 3paBHO OCUTYpSIBAHE,
yIIOCTOBEPEHO OT JApyra abprkaBa - wienka Ha EC, win chriacHO JBYCTpaHHU CIIOTO0U.

(4) (M3m. - OB, 6p. 81 ot 2013 r.) Jlumara mo wi. 4, an. 1, cmenuanwcTu Mo mpoduia Ha
3abonsaBaHeTo, pabdorenin o aoroBop ¢ H30K B nedeOHM 3aBeneHus 3a U3BbHOOTHUYHA TTOMOIIL
WIN CTICIUAIM3UPAHA KOMHUCHH B JIeUeOHU 3aBeIeHUS 3a OOJHMYHA MTOMOIL, CKIFOYWIIN JOTOBOP C
H3O0K, morat na u3maBat NpoTOKOJIU 3a MPEANHUCBAHE HA JIEKAPCTBEHM MPOJYKTH, 3aIUIalllaHd OT
H3O0K/Pernonannara 3apaBHoocurypureinna kaca (P30K).

(5) (HoBa — JIB, 6p. 68 ot 2019 r., B cunma ot 27.08.2019 r.) B cmywaure mo an. 1 — 4
MPEIIMCBAHETO C€ OCBIICCTBSIBA TPU ClHa3BaHE Ha YTBBPIACHUTE (apMako-TepaneBTHIHH
pbKOBOACTBAa MmO 4. 259, anm. 1, T. 4 or 3akoHa 3a JIEKApCTBEHUTE MPOAYKTH B XyMaHHaTa
MEIUIINHA.

Ui 23a. (Hos - /IB, 6p. 81 ot 2013 r., ot™., Op. 95 ot 2014 r., HOB, Op. 68 oT 2019 T., B
cuia ot 27.08.2019 r.) (1) B caywaure mo un. 23, an. 4 mpu U3JaBaHETO Ha MPOTOKON 3a
CKBIIOCTPYBAIIH JIEKAPCTBEHH MPOAYKTH, 32 KOUTO C€ W3BBHPIIBA €KCIepTH3a Mo Wi. 78, T. 2 oT
330, Moke a ce MpeanucBa JIEKapCTBEHUAT MPOAYKT/TepaneBTHUHUAT Kype ChOOpa3HO HEropara
pa3xonHa edexTuBHOCT TO cmuchbia Ha 330, Korato B KOHKPETHHUS Ccllydail ca Halule
TEpamneBTUYHU alTEPHATUBU, JIEKAPCTBEHUTE MPOAYKTHU/Tepaliy HWMaT J0OKa3aHa CXOJHa
e(eKTUBHOCT W 0e30macHOCT 3a JiedeHue Ha 3abomnsBanero Ha 30JI, ¢ MOMOOHO KIMHUYHO
MPOTUYAHE U TEXKECT ChITIACHO KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTa/IPOAYKTHUTE.

(2) VYcnoBusiTa M KpUTEpUUTE, MO KOUTO CE€ OINpeaess Jalu JIEKapCTBEHUTE NPOAYKTH ca
TeparneBTUYHU aJITEPHATHUBH, Ca:

1. JekapcTBEHHWTE TPOAYKTH Ja WMaT WICHTUYHH IIOKAa3aHUS B YTBBPACHHUTE KpaTKH
XapaKTePUCTHKU Ha MPOTYKTHUTE;

2. JEKapCTBEHHTE MPOAYKTH Ja ca €JHAKBO TMO3UIMOHUPAHH B TEPAICBTHYHUS AITOPUTHM Ha
CHOTBETHOTO 3a00JsiBaHEe ChOOPA3HO YTBHPIEHUTE (papMaKo-TepareBTUYHN PHKOBOJICTBA;

3. 3a JIeKapCTBEHUTE NPOAYKTH Ja ca TMPHJIOKUAMH €JIHAKBH TEPAIEBTUYHM ITOKA3aTENIM Karo
WU3MEpUTEIN Ha TePANIEBTUYHUS PE3YITAT;

4. cxonHara e(eKTUBHOCT M O€30MAaCHOCT 3a JeueHHWe Ha 3a00JIIBaHETO Ja € JI0Ka3aHa upe3
MeTaaHaJIM3H UK MPEKU CPaBHEHUS Upe3 KIMHUYHH MPOYIBAHHUS.

(3) OmnpenensHeTo Ha TEPANICBTHYHUTE AJITEPHATHBH CHIJIACHO YCIIOBHUATA M KPUTCPUUTE HA all. 2
Ce U3BBbpIIBA B Ipoleaypa no wi. 262a, ain. 3 ot 3JIIIXM.

(4) 3a Bcaxko 3abonsBaHe, 3a TEPANMEBTUYHOTO JIEUEHHWE HA KOeTo ce m3gaBa mportokosn, H30K
W3BBpIIBA aHAIU3 U OMpeJeNs pa3xogHaTa e(QEeKTUBHOCT Ha TEPareBTUYHHUTE anTepHATUBU
MOCPENICTBOM M3YHUCIISIBaHE HA CHOTHOIICHUETO Pa3xoj/pe3ynTar. 3a IenTa ce pa3iens CTOHHOCTTa
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Ha TOAMILIHHUS TEpareBTUYEH KypC 3a BCEKU JIEKApCTBEH MPOAYKT HA IOCTUTHATHS OT HEro
KIIMHUYEH Pe3yaTaT, U3MEPEH C MPEABAPUTEITHO N30PAHUS U3MEPUTEN HA €)eKTUBHOCTTA.

(5) 3a nexapcTBeHHMTE MPOAYKTH, MPEICTABISABALIM TEPAEBTUYHU aJITEpHATHUBU 3a JEUCHUE Ha
naneHo 3abomsaBane, H30K u3rores mHdopmanus, B KOSTO MOCOYBA B HU3XOASIL PEI MPOJAYKTHTE
CbOOpa3HO ompeereHara UM Mo pefa Ha an. 4 pasxonHa edexTuBHOCT. [lomycTUMO € enuH Wiu
MoBeYe JICKApCTBEHH MPOAYKTH Jla UMAT €JHa U Chlla pazxogHa epextuBHocT. MHDopmanusra ce
onoo6psiBa ot Hamzopaus ceBer Ha H30K, my6nukyBa ce Ha odunmasiHaTa HHTEPHET CTPaHUIIA Ha
H3O0K u ce akryanu3upa npu He0OX0IUMOCT/TIPOMSHA HA OTHOCUMHUTE 0OCTOSTENICTBA.

(6) Ilpum wm3maBaHe Ha NTPOTOKOJ JIEKapsAT/CHelMaNu3UpaHaTa KOMHUCHUS MOXKeE Ja MpelrucBa
JICKapCTBEH MPOIYKT/JEKAPCTBEHH MPOAYKTH, KOMTO Ca IMOCOYEHH B HMH(pOpMarusaTa mo ai. 5
CbhOOpa3HO TAXHATA Pa3XOAHA €()EKTUBHOCT.

(7) Anunest 6 ce mpuiiara B Cly4yauTe Ha W3/aBaHE Ha MPOTOKOJ] Ha 3JPABHOOCUTYPEHO JUIIE 32
nbpBU mbT. [Ipy surica Ha TeparneBTUYEH OTrOBOP, HAJIMYKME HA HEXKEJIaHU JIEKapCTBEHH PeaKluu
WIA 10 TpeleHKa Ha MEIUIMHCKUS CHELHAINCT, IMOAKpPENeHa ¢ MeIWIMHCKa OOOCHOBKa, €
JOMYCTUMO IpPEINUCBaHEe Ha JIEKAPCTBEH MPOAYKT OT HAJUYHUTE TeParleBTUYHH alNTEpHATUBU Oe3
Cra3BaHE Ha MPHUHIIMIIA 32 Pa3X0AHa €PEKTUBHOCT.

UYn. 236. (HoB — IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) (1) 3a onpexnensine Ha
pasxomHaTa eexTuBHOCT 110 Wwi. 23a, ai. 4 kbM H3OK ce ch3naBa KoMHUCHS, KOSITO BKIIOYBA TPUMA
npencraButenu Ha H30K, equn npencraButen Ha MUHHUCTEPCTBOTO Ha 37paBEONa3BaHETO U EAMH
npencraBuTesl Ha HanmoHanHus ChBET MO LIEHW W peHMMOypCcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH.
CbCcTaBBT Ha KOMHCHSTA ce ompenens che 3anosen Ha yrnpaButens Ha H30K. Komucusra npuema
IpaBmiia 3a paboTara cu.

(2) 3a nogmomarane paboraTa Ha KOMUCHATA MOTaT J1a ObJaT MPUBINYAHU U BHHIIHU €KCIEPTH.

(3) UnenoBere Ha KOMHUCHSATA MO al. 1, KAKTO U JIMLIaTa IO ajl. 2 HE MOraT Jia y4yacTBaT B JEHHOCTH,
CBBp3aHHU C pa3paboTBaHETO, MPOM3BOACTBOTO, MAPKETHHIa, ThPrOBUATA HA €IpO U JPeOHO ChC
CHOTBETHUS JIGKAPCTBEH IPOIYKT.

(4) YneHoBere Ha KOMHCHSTA MO all. 1, KaKTO W JUIaTa MO ajl. 2 ca JUIBXKHH Ja He pas3riacsiBaT
(akTi U 0OCTOSATENCTBA, CTAHAIM UM W3BECTHH NPHU HIIU I10 MOBOJ] U3ITBJIHEHUE HA 3aIbJDKCHUATA
UM TI0 Ta3u Hapenoa.

(5) Ha xomucusra ce mpenoctaBsi uH(OpMaIus 3a T0rOBOPEHUTE M0 pejia Ha Hapeadara mo wi. 45,
ast. 9 330 OTCTBIKHU 3a JIEKAPCTBEHUTE NMPOIYKTH, 32 KOUTO C€ OMpeeis pa3xoiHa epeKTUBHOCT U
Ha TePaNeBTUYHUTE aJITEPHATUBH, KAKTO M JIOMIBJIHUTEIHA HH(OPMAIIHS TPH HEOOXOTUMOCT.

Yn. 238. (Hos — JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) B cnyuaute no uin. 23a,
KOraTo KaTo TepalleBTUYHa ajJTepHaTHBA € OMpEeNieH JIEKAPCTBEH MPOAYKT 1o 4i. 29, an. 2 ot
3JIIIXM, nekapst/cnenuanu3upaHaTa KOMUCHS MOXKE J1a PEANUCBa TO3H JIEKapCTBEH MPOAYKT Ha
3/IpaBHOOCUTYPEHOTO JIMIIE, Ha KOETO C€ M37aBa MPOTOKOJ, CBIJIACHO IMPHUHIMNA 32 Pa3XO/aHa
€(eKTUBHOCT.

Un. 24. (1) (U3m. - IB, 6p. 81 ot 2013 1., 6p. 68 ot 2019 1., B cmma ot 1.01.2020 1.)
JlexapcTBeHHTE MPOIYKTH, KOMUTO HAMBIHO MM 4acTU4HO ce 3amnamar oT H30K 3a gomariHo
JIieYeHue, ce MPEANUCBaT Ha perentypHa 6nanka (oopaszerr M3 - H30K Ne 5 mo npumnosxxenne Ne 6),
penentypaa 6manka (oo6pazerr M3 - H30K Ne 5A mo mpunoxkenue Ne 7) wiu 3a TSX ce M3/aBa
mpoTokoJ (oOpazer; mo mpuiokeHue Ne 8) mpu yclmoBUS W pell, ONpPEACIeHH B HAIMOHAIHHUTE
pamMKOBH 10roBopu 1o wi. 53, an. 1 330.

(2) PenenrtypauTe O61aHku 1Mo aji. 1 ce u3aaBar, KakTo ClieBa:

1. (mom. — JIB, 6p. 95 ot 2018 r.) peuentypHa 6nanka (o6pazenr M3 - H30K Ne 5 mo mpunoxxenue
No 6) - 3a mpeanMCBaHe Ha JIEKAPCTBEHU MPOIYKTH 3a JICUeHHE Ha 3a00JIsIBAHUS, B KOJIMYECTBA 32 HE
noBeye ot 30 AHM, OCBEH KOTaTo JIUIICBA MOJIXO0/IA1a OIaKOBKa ChIJIaCHO CIHMCHKA MO 4uil. 262, an. 1
3JIIIXM;

2. (u3m. — JIB, 6p. 95 ot 2014 r.) peutentypHa 6nanka (o6pazery M3 - H30K Ne S5A no nmpuiioxxenue
No 7) - 3a mpenmucBaHe Ha JIGKQPCTBEHHW MPOAYKTH 3a JICUCHHE HAa XPOHMYHU 3a00JIsIBaHUS, B
KoJim4yecTBa 3a He nmoBeye ot 100 guu.

ctp. 7 oT 45



(3) (HoBa — 1B, 6p. 68 ot 2019 r., B cria ot 1.01.2020 r.) IIpoTokonure 1o an. 1 ce u3gamar 3a
MpeIMCBaHe Ha JIGKAPCTBEHU MPOAYKTH 32 JICUCHHWE HAa XPOHUYHU 3a00JsIBAaHUS B KOJIMYECTBA 32
He 1moBeye oT 365 quu.

(4) (Ilpepumna an. 3 — JIB, 6p. 68 ot 2019 r., B cuna ot 1.01.2020 r.) Henonbiinenute nosera B
perenTypHuTe OJaHKH 10 al. | ce aHynupar cbe 3HaK "Z".

(5) (ITpepumrna an. 4 — JIB, 6p. 68 ot 2019 1., B cuna ot 1.01.2020 r.) PenientypauTte OJiaHKH 110 aJl.
1 ce u3maBaT B JIBa €K3EMILISIpA.

(6) (M3m. — 1B, Op. 95 ot 2018 r., mpeaumHa ain. 5, 6p. 68 ot 2019 ., B cuma ot 1.01.2020 r., u3m.,
op. 85 ot 2023 r., B cmma ot 16.10.2023 r.) Penentypuute O1aHKu mo an. 1 3aabJDKATETHO Ce
MOMTBJIBAT B €JIEKTPOHHA (hopMa.

Y. 24a. (Hos — JIB, 6p. 15 ot 2014 1., B cuna ot 21.02.2014 1., u3m., 6p. 95 ot 2018 1.)
Koraro na 30JI ce mpenmnucBar J€KapCTBEHM MNPOAYKTH, C HU3KIIOUEHUE HA JIEKapCTBEHUTE
npoayktu no wi. 174 3JIIIXM, 3annamanu HambiHo wid yactuyHo ot H3OK, penentypHute
OnmaHku 1o wi. 24 cienaBa J1a ChIbpPXKAT BCHUKH JaHHH, TIOCOYEHU B MpHuiokeHue Ne 4a, Korato ce
IUTAHKMpA J1a Ce U3IIBJIHABAT B Apyra AbprKaBa UIeHKa.

Ui 25. (1) (U3m. — AB, 6p. 95 ot 2018 r.) JIumara mo 4. 23 BOUCBAT B aMOYIaTOPHHUSI
JUCT, KOUTO ce chxpaHsBa B gocuero Ha 30JI 3a OTUETHOCT M KOHTPOJ, CJIEIHUTE JaHHU OT
peuentute o wi. 24, an. 1: kox na H30K, MKb kox Ha 3abomnsiBaneTo 1o Hapendara mo 4. 45, ai.
3 330, curnarypa, NpeAnrcaHO KOJIWYECTBO M JHUTE, 3a KOUTO € JOCTAaThYHO MPEANUCAHOTO
KOJIMYECTBO.
(2) (Hom. — JIB, 6p. 68 ot 2019 r., B cuia ot 1.01.2020 r.) Jlarara Ha u3aBaHe Ha perenTara
clieZiBa J1a ChBIAJa C Jarata Ha HW3JaBaHe Ha amOymaTopHus JucT. [larata Ha W3gaBaHe Ha
MPOTOKOJIa CJIe/[Ba Jla ChBIIaJa C JaraTa Ha W3/aBaHe Ha aMOYJIATOPHHS JIUCT, PECIIEKTHBHO C
JaTraTa Ha OKa3BaHEe Ha MEIUIIMHCKaTa MmoMoIl (aMOynaTopHa mpoleaypa) mo onpeaesisiHe Ha IIaH
Ha JICUCHWE M TMPOCICIsIBAaHE HAa TEPANCBTHYHHUS OTTOBOP TNPU MAIMEHTH, IOJIydaBally
CKBIIOCTPYBAILH JIEKAPCTBEHU IPOAYKTHU IO peaa Ha ui. 78, T. 2 ot 330.

Y. 26. (1) (U3m. — JIB, Op. 68 ot 2024 r., B cuna ot 1.09.2024 r.) JIunara no wi. 23
UMaT MpaBO Ja NPEANUCBAT Ha €IHA perenTypHa OJIaHKa JICKAPCTBEHU IMPOJYKTH, CBBP3aHH C
JICYEHUETO Ha pa3jIMyHU 3a00JsIBaHUs, a Ha €IUH MPOTOKOJI — €UH JIEKAPCTBEH MPOAYKT B JI0 TPU
JI030BHM €IMHUIIM 3a €HO 3a0ossiBaHe. 3a JIeYeHUE Ha €/IHO 3a00JsiBaHE ce JOMYyCKa MpeANHCBaHe
HAa JIO TPU JIEKapCTBEHU MPOAYKTA.
(2) (Hom. — 1B, 6p. 68 ot 2024 1., B cuna ot 1.09.2024 r.) [IpomeHu B mpennucaHuTe JIEKapCTBEHU
MIPOJYKTH MO perentypHa 6manka (o6pazery M3 - H30K Ne 5 mo mpunoskenue Ne 6) Moxke J1a ipaBu
caMmo JICKapAT/JIeKapsIT M0 JSHTATHA MEIUIIMHA, W31l PEIenTara, KaTo 3a MeiTa ChIIUIT aHyIupa
HEU3ITBIHEHATa PelerTa/9acTTa OT Hesl C HEOTIYCHATUTE JIEKAapCTBEHH MPOIYKTH, U U3/1aBa HOBA.
(3) (M3m. — 1B, 6p. 68 ot 2024 1., B cuna ot 1.09.2024 r.) IIlpomenu B npeanucaHuTe JIeKapCTBEHU
MPOJYKTH TO peruentypHa Omanka (oopazerr M3 - H30K Ne 5A mo mpunoxkenune Ne 7) Moxe naa
MpaBU caMo JICKapsIT/JIEKApAT IO JICHTAJIHA MEIUIIMHA, W3/l perenTara, Karo 3a IeiTa CHIIUST
aHyJMpa HEM3MBJIHEHUTE OTPSA3BIIN/Y4ACTTa OT TSIX C HEOTIYCHATHTE JIEKAPCTBEHU MPOIYKTH, U
M3/1aBa HOBA.
(4) (U3m. — 1B, 6p. 95 o1 2018 ., 0TM™., Op. 68 OT 2024 ., B crma ot 1.09.2024 1.).
(5) M3m. — 1B, Op. 68 ot 2024 r., B cuna ot 1.09.2024 r.) [Ipn u3kiIr0ouUBaHEe Ha JIEKAPCTBEHU
MPOJIYKTH OT TIO3UTHBHHUSI JIEKAPCTBEH CMHUCHK M3AJACHUTE PEENTH Ce aHyIupar Mo pena Ha ai. 2
1 3, KaTo MalMEHTUTE He 3ariamar cymara mo 4i. 37, ain. 1, 1. 1 330, ako He ce Hajara oka3BaHe
Ha MEIUIIMHCKA TOMOIII.

Yn. 27. (1) Jlunara no wi. 23 ¥Mar mpaBo Ja MPEANucBaT JIEKAPCTBEHU MPOIYKTH, 3a
konto H30K Hanb/IHO MM YaCTUYHO 3aIUIalla, B CJIEAHUTE KOJIMUYECTBA!
1. 3a 1edyeHne Ha OCTPU CHCTOSHUSA - JIEGKAPCTBEHU MPOJYKTH 32 He noBede oT 10 nHu;
2. (u3m. — IB, Op. 95 ot 2014 r.) 3a jle4eHne HA XPOHUYHU 3a00JIIBaHUS - JEKAPCTBEHU MPOIYKTU
3a He noeue oT 100 qHU, mpeanucaHu Ha O TPU OTpsI3bKa OT pelentypHa OnaHka (o6paszen M3 -
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H30K Ne 5A mo mpunoxxenune Ne 7) wim Ha perientypHa Oianka (o6pasernr M3 - H30K Ne 5 mo
npuiioxeHue Ne 6).

(2) JIumara mo wi. 23 mocoyBaT B pelenTypHUTE OjaHKu 1Mo wi. 24, ain. 1 u B aMOyJIaTOpHUS JIUCT
CpOKa, 3a KOUTO ce Mpenucaa.

(3) (Hom. — 1B, 6p. 95 ot 2014 r.) B cnyuauTe 1o ain. 1, T. 2 ce npeanucBar JeKapCTBEHH MPOAYKTH
Ha €UH OTPS3bK 3a He noBede OT 30 JHU, OCBEH KOraTo JIMIICBA MOJIXO/SIIA OMaKOBKAa ChIIIaCHO
cnuchka mo uwi. 262, an. 1 or 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeEJULMHA
(3JIIIXM) wnm KoraTo JEKapCTBEHUTE MPOJIYKTH CE€ MPEANUCBAT B KOJMYECTBa 3a moseue oT 90
TTHH.

Ui 28. Ha peuentypuute Omanku mo wi. 24, an. 1 He Morar aa ObIaT MpeAnrCBaHH
€IHOBPEMEHHO JIEKAPCTBEHH MPOAYKTH:
1. Ha3HAYEeHH C MPOTOKOJI MO 4. 24, ant. 1 U TakuBa, KOUTO HE Ca HA3HAYEHU C TAKBB MIPOTOKOJ;
2. Ha3HAYEHHU C MTOBEYE OT €UH MPOTOKOJ Mo 4. 24, an. 1.

Uin. 29. (1) (U3m. — AB, 6p. 95 ot 2018 r.) JInnara mo 4. 23 ca JIbXKHU Ja YBEIOMST
30JI - pecn. HEroB poaUTEN, HACTOMHUK WJIM MONEYUTEN, WK JUIETO no wi. 162, an. 3 oT 3akoHa
3a 37paBeTo, 3a BUJA HA NPEINUCAHUTE JICKAPCTBEHU MPOAYKTH, TAXHOTO JCUCTBHE, HEXKEIAHU
JIEKapCTBEHHW pEaKIMH, pell U HayhMH Ha MpHEeMaHe, 3a CyMmara, KOATO CJellBa Ja 3aIulaTd, ako
JIEKapCTBEHUAT MPOAYKT ce 3aruiama yactuaao oT H30K.

(2) (U3m. — IB, 6p. 95 ot 2018 r.) YBepomsranero Ha 30JI, pecn. HErOBUSI poAUTEN, HACTOWHUK,
MOTEUUTEN WU JIMLETO 1o wi. 162, an. 3 ot 3akoHa 3a 3/1paBeTo, € yI0CTOBEPsIBa C MOAINKCA MYy B
amMOyJIaTOpHHUS JIUCT.

Uin. 30. (1) Penenture, u3nucanu mo pefa Ha TO3M pa3fel, UMaT CPOK Ha BaJIMJIHOCT
CUMTAHO OT JIaTaTa Ha M3/laBaHe, KaKTo Clie/Ba:
1. no 15 xanengapuu qHU - 3a pernentypHa Onanka (oOpaszen M3 - H30K Ne 5 mo npunoxxenne Ne
6) u 32 OTpA3BK A 0oT perientypHa 6manka (oopazery M3 - H30K Ne 5A no npunoxenue Ne 7);
2. 1o 45 KaJleHlapHU JIHH - 32 OTpsA3BK B oT penentypna 6manka (o6pasen M3 - H30K Ne 5A no
npuioxxkenue Ne 7);
3. 1o 75 kaneHaapHU IHU - 32 oTpsi3zbk C OT pernentypHa 6manka (oopazenr M3 - H30OK Ne 5A mo
npuiioxeHne Ne 7).
(2) (Hom. — JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) OTaenHuTe OTPA3BIM HA PEIENTypHA
onanka (oopazery M3 - H30K Ne 5A mo mpunoxenne Ne 7) ce M3MBIHSABAT MOCIEIOBATEIHO B
CIIETHUTE CPOKOBE CUMTAHO OT JaTaTa Ha M3JaBaHETO W, CbOTBETHO — JaTaTa Ha OTIyCKaHE Ha
MPEIXOTHOTO KOIUYECTBO OT MPEANUCAHUTE MPOTYyKTH:
1. 1o 15 xanengapHu THU - 33 OTPA3BK A;
2. (m3m. — 1B, 6p. 95 o1 2014 1.) oT 25 110 45 KaNeHIApHU AHU - 33 OTPSA3HK B;
3. (u3m. — JIB, 6p. 95 ot 2014 1.) ot 50 no 75 kanenmapHu AHH - 32 OTps3bK C.
(2a) (HoBa — 1B, 6p. 68 ot 2024 r., B cuna ot 1.09.2024 r.) B cayyaure no un. 74, am. 3
MOCJICIBAIUAT OTPS3BK OT EJINeKTPOHHOTO mpeamnucanue (oopazernyr M3 — H30K Ne 5A mo
npuioxkeHne Ne 7) Moke J1a ce M3IIBJIHSIBA Ha JaTaTa Ha Hal-KbCHs CPOK, CUMTAHO OT JaTaTra Ha
OTITyCKaHE Ha MPEJIXOJHUTE KOJIMYECTBA OT MPEANHCAHUTE JICKAPCTBEHU TIPOAYKTH.
(3) (U3wm. - [IB, 6p. 81 ot 2013 r., 6p. 68 ot 2019 r., B cuna ot 1.01.2020 r.) [IpoTokonuTe mo i
24, an. 1 UMat cpoK Ha BaTUIHOCT 10 365 KaJeHJapHU THU CYUTAHO OT JaTaTa Ha 3aBEpPSBAHETO UM
B perrmoHajHaTa 3JpaBHOOCUTYpHTeNHa Kaca. OmpeneisHEeTO Ha CpokKa Ha BaJHMIHOCT Ha BCEKU
MIPOTOKOJI CE€ M3BBHPINBA 10 KPUTCPHH, YCTAHOBCHH B HAIIMOHAHUTE PAMKOBH JJOTOBOPH IO WI. 53,
ai. 1 ot 330.

Paznea V
(Hos - /IB, 0p. 81 o1 2013 1.)
IIpeanucBaHe HA JIeKAPCTBEHHU NMPOAYKTH B JiedeOHH
3aBeIeHUs ChC CTALIMOHAP
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Yn. 30a. (HoB - 1B, 6p. 81 ot 2013 r.) (1) (U3m. — JAB, Op. 95 or 2014 r.)
[IpennucBaneTo Ha JIGKAPCTBEHU TMPOAYKTH B JIe4eOHM 3aBENEHUS CBhC CTallMOHAp 3a
XOCIHUTAJIM3UPAHH MAIEHTH CE U3BHPIIBA HA JICKAPCTBEH JIUCT ChIIACHO MpHIokeHue Ne Sa.

(2) (U3m. — [IB, 6p. 95 ot 2014 1., 6p. 95 ot 2018 r.) JlekapcTBeHUAT IUCT MO TpuiiokeHue Ne Sa
MOJKe J1a ObJIe U caMO B €JIEKTpOHHA (hopMa, KaTo Ce TMOIIKMCBA ChITIACHO 3aKOHA 32 €JICKTPOHHUS
JOKYMEHT W EJCKTPOHHUTE YIAOCTOBEPUTEITHH YCIYTHM C KBATU(QUIMPAH WM YCHBBPIICHCTBAH
CJIEKTPOHEH ITOJIITHC.

(3) (U3m. — [IB, Op. 95 ot 2014 r.) JIekapCTBEHHUSAT JIUCT CE MOI'BJIBA B JIBA €K3EMILISAPA, MOANKUCBA
ce OT JICKyBAIllUs JIGKap M HaYaJTHUKA Ha OTIEJICHUETO, CIIe] KOETO Ce Mpe/iaBa 3a U3IIbIHCHUC B
OonanyHaTa anteka. CpOKBT Ha ChXpaHEHHE Ha JICKAPCTBEHUS JIUCT € 5 TOIMHH.

(4) (HoBa — JIB, 6p. 95 ot 2014 r.) JlekapcTBEHUAT JUCT MOXKE Ja OBbJE ChCTABSIH M OTIICYATBAH
gpe3 crenuanu3upan coPryep, Karo 3aAbHKUTEITHO ChIbPKa BCUYKU PEKBU3HTH.

(5) (HoBa — 1B, 6p. 95 or 2018 r.) Korato nexkapcTBeHHTE MPOAYKTH Ca 3a 3JI0KAYECTBEHU
3a00JIIBaHUSI, JICKAPCTBEHUAT JIUCT MO aji. | ce mpuapykaBa OT TepaneBTUYCH (UII CHIIIACHO
npuioxxenue Ne 50.

(6) (HoBa — 1B, Op. 95 ot 2018 r.) TepaneBTruHuAT uir Moxke na ObJe U caMO B €ICKTPOHHA
dbopMa, KaTo ce MOAMHCBA CBHIVIACHO 3aKOHA 3a EJEKTPOHHUS JOKYMEHT M eJNeKTPOHHUTE
YIOCTOBEPUTEIHH YCIYTH C KBATH(PHUIIMPAH WA YChBBPIICHCTBAH CIICKTPOHEH MOJIITHC.

(7) (HoBa — JIB, Op. 95 ot 2018 r.) TepaneBTUYHUAT (PHII cE€ TOMMBIBA CHITIACHO PEIICHUETO Ha
KIIMHUYHATA OHKOJIOTUYHA KOMHCHS TI0 XMMHOTEPAIUs/KIMHAIHATA KOMHUCHUS TI0 XEMAaTOJIOTHS,
OTpPa3eHO B TPOTOKOJI, CTHOKPATHO Ha IbPBHUS JCH OT TEpamusTa MO0 ChOTBETHATa KIWHUYHA
IbTEKa/aMOYIIaTOpHA MIPOLIEAYpa.

(8) (Homa — 1B, 6p. 95 ot 2018 r.) TepaneBTHUHHUAT (PUIII c€ MONBJIBA B ABA CK3EMIUIAPA, MOITHCBA
ce OT JIeKyBalIHs JeKap, cle/l KOeTO ce MpeaaBa 3a U3IIbJIIHEHHE B OOJIHUYHATA allTeKa.

Yn. 300. (Hos - IB, Op. 81 ot 2013 r.) (1) [IpennucBaneTo Ha JIeKapCTBEHU MPOAYKTH,
ChJbPIKaIM HAPKOTUYHU BeulecTBa oT npuiiokeHus Ne 2 u 3 xpM wi. 3, 1. 2 u 3 ot Hapenbara 3a
pena 3a KiacH(pHIMpaHe Ha PACTCHHUATA M BEIIECTBAaTa KaTO HAPKOTHYHH, B JICUCOHUTE 3aBEICHUS
ChC CTALMOHAP 33 XOCHHUTATH3UPAHUTE OOJHU CE M3BBPILBA HA OTJICIICH JIEKAPCTBEH JIUCT.

(2) (U3m. — JIB, Op. 95 ot 2014 r.) JIekapCTBEHUSAT JUCT 110 al. 1 ce MOIbIBa B CbOTBETCTBHUE C WII.
30a, an. 3 u 4, xaro He ce JOIMyCKa M3J]aBaHETO My caMo B eleKTpoHHa (opma. CpokbT Ha
CbXpaHEHHE Ha JICKapCTBEHUs JIUCT € 5 TOIMHHU.

Un. 30B. (Hoe - OB, 6p. 81 or 2013 r.) (1) (MU3m. — B, 6p. 95 ot 2018 1.)
[IpeanucBaneTro Ha JeKapCTBEHU MPOAYKTH 1O 4i. 30r, anm. 7, T. 2 ce U3BbPIIBA HA CHEIUAIHHUTE
peuenTypau OjJaHku 1o wi. 11.

(2) Crennannara penentypHa OaHka 1o an. 1 ce u3iaBa B TpU €K3eMILIAPa, TbPBUTE IBA OT KOUTO
ce rpeaaBar OT MalkeHTa B OOJIHUYHATA alTeKa, a TPETUAT Ce ChXpaHsABa OT JIEKyBalllus JeKap.

(3) llpennucanute NeKapcTBEHHU MPOAYKTH MO ajl. | ce BMHUCBAT B MEIUIIMHCKATA JOKYMEHTAIUS Ha
MalueHTa.

Yn. 30r. (Hos - IB, 6p. 81 ot 2013 r., uzm., 6p. 95 ot 2014 r., 6p. 95 ot 2018 1.) (1)
JlekapcTBeHH mpoayKTy 1o wi. 262, ain. 6, 1. 2 3JIIIXM, 3amnamanu HanbaHo ot H30K, morar na
IpenKcBar Junara no wi. 4, an. 1, padoremu B je4yeOHU 3aBeJeHNUS — U3IBIHUTENN HAa OOJTHUYHA
MTOMOI] 110 KJIMHUYHU IIBTEKH/aMOYIIaTOpHU MPOLEAYPH ChINIaCHO HapeadaTa no wi. 45, an. 2 330.
(2) Korato cwriacHo Hapeabata no wi. 45, an. 2 330 jekapcTBEHUTE MPOJAYKTH 3a 31I0KaYeCTBEHH
3abonaBanus ce 3amnamar or H30K u3BbH 1neHaTa Ha KIMHUYHUTE IBTEKH/aMOyIIaTOpHUTE
IIPOLEAYPH, CBIIMTE C€ MPEANMCBAT U NpHiaraT caMoO CJI€J B3€TO PELIECHUE 3a IPOBEXKAAHE Ha
JIEKapCTBEHO JIEYeHHWE OT 0OlaTa KIMHUYHA OHKOJOIMYHA KOMHUCHS/KIMHUYHATA KOMHCHS IO
XeMaToJIOTHsl CBhIIAaCHO MEIUIIMHCKUTE cTaHgapTd "MenuuuHcka oHkojorus'/"Knuaudna
XEMaToJIOTHS .

(3) JlekapcTBeHNTE MPOAYKTH 32 JIEUEHUE HA 3JI0KAYECTBEHU COJIMIHU TYMODPH IpHU Juna Hajg 18 r.,
C M3KJIFOUEHHUE Ha OMMOMIHUTE aHAJITETHUIIM, C€ IPEANUCBAT OT JIEKYBAIIUs JIeKap Clie]] peleHre Ha
KJIIMHUYHATa OHKOJIOTMYHA KOMHCHS 10 XUMHOTEpanusl CbIJIaCHO MEIULUHCKUSA CTaHJapT

ctp. 10 ot 45



"MenunuHacka onkojorus". Komucusita ce ChbCTOM HaW-MaJIKO OT TpuUMa JIEKapu € IpU3HATa
CrenuanHocT "MeIUIMHCKA OHKOJIOTHA", KOUTO pabOTAT B JIeYeOHOTO 3aBEJCHHE, U CE OMPEAeIs
ChC 3aI0BE]l Ha PHKOBOJIUTEINS HA JIEYeOHOTO 3aBesieHue. PeniennsTa Ha KIMHUYHATa OHKOJIOTHYHA
KOMHCHS 10 XUMHOTEpAINHus ce BIIMCBAT B MPOTOKOJIM ChITIACHO mpriioskeHne Ne 86 u ce moanucBar
OT 4JeHOBeTe Ha KomucusTa. [IpoTokonure ca BanuaHu 3a cpok A0 180 THU CYMTAHO OT HAYATIOTO
HAa JICYEHUETO T10 CXeMara.

(4) JlekapcTBeHUTE MPOAYKTH 3a JICUEHHE HA 3JI0KAYECTBEHU XEMAaTOJOTMYHU 3a00JIIBaHUS TpU
muna Haj 18 r., ¢ M3KIIOUYEeHHE Ha ONMOUIHUTE aHAJITETUIM, CE€ IIPEINNCBAT OT JIEKYBAllUs JIeKap
clie]l pelleHHe Ha KIMHUYHATA KOMMCHSI IO XEMaTOJOTUSl ChIVIACHO MEIUIMHCKUS CTaHAapT
"Knunngnaa xematosnorus'". PemeHusita ce BIUCBAT B MPOTOKOJ 1O 00pasell ChIiIacHO MPUIIOKEHUE
Ne 8B, moamnucan oT Hali-MaJIKO TpUMa JIEKapH C MpHU3HaTa cnenuanHoct "Knuanyna xemarosiaorus'.
[IporokonnTe ca BanmuaHu 3a cpok 10 180 qHU cuMTaHO OT HAYAJIOTO Ha JIEYEHUETO 110 CXEMaTa.

(5) JlekapcTBeHUTE MPOAYKTH 3a JeUeHUE Ha 370KaueCTBEHHU 3a00JsBaHus MpH Juna noxa 18 r., ¢
U3KJIIOUYEHNE Ha ONMOUIHUTE aHAJITE€TUIH, CE IPEANUCBAT OT JIEKYBAIIUs JIEKap Clie]] pelIeHUE Ha
KJIIMHUYHA OHKOJIOTUYHA KOMHCHSI/KJIMHUYHA KOMUCHS IO XeMaToJIoTus 3a Juia nox 18 roauHu.
Pemenusita ce BmmMcBaT B MPOTOKOJN Mo oOpaszen cbriacHo npuioxkenuss Ne 86/Ne 8B u ce
MOJNMCBAT HaW-MaJKo OT JABaMa Jekapu cbc crnenuanHocT no "llemgumarpusa" u "Knunuuna
xematosiorus" win "Jlercka KIMHUYHA XEMAaTOJIOTHSI U OHKOJIOTHS'", KOUTO pabOTAT B JIEUEOHOTO
3aBenenue. [Iporokonure ca BanuaHu 3a Cpok A0 180 IHM CYUTAHO OT HAYAIOTO HA JICYEHUETO I10
cxemara.

(6) Pemenusita Ha KOMHUCHUUTE MO al. 3 — 5 ca CHIVIACHO TEPANIEBTUYHHUTE CXEMHU 3a JICUEHUE B
CBHOTBETCTBHUE C 0JI00peHUTE (papMaKo-TeparieBTUIHA PHKOBOJICTBA.

(7) JInnara no an. 1 morar aa npeanucsat Ha 30J1 cbe 310KadecTBeHH 3a00JIsIBaHUSA JIEKAPCTBEHU
MPOAYKTH 3a JIeUeHHE/TIPOIbIKaBaHe Ha JICYCHUETO B U3BBHCTALMOHAPHHU YCIIOBUS, KAKTO CIIC/IBA:
1. nexapcTBeHHM MPOIYKTH 3a IepopajHa MPUIEIHA MPOTUBOTYMOpPHA TEpanus U MepopaiHa
XUMHoTepanus — npu Jaexocnutanusauus Ha 30JI, gexyBaHM B CHILIOTO JIEYEOHO 3aBEJEHUE II0
KIMHUYHA MHTEKH WU aMOynaTopHa Mpoleaypa 3a CHCTEMHO JIEKaQpCTBEHO JIEYEHHE IpU
3JI0Ka4EeCTBEHHU 3200 IIBaHN,

2. OMHOWJHYU aHAJITeTUI — IPU AUCIIAHCEPHO HAOIIOJEHUE MPH 3JI0KAYECTBEHHU 3a00JIIBaHUS U
IIPU BPOJICHU XEMAaTOJIOTUYHU 3200 IsIBaHUSI.

(8) B caywaute no an. 7, . 1 30JI cnenBa ga ca jeKyBaHM HO KJIMHUYHU ITBTEKH/aMOylIaTOpHU
MpoIenypHu, MOCOYeHH B Hapembata mo uin. 45, an. 2 ot 330, mpu KOUTO CTOMHOCTTa Ha
JeKapcTBeHUTEe MpoAayktu ce 3ammama oTr H3OK wu3BbH 1eHara Ha  KIMHUYHATa
rbTeKa/aMOyaTopHaTa Mporeaypa.

Yn. 30a. (Hos - [IB, 6p. 81 ot 2013 1.) (1) (U3m. — IB, Op. 95 ot 2014 r., 6p. 95 o1 2018
r.) JlekapctBenute mpoayktu mo wi. 30r, am. 7, T. 1 ce mpeamucBar Ha peuenTypHa OjaHKa
(o6pazerr M3 H30K Ne 6 mo mpunosxkenue Ne 8r) 3a jeueHue Ha 3JI0Ka4eCTBEHH 3a00JNsBaHUS B
KOJIM4YecTBa 3a He noseye oT 30 AHHU.
(2) Penentypnara Gianka 1o aju. 1 ce u3aaBa B J1Ba €K3EMIUIIPA, IBPBUAT OT KOUTO C€ Ipe/aBa
Ype3 MalyeHTa Ha anTeKara Ha JIeYeOHOTO 3aBEJICHHE ChC CTAI[MOHAp, a BTOPHST Ce ChbXPaHSABA OT
JIeKyBalIHsl JeKap/iaeKap 1Mo JAeHTalHa MEIUIIHHA.
(3) Pentenitute ca BamuaHU 3a CPOK 15 qHU OT maTaTa Ha U3/IaBAHETO UM.
(4) JIunara mo wn. 30r, an. 1 moraTt ga pasmedarBaT oOpa3lMTe HAa JOKYMEHTUTE IO aji. 1, Karo
CBIIUTE CHIBPKAT 33BDKATEITHO BCHUKH PEKBU3UTH.

I'naBa yerBbpTA
OTIIYCKAHE HA JIEKAPCTBEHHU ITPOAYKTH

Paznen I
IIpuemaHe U M3NIbJIHEHUE HA JIEKAPCTBEHUTE NMPeANUCAHUS
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Y. 31. (1) (Ilpegumen Texer Ha wi. 31 - JIB, O6p. 68 ot 2014 1., B cruta ot 15.08.2014 1.)
[Tpu nmpuemaHeTo Ha PEHENTHTE U JICKAPCTBEHUTE JTUCTOBE MarucThp-GapMaleBThT CE 3aIbKaBa
na:
1. mpoBepsiBa gany ca cria3eH W3MCKBAHUATA Ha IJIaBU BTOPA U TPETA;
2. (m3m. — JIB, Op. 85 ot 2023 1., B cuna ot 16.10.2023 r.) HE OTMyCcKa JIEKAPCTBEHH MPOIYKTH
Cpellly TaJIOHU 3a OTCTBHIIKA WM JIPYTU JOIIBJIHUTEITHN MaTepHajy, HEIPEABUICHU B Ta3u Hapezaoa,
3JIIIXM unu 3BM/I;
3. (wam. - JIB, 6p. 81 or 2013 r., 6p. 85 or 2023 r., B cmina ot 16.10.2023 r.) ocToifHOCTsIBa
MpeNUCaHUTe JIEKApCTBEHU MPOIYKTH; CIIOMAraTeJIHUTE MaTepHald U OIMAKOBKHUTE, KOUTO Ce
M3II0JI3BAT 32 JICKAPCTBEHH MPOIYKTH, IPUTOTBEHH 110 MarucTpaiHa u (hapMakoneifHa penentypa B
anTeKuTe, ce OCTOMHOCTIBAT chriaacHo HapenOaTa 3a ycioBusiTa, IpaBuiaTa ¥ pefa 3a peryjiupaHe
U pErucTpupaHe Ha IICHUTE Ha JIEKapCTBEHUTE NpOAyKTH, npuera c IlocranoBinenue Ne 97 Ha
Munucrtepcku cbBet oT 2013 1. (JIB, 6p. 40 ot 2013 1.);
4. (mom. — JIB, Op. 85 ot 2023 r., B cuia ot 16.10.2023 r.) BOuCBa BCsIKa U3MBIHEHA pEIENTa B
JTHEBHHK 32 PETUCTPUPAHE HA PELENTH ChriacHo npmiokeHue Ne 4 kbMm ui. 3, an. 3 ot Hapenda Ne
28 or 2008 T. 3a YyCTPOWCTBOTO, peda W OpraHu3anusATa Ha paboTara Ha anTeKUTe U
HOMEHKJIaTypaTa Ha JekapcTBeHute mnpoayktu (B, 6p. 109 ot 2009 r.).
(2) (HoBa — IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., m3m., O6p. 85 ot 2023 r., B cuia ot
16.10.2023 r.) /IHeBHHKBT 3a pEerHCTpUpaHE HA PerenTH mo an. 1, T. 4 ce BOAM Ha CJIIEKTPOHEH
HOCHTEI.
(3) (HoBa — 1B, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) IIpaBo na oTmyckar JieKapCTBEHU
MIPOAYKTH, ChABPIKAIINA HAPKOTUYHH BemecTBa oT npuiokenne Ne 1 kpm wi. 2 ot Hapenba Ne 2 ot
2012 r. 3a ycioBHsTa M pelia 3a OCHIUIECTBSIBAHE HA MPOTPaMHU 3a JICYCHHUE C arOHUCTH M arOHUCTH-
AQHTAarOHUCTH Ha JIMIA, 3aBUCHMHU KbM ormouan (B, Op. 49 ot 2012 r.), mmar jekapu, paboTeny B
MPOrpaMuTe, MOJYYUIIU pa3pelieHrne OT MHUHHCTHPA Ha 3JpaBEONa3BaHETO 3a OCHIIECTBSIBAHE Ha
IIPOrpaMu 3a JIEUEHUE C arOHUCTU M arOHUCTU-AHTArOHUCTH HA JIMLA, 3AaBUCUMU KbM OIUOUIH.

Un. 32. (1) B antekaTa 3aAbKUTETIHO C€ ChXpaHsBa B MPOABIDKEHHE HA MET TOJUHH
uHpopManus 3a:
1. mpueTuTe U U3MBJIHEHUTE PELETH,
2. MOJIYYCHHUTE JICKAPCTBEHU IPOAYKTH IO MAPTHIH.
(2) (U3m. — B, Op. 68 ot 2014 r., B cuma ot 15.08.2014 r.) Ha Bcska pementa mMarucrbp-
(dapMaIeBThT MOCTaBs TIeUaT, KOWTO ChABPIKAa HOMEpA W JlaTaTa Ha Pa3pelieHUeTO 32 ThPrOBHs Ha
IpeOHO C JIeKapCTBEHU MPOAYKTH.
(3) (HoBa — JIB, Op. 68 ot 2014 1., B cuita ot 15.08.2014 r.) Penientute ce moAnucBaT OT MarucThbp-
¢dapmaiieBTa, KOWTO H3MBJIHABA MPEANHCAHUETO H/WIKM OTIYCKa JEeKapCTBEHUTE MpoAyKTu. Ha
BCsIKA perenTa MarucTbp-PapMareBThT IOCTaBS:
1. HOMep U /1aTa Ha MpUEeMaHe Ha PelenTaTa;
2. YUH na oTmyckamus MarucTbp-(papmaiieBT.

Yn. 33. (1) B antekure perenture ce U3MbJIHABAT IPUOPUTETHO 110 CIASIAHUS PEa:
1. peuentu ¢ ykazanue "quto", "nurncumMo" win "cratuMm" ce M3NBIHIABAT HE3a0aBHO, KATO BbPXY
TAX ce 0TOENA3Ba YachT Ha IMOCTHIIBAHETO B alTeKaTa U Ha U3I'BIHEHUETO UM;
2. peuenity 3a neua a0 14 roguHu;
3. BCHYKHM OCTaHAJIM PELENTH C€ U3IIBJIHABAT 10 PEAA HA TIOCTBIIBAHETO UM.
(2) (Orm. — IB, 0Op. 85 01 2023 1., B cuna ot 16.10.2023 r.).

Yn. 34. (1) Ilpu ornyckaHe Ha NpeANUCaHU JIEKApCTBEHU MPOAYKTH CE€ CIIa3Ba CIECIHUST
pexn:
1. (wam. - JIB, 6p. 81 ot 2013 r.) Koraro IeKapCTBEHUSAT NPOAYKT € MpPEINucaH dpe3
MEXIYHapOJAHO HENAaTeHTHO WM (apMaKOINEeHHO HaUMEHOBAaHHE Ha JIEKApCTBEHOTO BEIIECTBO, CE
OTITyCKa JIEKApCTBEH MPOJYKT, pa3pelleH 3a yrnorpeda B cTpaHaTa, KOMTO ChIbpikKa MPEAIHCaHOTO
aKTUBHO BEIIECTBO, KaTO 3aJbJDKUTEIIHO C€ CIa3BaT MpeAnucaHara JekapcTBeHa (opma u
KOJIMYECTBOTO B J1030Ba €AMHULIA;
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2. KOTaTo JIEKapCTBEHUSAT MPOJIYKT € MPEANKUCaH MO ThPrOBCKO HAMMEHOBAHUE, CE OTIYCKa TOYHO
MPEANUCAHUAT TPOIYKT.

(2) Koraro antekara He pa3mnojiara ¢ nMpeAnucaus JeKapcTBEH MPOIYKT, MArUCTbp-(hapMalleBThT €
JUTBXKEH J1a TO OCUTYPHU B CpOK 10 24 yaca. B To3u ciaywail narata u 4achbT Ha IOCTHIIBAHETO Ha
perenrTara ce 0Tpas3siBaT BbpXY Hesl.

Uin. 35. (1) Cnen ormyckaHeTo Ha MPEANHUCAHUTE JIEKAPCTBEHU MPOJIYKTH pelenTaTa ce
BpbIlla HA IPUHOCUTES H.
(2) U3m. - 1B, 6p. 94 ot 2011 r., 6p. 90 or 2019 r.) B antekure Ha Jie4eOHUTE 3aBEJCHUS ChC
CTaIMoHap, CKJIIOYIINA J0oroBOp Mo pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiaiiane ot
Ibp)KaBHUS OIO/DKET Ha JICUCHHETO Ha OBJITAPCKUTE TPaKAAHU 3a 3a00JsBaHMS, M3BbH 00XBaTa Ha
3aJIBJKUTEIIHOTO 3/IPaBHO OCUTYpsIBaHE, CE 3abpikKa SAUHUAT €K3eMIUISp Ha pelenTaTa.
(3) (Orm. — AB, 6p. 51 o1 2023 ., B cuita ot 13.06.2023 r.).

Y. 36. [Ipu oTnmyckaHe Ha JeKapCTBEHU MPOIYKTH MarucTbp-hapMaleBThT € ThKEH Aa
NpefocTaBl MH(POpPMALUs W CHhBETH Ha MAIMEHTUTE, W3pa3eHH SCHO, HA €3UK, JIeCeH 3a
BB3NpUEMaHe, OTHOCHO 0€30MacHOTO U €(PEeKTUBHOTO IMpHUEMaHEe U W3IMOJI3BAaHE Ha JIEKApCTBEHUTE
MPOJYKTH.

Un. 37. (1) Ilpeanucanus, KOUTO HE OTrOBapsT Ha M3HMCKBAHHUATA MO TJaBU BTOpa U
TpETa, HE CE U3IbJIHABAT.
(2) Ilpu BB3HMKHAJIO CbMHEHHE OTHOCHO MPEANHUCAHOTO B peleNnTaTta MarucTbp-hapmareBThT €
JUTBKEH, IIPEJIN J1a OTIIYyCHE JIEKapCTBEHUsI IIPOJYKT, Ja C€ KOHCYJITHUpA C MpEANNCcCaIns perenrara
JeKap.

Ui 38. He ce oTmyckat JiekapCTBEHU MPOAYKTH IO KOIIME HA OPUTMHAIIHA PELIETITA.

Yn. 39. Ilpemu oTmyckaHe Ha JIEKapCTBEHH NPOAYKTH 0€3 pelenta MarucTbp-
(bapMareBTHT HAIIOMHS Ha MAlMEHTa IPEIH YIoTpeda aa mpovere HHGOpMaIMOHHATA JIUCTOBKA.

Pa3znea 11
OTnyckaHe HA JICKAPCTBEHHU MPOAYKTH, ChbAbP/KAIA
HAPKOTHYHM BellecTBa

Ui 40. (M3m. — 1B, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 r.) JlekapcTBeHH NPOAYKTH,
ChIbpIKALIM HAPKOTUYHHU BEIIECTBA, IPEINUCAHU [0 pesia Ha I1aBa TpeTa, paszen Il, ce oTmyckar B
AllTCKHU, KOUTO Ca IMOJYYHJIM JIMOCH3USA 3a ThProBUs Ha I[pC6HO U CbXpaHABAaHC HAa HAPKOTHYHU
BEIIEeCTBA IO pelJa Ha 3aKoHa 3a KOHTPOJ BBbPXY HApPKOTHYHUTE BEILIECTBA U IMPEKYpPCOPHUTE
(3KHBII).

UYn. 41. (1) (U3m. - [IB, 6p. 81 ot 2013 r., 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.)
[Ipenn oTmyckaHe Ha JIGKAPCTBEHHW MNPOAYKTH, CHIBPXKAIIM HAPKOTHYHH BEUIECTBA, MAarkCThp-
(bapManeBThT 3aIbJDKUTEIIHO NpPOBEpsBa M Ca CHa3eHU W3UCKBAHUATA 3a MpPEINHCBAaHE Ha
JIEKapCTBEHH MPOIYKTH, ChABPKAIIA HAPKOTHYHU BEIIECTBA, M BBBEXKAA TPUTE MMEHA U JTAHHHUTE
OT JIOKYMEHTA 3a CAaMOJIMYHOCT Ha JIMIIETO.
(2) (M3m. - B, 6p. 81 ot 2013 ., 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) Uudopmarnusra ot
CIELMAIIHUTE PELeNnTypHH OJIaHKM — HallMOHAJeH pedepeHTeH HOMep Ha pelenTypHaTa OJiaHKa,
MMe Ha TAIFeHTa, HANMEHOBAHWE Ha JIEKAPCTBEHUS MPOAYKT, OTITYCHATO KOJUYECTBO M JaTa Ha
OTITYCKAaHETO, Ce BbBEXKA B CIIELUAIHUS PETUCTBP chriacHo Wwi. 3 or Hapen6a Ne 21 ot 2000 r. 3a
M3HCKBAHUATA KbM JIOKYMEHTANUATA U OTYETHOCTTA TIPU M3BBPIIBAHE HA IEHHOCTH C HAPKOTUIHU
BEIIECTBA U JIEKApPCTBEHU MPOAYKTH, ChIbpXKaI HApKOTUYHHU BemecTsa (B, 6p. 86 ot 2000 r.).
(3) (U3wm. - JIB, 6p. 94 ot 2011 1., oT™M., Op. 51 oT 2023 1., B cruta ot 13.06.2023 1.).
(4) (U3m. - 1B, Op. 81 ot 2013 1., O6p. 68 ot 2014 1., B cuia ot 15.08.2014 r., 6p. 51 ot 2023 1., B
cuna ot 13.06.2023 r.) Koraro nekapcTBEHUSAT MPOAYKT 10 Wi. 262, an. 6, T. 1 3JITIXM, cpabpixai
HapKOTHYHU BelecTBa, ce 3amiama or H30K 3a nomamno nedyenue, nHGopMarusiTa 1mno ai. 2 ot
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CHenuaaHuTe peuentypHu Omanku ce mnpemoctaBs Ha P3OK  upes Hammonamnara
3IpaBHOMH(OPMAIIMOHHA CHCTEMA.
(5) (Ot™m. - 1B, 6p. 81 oT 2013 1.).

Un. 42. (U3m. - JIB, 6p. 94 ot 2011 1., 6p. 81 ot 2013 r., Op. 51 ot 2023 r., B cHia OT
13.06.2023 r.) Undopmarnuara mo wi. 41, ax. 2 OT CHEUHATHUTE PEUENTYpHH OJIAHKH Ce
npenoctass Ha P3U upe3 Harmonanuara 3apaBHOMH(POPMAIIMOHHA CHCTEMA.

Un. 43. (U3m. - JIB, Op. 81 or 2013 r.) 3abpansBa ce OTIyCKaHe Ha JIEKAPCTBEHHU
MPOJYKTH IO perenTa, MPeAnucaHu IpeI mosede oT 7 JTHH.

Y. 44. (1) (U3m. - 1B, 6p. 81 ot 2013 r.) 3abpaHsiBa ce OTIyCKaHE Ha JIEKAPCTBEHHU
IIPOJAYKTH, ChIbPKAIIY HAPKOTUYHU BellecTBa OT nmpuiiokeHns Ne 2 u 3 kpM wi. 3, T. 2 1 3 oT
Hapenbara 3a pena 3a kiacuuuupaHe Ha pacTeHHUATa W BellecTBaTa KaTO HApKOTHYHHU, B
KOJINYECTBA, IT0-TOJIEMH OT IMPEIHCAHUTE.

(2) Ilpu ycraHoBsiBaHE Ha HECHOTBETCTBHUS B MPEANMCAHUETO W MAKCUMAJIHO JIOMyCTUMaTa 103a
MarucTbp-(papmManeBThT B aNITeKaTa € JUIbXKEH Ja C€ KOHCYITHpa C IPEANHUCAINs peLenTara Jekap.
(3) Ilpu HEBB3MOXKHOCT 3a U3MBIHEHHE Ha MPEANHCAHUETO ClieJ] KOHCYITalusTa Mo ai. 2
perenTara ce Bpbllla Ha JIEKaps/IeKaps 1Mo IeHTaJTHa MEAUIIMHA 32 aHyJIHpaHe.

Un. 45. 3abpaHsiBa ce OTIYCKaHE Ha JIEKQPCTBEHU MPOAYKTH MO peda Ha TO3U pasfien,
KOTraTo MPUHOCUTEIIAT Ha perenrara e noja 18 ronunu.

Paznea 111
OTnyckaHe HA JIEKAPCTBEHH NMPOAYKTH, 3aIJIAIAHU HAITBJIHO
oT M3 u HanbJaHO nau yacTuduo or H30K

Un. 46. (1) (U3m. - B, 6p. 94 ot 2011 1., 6p. 90 or 2019 r.) OTmyckanero Ha
JIEKapCTBEHU MPOJYKTH, MPEANHUCAHU 10 Peaa Ha riasa tpera, pasnen I, ce u3BbpiiBa oT anteku
Ha JieueOHU 3aBEJICHHs ChC CTAIlMOHAP, CKIIOUMIIM JTOToBOp 1o pena Ha Hapen6a Ne 34 ot 2005 r.
3a peda 3a 3aluialfaHe OT Ibp)KaBHUS OIOKET Ha JICYCHHETO Ha OBJIrapCKUTe TpaKIaHH 3a
3a001s1BaHUsI, U3BBH 00XBaTa Ha 3aIbJDKUTEIIHOTO 37PaBHO OCUTYPSIBAHE.

(2) (Ot™m. - IB, 6p. 81 ot 2013 r., HOBa, 6p. 68 ot 2014 1., B cumna ot 15.08.2014 r.) OTmyckaHeto
Ha JIEKAPCTBEHM TMPOAYKTH OT anTeku, padorenmu mo goroop ¢ H3OK, ce wuspppmiBa B
CHOTBETCTBHUE C Ta3u Hapea0a U ¢ yCIOBUATA U pefa 3a CKII0YBaHE HA MHIWBUyaTHU JOTOBOPH 10
1. 45, an. 15 ot 3akoHa 3a 3[paBHOTO OCUTYypsIBaHE.

(3) (dom. - JIB, 6p. 81 ot 2013 ., 6p. 68 or 2014 r., B cuna ot 15.08.2014 r.; u3m. ¢ Pemenue No
5812 na BAC - 6p. 91 ot 2016 1.) OTnyckaHeTo Ha JICKapCTBEHU MPOAYKTH, MPEAMUCAHU 10 peJia
Ha IJ1aBa TpeTa, pasaen [V, ce u3BbpiiBa B anteku, padoremu no norosop ¢ H30K ¢ uszkimodyenue
Ha JICKapCTBEHUTE MPOAYKTHU 10 Wi. 30T, KOUTO C€ OTIYCKAT OT OOJTHUYHHUTE alTeKH.

(4) (Homa - /JIB, 6p. 81 ot 2013 r.) Koraro nexapcTBeHHAT MPOIYKT ce OTIyCKa B OINAKOBKA,
paziMyHa OT OKOHYATeNHATa, C€ OTOeNA3BaT BCHYKH JaHHM OT OKOHYATEeIHaTa OMaKoBKa Ha
MIPOU3BOIUTENIS U CE MPEAOCTABS JINCTOBKATA 32 MAIHEeHTA.

(5) (Homa - 1B, 0p. 81 ot 2013 1., mom., 6p. 68 ot 2014 1., B cruta ot 15.08.2014 r., u3Mm., 6p. 90 ot
2019 r.) Ha oOpatHara cTpaHa Ha pelenrara 3a JeKapCTBEHHUTE MPOIYKTH, OTIIYCKaHU 1O peaa Ha
1. 21 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3aruiamane oT IbpyKaBHUS OI0DKET Ha JICUEHHUETO Ha
ObNATapcKUTe TpaXKIaHW 3a 3a00JsIBaHUS, W3BBH O00XBaTa Ha 3aJBJDKUTEIHOTO 3paBHO
ocurypsiane (/IB, 6p. 95 ot 2005 r.), ce 3amucBar AaHHUTE OT JIMYHATAa KapTa (Macrnopr) Ha
ManueHTa ¥ Ha TOoJyd4aTels, KOraro JeKapCTBEHHUTE MPOAYKTH HE ce TMOoJy4yaBaT JIMYHO OT
MalUeHTa.

UYn. 47. (1) (M3m. — [IB, 6p. 95 ot 2014 r., npeauiieH Tekct Ha wi. 47, 6p. 68 ot 2019 r.,
B cuia oT 27.08.2019 r.) OrnyckaneTo Ha JIEKQpCTBEHU MPOIAYKTH, MPEANUCAHN Ha pelenTypHa
6manka (o6pazerr M3 - H30K Ne 5A no npusoskenue Ne 7), ce U3BbpILBA B pAMKUTE Ha BaJIMIHOCT
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Ha OTPA3BLNTE, KATO JaTaTa Ha U3MbJIHEHUE Ha BCEKU OTPSI3BK CE IMOCOYBA BbPXY HEro U BBPXY
clie/iBallusl OTPSA3bK.

(2) (HoBa — JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r., u3m. u gor., 6p. 68 ot 2024 r., B cuia
ot 1.09.2024 r.) IIpu Hanu4me Ha NMPEANUCAHUS HA €HA WIHM MOBEYe OT €/IHA pelenTypHa OJaHka
(o6pazenr M3 — H30K Ne 5 o nputoskenue Ne 6 u o6pazenr M3 — H30K Ne SA mo npumtoxenue Ne
7) ¢ mpeanucaHus 3a pa3TUveH Opoil THU PELeNnTUTE MOraT Ja ce M3MBJHSABAT Ha JlaTaTa Ha Hai-
KbCHSI CPOK, HO HE MO-MaJIKO OT 25-Us JIEH.

Ui 47a. (Hos — JIB, 6p. 68 ot 2014 1., B cmuta ot 15.08.2014 r.; u3m. ¢ Pemenne Ne 5812
Ha BAC - 6p. 91 or 2016 r.) [Ipu ormyckaHe Ha JEKapCTBEHH MPOAYKTH, IPEANKMCAHH 10 pelia Ha
raBa Tpera, pazaen IV, mpoepsiBa 3ApaBHOOCUTYPUTEIHHS CTaTyC Ha NAIMEHTUTE 1O pej,
oTpesieNieH B YCIOBUSATA M pela 3a CKIOYBAHE HAa MHAMBHIYAHU JAOTOBOPH Mo wi. 45, an. 15 ot
3aKoHa 3a 3/IpaBHOTO OCUTYpSIBaHE.

Y. 476. (Hos — /1B, 6p. 68 ot 2014 1., B cruta ot 15.08.2014 r.; oM. ¢ Permenune Ne 5812
Ha BAC - 6p. 91 oT 2016 1.).

Un. 48. (1) Penenture u npoToKoNIuTe HE C€ M3IBJIHABAT U C€ BPBILAT HA MPUHOCUTEIS
UM, KOTaTo:
1. peuentypHata 6JaHKa HE ChbPrKa U3ISUIO OMBIHEHU BCUYKU JaHHH,
2. CPOKBT Ha BaJTUIHOCT € U3TEKBJI;
3. OpenNUCaHUAT JIEKapCTBEH MpOoAYKT He ce 3amiama or M3, or H30K wunu He otroBaps Ha
M3MCKBaHUATA, OIPEJEsIeHU B JoroBopa Ha antekata ¢ H30K;
4. ca I1O0MyCHATH TPEIIKU U HECHOTBETCTBHUS IIPH MOM'bJIBAHE HA OJIAHKUTE;
5. B ciiydauTe, KOraTo HE ca M3MBbJIHCHU U3UCKBaHUATA HA WiI. 7, ai. 1, T. 3;
6. (moBa — /IB, Op. 95 ot 2018 r., u3m., 6p. 68 ot 2019 r., B cuna ot 1.01.2020 r.) B ciyuaure,
KOraTo He € U3ITbJIHEHO U3MCKBAHETO Ha 4. 24, ai. 6.
(2) Marucrbp-hapmaneBTbT, OTIYCKAlll JEKApCTBEHUTE MPOAYKTH, HSAIMA MpPaBO Jla HaHACH
MOTIPAaBKM BBPXY pEILENTypHaTa OJaHKa, ¢ M3KJIIOYCHHWE HA TIONPABKU MPU HAMPABEHU OT HETO
TEXHUYECKH TPElIKH B MOMEHTa Ha W3MbIHEHHE Ha penentara. B To3u ciydail Toil ce moamucaa
Cpellly HaIpaBeHaTa OT HETO0 KOPEKITHSI.

Paszpen IV
(Hos - /IB, 0p. 15 ot 2014 1., B cnaa ot 21.02.2014 r.)
OTnyckaHe HA JIEKAPCTBEHHU MPOAYKTH U MEAUIIMHCKHA
U31eJIUs 10 pelenTH, U31aJeHU B IPyra IbpP:KaBa 4IeHKa

UYn. 48a. (Hos — JIB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r.) (1) (U3m. — AB, 6p. 85
ot 2023 r., B cmia ot 16.10.2023 r.) Maructsp-apmaiieBTuTe Mpu Cra3BaHE pa3nopenouTe Ha
pazzaen | ca JIbXKHU 12 M3MBJIHABAT PELIENITH, 3Ja/IeHU B Ipyra JbprkaBa WICHKA.

(2) Penenture no an. 1 cneasa 1a CbIbpKaT TaHHUTE, IOCOYEHH B npuiioxeHue Ne 4a.

(3) (M3m. — 1B, Op. 85 ot 2023 r., B cmia ot 16.10.2023 r.) Marucrep-apmaneBture ¢ el
rapaHTHpaHe NPUEMCTBEHOCT MpPH JICYCHHETO HA KOHKPETeH MAIMeHT MOraT Ja W3IThJIHSABAT
peuenTH no an. | u B cnydaurte, B KOUTO HE ChIbPKAT BCUUKU JaHHU 10 mpuioxkenue Ne 4a, HO ¢
TOBa HE C€ 3acAra TOYHOTO WACHTH(HUIMpPAHE HA TAalWeHTa, TPEANUCAHUTE JICKApCTBEHH
MPOAYKTH/METUIIMHCKY H3/€HsI, HAYMHBT Ha NpUiaraHe, KakTo U MEIUIIMHCKUAT CHEIMAJINCT,
u3Jai perenrara.

UYn. 486. (Hos — /IB, 6p. 15 ot 2014 1., B cuna ot 21.02.2014 1., u3m., 6p. 85 o1 2023 1., B
cuna ot 16.10.2023 r.) Marucrep-papmarieBTuTe HE H3MBIHSABAT PEIENTH, W3JAJACHU B Jpyra
IbpKaBa YICHKA, B 4AaCTTa, B KOSATO ca MIPEINNCAaHH JIEKAPCTBEHU NPOAYKTH 110 wi. 174 3JITIXM.
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Pasnen V
(ITpeaqumen pazaea IV — /1B, op. 15 ot 2014 1., B cuJia ot
21.02.2014 r.)
OTnyckaHe HA JIEKAPCTBEHHU NMPOAYKTH B JieUeOHM 3aBeeHUS
ChC CTALHOHAP

Un. 49. (1) (M3m. - B, Op. 81 or 2013 r.) JlekapcTBeHUTE MPOAYKTH 3a
XOCIUTAIU3UPAHUTE MALIUEHTHU Ce OTIYCKAT OT OOJTHUYHATA alTeKa.
(2) (U3m. - OB, 6p. 2 ot 2012 r., 6p. 81 ot 2013 1., O6p. 85 or 2023 1., B cuna ot 16.10.2023 r.)
Korato neue6HO 3aBeficHHE ChC CTAlIMOHAP HAMA amnTeka, ce mpuiarat wi. 38 - 386 ot Hapenda Ne
28 ot 2008 T. 3a YyCTPOWCTBOTO, peda W OpraHU3anusATa Ha paboTara Ha anTeKUTe U
HOMEHKJIaTypaTa Ha JieKapcTBeHUuTe NpoAyKTu. [Ipu crnemnu ciydau ce ocurypsiBa cHablsBaHe ¢
HEO0OXOIUMUS JICKAPCTBEH MPOJIYKT BBB BB3MOXKHO Hal-KpaThK CPOK. 3a IIEHOOOpa3yBaHETO Ha
JIEKapCTBEHHUTE MPOJYKTH C€ CIa3BaT yCIOBHATAa Ha Hapendara mo wi. 261a, an. 5 3JITIXM.

Uit 49a. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (Ilpeaumren tekct Ha wi. 49a — /1B, 6p. 53 ot
2022 r.) Ilpu mpuemaHe Ha IJE€KapCTBEHUTE JIMCTOBE MarucTbp-GpapManeBThT 3aIbIKUTEIHO
IIPOBEpPsIBa JaJlu Ca CIa3€HU U3MCKBAHMSTA 3a NIPEANKUCBAHE HA JIEKAPCTBEHU MIPOAYKTH 110 4. &, 14
u 15.
(2) (Hoa — JIB, 6p. 53 ot 2022 r.) Ilpu npuemane Ha JIEKapCTBEH JHUCT B €IIEKTPOHHA (hopma
MarucTbp-papManeBThT ChCTaBs Ype3 CeNHUATU3UpaH coQTyep BTOPU EIEKTPOHEH €K3EeMILISp Ha
noanucanus mo wi. 30a, an. 3 nekapcTBEH JMCT MO/ CHIIUS HOMEp C 100aBeHa B Kpas Ha HOMEpa
OykBa "A", KOWTO HE ChIbpXkKa MOANUC HA JIEKYBalll JIEKap U HAYaJIHUK Ha OTAeJeHHe. Bropusr
EJICKTPOHEH EK3EeMIUIIp TpsiOBa Ja ChIbpKa BCUYKU JPYTHM PEKBU3UTH, MOJIMUC HA MarucTbp-
(dapmarieBTa, KakToO M Ha JUIaTa, IPEIATH U IPUETH JIEKAPCTBEHUTE MPOTYKTH.

Yn. 50. (1) JlekapcTBeHUTE MPOJYKTHU IO JEKAPCTBEHH JIUCTOBE CE OTIYCKAT MOOTIEITHO
3a BCEKM MAallMEHT, KaTO BCEKU BHUJ JIEKAPCTBEH MPOAYKT C€ OTIyCKa B OT/EJIHA ONAKOBKA, BHPXY
KOSITO ce OTOeINsA3BaT UMETO U Bb3pacTTa Ha OOJIHUSA, HOMEPBT Ha CTasATa, JIETJIOTO U MpeAnrcaHara
703a.

(2) (M3m. - IB, 6p. 81 or 2013 r.) Koraro nekapcTBeHUAT MPOAYKT C€ OTIYyCKa B OIAKOBKA,
pa3auMyHa OT OKOHYAaTeJIHAaTa, OCBEH JaHHUTE MO ajl. 1 ce oTOens3BaT M BCUYKU JIaHHU OT
OKOHYAaTeJIHaTa OMaKOBKa Ha MPOU3BOJUTEINS.

(3) (M3m. — [IB, 6p. 95 ot 2014 ., 6p. 53 ot 2022 r.) /IBaTa ek3eMIuIsipa Ha JIEKAPCTBEHUS JIUCT B
CBBKYITHOCT, HE3aBUCHMO Jajli ca ChCTaBEHH Ha XapTHEH HOCUTEN, W/WIN B €JIeKTpOHHA (opma,
CBhCTaBJISIBAT JIEKAPCTBEH JIUCT ChIIIACHO MpuiiokeHue Ne Sa.

(4) (Hosa — 1B, Op. 95 ot 2018 r., nom., 6p. 53 ot 2022 r.) Koraro siekapcTBeHUTE MPOJYKTH ca 3a
JIeYEHWE Ha 3JI0OKAaYeCTBEHM 3a00JIsiBaHUS B CTAllMOHApHHU YCJIOBMs, OOJHMYHATa amnTeka BOJAU
KypHa 3a pas3TBapsiHe Ha JIeKapCTBEHH HIPOAYKTH 3a JeYeHue Ha
OHKOJIOTUYHHM/OHKOXEMATOJIOTUYHU 3a0osigiBaHMsl 10 oOpaselr] cbriacHo mnpuiioxenue Ne 81, B
KOITO JAaHHUTE ce perucTpupar exenHeBHo. IIpu ocurypeHa TexHu4ecka Bb3MOKHOCT KYpPHATBT
MOJKE Jla C€ ChCTaBsl B €JIEKTPOHHA (hopMma.

(5) (Hosa — JIB, 6p. 95 ot 2018 r.) B cnyuaii 4e cieq npuroTBsiHe Ha UHAWBUIYAIHUTE JI03H 32
JIeHsl OT JIaJIeH JIEKapCTBEH MPOAYKT ce (popmHpa OCTaThK, KOWUTO HE MOXeE Ja ObJe MPUIOKEH B
CpOKa My Ha I'OJTHOCT, [IOCOYEH B KpaTKaTa XapaKTepUCTHKA Ha JIEKAPCTBEHUS MPOIYKT, OCTAThKBT
ce OTpa3sBa B OMNKMC Ha HEHM3IOJ3BAEMHUTE OCTAaTHLM OT JIEKAPCTBEHM MPOAYKTH 3a JIeYEHHE Ha
OHKOJIOTMYHHM/OHKOXEMAaTOJIOTHYHU 3a00JI1BaHuUs 110 00pasel ChIIacHO npuiiokeHue Ne 8e.

Yn. 50a. (Hos - IB, 6p. 81 ot 2013 r.) (1) IIspBuTE €exk3eMIUIsipU Ha JIEKAPCTBEHUTE
JIMCTOBE, IO KOMTO Ca OTIYCHATH JIEKAPCTBEHU MPOJYKTH, ChAbPKAIM HAPKOTHYHH BEILIECTBA, CE
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3aIbpKaT B OOJHHYHATA anTeKka M Ce ChbXpaHSABAT 3a CPOK €JHA TOAMHA, KaTO Ce MPEICTaBsAT Ha
KOHTPOJHHUTE OPTaHH MPH MPOBEPKA.

(2) Cnen w3mbiHEHHE Ha TMPEANHCAHHUATA 110 JICKAPCTBEHHUS JIMCT 3a JICKAPCTBEHH IMPOAYKTH,
ChIIbPIKAIM HAPKOTUYHU BEIIECTBA, BTOPUAT €K3EMIUIAP CE ChXpaHSIBA B OTACICHUETO 3a CPOK 5
TOJIUHH.

(3) Cnen n3tnyaHe Ha CpoOKa 10 ajl. 1 IbpBUTE EK3EMILISIPH OT JIEKAPCTBEHUTE JIMCTOBE CE MIPEIaBAT
C MpHUEMHO-TIpeaBaTeNIeH MpOoTOKoa Ha uHcnekropure B P3U, kourto ru cwpxpanssat 3a cpok 10
TOJTHH.

(4) IIpu oTmyckaHe Ha JEKapCTBEHU MPOAYKTH, ChABPIKALIN HAPKOTUYHH BEIIECTBA HA JIEKAPCTBEH
JUCT, HEOOXoaMMaTa HH(OPMAIIUS OT HETO C€ BhBEXAa B PerUcThpa mo wi. 3, an. 2 ot Hapenba Ne
21 or 2000 r. 3a W3UCKBAHMWATA KbM JOKYMEHTAIMATA M OTYETHOCTTA IMPU M3BBPIIBAHE Ha
JEHHOCTU C HAPKOTHYHH BEIIECTBA U JICKAPCTBEHU MPOAYKTH, ChIbPKAIIH HAPKOTHYHHU BEIIECTBA.

Yn. 506. (Hos - 1B, 6p. 81 or 2013 r.) (1) (M3m. — JIB, 6p. 95 ot 2018 1.)
JlexapctBennte npoayktu mo wi. 30r, an. 7, T. 2 ce OTIYCKAT OT alTeKH Ha JIeYeOHUTE 3aBEACHUS
CbCc cTanuoHap, ckiarouniau jgoroBop ¢ H3OK 3a kinumHu4Ha mnponenypa MO JAHUCIAHCEPHO
Habmonenue Ha 30J1 cbe 310KaueCTBEHN 3a00ISIBAHNS.

(2) (U3m. — JIB, 6p. 95 ot 2018 r.) [IbpBUTE €K3EMILIIPU Ha PELENTHUTE, C KOUTO Ca MPEANUCAHU
JeKapcTBeHH npoAykTu mo ui. 30r, am. 7, T. 2, ce MOAPEXAAT B XPOHOJIOTMYEH pel, KaTo
HeoOxonumaTa nH(pOpMaIUs OT TAX ce BbBEXJA B perucTbpa 1o 4wi. 3, an. 2 ot Hapen6a Ne 21 ot
2000 r. 3a u3KMCKBaHUATA KbM JIOKYMEHTALUATA U OTYETHOCTTA IIPU U3BBPILBAHE HA JEUHOCTH C
HApPKOTUYHH BEIIECTBA U JIGKAPCTBEHU MPOAYKTH, ChIbPKAIM HAPKOTUYHU BEIIECTBA, U HA MbPBUS
€K3EeMILISp ce OTOENA3BaT TPUTE UMEHA U JAaHHUTE OT JOKYMEHTA 33 CAMOJMYHOCT Ha IPUHOCUTENS
Ha pelenTaTta.

(3) (U3m. — IB, Op. 95 ot 2014 1.) [TppBUTE EK3EMIUISIPU OT PELEHITUTE IO al. 2 Ce ChXPaHsIBAT B
OOJHMYHATA anTeKa 3a CPOK e/1HA TOAMHA U CE MPEACTABAT HAa KOHTPOJIHUTE OPTaHu MIPH MIPOBEPKA.
(4) (U3m. — IB, 6p. 95 ot 2014 r.) BropuTe eK3eMIUIIpH OT PEHENTHTE MO aj. 2 ce IpeaaBaT B
P30OK exemeceuHo B CPOKOBETE 32 OTUMTAHE IEHHOCTTA Ha JIeYeOHOTO 3aBE/ICHUE.

(5) (U3m. — 1B, 6p. 95 ot 2014 r.) Cinen u3tuvyaHe Ha CpoKa MO all. 3 PErenTUTe ce MpeaaBaT ¢
MIpUEMHO-TIpeIaBaTeNieH MPOTOKON Ha uHcnektopute B P3U, kxouto ru cbxpansBar 3a cpok 10
TOJTUHH.

Yn. 50B. (Hos - IB, 6p. 81 ot 2013 r.) 3abpansBa ce oTnyckaHe B OOJHUYHATA anTeka Ha
JIEKapCTBEHH TPOAYKTH, ChIbPIKAIIM HAPKOTHYHHU BEUIECTBA, MO PEIENTa WM JIEKapCTBEH JIUCT,
IPENICaHu pean oBede OT 7 JTHH.

Un. 50r. (Hoe - JIB, Op. 81 ot 2013 r.) (1) 3a0pansiBa ce B OOJHMYHATA amnTeKa
OTITyCKaHE Ha JIEKapCTBEHH MPOJYKTH, ChABPKAIM HAPKOTUYHHU BEIIECTBA OT MPUIIOKEHUS Ne 2 1
3 xpMm wi. 3, T. 2 u 3 ot HapenOara 3a pena 3a kiiacuduimpaHe Ha pacTEHUATA U BEIlleCTBaTa KaTo
HapKOTHYHH, B KOJINYECTBA, [10-TOJIEMU OT IPEANHCAHUTE.

(2) Ilpu yctaHOBsIBaHE Ha HECHOTBETCTBHUS B MPEANMCAHWETO U MAKCUMAJIHO JIOMyCTUMaTa J103a
MarucTbp-(gapmaneBTbT B OOJIHMYHATA anTeka € JUIbXKEH Ja ce KOHCYIATHpa C MpeAnucaius
perernTara/JIeKapCTBEHHS JIHCT JIEKap.

(3) IIpn HEBB3MOXKHOCT 3a M3MBJIHEHHWE Ha MPEANUCAHMETO cjell KOHCYJITalusTra mo ai. 2
pelienTara/JIeKapCTBEHHAT JINCT Ce BPbIIA Ha JIEKaps 3a aHyJIHpaHe.

Yn. 50x. (Hos - [IB, 6p. 81 ot 2013 r., u3m., Op. 95 ot 2018 r.) 3abpaHnsBa ce oTIyckaHe
Ha JIEKApCTBEHMU NPOAYKTH o wi. 30r, an. 7, T. 2, KOraro NPpUHOCUTEIIAT Ha peuentara € nox 18
TOJVHH.

Yn. 50e. (Hos - JIB, op. 81 ot 2013 r.) (1) (Usm. — B, op. 95 ot 2018 r.)
JlexapctBennte npoayktu mo ui. 30r, an. 7, T. 1 ce OTmycKar OT anTeKku Ha JIeYeOHUTE 3aBEACHUS
ChC cTamuoHap, ckmouman goroBop ¢ H30K 3a knuanyHm meTekn mo wi. 30r, an. 8 wu/wim
amMOynaTopHa mpoleaypa 3a CHCTEMHO JIEKapCTBEHO JICUEHUE MPH 37I0KaUeCTBEHHU 3a00IsIBaHUSI.
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(2) Konust Ha penenTHTe, MO KOUTO ca OTIYCHATH JIEKAPCTBEHHU MPOJYKTH MO ajl. 1, ce chbXpaHsBaT
B anTeKara Ha JIe4eOHOTO 3aBelleHHWE B MPOIBIDKCHHE Ha €JHa TOAWHA, KaTO CE MPEACTaBSIT Ha
KOHTPOJIHUTE OPTaHU MPH MPOBEPKA.

Pasznen VI
(Hos - /IB, Op. 15 o1 2014 1., B cuaa ot 21.02.2014 r.)
IIpeanucBane HA MeIUUMHCKHN U3/1eJIHs1, KOUTO IIIE ce
OTIIYCKAT B JIPyra AbpPKaBa 4JIeHKA

Ui 50x. (Ho — JIB, 6p. 15 ot 2014 1., B cuna ot 21.02.2014 r.) (1) [To u3pudHo uckane
Ha MalMeHT JHIaTa Mo Wi. 4 MpeanucBaT HEOOXOIUMHUTE 3a JICUCHHETO MEIUIMHCKUA H3ICIIHS,
KOHUTO III€ C€ OTIYCKaT B Jpyra JIbprKaBa WICHKA.
(2) Penteritute 1o ai. 1 ciensa qa ChabpiKaT TaHHUTE, TIOCOUYCHHU B MpuiiokeHue Ne 4a.

Ui 503. (HoB — 1B, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r., usm., 6p. 95 ot 2018 1.)
Koraro mMenunumuckute uznenus no ai. 1 Ha 4. 50k ce mpeamucBar Ha 30JI, penentypHute
OnaHku 10 wi. 24 cienBa aa ChAbPKAT BCUYKU JaHHH, TOCOYCHH B MprutoskeHne Ne 4a.

I'maBa nmera
(OTM™m. - JIB, op. 51 o1 2023 1., B cuJj1a ot 13.06.2023 r.)
OTHHEYATBAHE, PASIIPEJAEJISSHE 1 KOHTPOJI HA
CIIENUAJIHUTE PELEIITYPHU BJIAHKHA 3A
JIEKAPCTBEHU ITPOAYKTHU, CbJABPKAIIIN
HAPKOTHUYHMU BEILIECTBA, 1 HA PEIIEIITYPHUTE
BJIAHKHU 3A IIPEJAIINCBAHE HA JIEKAPCTBEHUA
NPOAYKTU 1O PEJA HA HAPEJIBA Ne 34 OT
2005 T. 3A PEJIA 3A 3AIIVTAITAHE OT 1P KABHMUSA
BIOJKET HA JIEYEHUETO HA BBJI'APCKUTE
I'PAXKJIAHMU 3A 3ABOJISIBAHUS, U3BBbH OBXBATA HA
SAABJKUTEJTHOTO 3JIPABHO OCUT'YPSIBAHE
(3ara. uam. — /IB, op. 90 ot 2019 1.)

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

UYn. 52. (U3wm. - IB, 6p. 94 ot 2011 r., 6p. 81 ot 2013 r., oT™., Op. 51 oT 2023 1., B cuina
ot 13.06.2023 1.).

UYn. 53. (U3wm. - [IB, 6p. 94 or 2011 1., oT™., Op. 51 o1 2023 1., B cuma ot 13.06.2023 1.).
Y. 54. (Uzwm. - [IB, 6p. 94 ot 2011 1., oT™M., Op. 51 oT 2023 1., B cruta ot 13.06.2023 1.).
UYn. 55. (U3wm. - [IB, 6p. 81 or 2013 1., oT™., Op. 51 o1 2023 1., B cuma ot 13.06.2023 1.).
Y. 56. (Otm. - 1B, 6p. 94 ot 2011 1.).
I'naBa mecra
YCJIIOBUA U PEJl 3A HOCEHE UWJIN U3HACSIHE HA
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JIEKAPCTBEHMU ITPOAYKTMU,
HPEJHA3ZHAYEHMU 3A JIEHEHHUETO HA BBJI'APCKH
NYYXKIN I'PAXKIAHU, IOCTOAHHO U
BPEMEHHO ITPEBUBABAIIU B CTPAHATA U
IHbTYBAIIU U3BBH PEINIYBJIUKA BBJITAPUSA U 3A
TPAH3UTHO TPEMUHABAIIU UYYKJIEHIIAU

Un. 57. bearapcku rpakJaHy U 9y>KIU TPaXIaHu, IIOCTOSHHO U BPEMEHHO MpeOUBaBaIH
B CTpaHaTa W I'bTyBally M3BBH PemyOnuka bbarapus, Moratr ga HOCAT WM Ja M3HACAT OT U 3a
TPETH CTPAHU CJIEIHUTE BUAOBE JIEKAPCTBEHU IIPOAYKTH:
1. (m3m. — JIB, Op. 90 ot 2019 r.) nexkapcTBeHH NPOIYKTH, MPEAHA3HAYCHHU 3a JICUCHHUETO WM,
otmycHaru 1o pena Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amaniane OT Jbp>KaBHHs OFO/KET Ha
JICYEHUETO Ha OBIrapcKUTe TpaxkJaHW 3a 3a00JsBaHUSA, U3BBbH O0XBaTa Ha 3aIBJDKUTEIHOTO
3/IpaBHO OCUT'YpSIBAHE;
2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU Oe3 JIEKapCKO MPEIITICaHHE;
3. JIeKapCTBEHU MPOYKTH, OTIYCKAHH T10 JIEKAPCKO MPEANTCaHHE.

Un. 58. (U3m. — JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHUTE
MPOAYKTH 10 Wwi. 57, T. 1 MOrar a ce mpeHacsT OT CICTHUTE JIHIIA:
1. manMeHThT, 32 YUETO JICUCHHUE Ca MPETHA3HAYCHU TPEANUCAHUTE JICKAPCTBCHU IPOIYKTH,
2. JTUIETO, KOCTO € TOJIYYHJIO JIKAPCTBEHUTE MPOIYKTH OT CHOTBETHATA alTeKa M MUMETO MYy €
BITMCAHO KAaTO TOJIy4aTell BbPXY pelenTara;
3. nume, KOETO MpHUTeXaBa HM3PUYHO ITBIHOMOIIHO OT TNAalHMeHTa, 3a YHEeTO JIeUYeHHe ca
npeHa3HAYCHH MTPEIITHUCAHUTE JICKAPCTBCHH MTPOTYKTH.

Uin. 59. (1) (U3m. — IAB, 6p. 68 ot 2019 r., B criia ot 27.08.2019 r.) Jlunara mo . 58
yIIOCTOBEPSIBAT MPABOTO CH JIa HOCAT WJIH JIa PEHACSAT JIEKAPCTBEHUTE MPOAYKTH IO WI. 57, T. 1 ¢be
3aBepEHO OT MAaruCThp-(papMaieBTa KOIMHME HAa W3MBJIHEHA perenTa OT ChOTBETHATA allTeka,
MpeNrcaHa 3a KOHKPETHOTO JICUeHUE.

(2) Jlumara mo 4. 58 Morar Ja HOCAT WM Jja U3HACAT JICKAPCTBEHU MPOIYKTH, MPETHA3ZHAUCHU 32
JICYEHUETO UM, B KOJHMYECTBA, MOCOYEHH HU(POM M CIOBOM B pelenTara, KOsTO cliefBa Ja €
oOpaboTeHa B anrekara.

Un. 60. (M3m. — IB, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) KonuuectBata Ha
IIPEHACSHUTE JIEKapCTBEHW NPOAYKTH mo wi. 57, T. 1 cienBa ga OCHrypsBaT JICYEHUETO Ha
MAIMEHTA 3a CPOK JI0 JIBa MECEIIa.

Un. 61. (M3m. — JIB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHuTe
HOPOAYKTH MO 4i. 57, T. 2 Morar Jja ce npeHacsT OT OBJIrapCcKy U YyKAW Pa)kJ1aHU MOCTOSHHO U
BPEMEHHO MpeOMBaBAIY B CTPAaHATA.

Yn. 62. (1) JIunara mo 4. 61 mMorar 1a mpeHacsT JeKapCTBEHU MPOAYKTH OT U 3a TPEeTU
CTpaHu B KOJIMYECTBA, HEOOXO/IMMU 32 BPEMETO Ha MPECTOs UM, HO HE TIOBEYE OT TPU Mecella.
(2) (U3m. — [IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIumara mo 4i. 61 Morar ia npeHacsT
OT W 3a TPETH CTPAHM JIEKAPCTBEHHW NPOAYKTH MO WI. 57, T. 2 B MO-TOJIEMH KOJMYECTBA, AKO
IIPECTOAT UM INPOJIBIKABA MIOBEUE OT TPU MECELA U NIPUTEKABAT U3/1aJicHa PELENTa 38 CbOTBETHUS
JIEKapCTBEH MPOJYKT U 3a ChOTBETHOTO KOJIMYECTBO.

Un. 63. (U3m. — IB, Op. 68 ot 2019 r., B cuma ot 27.08.2019 r.) JlekapcTBeHuTe
MIPOAYKTH IO WiI. 57, T. 3 MOrar Jja ce MpeHacAT OT CJIECIHATE JTULA:
1. manuenTa, 3a YMETO JIEUEHHUE Ca IPEIHA3HAYEHH NIPEATNMCAHNUTE JIEKAPCTBEHU IIPOAYKTH;
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2. nuue, KOETO NpPUTEXaBa HM3PUYHO ITBIHOMOIIHO OT IIallMeHTa, 3a 4YHETO JICYCHHE ca
[IpeAHa3HAYEHU IPEANMCAHUTE JIEKAPCTBEHU IIPOLYKTH.

Y. 64. (1) (U3m. — IB, 6p. 68 ot 2019 1., B crita ot 27.08.2019 r.) JIumara mo wi. 63
YIOCTOBEPSBAT IPABOTO CH J]a HOCAT WJIM Ja MPEHACST JICKAPCTBEHUTE MPOAYKTH 110 Wi. 57, T. 3 Cbe
3aBEPEHO OT MAarucThp-papMmarieBTa KOMUE HAa M3ITBJIHEHA pelenTa OT ChOTBETHATAa arTeka,
Mpenrcana 3a KOHKPETHOTO JICUCHHE.

(2) JIunara mo 4. 63 MoraT Ja HOCSAT WJIM Ja MU3HACAT JIEKAPCTBEHHU MPOAYKTH, IPEIHA3HAYCHH 32
JICYCHUETO UM, B KOJIMYECTBA, TIOCOYCHH IU(PPOM U CIIOBOM B pelenTara.

UYn. 65. TpaH3uTHO MpeMHUHABAIU IPe3 TEPUTOPHATA HAa CTpaHATa JIMIla UMaT MPaBo Ja
MIPUTEKABAT JICKAPCTBEHU MPOJIYKTH, KOUTO Ca MpeHa3HAYEHH CaMO 3a TSIXHOTO JICUCHUE.

Uin. 66. KoHKpeTHUTE KOJTMYECTBA JICKAPCTBEHU MPOAYKTH, KOUTO JIMIATa MO Wwi. 65 umar
MPaBo J1a MPUTEkKABAT, CE ONMPELIAT OT ChOTBETHATA MPUEMAIlIA JbpPKaBa.

Y. 67. Ilpu TpaH3uTHO NMpeMUHAaBaHE Mpe3 TeputopusTa Ha PenmyOnuka bwiarapus Ha
munaTta mo wi. 65 ce mpenopbuBa ga ObJAT MPEABAPUTEIIHO MHPOPMUPAHU 33 W3UCKBAHUSATA,
yCTaHOBEHU OT ChOTBETHATA MpUEMaIlla JbP)KaBa.

Ui, 68. Beuuku jiekapcTBEHU MPOJIYKTH, KOUTO C€ MPEHACcST OT U 32 TPETU CTPAHH I10
pena Ha Ta3u Hapenoa, ciefBa Ja Ob1aT B OPUTMHATIHUTE CH OIIAKOBKH.

Ui 69. (1) [lo pena Ha Ta3u Hapeada HE MOrarT Jla Ce IPEHACAT JIEKAPCTBEHHU MPOJYKTH,
ChJIbPIKaIN HAPKOTHUYHU BEIIECTBA.
(2) YcinoBusata W peabT 3a MPEHACSHE HA JICKAPCTBEHUTE MPOAYKTH MO all. 1 ce ompeaensar B
3KHBII.

I'maBa ceqma
(Hosa — /IB, 0p. 107 ot 2020 r., B cuaa ot 18.12.2020 r.)
EJIEKTPOHHO ITPEJAIIMCBAHE HA JIEKAPCTBEHHA
IHNPOAYKTHU. OTITYCKAHE HA JIEKAPCTBEHUA
HNPOAYKTHU U U3ITBJIHEHHUE HA EJIEKTPOHHHA
HNPEAIIMCAHUA

Yn. 70. (Hos — IB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) (Hom. — [AB, 6p. 47
ot 2021 r., B cuna ot 4.06.2021 r., u3m., 6p. 53 ot 2022 r., B cuna ot 1.11.2022 r., 6p. 85 ot 2022
r., B cuna ot 25.10.2022 r., 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r., gom., 6p. 85 ot 2023 r., B
cwia ot 16.10.2023 r.) [IpeanucBaHeTo Ha JEKAPCTBEH MPOAYKT, C U3KIIOUEHHE Ha JIEKapCTBEHUTE
IPONYKTH MO TiaBa Tpera, pazgenu III m V, ce wu3BbpmBa C €IEKTPOHHO NPEIMCAHUE.
[IpennucBaneTo Ha JIEKApCTBEH MPOAYKT MO pela Ha wi. 6 ce U3BbPIIBA C PElENTypHa OJlaHKa Ha
XapTUEH HOCUTENl WIH C €JIEKTPOHHO IPEANHCAHUE, C U3KIYEHHE Ha IPEANHMCBAHETO Ha
JIEKapCTBEHU MPOAYKTH, KJIaCU(PUIMPaHU BbB (papMaKoJIoruuHu rpynu "JlekapcTBeHU NMPOIYKTH 3a
neueHne Ha auaber" U "AHTHOAKTEpHATHM JIEKapCTBEHM MPOJYKTH 3a CHCTeMHa ymnorpeba"
ChIJIACHO  aHATOMO-TEpaleBTHYHO-XMMUYHAaTa  Kilacuukauus Ha  CBeroBHaTa  3]paBHA
OpraHM3anus, KOETO C€ H3BBpPIIBA CaMO C €JIEeKTpOHHO mnpeanucanue. [lpeanucBanero Ha
JIEKapCTBEHH NPOAYKTH MO 4Wil. 9, KouTo ca KiacupuuupaHu BBB (PapMakOJIOTHYHU TPYIU
"JIekapCTBEHM MPOJYKTHU 3a JieueHHe Ha Auaber" u "AHTHOAKTEpUaTHU JIEKapCTBEHU MPOAYKTH 32
CUCTEMHa ynoTpeba" chIilacHO aHATOMO-TepaneBTUYHO-XUMUYHATa Kiacudukanus Ha CBeTOBHATA
3/IpaBHa OpraHU3alMsl, MOXKE J1a Ce M3BBPILIBA Ha peleNnTypHa OJlaHKa Ha XapTUEH HOCHUTEN WM C
€JIEKTPOHHO IpeucaHme, a Te3u Mo Wi. 9a — caMo Ha XapTHEH HOCUTEN.
(2) (HoBa — JIB, 6p. 53 ot 2022 r., B cuna ot 1.11.2022 r., ot™m., O6p. 85 ot 2022 1., B cuiia oT
25.10.2022 r., HoBa, Op. 85 or 2023 r., B cuima ot 16.10.2023 1.) OTnyckaHeTo Ha €IEKTPOHHO
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MIPEMCaHu JIEKAPCTBEHU MPOAYKTH C€ M3BBPILBA CaMO IO €JIEKTPOHEH BT MO pena Ha uil. 73 u
74.

(3) (ITpepumna an. 2 — JIB, 6p. 53 ot 2022 r., B cuna ot 1.11.2022 r.) EXeKTpOHHOTO TIpeaNucaHme
mo an. 1 ce um3gaBa mox Qopmara Ha ENEKTPOHEH JOKYMEHT, IMOANHUCAH C KBaIU(UUIUpPaH
enektponen mnoanuc (KEII), cweriiacho wusuckBanusta Ha Permament (EC) Ne 910/2014 nHa
EBponeiickus mapnament u Ha CbBera oT 23 ronu 2014 . OTHOCHO eJeKTpOHHATa HeHTH(pUKALUs
U YIOCTOBEPUTEIHUTE YCIYTH MPHU €NEeKTPOHHU TPAHCAKLMK HAa BHTPELIHUS Ma3ap U 3a OTMsIHA Ha
HupexktuBa 1999/93/EO (OB, L 257/73 ot 28 aBrycr 2014 r.) u Ha 3akoHa 3a €ICKTPOHHHUS
JOKYMEHT M €JIEKTPOHHUTE YJOCTOBEPUTEITHH YCIYTH.

(4) (ITpepumna an. 3 — 1B, 6p. 53 ot 2022 r., B cuna ot 1.11.2022 r., m3m., 6p. 51 ot 2023 1., B
cuna ot 13.06.2023 r.) IIpu enekTpOHHOTO MpPEANUCBaHE HA JIEKAPCTBEHUTE MPOIYKTH 10 al. 1 ce
npuaraT CbOTBETHO pa3nopen0uTe Ha IlaBa BTOpa U IJ1aBa TpeTa, pasneln I, a mpu eneKTpoHHOTO
MperMCcBaHe Ha:

1. nexapcTBEHU MPOIYKTH, ChABPIKAIIN HAPKOTUYHU BEIIECTBA — M HA TJIaBa TpeTa, pazaen 11;

2. JIeKapCTBEHU MPOAYKTH, 3aIuiallaHd HanbJIHO miau yacTuuHo oT H3OK — um Ha rnaBa Tpera,
paznen 1V, ¢ u3kirodeHre Ha U3UCKBAHUATA OTHOCHO XapTUeHaTa opMa Ha PEeLeNnTypHUTE OJaHKU
Y TIPOTOKOJIUTE.

Y. 71. (Hos — JIB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) EnexrponHute
IpeanrcaHus ce U3aBar, BbBEXAaT, 00padoTBaT U ChbXpaHBAT Ype3 ClIELUAIN3UPAH MEJUIIMHCKU
" anTeueH codryep.

(2) HetictBusta no wi. 72 — 74 ce u3BbpIIBaT IpU choOpa3siBaHe HA HOMEHKJIATypUuTe, o0pa3luTe,
dopmartuTe W APYruUTE M3MCKBAaHMA 32 CTPYKTypUpaHe Ha MHQPOpManusTa ¥ OOMEHa Ha JaHHH,
npenHasHaueHu 3a Hanumonannara 3apaBHouH(popMmaruonHa cucrema (H3UC), nyGiukyBaHu Ha
MHTEPHET CTpaHulaTa Ha MUHUCTEPCTBOTO Ha 3paBEONa3BAHETO.

(3) [IporpamuuTe uHTEpdEicn 1 HOMEHKJIATypHUTe 32 OOMEH Ha MH(POPMAaLUsA MEKIY MEIULUHCKHS
n anteunus copryep u H3UC ce akryanusupaT TEKyllo, B TOBAa YHUCIO B CHOTBETCTBHE CbC
CTENIEHUTE Ha U3rpaXkJaHe U BHeApsABaHe Ha pyHKkunoHanHocture Ha H3UC.

Un. 72. (Hos — 1B, 6p. 107 ot 2020 r., B cmia ot 18.12.2020 r.) (1) 3a uznaBanetro Ha
€JIEKTPOHHO MpPEINHCaHUE JIEKApAT WM JIEKapsT 10 JEeHTaJlHAa MEeIUIMHA ce UACHTUHUIMpA upe3
KEII.

(2) Tpu eneKTPOHHOTO TNPEANHMCBAHE HA JICKAPCTBEHUS MPOIYKT CE HM3BBPIIBA aBTOMATHYHA
MPOBEpKa B PErUCTbpa Ha beirapckus jgekapcku Chi03, ChOTBETHO Ha Bhirapckus 3b001€KapcKu
CbhI03 32 HAIMYMETO Ha IpaBa 3a YINpaKHsABaHE Ha MpodecusiTa OT JeKaps, CbOTBETHO JIeKaps IO
JICHTAJTHA METUIIIHA, H3BBPIIBAIL PEAMTUCBAHETO.

(3) Cnen mombnBaHe Ha HeoOXxoauMaTa HMHGOpMAIMs 3a MPEINHCAHUS JIEKAPCTBEH NPOIYKT
JIeKapAT WU JIEKapsIT 10 JACHTAIHA MEJUIIMHA TIOIKICBA eNeKTPOHHOTO npeanucanue upe3 KEIT.
(4) Cnen nmoamnucBaHe Ha €NEKTPOHHOTO MPEANHUCAaHNEe aBTOMATHYHO C€ M3BBPIIBA BaIUJUpPAHE HA
BbBe/ICHATa MHPOpPMALMS M TEHEpUpaHE Ha HAIMOHAIECH peQepeHTeH HOMep Ha EJIEKTPOHHOTO
npeanucanue noja ¢popmara Ha OyKBEHO-IIM(PPOB KOJI.

Uin. 73. (Hos — IB, Op. 107 o1 2020 1., B cuna ot 18.12.2020 r.) (1) 3a u3nbaHeHUETO Ha
€JIEKTPOHHOTO MPENICaHue MarucTbp-hapMaleBTbT ce uaeHTudunmpa upes KEIT.
(2) Cnen upentuduIUpaHeTo MO ajl. | ce U3BBpIIBA aBTOMAaTHYHA MPOBEpPKA B PEruCThpa Ha
bearapckus ¢dapManeBTHUeH ChIO3 32 HAJMYMETO HA MpaBa 3a YHpaXKHsIBaHE Ha mpodecusra or
MarucTbp-papmarenra.
(3) Marucrbp-hapMaleBThT U3BBPIIBA JCUCTBHS N0 WACHTH(UIMPAHE HA U3/IaICHOTO EICKTPOHHO
IpeAnrcanue, Mpyu KOUTO Kato Bojaew kpurepui usnon3sa EI'H Ha nanuenTa.
(4) Cnen uneHTH(UIMpaHE HA ENEKTPOHHOTO MPEANHCAHHE MarucTbp-GapMaleBThT HU3BBPILBA
MIPOBEPKa 3a CIIa3BAHETO HAa ChOTBETHUTE MPUJIOKUMU pa3Nope 0N Ha IJIaBU BTOpPa U TpeTa.
(5) Ipu Hecma3Bane Ha pasmnopeaduTe, MOCOYEHH B ail. 4, Maructbp-papmManeBThT OTKa3Ba
U3ITBJIHEHUETO Ha €JIeKTPOHHOTO MpeANCcaHne, KaTo MOCoYBa U MPUYMHUTE 32 TOBA.
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(6) 3a U3MBJIHEHUETO Ha €NEeKTPOHHO MpPEANUCaHue Ha JEKAapCTBEH MPOAYKT, 3alljallaH Hall'bJIHO
wm dgactuyHo oT H3OK, uype3 um3moms3BaHusi OT MarucTbp-dapmaneBTa anTedeH codryep ce
M3BBpIIBA U aBTOMAaTU4YHA MpoBepka B peructbpa Ha H30K 3a neyeOHOTO 3aBejieHNE ¢ T10rOBOp C
H30K, B koeto paboTu JEeKapAT WM JIEKapsAT MO JNCHTAJHA MEIWIMHA, W3/al EJIIEKTPOHHOTO
npeanrucanue, Kakto u B peructbpa Ha HAII — 3a 31paBHOOCUTYpUTENIHUS CTAaTYC Ha MAlUEHTA.

Y. 74. (Ho — 1B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (dom. — JIB, 6p. 85
ot 2023 r., B cuma ot 16.10.2023 1., O6p. 68 oT 2024 1., B cuia ot 1.09.2024 r.) Cien u3BbpIlBaHEe
Ha JeicTBusita o wi. 73, an. 3 w 4 wmarucThp-GpapManeBTHT U3IMBIHIBA EICKTPOHHOTO
MperucaHue, KaTo IpeaocTaBs ChOTBETHUTE JIEKAPCTBEHU IPOAYKTH Ha MAIMEHTa U yJIOCTOBEpsIBa
U3IBJIHEHUETO HA EJIEKTPOHHOTO mpennucanue upe3 noanucsanero My ¢ KEII, u nmonydyaBane Ha
HalMoOHaJeH pedepeHTeH HOMEep Ha U3IBJIHEHHE Ha EJeKTPOHHOTO IMPEANHCAaHUE 32 BCEKU
OTITyCHAT JIEKaPCTBEH IIPOIYKT.

(2) (U3m. — IB, Op. 68 ot 2024 1., B cuna ot 1.09.2024 r.) Cnen npukiIrOYBaHe Ha U3MBIHCHUETO
Ha €JIEKTPOHHOTO MPEANHNCAHNE CHIIOTO CE aKTyaJIM3Upa aBTOMATUYHO B allTEYHUS] U MEAULUHCKUS
codryep karo "M3nbaHeHo", choTBETHO "HacTUUHO M3ITBIHEHO".

(3) (*) (HoBa — JIB, 6p. 68 ot 2024 r., B cunia ot 1.09.2024 r.) Korato enekTpoHHOTO MpeANucaHue
€ YaCTUYHO M3MBIHEHO, IPEIMUCAaHNETO MOKe J1a ObJie U3IIBJIHEHO B OCTaHalIaTa CH 4acT B ChlaTa
Wwiu B Jpyra amnteka, ckiatouywia jgoropop ¢ H30K. OxoHuaTenHOTO HM3IBIHEHHE MOXKE Ja ce
OCBIIIECTBH JI0 JIBa paOOTHU JHHU OT IM'BPBOHAYAIHOTO YaCTUYHO M3IBIHEHHE, HO HE MO-KbCHO OT
JlaTaTa Ha U3TUYAaHE HA CPOKa Ha BAJIMHOCT HA €JIEKTPOHHOTO IIPEIUCaHHE.

(3) (U3m. — 1B, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.) [Ipu u3mbiHEHHE HA €IEKTPOHHOTO
IpealucaHue MarucTbp-papManeBThT Cia3Ba U3MCKBaHUATA HA wi. 33, an. 1, wi. 34, an. 1 u an. 2,
HU3pedYeHue MbpBo, wi. 36, ui. 37, an. 2 u ui. 39, a 3a:

1. nexapcTBEHU MPOAYKTH, ChAbpKAILM HAPKOTUYHU BEIIECTBAa — M3UCKBaHUATa Ha wi. 40, 41, 43,
44 n 45;

2. NeKapCTBEHM MPOAYKTH, 3aIUlalllaHu HambiaHO Wik yacTuyHo oT H30K — m3uckBaHusATa Ha 4.
46, an. 2, 3 u 4 n un. 47, an. 1, ¢ U3KIIOYEHHUE HA 3aJbJDKCHUETO 3a IOCOYBAHE Ha Jarara Ha
U3IIbJIHEHUE HA BCEKU OTPSA3BK, U all. 2.

(*) ben. peo. C § 4, 1. 3 or Hapenbara 3a usmenenue u gonbiHenne Ha Hapenoa Ne 4 ot 2009 r. 3a
YCJIOBHATA U pe/ia 3a MPENICBaHe U OTIyCKaHe Ha JeKapcTBeHU mpoaykTu (B, 6p. 68 or 2024 r.)
B wi. 74 ce cb3naBa HOBa anuHesl 3. 3aKOHOJATENSAT HE c€ € ChOOpa3swil ChC ChILECTBYBAIlaTa
Jl0cera HoMepalus, B pe3y/ITar Ha KOeTO ce IojlyyaBa JyOirpaHe Ha ajJlMHEeu ¢ HoMmep 3.

JOITBJIHUTEJIHA PA3IIOPE/IBA

§ 1. ITo cmMucwna Ha Ta3u Hapenoda:
1. "Kon na H30K" o3HauaBa OykBeHO-IIU(PPOB KOJ, YUATO IMbpBa OyKBa OTroBaps Ha M'bPBO HUBO
Ha AHaTOMO-TepaneBTHYHaTa Kiacudukanus Ha CBeTOBHATAa 3/paBHA OpraHU3allusl, BH3IPUETA B
Peny6nuka bbirapus.
2. "BanmuaHocT Ha perienitata’ o3Ha4aBa CpOKBT, 32 KOMTO TS MOXKe /1a ObJie H3ITbIHEHA B alTEKaTa.
3. "KonudecTBO AaKTUBHO BEIIECTBO B [J030Ba €AUHULA" Ha JIEKapCTBEHUS MPOAYKT €
CHIABPKAHUETO HA AaKTUBHOTO BEIECTBO, H3Pa3eHO KOJIMYECTBEHO 3a €/IHAa JI030Ba €IUMHUIIA
(Tabnerka, Karcyna) Wid 3a eJUHUIA Maca Wik 00eM B 3aBUCUMOCT OT JIeKapcTBeHaTa dopma.
4. "luto" o3HayaBa "0bp30".
5. "Hutrcumo" o3HavaBa "MHOTO OBp30".
6. "CratuMm" o3HauaBa "Begnara'.
7. (HoBa — JIB, 6p. 68 ot 2014 r., B cumna ot 15.08.2014 r.; otm. ¢ Pemienne Ne 5812 na BAC - 6p.
91 oT 2016 1.).
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8. (Homa — /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "OTnyckane Ha JEKapCTBEH MPOIYKT
6e3 nekapcko mpennucanne (OTC)" o3HauaBa CHBKYIMHOCTTa OT JACWUCTBUA Ha (apMaleBTH B
MPUEMHOTO MOMEIIEHUE Ha alTeKara Mo ONpelessHe Ha MOAXOMASIIUS 3a OTIIyCKaHEe JIEKapCTBEH
npoaykt 6e3 nekapcko mnpennucanue (OTC) wnam npuemane Ha peHenTypHUTE ONaHKH U
MpOBEpKaTa Ha ChIbP>KAHUETO UM, KOHCYJTAIMsI OTHOCHO MPHUEMAHETO M BB3MOXKHUTE HEXKeJaHU
peakiMu W JICKapCTBEHH B3aMMOJEHCTBHS W TMpelaBaHe Ha JIEKAPCTBEHUTE NPOAYKTH Ha
MAIUEHTHTE.

INPEXOJHU U 3AKTIOYUTEJHHU PA3ITIOPE/IBA

§ 2. (1) PasmopenOute Ha TiaBa TpeTa, pasmen IV, perimameHTHpaimy H3AaBaHETO,
MIPOMEHHTE M BaJIMIHOCTTA Ha peuenTypHa 6manka (oOpazen M3 - H30K Ne 5A no npusoxenue Ne
7), Bmu3at B cuna oT 1 anpun 2009 r. /o BIM3aHETO UM B CHjIa BCUYKH JICKQPCTBEHHU MPOIYKTH,
3arianiany HanweJiHO win yactuaHo oT H30K, ce mpenmucsat Ha penentypHa 61anka (o6pazenr M3
- H30K Ne 5 o nmpunoxkerne Ne 6) cbe cpok Ha BamuaHocT 30 qHU.

(2) B cpox mo 1 ampuit 2009 1. anTekuTe NpUBEKIAT cOPTyepa CH B CHOTBETCTBHE C M3UCKBAHUATA
Ha Ta3u Hapea0a OTHOCHO M3/1aBaHETO, IPOMEHUTE U BAJIMHOCTTA Ha pelenTypHa Oianka (obpaszern
M3 - H30K Ne 5A no npusnoxxerne Ne 7).

§ 3. (1) (U3m. - AB, Op. 91 o1 2009 r.) B cpok mo 31 mait 2010 r. nekapcTBEHU NPOAYKTH,
ChJbPKAIl HApKOTUYHM BellecTBa OT npuiiokeHuss Ne 2 u 3 kbM ui. 3, an. 2 Ha 3akoHa 3a
KOHTPOJ BBPXY HAPKOTUYHUTE BEIIECTBA U IMPEKypCOpUTE, MOraT Ja ce€ MpeIrnucBaT U Ha
CHeIUAIHUTE pelenTypHu OJaHKH 1Mo oOpaszel chriacHo npuiiokeHue Ne 6 kM wi. 11, an. 1 ot
Hapen6a Ne 4 ot 2001 r. 3a ycnoBusaTa W pelna 3a MPEANHUCBAHE W OTIYyCKaHE Ha JIGKAPCTBEHH
TPOJYKTH.

(2) Cnen u3TH4aHe Ha Cpoka Mo aj. 1 crneuuasIHuTe peuenTypHHU OJaHKU M0 mpuiiokeHue Ne 6 KbM
wi. 11, an. 1 or Hapen6a Ne 4 ot 2001 r. 3a ycinoBusita U pefa 3a MpeANUCBaHe U OTIyCKaHE Ha
JIEKapCTBEHH MPOAYKTH C€ YHHIIO’KAaBaT OT KOMHCHS, OIpe/eieHa ChC 3aloBe]l Ha JTUPEKTOopa Ha
PII3.

(3) 3a yrumoxaBaHeTo Ha OJaHKHTE MO all. 2 C€ CHCTaBs MPOTOKOJ, KOWTO C€ YTBBp)KIaBa OT
nupekTopa Ha cboTBeTHUS PL[3 1 ce u3mnpaimia B MUHICTEPCTBOTO Ha 3/IpaBEONa3BaHETO.

(4) Penentypuure G6ianku no npuioxkenue Ne 4 xpm ui. 6, an. 1 ot Hapenba Ne 4 ot 2001 r. 3a
yCIOBUSAITA U PeJia 3a MPEANUCBaHe U OTIYCKaHE Ha JIEKAPCTBEHU MPOAYKTH MOTaT Jia Ce U3IMOI3BaT
710 TAXHOTO M3YEPIBaHE, HO HE MO-KbCHO OT €/1Ha TOMHA OT BIM3aHe B CUJIa HAa Ta3M Hapenda, KaTo
B TSX C€ BIIUCBAT JAHHWUTE MO WI. 7, all. 2 OT MEIULIUHCKUS CIICIUAINCT, KOMUTO M3/]aBa perenTara.
(5) bnankuTe Ha JieKapCTBEHUTE JIMCTOBE 1O MpuiioxeHue Ne 5 kpm wit. 6, an. 2 ot Hapenba Ne 4 ot
2001 r. 3a ycnoBusATa U pefia 3a MPEANKUCBaHE U OTITYCKaHE Ha JIEKApCTBEHU MPOJYKTH MOTaT Jia ce
U3MOM3BaT A0 TAXHOTO M3YEpIIBaHE, HO HE MO-KbCHO OT €HAa T'OAMHA OT BJIM3aHE B CHJIa Ha Ta3u
Hapenoa.

§ 3a. (Hos — ZIB, 6p. 90 ot 2019 r., uzm., 6p. 91 ot 2020 1., 6p. 94 ot 2021 r., OTM., OP.
53 oT 2022 1.).

§ 4. (U3m. - IB, Op. 94 or 2011 r.) KoHTtpombT 1o W3MBIHEHHE Ha Hapeadara ce
ochlIecTBsIBA OT MHUHHUCTEPCTBOTO Ha 3ApaBeona3BaHeTo, P3M u M3nenHutenHata areHuus o
nekapcrBara 1 H30K (B yacTTa OTHOCHO OTIyCKaHe W IMpPEANMCBaHE Ha JIEKAPCTBEHH MPOIYKTH,
3aIUIalaHy HaITbJIHO MJIM YaCTUYHO OT Hes).

§ 5. (Hom. — JIB, 6p. 68 ot 2019 r., B cruta ot 27.08.2019 r.) Tasu napenda ce u3aaBa Ha
ocHOBaHMe Wi. 221 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeAMIMHA U 4. 60 oT
3aKkoHa 32 KOHTPOJI BbPXY HApKOTUYHUTE BEUIECTBA U NPEKYPCOPUTE, KAaKTO M wWi. 56, an. 2 or
3akoHa 3a 3/paBHOTO ocurypsiBaHe u ormeHs Hapen6a Ne 4 ot 2001 r. 3a ycnoBusiTa u pefa 3a
MIPEANUCBaHEe U OTIyCKaHe Ha JIEKapCTBEHH NPoaykTH (00H., JIB, 6p. 10 ot 2001 r.; u3Mm., 6p. 74 ot
2002 r.; 6p. 82 ot 2003 r.; 6p. 32 o1 2005 1.; Op. 34 o1 2006 T.).
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§ 6. (M3m. - [IB, 6p. 94 ot 2011 r.) Vkazanus mo mpujiaraHeTo Ha Hapeadara gaBat
H30K otHOCHO pa3mopendure 1O MpeanHcBaHe M OTIYCKAaHE Ha JICKApCTBEHH MPOJYKTH,
3aIuIalaHy HabJIHO Uitk yacTuyHO oT H30K, choTBeTHO MUHMCTEPCTBOTO Ha 3paBeoIla3BaHeTo,
P31 n M3npaHUTENHATA areHIMA 10 JIeKapcTBaTa ChoOpa3HO TAXHATAa KOMIETEHTHOCT.

JOITBJIHUTEJIHA PA3ITIOPEJIBA
kbM Hapenbara 3a u3MeHEeHHE U JOITBIHCHUE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycroBusTa 1 peia 3a
MpEANUCBaHE U OTITYCKaHE Ha JIGKApCTBEHU MPOTYKTH
(IB, 6p. 15 o1 2014 1., B cuna ot 21.02.2014 1.)

§ 6. C Ta3u Hapenda ce BBBEXJAT HM3UCKBaHUATA Ha J(MpeKTHBa 3a U3IBIHEHUE
2012/52/EC na Komucusta ot 20 nekemBpu 2012 . 3a ompejenissHe HA MEPKHU 3a yJIECHSIBaHE Ha
MPU3HABAHETO HA MEIUIIMHCKHUTE TIPEIITMCAHNs, H3/IaJIcHU B Ipyra abpskaBa wienka (OB, L 356/68,

22.12.2012).

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEBU
kbM HapenOara 3a i3MEHEHUE U JIOIIbIIHEHHE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa u pea 3a

NpeANCBaHEC U OTIITYCKAHC Ha JICKAPCTBCHU MPOAYKTHU
(1B, 6p. 95 ot 2014 1.)

§ 21. B cpok n0 Tpu Mecela OT BiIM3aHE B CHJIa Ha Hapendara JieyeOHMTE 3aBEJEHUS Morar jaa
NPEANUCBAT JIEKAPCTBEHHU MPOAYKTH Ha JEKAPCTBEHH JINCTOBE IO JOCETAITHHS PEl.

3AKJIIOYUTEJIHU PA3ITIOPE/IBA
kbM Hapenbara 3a i3MEHEHHUE U JIOIIBJIHEHHE HA
Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa u peia 3a

NpeANCBaHEC U OTITYCKAHC Ha JICKaApCTBCHU MPOAYKTHU
(IIB, 6p. 95 oT 2018 1)

§ 17. HaBcsxbae B HapenOaTa abpesuarypara "(330J1)" ce 3amens cve "(30J1)".

I[MPEXOHHM N 3AKJIXOYUTEJIHN PA3ITOPEIBA
kbM Hapenbara 3a u3smMeHeHue U JOIIbJIHEHNE Ha
Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa 1 pesia 3a
MpeINMCBaHe U OTIYCKaHE Ha JIEKapCTBEHU MPOAYKTU
(B, 6p. 68 or 2019 1., B cuna ot 27.08.2019 1.)

§ 22. (1) do mybnukyBane Ha nHboOpMaInusaTa mo wi. 23a, aln. 5 ce u3aaBaT MPOTOKOJIH 32
MpeNruCcBaHe Ha JIEKapCTBEHM MPOAYKTH MO Wi. 23, aj. 4 mpu JOCETaliHuTe YCIOBUS U IO
JOCETAIIHUS Pel.

(2) U3papenute mMpoTOKONIU 0 MyOIMKyBaHe HA WH(OpMAIHATA MO Wi. 23, al. 5 ce u3MbIHABAT A0
HU3TUYaHC Ha TCXHUSA CPOK.

§ 23. HapenOata BiM3a B cuia OT JeHs Ha oOHapojaBaHeTo il B "/[bpxkaBeH BeCTHUK", ¢
n3kioyeHue Ha § 8,9, § 10, 1. 2, § 12 u 21, xourto Bnu3at B cwiia ot 1 ssuyapu 2020 .

3AKJIFOYNUTEJIHU PA3ITOPEJIBA
kbM Hapenbara 3a nombpnaenue na Hapenba Ne 4
oT 2009 r. 3a ycnoBusTa U pea 3a MpeIrCcCBaHe
1 OTIYCKaHE Ha JIEKapCTBEHU MPOYKTH
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(1B, 6p. 90 ot 2019 r.)

§ 2. HaBcsxbae B Hapenbara qymara "penyOiauKaHcKkus'" ce 3aMeHs ¢ "' IbpxKaBHU".

IMPEXOJIHU 1 3AKJIFOUWMTEJIHA PA3ITOPE/IBM1
kbM Hapenbata 3a nombianenue Ha Hapen6a Ne 4 ot 2009 r. 3a ycnoBusita
Y pejia 3a NpeIUCcBaHe U OTIYCKaHE Ha JIEKAPCTBEHU MPOAYKTH
(IB, 6p. 107 ot 2020 r., B cruta ot 18.12.2020 r.,
u3M., op. 37 ot 2021 r., B cuna ot 7.05.2021 r.)

§ 3. (M3m. — [IB, Op. 37 ot 2021 r., B cuna ot 7.05.2021 r.) [Ipu ocurypeHu TEXHUUECKH
Y OpraHU3aIlMOHHM YCJIOBHS 32 TOBa OT MHHHUCTEPCTBOTO Ha 3apaBeona3Banero 1 H30K nunara mo
9. 4 ¥ MPUTEKATEITUTE Ha Pa3pelieHHe 3a THhPrOBUsS HA JAPEOHO C JIGKAPCTBEHU IMPOIYKTH Ca
JUTH)KHU J1a TIPUBENAT JIEWHOCTTA CH IO MPEINMCBAHE M OTIIyCKaHE Ha ChOTBETHUTE JICKAPCTBCHH
MPOJAYKTU CaMO C EJIEKTPOHHU MPEINUCAHUS B CHOTBETCTBUE C M3MCKBAHUATA HA TJlaBa ceMa HE
mo-kbcHO OT 1 roHm 2021 1., Kato goTOoraBa ce M3JaBaT M O0OpabOTBAT M PELENTH Ha XapTHUCH
Hocuten. He ce gomycka JeKapCTBEHUST MNPOAYKT Ja ObJE MPEANUcaH €IHOBPEMEHHO C
€JICKTPOHHO MPEANKMCAHUE B C PEIENTa HAa XapTHEH HOCUTEIL.

§ 4. (U3m. — [IB, 6p. 37 ot 2021 r., B cuna ot 7.05.2021 r.) U3nanenure no 31 maii 2021
. PELENTH Ha XapTHEeH HOCUTEN C€ M3IBJHSABAT IO JOCErallHUsA pej] J0 M3THYaHe Ha CpoKa Ha
TAXHaTa BAJIMIHOCT.

§ 5. Ilpu Texymara akTyanu3auus no wi. 71, ajn. 3 B paMKuTe Ha Ipolieca o U3rpax/jiaHe
u BHezApsBaHe Ha ¢yHkuuoHanHoctute Ha H3UC ce pasrnexxnar v cTaHOBMILATA CHOTBETHO Ha
bearapckus jekapcku cbio3, bbarapckus 3wp0onexkapcku cbio3 M bbarapckus QapmaneBTuueH
CBIO3.

I[TPEXO/IHA PA3IIOPE/IBA
kbM HapenbOara 3a m3menenue va Hapen6a Ne 4 ot 2009 r. 3a

YCIIOBHSITA M Pe/ia 3a MPEANUCBaHe U OTITYCKaHE Ha JIEKAPCTBEHHU MPOAYKTH
(JIB, 6p. 37 ot 2021 1., u3m., 6p. 47 ot 2021 1., B cua ot 4.06.2021 r.)

§ 3. (1) (U3m. — 1B, 6p. 47 ot 2021 r., B cuna ot 4.06.2021 r.) U3naneHute 10 BIM3aHE B
CWJIa Ha Ta3W Hapenda MpoTokou OT KIIMHUYHATa OHKOJIOTUYHA KOMHUCHS 110 XUMUOTEpaIus 1 3a
JIEKapCTBEHO JICYEHHE 10 XeMAaTOJIOTHS C€ M3IIBJIHABAT JJO U3TUYaHE HAa CPOKA UM Ha BATHIHOCT.
(2) B cnyuyamte mo an. 1 pemenusta Ha OOmara KIMHAYHA OHKOJOTMYHA KOMHCHUS M Ha
KnuHuyHata KOMHUCHS 1O XEMaTOJIOTHS HE ce Mpeu3AaBaT OO0 HACThIIBaHE Ha HEOOXOJUMOCT OT
MIPOMSTHATA VM.

IMPEXO/IH1 U 3AKJIFOUUTEJIHU PA3IIOPE/IBU
kbM Hapenbara 3a usmenenue Ha Hapenbara 3a nonsinenne Ha Hapen6a Ne 4 ot 2009 r.

3a yCIOBUSATA U Pe/ia 3a MPEANKUCBaHe U OTITyCKaHe Ha JEeKapCTBEHU MPOAYKTH
(B, 6p. 37 ot 2021 r., B cuna ot 7.05.2021 1.)

§ 2. W3pganenute 10 BIM3aHE B CHJIa Ha HapezL6aTa peucuTu Ha XapTHUCH HOCUTEI CC
H3I'BJIHABAT IIO AOCCTAIIHUA PCI.

IMPEXO/IHU 1 3AKJIFOUMTEJIHU PA3ITIOPE/IBA
kbM Hapenbara 3a usmenenue u gonbinenne Ha Hapen6a Ne 4 ot 2009 r. 3a
YCIIOBUSATA U pejia 3a MPEANMMCBAHE U OTITYCKaHE HA JICKAPCTBEHH MPOTYKTH
(B, 6p. 53 o1 2022 1.)

§ 6. IMaparpad 4 Bnuza B cuna ot 1.11.2022 r. MUHHCTEPCTBOTO Ha 3[IpaBEOMAa3BAHETO
Ch3/1aBa TEXHUYECKUTE YCIIOBUS 32 U3ITBJIHEHUE Ha § 4 B CPOKa MO U3PEUEHUE TBPBO.
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IMPEXOJIHU 1 3AKJIFOUMTEJIHA PA3ITIOPE/IBA
kbM Hapenbara 3a usmenenue u gonwinenne Ha Hapen6a Ne 4 ot 2009 r. 3a
YCIIOBUSATA U pejia 3a MPEANUCBAHE U OTITYCKAaHE Ha JICKAPCTBEHH MPOTYKTH
(IB, 6p. 51 ot 2023 ., B cuna ot 13.06.2023 1.,
u3M., op. 105 ot 2023 r., B cuma ot 19.12.2023 1.)

§ 13. Peuenrture Ha XapTUEH HOCUTEN, M3/AJICHU JI0 BJIM3aHE B CHJIa Ha Hapendara, ce
ChXpaHsBaT M YHUIIIOKABAT MO pela Ha OTMEHEeHus wi. 12, an. 1 u 2.

§ 14. Bropute ex3eMIUIIpH Ha peleNnTuTe, NMPHETH OT MarucTbp-(hapmaneBTUTE 110
BIM3aHE B CWJIa Ha Hapendara, ce H3MpalaT Ha CbOTBETHUTE HHCIEKTOPU IO HAPKOTHUYHHTE
BeuiectBa B P3U 1o onuc Ha xapTueH 1 eneKkTpoHeH HocuTen B cpok 110 10 romm 2023 1.

§ 15. Bropute ex3eMIusipy OT peuentuTe no wi. 41, an. 4, u3naieHu 10 BIM3aHE B CHJIA
Ha Hapenbara, ce npeaasar ot antekute Ha P3OK B cpokoBete, onpenenenu B ckitoueHuTe ¢ P3OK
JIOTOBOPH.

§ 16. IIbpBUTE €K3EMIUISIPU HA PELENTUTE IO JEHCTBAIIMS MPEAM BIU3aHE B CHJIA Ha
HapenOata wi. 42, u3daJeHH 10 BJIM3aHE B CHJIa Ha Hapendara, ce chbXpaHsBaT [0 pelga Ha
AeiicTBAIMS IPEAH BIM3aHEe B CHJIa Ha HapeaOaTa wi. 42, an. 1 u 2.

§ 17. (1) B cpok m0 nBa Mecelna OT BIM3aHe B CHUJIa HAa HapemOaTa Juiara 1mo 4i. 5, am. 1
BpbIIaT B choTBeTHaTa P3U mpenocTtaBeHuTe UM CHEIMAIHHN PEUENTYPHH OJIAHKH, C U3KIIOUCHUE
Ha ciyyauTte 1o § 18.
(2) (M3m. — B, op. 105 ot 2023 r., B cuia ot 19.12.2023 r.) B cinydaute no § 18 cneunanuure
penentypHau OaHku ce BpbiaT B cboTBeTHaTa P3U B cpok g0 30 anpun 2024 r.
(3) (U3m. — IB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) o 31 wmaii 2024 r. cnenuaiHuTe
perentypuu OnaHku Mo an. 1 U 2 ce yHHIOXKaBaT OT KOMHCHS, OINpeAesieHa ChC 3aloBel] Ha
nupexropa Ha P3U.

§ 18. (M3m. — JIB, 6p. 105 ot 2023 1., B criia ot 19.12.2023 r.) Jlo HHTErpUpaHETO Ha
coTyepHHTE MPOAYKTH/CHCIAATH3UPAHUTE MEAMIIMHCKUA COPTyepu Ha anTeKUTe Ha JIeYeOHHUTE
3aBe/ICHUs — MU3IBJIHUTENM Ha OOJHMYHA mnomoll, ¢ HamnuonanHaTa 31paBHOMH(pOpPMALMOHHA
CHUCTEMa, HO He MO-KbCHO OT | ampui 2024 r., 1eKapcTBEHUTE MPOAYKTH, ChABPIKALU HAPKOTUYHU
BEIIIECTBA, Ce MPEANUCBAT U OTITYCKAT B T€3H JIeUeOHU 3aBEICHUS 110 JIOCETAIllHUS Pel.

§ 19. U3nanenute no pena Ha § 18 perenT Ha XapTUEH HOCUTEIN C€ ChbXpaHsBaT, OTUUTAT
Y YHUILIO’KABAT T10 JIOCETallIHUs pel.

§ 20. U3nanenuTe A0 BIM3aHETO B CHJIa HA HapeadaTa pelenTyd Ha XapTUeH HOCUTEN ce
W3MBIHABAT MO JOCETAITHUS Pell 10 U3THYaHe Ha CPOKA Ha TSIXHATa BAIUIHOCT.

IMPEXO/IH1 U 3AKJIFOUUTEJIHU PA3IIOPE/IBU
kbM Hapenbata 3a usmenenue u nonbiHeHne Ha Hapen6a Ne 4 ot 2009 r. 3a
yCIOBUSITA U PE/ia 3a MPEANKUCBaHEe U OTIYCKaHE HA JIEKAPCTBEHU MPOTYKTH
(B, 6p. 85 ot 2023 ., B cuna ot 16.10.2023 1.,
nort., 6p. 105 ot 2023 r., B cuna ot 19.12.2023 1.)

§ 15. M3nagenuTe n0 BIM3aHE B CUJia HA HapeadaTa perenTd Ha XapTHEH HOCUTEN ce
M3IBJIHABAT MO JOCETAIIHUS PEl.

§ 15a. (Hos — JIB, 6p. 105 ot 2023 r., B cuma ot 19.12.2023 r.) o 1 ampun 2024 .
JIEKapCTBEHUTE MPOIAYKTH, KIaCUPUIUpaHU BBB (dapMmakolornyHa rpyna "AHTHOAKTepUaTHU
JICKapCTBCHHW MPOJIYKTH 3a CHUCTEMHa yrmorpeba" ChITIaCHO aHATOMO-TEpPaleBTUYHO-XHMMHYHATA
knacuukanus Ha CBeTOBHATa 3/paBHA OpraHU3alMs MOTaT Ja Ce MpEeINucBaT U Ha XapTHEH
HOCHTEIL.
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§ 16. (1) TlpurexxarenuTe Ha paspelnieHHE 3a ymnmoTrpeda MPUBEKIAT 3aBAPEHUTE KbM
BIIM3aHE B CHJIa Ha Ta3W Hapeada OMAaKOBKH HAa JIEKAPCTBEHHTE MPOAYKTH To wi. 15, am. 3 B
ChOTBETCTBUE C Wi. 168, aji. 2 oT 3aKoHA 3a JICKAPCTBEHUTE MPOJIYKTU B XyMaHHATa MEIULIMHA U
wi. 68, an. 2 or 3aKoHa 3a KOHTPOJ BbPXY HapKOTUYHHUTE BEIIECTBA U MPEKYPCOPUTE B CPOK J10
€/IHa TOJIMHA OT BJIM3aHE B CHUJIa HAa Ta3M Hapenoda.
(2) Ilputexarenure Ha paspelieHue 3a ymnoTpeda moaaBaT B V3mbiHMTENHATa areHIUs I10
JIeKapcTBaTa 3asBJICHUE 0 peia Ha 3aKOoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MeJIMIIMHA 32
MPOMsSIHA B PEKMMa Ha OTIYCKAaHE Ha JICKaPCTBEHUTE MPOAYKTH 1O Wwi. 15, an. 3 B cpok 10 eaHa
roJyHa OT BJIM3aHE B CUJIa HAa Ta3M Hapenoda.
(3) Cnen u3thuaHe Ha Cpoka MO ajl. | JIeKapCTBEHUTE NPOAYKTH o 4. 15, an. 3, Ha KouTo
ONAKOBKHTE HE ca MPUBEJAECHU B CHOTBETCTBHE C 4wi. 168, am. 2 orT 3akoHa 3a JICKAPCTBEHUTE
MPOAYKTH B XyMaHHaTa MEIULMHA U Wi. 68, ajl. 2 oT 3aKOHA 32 KOHTPOJI BbPXY HAPKOTUUYHHTE
BELIECTBA U MPEKYypCOpUTE, HE MOraT Jla ce paslpocTpaHsBaT U C€ YHHUIIOXaBaT MO pela Ha
HapenOara 1o wi. 97 ot 3aKoHa 3a KOHTPOJ BbPXY HAPKOTUYHUTE BEIIECTBA U MPEKYPCOPHUTE.
(4) JlexapcTBeHHUTE TPOMYKTH MO 4wi. 15, am. 3 ce mpeamwcBaT MO pefa Ha Ta3u Hapemba oOT
BJIM3aHETO W B CUJIA.

IMPEXOJIHU U 3AKJIFOUUTEJIHU PA3TIOPEJIBU
kbM HapenbOata 3a usmenenue u nonbiHeHue Ha Hapen6a Ne 4 ot 2009 r. 3a
YCJIOBHSITA U peJia 3a MPEANUCBAaHEe U OTITYCKaHE Ha JIEKAPCTBEHU MPOYKTH
(/IB, 6p. 68 ot 2024 r., B cuna ot 1.09.2024 1.)

§ 5. Upmamenute n0 BiIM3aHE B CWila Ha Hapeadara €JICKTPOHHH MPEIIUCAHUSA Ce
U3MBJIHABAT MO AOCETAlIHUS Pell, B CPOKA UM Ha BaJIHIHOCT.
[Ipunoxenue Ne 1
KBbM 4. 4, ai. 3
(U3m. - JIB, 6p. 81 or 2013 1.,
nortt., op. 61 ot 2022 r.)
JlexapcTBeHH MPOIYKTH, KOUTO (PENAMIEPUTE U JIEKAPCKUTE ACUCTEHTH HAMAT MPaBO J1a MPEIUCBAT
(3arn. mon. — IB, 6p. 61 oT 2022 1.)

1. AHTI/IapI/ITMI/ILIHI/I JICKAPCTBCHU NPOAYKTH.

2. XOpMOHAJIHU JIEKaPCTBEHU NMPOIYKTH 0€3 MPOTUBO3aYaThYHU U KOPTUKOCTEPOUIH 3a JIOKATTHO
MIPUIIOKEHHUE.
3. AHTHHEOIIIACTUYHU U UIMYHOMOYJIMPAILHN JIEKAaPCTBEHU ITPOYKTH.
4. IlcuXoaUTHLIM U ICUXOaHAJIENTUIM 32 JIEYeHHE HA XPOHUYHH 3200 IsIBaHUS.
5. (U3m. - 1B, 6p. 81 ot 2013 r.) JIekapcTBeHU NMPOJYKTH, ChABPIKAIINA HAPKOTHYHH BELIECTBA OT
npuinoxkenus Ne 2 u 3 xeM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kiacuduimpane Ha pacTeHUSITA
u
BElIeCTBaTa KaTO HAPKOTUYHH.
6. JIekapcTBEHN IPOAYKTH, BKJIIOUEHH B npuiokeHue Ne 5 kpm wi. 11, am. 2.
[Tpunoxenne Ne 2
KBM 1. 6, ai. 1
(Hom. — 1B, 6p. 105 ot 2023 1.,
B cwita ot 19.12.2023 1.)
PeuentypHa 01anka
3a 3a
€IHOKpaTHO  MHOTOKPAaTHO
IIPEIIIUCBAHE IIPEAINNCBaHE
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MUHHUCTEPCTBO Ha 3/IpaBEOIIa3BaHETO

MenuiuHCKH CeIanucT (MMe)

A1 5 V] U 0 PSP SURTRT PP
(HaMMeHOBaHUE Ha JICUSOHOTO 3aBEJICHUE)
|y o R (¢ PR azpec
MEIHUIUHCKHU CIIELHMAIHCT ...eeerrnerreeernnenreennns
(moamuc)
(nmeuar)
3a
(uMe Ha malueHTa, Bb3pacr)
ot rp. (c.)
yi. (0011.)

(OpemenHa xeHa, KbpMauKa, JIeTe - MoAYepTaBa ce MPUI0KUMOTO)

[Tpunoxxenne Ne 3

KBM 1. 6, ajl. 2

(Otm. - 1B, 6p. 81 o1 2013 1.)
[Tpunoxenne Ne 4a

KBM 4. 9a, ai. 2

(Homo - /1B, Op. 15 o1 2014 .,
B cujia ot 21.02.2014 1.)

HCI/ISLIepHaTeJ'ICH CIIMCBK Ha CJIIECMCHTUTC, KOUTO CC BKIIFOYBAT B PCUCITUTE, KOUTO LIC CC

HU3I'BJIHABAT B ApyTra AbpiKaBa 4JICHKA

Wnentudukarus Ha nmaiueHTa

®amunHo(1) UMe(Ha)

CobctBeno(un) nme(Ha) (M3nucaHo(u) U3IsUIo, T.€. HE ce pa3pelaBaT MHUIIMATIH)
Jlata Ha paxxnaHe

Wnentudukaius Ha perenTara:

JlaTta Ha n3naBaHe

Wnentudukarus Ha METUIIUHCKUS CIICIIMAIUCT, U3/1aJl pelenTara:

damunHo(1) ume(Ha)

CobctBeno(un) nme(Ha) (M3nucano(u) U3IsUIo, T.€. He Ce pa3pelraBaT MHUIIUAIH )
[Tpodecnonanna kBamudukaus

JlanHHM 3a npsika Bpb3Ka (eIeKTPOHHA MOoIla U HoMep Ha TenedoH miu (akc, KaTo ce
MMOCOYH Y KOJIBT 332 MEXAYHAPOIHO N30HUpaHe)

CnyxebeH aapec (BKIIOYUTEIHO HAMMEHOBAaHUETO Ha CHOTBETHATA AbP)KaBa YICHKA)
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[Toamnuc (momoxxeH coOOCTBEHOPHYHO WK ITU(POB B 3aBUCUMOCT OT HaUYWHA Ha U3/1aBaHE HA
MPEANUCAaHUETO)

Wnentudukanus Ha npeanucanus NpoAyKT, KOraTo TakaBa € HeoOxoIuMma:
Mex1yHapOIHO HEMaTeHTHO HAaMMEHOBaHME WIH (papMakoneifHO HAMMEHOBAHHE Ha
JIEKapCTBEHOTO UM BEIIECTBO

THpProBckOTO HANMEHOBAHUE HA JICKAPCTBEHUS MPOYKT B CIydauTe 1o Wi. 9a, ai. 4
JlekapcTBena gopma (Tabiietu, pa3TBOp | T.H.)

KosnmuectBo

KonnuecTBo Ha akTHBHOTO BEUIECTBO 3a J030BA €MHHIIA

Jlo3upoBka.
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[Tpunoxenue Ne 5 xbm wi. 11, am. 2
(M3wm. - IB, 6p. 81 ot 2013 r., oT™., Op. 85 oT 2023 1.,
B cujia ot 16.10.2023 1.)

[Tpunoxenue Ne Sa
kbM I 21, anm. 2 m uin. 30a, ain. 1 u 2 (Hoso — /IB, 6p. 95 ot 2014

r.)

Haumenorarnue Ha neucdtHoTo/JIEKAPCTBEH JTUCT Me |}],a'ra
JABENCHHE OTJIENEHUE:
HMme u pn3pacT Ha nmauuenTa | JlexkapcTReH NpOAYVKT, HAWMEeHOBaHNE, JOpPMa, CHTHATYRA Cyma
Cran Terno M3 1
KO KOIMYECTED
2
3
4
]
6
=
b
49
10
11
Crosom BECHMUKO
Hauanuug- Jlekypam nexap OtnycHan, mar. gapm. (me) Ipenan TToayuun
OTIEnEHHE (mme) (1me) (Hme)
(Mme)
nodnuc nodnuc| Vi nodie R noonuc
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[Tpunoxxenue Ne 56
kbM ui. 30a, ai. 5
(Hoso — /IB, 6p. 95 ot 2018 1.)
TEPAITEBTUYEH ®UIII
1o POTOKOJT No
[Tanment: Mme IIpesume @amunus

H}?Za N3 No/
Allp Bs3pacr:
pz;x;-z(a Ne:
ZT;;)T Termno: Ten. nosbpxHOCT (M?):
Otnen
Kpear CHHE, Jlata — Havayo Ha
WHUH: uMe u TEpanusTa;
KOJI:
Xumu
s orepa-
MEeBTU
71 Ne: ana
cxema:
Konte
HHep
IIeT Ha 3a
mprIar nae | OO
Ya ane(iv, Kopurn HTa eMm | Bpem
C Jleka Sc, po Cr Mrus aHa (Oanka | Ha e/
Pl ek T u- Peny P
Ha -CTBEH HHTpaK | aH- WUHIUBU CTBKJIO | roT | ckop
Hlata i} A | mpo aper a- a | 7AHA | KIIA amHa | Hoc Oanka | oBu | ocT
- N I/Iﬁ T ETI—ly | Burapn HT s1osa Ha a;os'a ure | PVC A 3a
Hen/n o- | C | Tepro | 2" op Ea (mg/m | nosa (mg/mc bl I/IH(bZ; a3z | mpun
HH P dop ’ cg/ Ta B g y3 P P
xKe BCKO HHTpaB | 710 o/ cak, TBO | arame
Ma IU/MI %
HU ume e- 3a UIMU) IU/MIU CIIPHH p | (h/ml
e 3MKaIIH /MU) moska, | (ml /n)
oun €J1acTo )
T.H.) MepHa
rnoMra
u J1p.)
Jama |1
: 2
Jen
Hama | 1
: 2
Jen
Hama | 1
: 2
Jen
Hama | 1
: 2
Jlen
Lama |1
: 2
Jlen
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Iama |1
: 2
Jen

JlexyBain b (S3°¢:1 1 H RN (moamuc) Haznaueno Ha!
...................................... (mara)

Nwme [Ipeznme Gamumnust

[Tpurorsut: mar.-(apm./mom.-gpapm. Nwme ITpesume damunus
............................................... (moprmuc)

[TpoBepwt: mar.-papm.  Mme [Ipesume Gamunus

............................................................... (moprmuc)
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[Tpunoxenue Ne 6 kbm wi. 24, ain. 1
(M3wm. - 1B, 6p. 68 ot 2014 1.,
B cujia ot 15.08.2014 1.)
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[Tpunoxenue Ne 7

KbM 4. 24, an. 1

(U3m. — JIB, 6p. 68 o 2014 1.,
B crita ot 15.08.2014 1.)

PELIENTYPHA BJTAHKA - H30K Orpasvk €

PELUENTYPHA B/IAHKA - H30K
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[Tpunoxxenne Ne 8

KbM 4. 24, an. 1

(M3m. — IB, 6p. 68 ot 2014 .,
B cmta oT 15.08.2014 r.,

op. 68 oT 2019 1.,

B cuna ot 1.01.2020 1.)
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KNWHW4YHA OWATHO3A MKE mm

YTOYHEHA TEPAMHA (Bri. Cxema ¥ CPOK Ha NewaHKe)
Kog H30K
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PELLIEHWE HA KOMWCKA 3A EKCNEPTU3ZA KM UY HA HIOK/P30K  Na. |

Homucun Me, sacegaHne Nz, 33 CpOoK:

YTOYHEHA TEPAMKWA (oMo, cxema ¢ CRok Ha Newsrie)

Ko H3OK
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