HAPEJIBA Ne 10 OT 17 HOEMBPH 2011 T. 3A YCJIOBUSITA U
PEJIA 3A JEUEHME C HEPA3PEIIEHU 3A YIIOTPEFA B
PENYBJIMKA BBJTAPUS JIEKAPCTBEHU NIPOAYKTH,

JEKAPCTBEHU MPOAYKTHU, IPUJIATAHU U3BBH
YCJIOBUSITA HA PASPEIIEHUETO 3A YIIOTPEBA, 1
JEKAPCTBEHM MMPOJAYKTH 3A CHbCTPAJATEJHA
YIIOTPEBA, KAKTO U 3A YCJIOBUSITA U PEJIA 3A
BKJIOUBAHE, TIPOMEHU, U3KJIOUBAHE U JIOCTABKA
HA JEKAPCTBEHH MPOJAYKTH OT CIUCHKA MO Y.
266A, AJL. 2 OT 3AKOHA 3A JIJEKAPCTBEHMUTE MTPOJAYKTH
B XYMAHHATA MEJMLIMHA (3ATJL JOIL - JIB, BP. 84 OT
2019 T., JIOIL - /1B, BP. 40 OT 2022 T.)

H30a0ena om munucmovpa Ha 30paseonazéanemo

O6mn. /IB. 6p.95 om 2 oexemspu 20112., don. /IB. 6p.24 om 12 mapm 2013e.,
usm. AB. 6p.25 om 26 mapm 2019e., usm. u oon. /{B. 6p.84 om 25 okmomepu 2019z., usm.
u oon. J{B. 6p.90 om 15 noemepu 2019e2., uzm. u oon. /[B. 6p.40 om 31 maii 2022e., uzm. u
oon. /[B. op.4 om 12 aunyapu 2024e., uzm. u oon. /IB. op.97 om 23 oxmomepu 20262.

Pazgean 1.
OO0 noJio:KeHus

Y. 1. (1) C ta3u Hapezba ce ypexxaaT ycIoBHUATA U PelbT 3a:

1. neyeHue Ha KOHKpPETEH MallMeHT C Hepa3pellleHu 3a ynoTpeda B PenyOnnka
Bbenrapust nexkapcTBeHM MNPOJYKTH, JOCTaBEHM MO CHELHalHa MOpbhYka Ha JieueOHO
3aBe/ieHre 32 OOJTHUYHA TOMOIII;

2. BKIIIOYBaHE, IPOMEHH, U3KJIIOUBAHE U JOCTABKa HA JEKapCTBEHU MPOAYKTH
OT CIKCBhKa Mo wi. 266a, an. 2 oT 3akoHa 3a JIEKAPCTBEHUTE MPOIYKTH B XyMaHHATa
meaununa (3JIIIXM);

3. (noBa - /1B, 6p. 84 ot 2019 r.) 1eueHue Ha rpymna OT HAllMEHTH C JIEKAPCTBEH
IOPOAYKT 3a ChCTpajaTenHa ynorpeba mo cmuchia Ha wi. 83 or Permament (EO) Ne
726/2004 na EBponeiickust napaamenT u Ha CbBeTa oT 31 mapt 2004 1. 3a ycTaHOBSIBaHe
Ha nporenypu Ha OOLIHOCTTa 3a pa3peliaBaHe U KOHTPOJ Ha JIEKapCTBEHU NMPOIYKTH 3a
XyMaHHa M BeTepUHapHa ymnoTpeba M 3a cb3AaBaHe Ha EBpormelicka areHuus 1o
nekapctBara (OB, L 136, 30.04.2004 r.), Hapuuyan no Hararsk "Permament (EO) Neo
726/2004";

4. (noBa - JIB, 6p. 40 ot 2022 r.) noiy4yaBaHe Ha UHPOPMHUPAHO ChIIIACHE OT
ManueHTa 3a JIGYeHHe C pa3pelleH B cTpaHaTa JIEKapCTBEH MPOJAYKT, MpuiaraH U3BbH
yCIIOBHATA Ha pa3pelIeHneTo 3a ynorpeda, B cayyaurte mo wi. 26606, an. 1 ot 3JIIIXM,
IpociesiBaHe U TOKYMEHTHpaHe Ha JICUEHUEeTO U Ha 6e30MacHOCTTa U e(pUKACHOCTTA Ha
JIEKapCTBEHMSI IPOJTYKT.
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(2) (dom. - JIB, 6p. 84 ot 2019 r.) Ilo pena Ha Ta3u Hapeaba mMoraT Ja ce
MPEIUCBAT CAMO JIEKAPCTBEHU MPOJTYKTH, KOUTO C€ OTITYCKAT IO JIEKAPCKO MPEANICAHNE
B CTpaHara, B KOSITO ca pa3peuieHu 3a ynorpeda, OCBEH B ciIy4auTe 1o ai. 1, T. 3.

(3) He ce pa3permiaBa jgocTaBka o peja Ha Ta3u Hapeada Ha Hepa3pelleH! 3a
yrnoTpeda JIeKapCTBEHH MPOTYKTH, aKO B CTpaHATa MMa pa3pellieH 3a yroTpeda JiekapcTBEeH
OPOAYKT 3a CBIIOTO 3a00JIIBaHE WM HMHIUKAIMH, CbC CBUIOTO MEXIYHAPOIHO
HerareHTHO HamMeHoBaHue (INN), Bun Ha JekapcTBeHaTta (opMa W KOJUYECTBO Ha
AKTUBHOTO BEUIECTBO B JI030Ba CIMHUIIA.

Y. 2. (1) JIlekapcTBeHu npoAyKTH 1o wi. 1, T. 1 Morar aa ce npeamnucsar, ako
ca paspelleHu 3a ynorpebda B Apyru Abp>KaBH U JICUEHUETO C pa3pelIeHuTe 3a ynorpeda B
Penybnuka bearapust nekapcTBEHN NPOAYKTH € HEBB3MOXHO UM € O€3 pe3yinrar.

(2) (U3m. - JIB, 6p. 4 ot 2024 r., B crua ot 27.01.2024 r.) JlekapcTBeHU
MPOJIYKTH 10 Wi. 1, an. 1, T. 2 Morar J1a ce mpeAnucBaT, ako ca pa3pelieHu 3a yrnorpeda B
PenyOnuka bovarapusi, B appkaBa - ujleHKa Ha EBpomeiickusi cbi03, HO HE ce
pasmpocTpaHsBaT Ha OBArapCcKHs Ia3ap M JICYCHUETO Ha ChbOTBETHOTO 3a0oisiBaHe € 0e3
anrtepHatuBa B Penmyonuka bearapus.

(3) (Homa - IB, 6p. 84 ot 2019 r.) JlekapcTBEeHUTE MPOIYKTH 10 Wi. 1, ai. 1,
T. 3 MOraT Jia ce mpuiaraT, ako OTTOBapsAT Ha U3UCKBaHUATA Ha wi. 3, maparpadu 1 u 2 Ha
Pernament (EO) Ne 726/2004 camo 3a mokazaHusiTa, HOCOYSHH B 3asBJICHUETO 1O 9. 6 OT
Pernament (EO) Ne 726/2004 wiu B 0100peHUs MPOTOKOJ HA KIMHUYHOTO U3IUTBAHE.

Un. 3. (1) (Hom. - JAB, 6p. 84 ot 2019 r., u3m. - JIB, 6p. 40 ot 2022 r.)
JleueOHuTe 3aBeneHus 3a OOJIHMYHA TOMOI MOTaT Ja ce CHalAsBaT C JIEKapCTBEHU
NpoayKTH 1o wi. 1, aim. 1, T. 1, 2 u 4 1 Korato ca OCUTypeHU B U3IIBJIHEHUE HA JICUCTBAIIH
B CTpaHaTa MEXJAYHApOJHH ¢ HAIIMOHAHW TMPOrpaMu WIH OT MEXIyHapoaHa
OopraHu3alus, KosiTo €IMHCTBEHA MOXKE Ja OCUTYPU ChOTBETHHUS MPOAYKT.

(2) (Jom. - AB, 6p. 84 ot 2019 r., uzm. - 1B, Op. 40 ot 2022 r.) JIeueOuuTe
3aBe/IeHus 1o all. 1 MoraT Ja ce cHabsBaT C JIeKapCTBEHU MPOAYKTH Mo wi. 1, am. 1, 1. 1,
2 1 4 OT BCEKU THPTOBEII HA €JIPO C JIEKAPCTBEHU MPOAYKTH, IPUTEKABAI] pa3peIlIeHHE 3a
TBProBUs Ha €O, MOIYYEHO 10 pesa Ha rinasa gesera ot 3JIIIXM.

(3) (dom. - [IB, 6p. 84 ot 2019 1., u3m. - JIB, 6p. 40 ot 2022 r.) [JocTtaBkara
Ha JIEKapCTBEHUTE NMPOAYKTH o wiI. 1, an. 1, T. 1, 2 u 4 ce ypexxaa oT ppbKOBOIUTEINS HA
7e4e0HOTO 3aBEICHHUE.

Un. 3a. (Hos - IB, 6p. 24 ot 2013 1.) (1) (dom. - AB, 6p. 97 ot 2026 r.) 3a
OCBIIECTBSIBAaHE Ha NPUETH HALUMOHAIHU IMPOrpaMH M B CIy4ail Ha MOTPEOHOCT OT
Hepa3pelleH 3a ynorpeda B cTpaHaTa JIeKapCTBEH MPOJAYKT U3MBIHUTENST Ha porpamara
cien ceriacyBaHe ¢ M3menHuTenHata areHuus 1o JsekapcrBara (MAJI) mnpasum
MOTHUBHPAHO HCKaHE O MHUHHCThpa Ha 3/IpaBeolla3BaHETO, KOWTO B3e€Ma peIIeHHE 3a
U3IIBJIHEHHE Ha TMOTPEOHOCTUTE B KOHKpETHaTa IporpaMa, Karo IOocoyBa KpaiHHUTe
MOJTy4aTeNIN Ha JIEKApCTBEHUS MTPOIYKT.

(2) B cnydaute mo an. 1 ThproBewbT Ha €IpO JOCTaBS JIEKAPCTBEHHUTE
OPOAYKTH JO CHOTBETHHS [OJIydaTel ChIJACHO PEUICHHETO Ha MHUHUCTbpa Ha
3/1paBEOIa3BaHETO.
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Pazpgea 11.
IIpeanucBaHe u MoJiyuyaBaHe HA Hepa3pellleHH 3a YNOoTpeda JeKapcTBeHH
NMPOXAYKTH

Un. 4. (1) (Hom. - B, 6p. 90 ot 2019 r., mon. - JIB, 6p. 97 ot 2026 r.)
Hepaspemenn 3a ynorpeba nekapcTBEHH MPOIYKTH MOTaT Jia ¢e MPEANUCBaT OT KOMUCHUS
OT TpUMa JIeKapH, C MPHU3HATU CICHUAITHOCTH OT CHOTBETHOTO JICYeOHO 3aBE/ICHUE 3a
OOJIHWYHA MOMOII, TTOHE €IWH OT KOUTO € C IpU3HATa CIEUUATHOCT MO Mpoduia Ha
3a0ossiBaHeTo. B paboTaTa Ha KOMUCHSATA ydyacTHe B3eMaT U (hapMareBT U FOPHCT.

(2) (Hom. - AB, 6p. 90 ot 2019 r.) PrroBOAUTENAT HA JIEUEOHOTO 3aBEJICHUE
3a OOJIHWYHA TIOMOII OIIPEIEIIsl ChC 3aIl0BE]] ChCTaBa HA KOMUCHSITA, KAKTO U (hapMalieBTa
U I0pHcTa 1o ai. 1.

Uin. 5. (1) (U3m. - IB, 6p. 90 ot 2019 r.) Komucusita no 4. 4, an. 1 npenmnucsa
HepaspelleH 3a yrnoTpeda JeKapcTBeH MPOAYKT 32 KOHKPETEH/HU MAIlMeHT/U C MPOTOKOII
chriacHo npuiioxerue Ne 1.

(2) Kpm mpoTokona ce mpuiara HNHUCMEHO HH()OPMHUpPAHO ChIache Ha
nanueHTa (poaAnTeN, HACTOMHUK), OJIYy4eHO 1o peaa Ha wi. 87 - 89 ot 3akoHa 3a 31paBeTo,
4ye e CchIilaceH Ja Oblie JeKyBaH ChC CHOTBETHHUS HEpa3pelleH 3a yrnoTpeda JieKapCTBEH
IPOJIYKT.

(3) Komucusita ompenens HEOOXOAMMHTE KOIUYECTBA OT JIEKAPCTBEHUS
NPOAYKT CIOPE] MPOABIDKUTETHOCTTa Ha JICUEHUETO Ha TalWeHTa, HO He TOBeYe OT
TepaneBTHYHATA 7032 32 TPUMECEUHO JIEUEHUE.

(4) (Jom. - 1B, 6p. 97 ot 2026 1.) IIpn HEOOXOAUMOCT OT MPOIBIKABaHE HA
JIEYSHHETO 3a MOBEYE OT TPU Mecella Ce ChCTaBsl HOB MPOTOKOJ MO pea Ha TO3HU pasJel,
KaTo C€ MOTHBHpA MEAMIIMHCKATA [1€I1eChO0Pa3HOCT OT TOBA.

Ui 6. (1) (U3m. - B, 6p. 90 ot 2019 r.) Komucusita mo uin. 4, an. 1 moxe na
B3E€ME pelIeHUE 3a OCUTypsiBaHEe Ha Hepas3pelIeHU 3a ynorpeda JIeKapcTBEHU MPOIYKTH,
KOHUTO Jla ca Ha pa3oJIoKeHHE B JIEUeOHOTO 3aBeIeHUE IPU HEOOXOJUMOCT OT IIpUJIaraHe
pY KOHKPETEH/HU NallMeHT/U ¢ IPOTOKOJI ChIVIACHO IpuioxeHne Ne 2.

(2) (M3m. - IIB, 6p. 97 ot 2026 r.) Komucusra onpezaens HeoOXOIUMUTE
KOJINYECTBA JIEKAPCTBEHU IMPOAYKTH 3a OINpeNeNieH Mepuo] OT BpeMe ChOOpa3HO
NeiHOCTTa, BIHMCAHA B pa3pellleHHeTO 3a OChIIECTBABAaHE Ha JjedeOHa NeHHOCT Ha
neyeOHOTO 3aBeieHre 1o il. 48, ait. 3 oT 3akoHa 3a JieueOHHUTE 3aBEeICHHS, HO 3 HE II0BeYe
OT TPH Mecela.

(3) Ilpu HEOOXOAUMOCT OT JIEKaPCTBEHHU MPOJYKTH 32 IOBEYE OT TPU Mecela
Ce ChCTaBs HOB MPOTOKOJ 10 pefia Ha TO3U pa3ied.

(4) IIpunaranero Ha JIeKapCTBEHU MPOIYKTH, OCUTYPEHH IO peja Ha ail. 1 - 3,
Ce U3BBPIIBA CJIe] MMCMEHO HHPOPMHUPAHO ChIIACHE HA MaIMeHTa (POIUTEN, HACTOMHHK),
MOJIYYEHO 10 peaa Ha wi. 87 - 89 oT 3akoHa 3a 3/IpaBeTo, 4Ye € ChIVIaceH Jia ObJe JeKyBaH
ChC CHOTBETHHUSI HEpa3pelleH 3a yrnoTpeda JeKapCTBEH MPOIYKT.
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. 7. (1) (U3m. - ]IB, 6p. 97 ot 2026 1.) [IpoTokoauTe mo 4i. 5, an. 1 u mo 4.
6, ant. 1 ce u3roTBAT Noj popMara Ha eIEKTPOHEH JOKYMEHT, OJNHMCAH C KBAIN(UITUPAH
enextponed moanuc (KEII), cerimacao Permament (EC) Ne 910/2014 na EBpomneiickust
napiaameHT u Ha CbBeta oT 23 toau 2014 r. OTHOCHO eNeKTpOHHATa MACHTH()HUKALNS U
YIOCTOBEPUTEIIHUTE YCIYTU MPH EJIEKTPOHHH TPAHCAKIMU Ha BBTPELIHUS MMazap U 3a
ormsiHa Ha Jupektusa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) 1 Ha 3akoHa 3a
CJIEKTPOHHUS IOKYMEHT U €JIGKTPOHHUTE yJOCTOBEPUTEIHHU YCIYTH U C€ YTBHP)KIaBaT OT
pBKOBOUTENS Ha JiedeOHOTO 3aBeacHue. [Iporokommre ce wm3mpamar u Ha HAJL
OdunumanHo 3aBepeH Npernuc ce BpbuBa U Ha nanuenta. [Ipu Texauuecka HeBb3MOXKHOCT
3a M3TOTBSIHE ¥ TIOJIMCBAaHE HA TPOTOKOJIA KaTO EIEKTPOHEH JOKYMEHT MPOTOKOIBT MOXKE
na ObJie U3TOTBEH Ha XapTUEH HOCUTEJN, KaTo Ce MOAMKICBA OT YWICHOBETE HAa KOMHUCHSITA U
ce YTBbpXKJaBa OT PbKOBOAUTEIS Ha JICYEOHOTO 3aBE/ICHUE.

(2) Komiie oT nmpoTokosnia ce npusara ¥ KbM JOCHETO Ha MalueHTa.

. 8. (1) (M3m. - B, Op. 90 ot 2019 r.) M3nbaHuTenHaTa arcHIus IO
JIeKapCcTBaTa ChIIIaCyBa MPOTOKOJIUTE B CPOK 110 3 pabOTHU THH OT MOJTY4aBaHETO UM U
uH(pOopMHUpa TUIaTa, KOUTO L€ OCHIIECTBAT AOCTABKATAa, WM IIPAaBU MOTUBUPAH OTKA3.

(2) U3npaHuTenHaTa areHIMs 10 JIeKapcTBaTa MpaBu MOTUBHPAH OTKa3, aKo
dbopMaTa Ha MPOTOKOJIUTE UITU JICKAPCTBEHUTE MPOAYKTH HE OTTOBAPAT HA U3UCKBAHUATA
Ha HapeaOara.

(3) OrtkazpT mno an. 2 mNOMIeKHM Ha oOOXalaBaHe IO peaa Ha
AIMUHUCTPATUBHOTIPOIIECYATHUS KOJCKC.

(4) (Hdom. - IB, 6p. 90 ot 2019 r.) [IpoTokomuTe 1o wi. 5, ai. 1 u 1mo . 6, ai.
1 ca BanuaHU 3a CPOK OT TPHU MECELA.

Ui 9. (1) (Ilpequmen texct Ha wi. 9 - /1B, O6p. 97 ot 2026 r.) U3nmbaauTeHaTA
areHuus Mo JieKapcTBaTa BOJAU CIHCHK Ha CHIVIACYBAHHUTE MPOTOKOJM 33 JOCTaBKa Ha
HEepa3pelIeHH 3a ynoTpeda JeKapCTBEHU MTPOIYKTH.

(2) (HoBa - 1B, 6p. 97 ot 2026 1.) B cincwka mo an. 1 ce mocousar:

1. BXOAs111] HOMEP HA MPOTOKOJIA;

2. mpuTeXaTes Ha pa3pelleHne 3a ThPTOBHsI Ha €/IpO C IEKapCTBEHH MPOAYKTH,
KOKTO IIIe OCHINECTBU JOCTABKATA;

3. wuHdbopmanusg 3a MEXKIYHApOJHOTO HEMAaTeHTHO HAaMMEHOBaHUE,
TBPrOBCKOTO HAWMMCHOBAaHWE Ha JIEKAPCTBEHHS MPOJYKT, JeKapcTBeHa Qopma,
TEpaneBTUUYEH PEXHM, a 32 JIEKapCTBEHUTE MPOAYKTH 1o ui. 1, an. 1, 1. 2 - u uHpopmanus
3a KOJla 110 aHATOMOTEPANeBTUIHO-XUMHUIHATA KITACU(DUKAIIHS,

4. 3a0o0nsBaHe 10 MEKIYHAPOJIEH KO Ha 3a00SBaHUSATA;

5. Ie4eOHOTO 3aBeJIeHUE, B KOETO IIIE CE OCHIIECTBU JOCTAaBKATA.

(3) (Homa - JIB, 6p. 97 ot 2026 1.) COIUCHKBT O al. 2 ce aKTyaJIu3upa B 7-
JTHEBEH CPOK OT ChITIaCYBaHETO HA MMPOTOKOJIATE 1O all. 1.

. 10. (1) (Jom. - AB, 6p. 97 ot 2026 r.) JleueOHOTO 3aBeAcHUE, U31ATIO
MPOTOKOJIA 32 JICYCHHE C HEepas3pelleH 3a ynorpeda JeKapCTBEH MPOIYKT, MOJydaBa U
ChXpaHsBa JICKApPCTBEHHsI MPOAYKT B anTekaTa Ha JjiedeOHOTO 3aBereHue. JleueOHOTO
3aBe/ieHHe YTBBPrK/IaBa CTaHAApTHA OMepaTUBHA MPolieypa 3a MoJydyaBaHe, CbXPaHEHHE
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U OTITyCKaHe Ha Hepa3pelIeH! JIeKapCTBEHU MPOAYKTH MpHU Clla3BaHe Ha M3UCKBAHUATA Ha
3JIIIXM u no3aKOHOBUTE HOPMATHUBHH AKTOBE MO MPUJIATAHETO MY.

(2) (dom. - JIB, 6p. 90 ot 2019 1., mom. - JIB, 6p. 97 ot 2026 r.) B cinyuaure
no wi. 5, an. | manuMeHThT MoJyyaBa ONMCAHUS B MPOTOKOJA JICKAPCTBEH MPOAYKT OT
anTekaTta Ha JiedeOHOTO 3aBelleHWE 4pe3 IMONbJIBAHE Ha MPHEMHO-TIpeJaBaTesIeH
MPOTOKOJI, U3TOTBEH OT PBHKOBOAMTENS Ha amrekara. [lomydyaBaHeTo Ha JIeKapCTBEHUS
MPOJYKT C€ BIMCBA B €K3EMIUIsIpa OT MPOTOKOJIA, KOHTO Ce ChXpaHsBa B amnrTekara Ha
71e4e0HOTO 3aBEACHHUE.

(3) (dom. - JIB, 6p. 90 ot 2019 1., u3m. - JIB, O6p. 97 ot 2026 1.) B cinyuaute
mo 4wi. 6, an. 1 OTIMyCKaHeTO W TPHUIATaHETO Ha JIEKAPCTBEHHUS MPOIAYKT HA BCEKH
KOHKPETEH IMallueHT CE BIIUCBA B IIPOTOKOJIA.

U 11. (1) (ITpenumen Texer Ha wi. 11 - JIB, 6p. 97 ot 2026 r.) Koraro
NpEeNKcaH 32 KOHKPETEH MallMeHT Hepa3pelIeH JICKapCTBEH MPOIYKT HE € M3IOJI3BaH 3a
JICYCHUETO MY, TOW MOXKE Ja ObJie W3IOJ3BaH 3a JICYCHUETO Ha JPYr MalUEHT CIIeH
NPEINICBAHETO My TI0 peia Ha TO3U Pa3Jie.

(2) (HoBa - 1B, 6p. 97 ot 2026 r.) B cnyyaute no an. 1 MAJI uznpara kornue
OT IPOTOKOJIA MO 4Wi. 5, an. | Ha MUHHUCTEPCTBOTO HA 3/IPaBEONA3BaAHETO.

Yn. 12. (U3m. - [IB, 6p. 97 ot 2026 r.) [Ipu mocraBkata Ha Hepa3peLICHU
JIEKapCTBEHU POAYKTH ThProBELbT HA €IpO MPEJI0CTaBs Ha anTeKaTa:

1. nmaprtujgeH cepTU@HUKAaT 3a KauecTBO, CBHOTBETHO CEpTH(PUKAT 3a
0CBOOOK/1aBaHE Ha MapTHIaTa Ha JIEKaPCTBEHUS MPOJYKT;

2. mexjapanus OT JIMIETO, OT KOETO € 3aKyIeH JEKapCTBEHHUAT MPOIYKT, 4e
IPY CbXPAaHEHHUETO U JJOCTaBKaTa Ha JEKapCTBEHUS MPOAYKT ca Clla3eHH N3UCKBAHUATA HA
JoGpara quctpubyTopcka MpakTHKa;

3. IOKYMEHT OT JIULIETO, OT KOETO € 3aKYIEeH JIEKAPCTBEHUSAT MPOAYKT, 3 Opos
3aKyIeHH OTTaKOBKH;

4. TOKYMEHT, ChAbpiKall MHPOPMAIUA 32 OCTaThUHUSA CPOK Ha TOJHOCT Ha
JEKapCTBEHUs IPOAYKT, CbOOPa3HO IOr0BOPA 3a JOCTABKA C JIEYEOHOTO 3aBE/ICHHE.

Un. 13. (Jom. - B, 6p. 84 ot 2019 r.) [Ipu nmpennucBane, nony4yaBaHe U
JIOCTaBKa Ha Hepa3pellleHH JIEKAPCTBEHU MPOAYKTH, ChIbpKallll HAPKOTUYHU BEIECTBA,
ce Cra3BaT WM3UCKBAaHHUATa Ha 3aKOHAa 3a KOHTPOJ HAa HAPKOTUYHHUTE BEIIECTBA U
npekypcopute (3KHBII).

Y. 14. 3a n3npiaHenue Ha 3agbipkeHusTa no 4i. 183 3JIIIXM pbkoBoguTensat
Ha JIe4eOHOTO 3aBe/IeHNE, B KOETO Ca M3/1aJICHH MPOTOKOJH IO WI. 5, ai. 1 u mo 4. 6, ai.
1, cb3/aBa ycioBU 3a MpocieasBaHe Ha 0€30IaCHOCTTAa Ha JIEKAPCTBEHUTE MPOIYKTH.

UYn. 15. JlokyMeHTHTe, CBbP3aHU C OTIYCKaHE Ha Hepa3pellleHH 3a ynoTpeda
JIEKapCTBEHU MIPOAYKTH, CE€ CbXPaHsABAT B allTeKaTa Ha JIEYEOHOTO 3aBE/IEHUE 3a CPOK MET
TOJIMHH.
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Ui 15a. (Hos - JIB, 6p. 90 ot 2019 r.) (1) PrroBoguTensT Ha Je4eOHOTO
3aBe/ICHNE BBbBEXK/a, KOHTPOJIMpA U OTTOBapsl 3a CIIa3BaHETO Ha PEJ 3a OCUTYpsBaHE Ha
HEOOXOUMUTE JIEKApPCTBEHU MPOAYKTU MO TO3M Pa3/eil, KaTO OCHIIECTBSBA KOHTAKT C
TBPrOBIUTE HA €IpO U C APYruTe JiedueOHU 3aBEJCHMS B CTpaHATa 3a OCUTYpsIBaHE Ha
CHOTBETHUS JIEKAPCTBEH MPOYKT.

(2) Ilpm HEBB3MOXKHOCT Ja ObAE OCUTYpEH JEKapCTBEH MPOIYKT
PBKOBOJUTENAT Ha JIEYeOHOTO 3aBeleHUE He3a0aBHO HH(OpPMHpa MHUCMEHO 3a TOBa
MuHUCTEPCTBOTO Ha 3paBeoa3BaHETO, KATO [I0COUBA IPEIIIPUETUTE ACHCTBHUSL.

(3) B cimyuauTe 1o ajn. 2 MUHUCTEPCTBOTO Ha 37paBEOIa3BaHETO MpearprueMa
JeicTBUs 10 chOMpane Ha HeoOXoauMaTa HH(OpMAIHsI OT ChOTBETHUTE OPraHu U JIUIIA -
HNAJI, HCUPJIII, TebproBuu Ha e€apo, MNPOU3BOAUTEIM Ha JICKAPCTBEHU MPOIYKTH,
NPUTEKATENIN HA pa3pelieHus 3a yrnorpeda, iedeOHu 3aBeIeHNs, YyKICCTPAaHHH OpraHH,
€KCIIEPTHHU ChBETHU 10 MEAULIMHCKU CTICIUATHOCTH WIH OTACITHU MEAUIIMHCKH JIeHHOCTH,
MEAMIMHCKH CIELUATUCTH U APYTH, C OTJIE]] IPEO0I0JIIBAHE IPU Bb3MOKHOCT Ha IIPEUKUTE
3a OCUT'ypsIBaHE Ha JICYCHUETO Ha MallUeHTa.

Ui 156. (Hos - /1B, 6p. 4 ot 2024 r., B cuna ot 27.01.2024 1.) (1) JlocTtaBkaTa
Ha HEpa3peIleH! JICKAPCTBEHU MPOAYKTH 10 Wi. 1, ait. 1, T. 1 ce u3BbpIIBa U MpU CrIa3BaHe
Ha CIICAHUTE N3UCKBAHUS:

. mpu wu3bopa Ha THProBell Ha €ApPO C JIEKAPCTBEHU IMPOIYKTH MU
HEO0OXOUMOTO KOJHUYECTBO OT JICKAPCTBEHUS MPOAYKT KOMUCHUATA 10 4. 4, ain. 1 B3ema
IpeIBUI MOMEHTA, B KOWTO CJIe/[Ba /1a 3alI0YHE TepanusaTa U Kypca Ha JIeYeHHE;

2. (u3m. - [1B, 6p. 97 ot 2026 1., B cma ot 25.12.2026 r.) odeptu ce croupar
Yype3 TMPEroBOPH W WHAMBHIYAIHW TOKAHW KBM TBPTOBIM HA €IpO C JICKAaPCTBCHH
MPOIYKTH, TPUTEKABAIIM pa3pellieHre 3a ThProBUsI Ha o, MOIYYEeHO 10 pe/ia Ha TJaBa
nesera oT 3JIITXM, u upe3 nmokaHa Ha HHTEPHET CTPAHHUIIATa HA IeYeOHOTO 3aBE/ICHUE 3a
npencTaBsiHe oepTH, KOSITO € C MOCTOSTHEH XapakTep U € aapecupaHa 10 HEOrpaHUYEH
KPBT ThPTOBIIH Ha €/IPO.

(2) (M3wm. - JIB, 6p. 97 ot 2026 1., B cuna ot 25.12.2026 r.) OdepraTa no an.
1, T. 2 MOXe Ja ce IPECTaBU U 110 eJIEKTPOHEH BT MPH YCIOBHATA U 110 peaa Ha 3aKkoHa
3a eJIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUTE YAOCTOBEPUTEITHH YCIYTH.

(3) He mnomnexar Ha pasriaexaaHe oQepTH, KOUTO HE OTTroBapsAT Ha
M3HMCKBaHUATA HA TTOKaHAaTa 3a odepTa WK ca C U3TeKJIa BATUIHOCT.

(4) (U3m. - [IB, 6p. 97 ot 2026 r., B cria ot 25.12.2026 1.) U3060pbT Ha
THPTOBEI] HA €IpO Ce U3BBPIIBA [0 KPUTEPHs Hal-HUCKA TMPEUIOKEeHA IIeHa 3a eANHHIIA
JIEKapCTBEHO BEIIECTBO 110 MEXTYHAPOIHO HETIATCHTHO HAMNMEHOBAHHME 32 JICKApCTBEHATA
dopma.

(4a) (Homa - JIB, 6p. 97 ot 2026 1., B cuna ot 25.12.2026 r.) [Ipu u3bopa Ha
TBPTOBEI] Ha €JIPO C JICKApPCTBEHU MPOIYKTH OCBEH IpejiaraHa IeHa 1mo air. 4 KOMUCHITA
M0 M3KJIFOYEHUE MO TPUYHMHHU, CBBP3aHU ChC 3allUTa 37pPaBETO Ha TAIMEHTa, MOXE Jia
o0ckkIa W ChoOpa3siBa W JAPYrd €IeMEeHTH Ha odepTUTe, KOUTO Ca CBBP3aHU C
OpraHu3aisaTa M Cpoka Ha JocraBkara. Komucusara omucBa M apryMeHTHpa BCHYKH
CHOOpaKEHUSI OTHOCHO PA3TJIeIaHNuTe eJIEMEHTH B MOTHBHUpaHaTa 00OCHOBKA TI0 a. 7.

(5) (U3m. - [IB, 6p. 97 ot 2026 r., B cmia ot 25.12.2026 1.) U360pbT Ha
TBPrOBEI] Ha €IpO C JEKAPCTBEHU MPOJIYKTH, KAKTO M HEOOXOAMMOTO KOJIUYECTBO OT
JIEKapCTBEHHS MIPOIYKT, MIPEIMET Ha JOCTaBKaTa, Ce MpeyiaraT OT KOMUCHSATA IO 4. 4,
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an. 1 u ce BucBaT B NPOTOKOJIA 1O 4Wi. 5, ait. 1 wnu . 6, an. 1 3aeHO ¢ MOTUBHTE 3a
u36opa. M360pbT ce yIBBpKAaBa OT PbKOBOIUTENS HA JI€4eOHOTO 3aBe/ICHUE.

(6) (Homa - 1B, 6p. 97 ot 2026 1., B cuina ot 25.12.2026 1.) [Tokanara 1o ai.
1, T. 2 chaBpIKa HAH-MAJIKO YCIOBHATA U pefia 3a MpeCTaBsiHe Ha 0PepTH, BKIIOYUTEITHO
M0 €JEKTPOHEH IbT, KPUTEPUHUTE 3a M300p Mo ain. 4 wiM an. 4a U U3UCKBAHUSATA KbM
nokyMeHTute 1o wi. 12. [Tpu noTpeGHOCT OT 10cTaBKa, YCTAaHOBEHA C MMPOTOKOJ T10 4IL. 5,
an. 1 wnu un. 6, an. 1, KOHKPETHUTE M3UCKBAaHUS KbM JIOCTaBKaTa ce MyOJIMKyBaT Ha
UHTEPHET CTpaHUIlaTa Ha JIEYeOHOTO 3aBeleHHe, H3mpama ce uHpopManmus a0
MuHHCTEpCTBOTO HA 3[paBeora3BaHeTo U M3mbiaHUTENHATa areHIus Mo JeKapcTBara 3a
nyOJIMKyBaHEe Ha €JIEKTPOHHA IperpaTrka KbM HHTEPHET CTpaHMLAaTa Ha Je4eOHOTO
3aBe/leHue, Ha KOSTO € MyONuMKyBaHa ChbOTBETHaTa MHGOpMalus, U ce HM3MpamaTr Ha
THPrOBLUTE HA €PO, 3asBUIIM HHTEPEC, ChC CPOK 3a MPEICTaBsIHE HAa O(EPTH HE IO-KPAThK
oT 5 pabotnHu nHU. [Ipu HEOTIOXKHOCT, 00YCIOBEHA OT 3/IPAaBOCIOBHOTO CHCTOSHUE Ha
NanueHTa 1 MOTUBHPAHa B IPOTOKOJIA, CPOKBT MOXKE Ja ObJie ChbKpaTEH.

(7) (Hosa - IB, 6p. 97 ot 2026 1., B ciiia ot 25.12.2026 1.) IIpenu oTnpassine
Ha MOKaHUTE 1o ai. 1, T. 2 komucusATa no 4i. 4, ajn. 1 u3BbpIIBa MPOYYBAHE HA Ta3apa C
1[eJ1 yCTaHOBSIBAaHE HAa HAJIMYUETO Ha KOHKYPEHLUS 32 ChbOTBETHUS JIEKAPCTBEH MPOIYKT,
3a KOETO U3TrOTBSl MOTHBHpaHa 000cHOBKa. [IpoyuBaHeTo Ha na3zapa BKJIIOYBA Hali-MaJKo:
JAHHU 32 THPTOBLUTE HA €pO0, OCHIIECTBIBAIN JOCTABKU HA MPOAYKTA MPeE3 MPEAXOAHU
NEPUOAM; PETUCTPUPAHUST UHTEPEC, BKIIOYUTEIHO OT THPrOBIM, YCTAHOBEHU B JPYIH
IbPXKABU WICHKH; HAIMYUETO HAa €IUHCTBEH MPUTEXKATeNl Ha pa3pelieHrneTo 3a ynorpeda
WIM HETOB YI'BJIHOMOLIEH mpezcTaBuTel. [Ipu n3BbpiiBaHe Ha IPOyYBAHETO Ha Ia3apa
KOMHUCHSITA MOXE Ja H3Moi3Ba WHGOpMalUs OT MyOJUYHO JIOCTHIIHU H3TOYHHIIH,
BKJIIOUUTEJIHO JITaHHH, MTyOJIMKYBaHU HAa MHTEPHET CTpaHMULaTa Ha MUHHCTEPCTBOTO Ha
3/IpaBeONa3BaHeTO, KaKTO U OT APYrHM O(UIMATIHU WIA OOLIOJOCTHIIHU H3TOYHHIIH.
MotuBHupaHaTa 000CHOBKA Bb3 OCHOBA Ha U3BBPILIECHOTO TPOYUBAHE HA Ta3apa ce mpujara
KBM MPOTOKOJIA.

(8) (HoBa - /IB, 6p. 97 o1 2026 1., B cunia ot 25.12.2026 r.) Benuku noctbnuim
odeptu ce peructpupar ot jedeOHOTO 3aBeneHue. OdepTHTe, MOTHBHUTE 3a M300pa U
MOTHBUpaHaTa 000CHOBKA IO ajl. 7 ce ChbXpaHsABaT Mo peaa Ha uwi. 15. OOsBiIeHUETO 3a
CKJIFOUYEHUS JIOTOBOp ce MyOJMKyBa Mo peaa Ha wi. 26, an. 1, 1. 3 or 3akoHa 3a
oOuiecTBeHUTE MOPHUKHU B Perucrbpa 3a o011eCTBEHUTE MOPBUKY U MPOQHIIa Ha KyIlyBaya,
Ha ChOTBETHOTO JIeUeOHO 3aBEJICHHE Ha IEHTpalu3upaHaTa eJIeKTpOHHA IuiaTtdopma 1o
wi. 39a, an. 1 oT ChIlKs 3aKOH U HA UHTEPHET CTpaHUIIaTa Ha JIe4eOHOTO 3aBEICHHE.

(9) (Homa - IIB, 6p. 97 or 2026 r., B cuima or 25.12.2026 r.) Ilpeau
pasriIeXaaHeTo Ha MOCThIUINTE OQEepTH MO al. 8§ BCEKU YIEH Ha KOMUCHSATA MOANKNCBA
JIeKIapanus 3a JUIca Ha KOH(JIMKT Ha HMHTEpPeCH Mo cMHUchia Ha § 2, T. 21 ot
JOMBJIHUTENTHUTE pa3nopea0n Ha 3aKoHa 3a OOILIECTBEHUTE MOPBHYKU C YUACTHULIUTE B
npolielypara 1 Juiara, CBbp3aHu ¢ TaX. [Ipu Hanudre Ha 00CTOATENCTBO, KOETO MOKE J1a
MOCTaBU MOJ] ChbMHEHHE HeroBaTa OE3MpPUCTPACTHOCT, YJICHBT Ha KOMHUCHSTA € JIbXKEH
He3a0aBHO J1a YBEIOMH PBHKOBOAUTEIS Ha JIEUeOHOTO 3aBE/ICHUE.

(10) (Hosa - 1B, 6p. 97 ot 2026 1., B cuia ot 25.12.2026 r.) Jlexnaparusira
no an. 9 ce cbxpaHsBa 3a€JHO C JOKYMEHTHUTE IO IpoLeAypara Mo pena Ha wi. 15.
OO0pazensT Ha JIeKIapanusaTa ce yTBbpKaaBa OT pbKOBOAMUTENS Ha JI€4eOHOTO 3aBECHHE.

(11) (HoBa - B, 6p. 97 ot 2026 r., B cuna ot 25.12.2026 r.) YUnen Ha
KOMHUCHSITA, 3a KOIOTO C€ YCTAHOBH, Y€ € HalMlle KOH(QIMKT Ha HHTEpECH WIH
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00CTOSITEIICTBO, KOETO ITOCTABsI OJ] ChMHEHHE HEroBara 0e3MpuCTPacTHOCT, HE Y4acTBa B
pasIIeKIaHeTO U OLICHSABAHETO Ha odepTure.

Peoaxuus kom /IB, op. 4 om 12 Auyapu 2024 2.

Yn. 156. (Hos - /IB, 6p. 4 om 2024 2., 6 cuna om 27.01.2024 2.) (1) Jocmasxkama Ha
HepaspeuieHu jekapcmeeny npooykmu no yi. 1, an. 1, m. 1 ce uszsvpwea u npu
Cnaséame Ha cieOHume U3UCKBAHUI:

1. npu uzbopa Ha muvpeosey HA eOpo C AEKAPCMEEHU NPOOYKMU U HEO0OX0OUMOMO
KOJIUYECB0 Om JeKapCmeeHus npoOykm Komucuama no 4i. 4, an. 1 ezema npedgud
MOMEHMA, 8 KOUMO C1ed8a 0d 3anoune mepanuama u Kypca Ha 1eyeHue;

2. opepmu ce cvoOUpam upes npe2osopu U UHOUBUOYATHU NOKAHU KbM MbP2OSYU HA
eopo ¢ eKkapcmeeHy nPoOOyKmu, NPUmedtcasawju paspeuienue 3a movp2osus Ha eopo,
noayueHo no peoa Ha enasa desema om 3JIIIXM, u upe3z noxana na urmepHem
cmpanuyama Ha 1ewebHomo 3agedenue 3a npedcmassane ogepmu, Koamo modxce od
0v0e ¢ nocmosHeH xapakmep.

(2) Opepmama no an. 1, m. 2 modice da ce npedcmasu u NO e1eKMPOHeH Nbm npu
yenosusma u no peda Ha 3aKoHa 3a eneKmpoHHUs OOKYMEHM U eIeKMPOHHUsL NOONUC.
(3) He noonescam na pasenedxcoare oghepmit, KOUmo He 0me08apsam Had USUCKEAHUAMA
Ha NOKAHAmMA 3a oghepma unu ca ¢ usmexaia 8aiUOHOCH.

(4) IIpu uzbopa na mvpeosey Ha eOpo ¢ AeKAPCMEEHU NPOOYKMU OCBEH NPedlazand
YeHa KOMUCUAMA MOodce 0a 00CvbiHcOa U Cboopasasa u opyeu acnekmu Ha ogpepmume,
KOUMoO €A C8bpP3aHU C Op2aHU3AYUAma Ha O00CmasKama Ul Kaiecmeomo,
bezonacrocmma u/unu epUKACHOCMMA Ha J1eKapCcmeeHusi NPOOYKm.

(5) Hzb0pvm Ha mwpeosey Ha eOpo C NeKApCMEeHu NPOOYKMU HA JIeKApCMEeHUs.
NPOOYKM U He0OX0OUMOMO KOIUYECTNE0, npeomem Ha 00CMA8Kama, ce npediaeam om
Komucusama no 4i. 4, an. 1 u ce enuceam 6 npomoxona no yn. 5, an. 1 unu un. 6, an. 1.

Un. 158. (Hos - [IB, 6p. 4 ot 2024 ., B cuna ot 27.01.2024 1.) (1) IIpu numnca
Ha JeWCTBAI0 paMKOBO CIOpa3yMeHHe Ha MUHHCTEpCTBOTO Ha 3[paBeOIa3BaHETO 3a
JeKapCTBEHU MPOAYKTH 1O uiI. 2664, ain. 1 ot 3JIIIXM chiuTe ce JoCTaBAT 10 JiedeOHUTe
3aBeJICHUs 110 pena Ha wi. 156.

(2) IIpn HanMuue Ha JeicTBaIIO PaMKOBO CIIOpa3yMeHue 1o ail. 1 jgeyeOHuTe
3aBe/IEHUs ce CHaOAsIBAT C JIEKapCTBEHU MPOAYKTHU 0 Wi. 2664, an. 1 ot 3JIIIXM mno pena
Ha PaMKOBOTO CIIOpa3yMEHHUE WIIH 110 NO-HUCKaTa [IeHa U3MEX Ty 1IeHaTa, TOCTUTHATa IpU
yCIIOBUSATA U TI0 Pe/la Ha PAMKOBOTO CIIOpa3yMEHHUeE, U [IeHaTa, IOCTUTHATa OT Je4eOHOTO

3aBeJICHHE B MPOIIeypa 3a Bb3JaraHe Ha o0IleCTBeHa NopbyKa 1o ui. 266a, an. 5, 1. 1 ot
3JIIIXM.

Paszpnea I11.
YcioBuA 1 pea 32 BKIIOYBaHe, IPOMEHH, M3K/II0YBaHe U I0CTAaBKa Ha
JIEKAPCTBEHH NMPOAYKTH OT CIIUCHKA MO0 4. 2664, aJ. 2 o1 3akoHa 3a
JIEKAPCTBEHHUTE NPOAYKTH B XyMAHHATA MeMIIHHA

Yn. 16. (1) Exeronno B cpok 10 28 deBpyapu JieueOHUTE 3aBEICHHS 3a
OOJHMYHA MOMOIIl IPEJOCTAaBAT HA MUHUCTBpPA Ha 3/IpaBEOIa3BaHETO MPEAJIOKEHUs 3a
JIeKapCTBEHUTE MPOJYKTH, KOUTO J1a ObAaT BKIIOYEHHU B CIIUCHKA MO wi. 266a, an. 2 ot
3aKoHa 3a JIeKapCTBEHUTE MPOJAYKTHU B XyMaHHATa MeIULIMHA.
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(2) (M3m. - IB, Op. 25 ot 2019 r.) IlocThmmiauTe NpPEIIOKECHUS Ce
IIPEIOCTABIT HAa EKCIIEPTHUS ChBET 1o 4i. 6a, ain. 1, T. 1 or 3akoHa 3a 3apaBeTo MO
ChOTBETHATA MEIMIIMHCKA CIEIIMAIHOCT WK OT/AeIHAa MeTuIMHCKa AeHocT u Ha MAJI 3a
CTaHOBHIIA OTHOCHO ChOTBETCTBUETO UM C M3UCKBaHUATA 110 4. 266a, ain. 1 3JITTXM.

(3) (U3wm. - 1B, 6p. 25 ot 2019 r.) EkcnepTHHAT cbBeT 110 4. 6a, ai. 1, T. 1 ot
3akoHa 3a 31paBeTo U MAJI naBaT craHOBUIIA B CPOK €IUH MECELL.

(4) (U3m. - IB, 6p. 97 o1 2026 1.) JIekapCcTBEHUTE TPOTYKTH, KOUTO OTTOBAPST
Ha U3UCKBAaHUATA 110 4i. 266a, ail. 1, ce BKIIOYBAT B CIHCHKA 110 4. 2664, an. 2 3JIIIXM,
KOHTO ce yTBbpK/1aBa OT MUHHCTHPA Ha 3/IpaBEOIa3BaHEeTO U Ce MyOJIMKYBa Ha UHTEPHET
cTpaHuIaTta Ha MHUHHUCTEPCTBOTO Ha 37PaBEOIa3BaHETO €KEroAHO B CPOK 70 15 roHH.

(5) (M3m. - [IB, 6p. 84 ot 2019 r.) CriuchkbT 10 all. 4 UMa JCUCTBUE 0
YTBBPKIABAHETO HA HOB CITHCHK.

(6) (Hom. - [IB, 6p. 97 ot 2026 r.) [IpomMeHHn WM U3KIIFOYBAHE HA JICKAPCTBEHU
MIPOJIYKTH OT CIIUCHKA M0 WiI. 266a, ai. 2 3JIIIXM ce npaBaT npu HaCThIIBaHE HA TPOMsIHA
B 00CTOATEJICTBATA M0 U3TOTBSAHETO MY IO peia Ha all. 2 U 3 U ce MyOIMKyBaT Ha UHTEPHET
CTpaHHMIaTa Ha MUHHUCTEPCTBOTO Ha 3jpaBeomna3BaHeTo. Korato W3KIIOYBaHETO Ha
JIEKAPCTBEH MPOAYKT OT CIHUCHKA 1O wi. 266a, an. 2 3JIIIXM ce nbmku Ha npekpaTsBaHe
Ha pa3pelIeHrueTo 3a yrnorpeda W/WiM KOraTo JIEKapCTBEHUST MPOAYKT 3allOYHE Ja ce
pas3npocTpaHsBa Ha OBIrapcKus masap, CTAHOBUIIE 32 U3KIIFOUYBAHETO MY OT CHHCHKa ce
u3ucksa o MAJL, a npu npeneHka - 1 OT eKCIEPTHUS ChBET 10 wi. 6a, ain. 1, T. 1 oT 3akoHa
3a 3]IpaBeTo.

Yn. 17. IlpennucBaHeTo, MONTyYaBaHETO M JIOCTaBKaTa Ha JICKApPCTBEHU
NPOAYKTHU OT CHUCHKA 1Mo wi. 266a, an. 2 3JIIIXM ce u3pbpuiBar no pena Ha paszaen 11,
KaTo He ce mpuiiara 4i. 5, ai. 2.

Paznen IV.
YciaoBus v pel 3a JleyeHHe HA MANMEHTH 10 MPOTrPaMM 3a ChCTPajaTe/IHa
ynotpeda (Hos - JIB, op. 84 oT 2019 1.)

Uin. 18. (Hos - JIB, 6p. 84 ot 2019 1.) Jleuenue no 4. 1, an. 1, 1. 3 Ha rpyna
OT TMAalMEHTH, CTPAJAIU OT XPOHHUYHO WJIM TEXKKO HHBAIUIU3UPAIIO 3a00JsIBaHE WU
3a0o0siBaHe, KOETO MOKE J]a C€ CUMTa 3a KMBOTO3aCTpallaBallo, U KOUTO HE MoraT aa
ObJIaT JIEKYBaHU YAOBJIETBOPUTEIHO C TIOMOIITA HA Pa3pellieH JIEKApCTBEH MPOIYKT, Ce
MIPOBEX/IA TI0 TIpOrpaMa 3a ChCTpajiaTeHa yrnoTpeda ciuen coriacyane ¢ MAJL.

Un. 19. (Hoe - JB, 6p. 84 ot 2019 r.) (1) Jleuenue mo mporpama 3a
ChCTpaJaTeHa ynoTpeda ce MpoBexJa C JIEKapCTBEH IPOJIYKT, KOWTO Momaaa B
KaTeropuuTe, nocoueHu B wi. 3, naparpadu 1 u 2 ot Permament Ne 726/2004, u:

1. e 00GeKT Ha 3asBJIEHHE 3a pa3pelleHue 3a ynorpebda no peaa Ha PernmameHt
Ne 726/2004; vau

2. ca HaJMYHM JOKa3aTeJCTBa 3a €pUKAaCHOCTTAa U 0e30IacHOCTTa MY BbH3
OCHOBa Ha pe3yNTaTUTE OT IMPOBEXJAIIM Ce KIMHWUYHU W3NMUTBaHus ¢(aza 3 wim 1o
u3KIoueHue (asa 2 npu HaIMYUe Ha CTAHOBHUIIE HA KOMUCHSI OT TpUMa JIeKapy, NOHE eIUH
OT KOUTO € C MpH3HaTa CIELUAIHOCT Mo Mpoduia Ha 3a00JIsIBaHETO, W/WIM TpU
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MPEIOCTaBsIHE Ha TIOJOXKUTEIIHO CTAaHOBHIIE 3a ChIaTa MporpaMa 3a ChbCTpajaTeIHA
yrmorpeba OoT peryiaTopeH OpraH Ha JApyra Abpkasa - wieHka Ha EC.

(2) Jleuenue mo mporpama 3a CbCTpajaTelIHa ymoTpebda ce OCBIIECTBIBA B
smeueOHu 3aBemeHua mo wi. 9, aim. 1, 1. 1 u 2 u wi. 10, 1. 30 or 3akoHa 3a JIe4YeOHUTE
3aBeaeHus (3J13), kakTo ¥ B Je4eOHM 3aBeICHUS 3a OOJIHMYHA MOMOIT 10 4. 5, air. 1 ot
3JI3 xbM MuHucTepckus cbBeT, MUHHCTEPCTBOTO Ha 0TOpaHaTa, MUHHCTEPCTBOTO Ha
BbTpEIIHUTE pPaboTH, MUHHUCTEPCTBOTO Ha NPaBOCHAMETO, MMHUHHCTEPCTBOTO Ha
TpaHCOPTa, UHPOPMAITMOHHUTE TEXHOJIOTUU U CHOOIIEHUSTA.

(3) Ilporpama 3a chcTpamareaHa yrnorpeda ¢ JeKapCTBEH MPOIYKT, ChIbPIKaIIl
HApPKOTUYHH BEIIECTBA, MOXKE JIa C€ TIPOBEXK/Ia CaMO B JICUeOHUTE 3aBElICHUS 110 all. 2, B
CTPYKTypaTa Ha KOWTO € pa3KpHuTa anTeka, MpuTexanala JUIECH3HUs ChIiacHo wi. 33, aj.
1 or 3KHBII, wiu KOuTO ca CKJIIOYUIN JOTOBOP C APYro JiedeOHO 3aBelCHUE, B
CTPYKTypaTa Ha KOETO € pa3KpuTa anrTeka, MpuTeKaBalla JIMIEH3 s ChIIacHo Wi. 33, ail.
1 or 3KHBIL.

(4) PpkoBOIMTENIMTE HA alITEKUTE HA JICYCOHHU 3aBEJICHHS 110 all. 2 OTrOBapsT
32 JIOKYMEHTHPAHETO HAa HAJIMYHOCTTA, OTIYCKAHETO WM TPABUIHOTO CHhXPAHCHHE HA
JICKapCTBEHHU MPOJIYKTH, BKIIOUYEHHM B Mporpama 3a ChCTpajaTesiHa ymoTpeda, KaTo
B3aUMOJICHCTBAT C OTTOBOPHOTO Juile mo ui. 20, am. 1.

Ui 20. (Hos - IB, 6p. 84 ot 2019 1.) (1) IIpaBo na 3asBsiBa mporpama 3a
ChCTpajaTesHa ynoTpeda nma:

1. 3asBUTENAT Ha paspeuieHue 3a ynorpeda nmo wi. 6 or Permament (EO)
726/2004 3a ChOTBETHUS JICKAPCTBEH MPOIYKT; WIH

2. TpOU3BOAUTENIAT HA JIEKApCTBEHMS MPOAYKT WIM BB3IOKUTEIAT Ha
0/100peHO KIMHUYHO U3MUTBAHE B CIIy4auTe, KOraTo JIEKapCTBEHUSAT IPOIYKT HE € 00EKT
Ha 3asBneHue no 4i. 6 ot Pernmament (EO) 726/2004.

(2) Jluuero mo an. 1 (Hapu4aHO MO-HATaTBK "OTTOBOPHOTO JHIlE") HOCH
OTIOBOPHOCT 3a BB3JIaraHeTo, OpraHu3aluATa, MPOBEXKIAHETO M (UHAHCHPAHETO Ha
IporpamMara 3a chbCTpajiaTeiaHa ynorpeoa.

(3) 3a cerinacyBaHe Ha mporpama 3a cbCTpajaTesHa ynorpeda OTTOBOPHOTO
nune nonasa 3asBiaeHue B MAJI mo oOpasel, yIBbpJI€H OT WM3MBIHUTEITHUS AUPEKTOP.
Koraro cemanuiiero Ha OTrOBOPHOTO JIMIIE HE CE€ HaMupa B JAbp)KaBa - 4YICHKA Ha
EBponeiickus cbi0o3, WiIM B Jpyra JabpkaBa - cTpaHa no Cropa3yMeHHETO 3a
EBponenckoTo NKOHOMHYECKO IIPOCTPAHCTBO, TO IIOCOYBA MTPEACTABUTEN, PETUCTPUPAH B
EBpomnelickus cbi03 UM B Ipyra Abpkasa - cTpaHa o Crnopazymenuero 3a EBponeiickoTo
MKOHOMMYECKO IPOCTPAHCTBO.

(4) 3asBneHueTO MO aji. 3 ChAbpXKA:

1. ume m agpec Ha OTTOBOPHOTO JIMIE W HAa NIPEACTaBUTENS IO al. 3,
peructpupad B EBponeickus ¢br03 WM B Ipyra JbpkaBa - cTpaHa o Cropa3yMeHHETO
3a EBponelickoTo NKOHOMHYECKO IIPOCTPAHCTBO, KOTaTO UMa TAKbB;

2. IMe ¥ aJjpec Ha JIUIIE 3a KOHTAKT Ha Teputopusta Ha Penmybnuka bearapus;

3. HaUMEHOBaHME W/WIM KOJ| Ha JIEKapCTBEHHs TMPOJYKT, ITaHHU 32
KAyeCTBEHHsS] U KOJIMYECTBEHHUS ChCTaB Ha JIEKAPCTBEHMS IMPOJYKT, KaTo Ce MOcOoYBa
MEXYHApPOJHO HENaTeHTHO HaWMEHOBaHHWE HAa aKTUBHOTO BELIECTBO/aKTUBHHTE
BeIlleCTBa, npenopbyano oT C30, mpu HaM4YKe Ha TAaKOBA, UM ChOTBETHOTO XUMHUYECKO
HalMEHOBaHME; JeKapcTBeHa (opMa, HaYMH Ha MPUIIOKEHHE M IBT Ha BBBEXKIAHE,
JIO3UPOBKA U TEParleBTUYHH IMOKA3aHMUS;
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4. undopmariysi OTHOCHO TOBA JAaJU JIEKAPCTBEHUSAT MPOJIYKT CE ChCTOU OT HIIN
ChABPKA TeHeTUYHO Moaudumupan opranuzsM ('MO) unu KoMOUHAIUS OT TEHETUYHO
Mou(ULIIpaHU OPraHU3MU;

5. JaHHU 32 I0J1aIeHOTO B EBporielickaTa areHuus 1o JieKapcTBara 3asiBJICHUE
no 4. 6 ot Pernmament (EO) 726/2004;

6. TaHHU 32 pa3pelieHO KIWHUYHO M3MHUTBAHE HA JIEKAPCTBEHHS MPOAYKT B
npeaBuaeHaTa oonact Ha npunoxkenue ¢ EudraCT Homep;

7. TAaHHU 32 pa3pelieH0 KIMHUYHO U3MUTBAaHE HA JICKAPCTBEHUS MPOIYKT B
npelIBUeHaTa 00JacT Ha MPUIOKEHHE B TPEeTa IbpiKaBa, KOETO Ce MPOBEXAa WU €
MPOBEJICHO MPHU CHa3BaHE Ha HW3HMCKBaHUATA Ha MEXIyHAPOIHUTE XapMOHHM3UPAHU
cTanaapTu 3a J{oOpa KIMHUYHA MPAKTHKA,

8. umHpoOpMmalusa, KOraTo MMa TaKaBa, OTHOCHO TEKYyUIH IpPOTpaMu 3a
ChCTpaZaTenHa yrnorpeda B Abp)KaBUTE - WIEHKU Ha EBpomneiickusi cbio3, WiId B JpyTu
IbpKaBH - cTpanu 1o CriopazyMeHueTo 3a EBporeiickoTo HKOHOMUYECKO IPOCTPAHCTBO,
U 32 eKCIepTHU cTaHoBHINA Ha KomuTeTa mo jekapCTBEHUTE MPOAYKTH 3a XyMaHHa
yrmorpeba cbriacao wi. 83, maparpad 4 or Pernmament (EO) 726/2004;

9. omucanue Ha 3a00JIBaHETO W OOOCHOBKA, Y€ MAIUEHTHTE, 32 KOUTO €
npelHa3HaueH JICKAPCTBCHHST NPOAYKT, CTPaAaT OT XPOHHUYHO WM  TEXKKO
WHBAJINAU3UPAIIO, UM KUBOTO3aCTpaIIaBaIlo 3a00sBaHe;

10. o60cHOBKa 3al110 1IeJieBaTa rpyra ManueHTH He MOXKe Ja ObJie JeKyBaHa ¢
JIEKapCTBEH MPOYKT, pa3peliieH 3a ynoTpeda B PenmyOnuka bbarapus;

11. o6ocHOBKa 3aIllo IeeBara rpyma manueHTH He MOXe Ja ObJe BKIIIOUYCHA
B TEKYILIO KJIMHUYHO U3IHUTBAHE.

(5) KbMm 3asBienuero no ai. 3 ce npusarar:

1. mpoToKoN Ha mMporpamara 3a ChCTpajaTeNnHa ynoTpeda, KOWTO ChIAbpikKa
MHUHUMYM CJIETHOTO:

a) nHdopmanus 3a IeKapcTBEHUsI MPOIYKT U TEPANIeBTHUHOTO MOKa3aHUE;

0) HAJTMYHU JAHHU 32 Ka4eCTBO, €(hUKACHOCT U 0€30MaCHOCT Ha JIEKApCTBEHUS
MPOIYKT, MOJKPEIAIIN yIoTpebara My MpH 1ieJieBaTa rpymna naieHTH;

B) KpUTEPUU 32 IOJI00P HA MAMEHTUTE U OYaKBaH Opol MalMeHTH;

r) uHdopmanus 3a ymoTpebaTa Ha JEKapCTBEHHsS MPOAYKT - TEKyllara
Opomrypa Ha H3CIIeIoBaTeNss B KJIMHWUYHOTO W3MWTBAaHE WM TIPOCKTa Ha KpaTka
XapaKTepUCTHKAa Ha TMPOJYyKTa, MPHIOKEHa KbM 3asBICHHETO 3a pa3pellaBaHe 3a
ynotpeoa;

1) TIJ1aH 3a MPOBEXKIaHE Ha MPOrpaMara;

€) KpUTEPHH 32 CIIHPAHE WU MIPESKISBPEMEHHO TPEeKpaTsABaHEe HA ITporpaMara
3a ChCTpajaTellHa yrnoTpeoa;

) M3UCKBAHUS KM JICUCOHHUTE 3aBEJICHUS 110 OTHOIIICHUE HA MEAUIIMHCKOTO
o0opy/BaHe U KbM KBaM(DUKAIHITA HA JICKAPUTE;

3) OIMCaHMe Ha MPOIeTypUTe 3a HabUpaHe Ha MaIeHTH;

1) OMKCAaHUE Ha MPOIEypUTE 3a MOodydaBaHe Ha UH(POPMHUPAHO ChIIIacue OT
3aKOHEH IMPEJICTABUTEIN, KOTATO € MPHIIOKUMO;

K) mucMeHa nHdopmalus 3a nanueHTa u ¢popma 3a HHPOPMHUPAHO CHIIIACUE
Ha aHTJIMHCKU B OBJITAPCKH €3WK;

n) napyra uwHbOpMalus W JOKYMEHTH, KOUTO M€ Ce TMPEeJoCTaBAT Ha
MAIUCHTHTE HA aHTJIMHCKU B OBJITapCKH €3UK;
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M) ONHCaHWE HAa HAYMHA HA JIOCTaBKa, KAKTO W Ha MPEIBUJCHUTE MEPKH 3a
rapaHTupaHe Ha O0€30MaCHOTO ChXpaHEHHE, ymorpedaTa M MECTOHAXOXKICHHETO Ha
JIEKapCTBEHUTE MPOAYKTH, KOUTO IlI€ C€ MPEAOCTABAT MO Iporpamara 3a ChCTpaJaTeslHa
ymorpeoa;

H) ONHMCaHHE Ha JeiHOCTUTE 3a (apMaKoJOTHYHA OJUTETHOCT B PAMKHUTE Ha
nporpaMara 3a ChCTpajaTesHa ynorpeoa;

2. Jnekjapaunus OT OTTOBOPHOTO JIMIIE, Y€ IIE M3MBJHSABA M3MCKBAHUATA 3a
dapmakonornyaa OauTenHocT chriacHo wi. 24 ot Permament (EO) 726/2004 u de
uH(popMaluaTa, cBbp3aHa ¢ 0e30MacHOCTTa, chOpaHa B MporpaMara 3a ChCTpajaTesiHa
ynoTpeba, me Ob/Je BKIIOYEHAa B TOJIUIIHUS JOKJIax 3a Oe30macHoCT W ToW mie Obnae
noaaneH B MAJI;

3. nmexyapauysi OT OTTOBOPHOTO JIMIIE, Y€ JIEKAPCTBEHMST HPOIYKT IIE CE
ocurypsia 0e3Bb3ME3/IHO B paMKHTE Ha IIporpamaTta 3a ChCTpajlaTesiHa ynoTpeoa;

4. TOKYMEHTH, YAOCTOBEPSIBAIH, Y€ JIEKAPCTBEHUSIT MPOAYKT CE MPOU3BEKAA
npu ycnoBusatra Ha JloOpa mpous3BoACTBEHA MpakTHKa Ha EBpomeiickus cpio3 win
€KBHBAJICHTHU Ha Hes,

5. JOKyMEHTH, YyJIOCTOBEpsBalllM, 4Ye KIMHUYHUTE U3MUTBAHUA Ca
NpOBE/ICHU/Ce TPOBEKAAT MPH ClHa3BaHE HAa W3UCKBAaHHWATa Ha MeEXIyHapOIHUTE
XapMOHU3UpAIlY cTanaapTu 3a JJoOpa KIMHUYHA TPAKTUKA;

6. TpU JEKApCTBEHH NPOIYKTH, KOUTO C€ CBCTOSAT OT WM ChIbpPXKAT
TeHEeTUYHO MOJIU(MUIIMPAH OPraHU3bM WIM KOMOWHAIUS OT T€HETUYHO MOIUPUIIUPAHU
OpranusMu - 1okyMeHTu cbriaacHo npuioxenus 11 u Il kM dupextusa 2001/18/EO Ha
EBponeiickus mapnameHT u Ha CubBera oT 12 mapt 2001 r. OTHOCHO CB3HATEIHOTO
0CBOOOKIaBaHE Ha TEHETHYHO MOAM(DHUIIMPAHN OPTraHU3MH B OKOJTHATA CPelia U 32 OTMSHA
Ha Jlupextusa 90/220/EMO na CovBera (OB L 106, 17.04.2001 r., cTp. 1);

7. 3a NeKapCcTBEHH MPOITYKTH, ChIABPKAIIN HAPKOTHYHH BEIIECTBA, JTUIICH3HS
ceriaacio wi. 33, an. 1 or 3KHBII wnu nmoroBop ¢ Apyro jedeOHO 3aBeleHUE, B
CTPYKTypaTa Ha KOETO € pa3KpHTa arnTeka, MpUTeKaBallla JIMLIEH3Us ChIIIacHo wi. 33, ai.
1 or 3KHBII;

8. TPOEKT Ha ETUKET Ha JIGKAPCTBEHHUsS MPOAYKT, CHIbpXKAI Hai-MaJKo
cieaHara uH(popMalys: HaMMEHOBAHUA/KO/ Ha JIEKAPCTBEHUS NMPOJYKT; M€ U aJIpec Ha
OTTOBOPHOTO JIMIIE; HISHTH(HUKAINS HA TTAPTH/IATa; IOKA3aHUS;, HAYMH Ha PUIIOKCHHUE;
HalMEHOBAaHNE HAa aKTUBHOTO BEILIECTBO/aKTUBHUTE BEIIECTBA; CPOK HA TOJHOCT; YCIOBUS
3a CbXpaHEHHE; O3HAYCHUE, Y€ JICKAPCTBEHUSAT MPOAYKT C€ MPEIOCTaBs CaMO B PAMKUTE
Ha TMporpamara 3a ChCTpajaTelHa yrnoTpeoa;

9. mexmapanusi, e JIEKapCTBEHUST MPOJIYKT Ie Ob/Ie MPeJoCTaBsH caMo Ha
JeKapu C TMpHU3HATa CHEMaIHOCT B ChOTBETHATa TepaleBTUYHA 00JacT W KOMTO ca
o0OydeHu 3a paboTa ¢ JIeKapCTBEHUS MTPOIYKT;

10. pexmapanust 3a cbrinacue MAJlI na nmyOnMkyBa Ha CBOSITAa MHTEpPHET
CTpaHHIIa HHPOPMAIIKS 32 OCHOBHUTE XapaKTEPUCTHUKU HA IPOTpaMara 3a ChCTpaaaTeHa
yrnoTpeoa;

11. mucMeHo chbriacue OT PBKOBOAMTENS] Ha JIEUeOHOTO 3aBelieHHE 3a
NpOBEXJaHEe Ha Iporpama 3a chCTpajaTesiHa ynorpeoa;

12. MOKyMEHT 3a CKIIIOYeHa 3aCTPaxoOBKa, MOKpWBAIla OTTOBOPHOCTTA Ha
OTIOBOPHOTO JIMLE M JIEKYBALUs/Te JIEKap/W 3a NMPUUYMHEHUTE MPU WIM 1O MOBOJA Ha
MPOBEXJAAHETO Ha Iporpamara 3a CbCTpaJaTelHa yHoTpeda HEUMYIIECTBEHH U
UMYIIECTBEHH BPEIH.
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(6) UMzmbpnuutenHata areHIMS IO JieKapcTBaTa IMyOJUMKyBa yKa3zaHUs 3a
nojiaBaHe Ha MH(OpMaNUATa U TOKyMeHTUTe 1o 4wi. 20, ann. 3, 4 u 5 Ha CBOsITAa UHTEPHET
CTpaHuLa.

Y. 21. (Hos - IB, 6p. 84 ot 2019 r.) (1) B 14-gHeBen cpok oT nartara Ha
nojilaBaHe Ha JokyMeHTauusTa no wi. 20, an. 3, 4 u 5 MAJI pasriexia npeicTaBeHuTe
JIOKYMEHTH.

(2) Koraro He ycTaHOBM HEMBIHOTU WIM HECHOTBETCTBUSA B IOAa/ieHATa
nokymenTtanus, MAJl yBegoMsaBa NHUCMEHO OTFOBOPHOTO JIMIIE B CpoKa 1o ai. 1, ye
JOKYMEHTaIUsTa € BaJluJHA U ChIJIacyBa IIporpaMara 3a chbCTpajiaTenHa ynorpeoa.

(3) KoraTto ycTaHOBU HENBIHOTH /MM HECHOTBETCTBHS B JOKYMEHTAIHATA
no an. 1, MAJI yBegomMsiBa MUCMEHO OTTOBOPHOTO JIMIIE Aa MPEICTaBU JONBJIHUTETHA
uH(pOpMAIIKS 0 KOHCTATUPAHUTE HEITBJTHOTH W/MIIU HEChOTBETCTBUS B CPOK 110 14 1HU OT
JaTaTta Ha YBEJIOMIIGHUETO.

(4) KoraTo HE'bJIHOTHTE W/WJIH HECHOTBETCTBUSATA Ca OTCTPAHCHH B CPOKA T10
an. 3, MAJI yBenomsiBa OTTOBOPHOTO JHile B 14-IHEBEH CPOK, Y€ JOKyMEHTALMSTA €
BaJIMJIHA U ChIJIacyBa Iporpamara 3a ChbCTpaJlaTesIHa yroTpeoda.

(5) Koraro usuckBanusita o uwi. 19 u 20 ne ca usnbianenu, MAJI He cpriacysa
IporpamMara 3a chbCTpajiaTeiaHa ynorpe0da, KaTo IocoyBa MOTUBUTE 32 TOBA.

Un. 22. (HoB - [JIB, Op. 84 ot 2019 r.) M3mbaHurenHaTa areHIMS I10
JIeKapcTBaTa;

1. yBenomsiBa EBpormeiickata areHIus IO JICKapCTBaTa 3a ChIVIaCyBaHATa
mporpama 3a CbCTpajaresHa ynorpeda, Karo mocousa Jajid € HEOOXOAMMO CTAaHOBHIIE OT
KomuteTa mo nexkapcTBeHH NpOAYKTH 3a XxymaHHa ynotpeba (CHMP) 3a ycnoBusrta 3a
ChCTpaaTenHa yrnorpeoa;

2. myOIvMKyBa Ha CBOATAa UHTEPHET CTpaHHIla HHPOpPMAIIH 3a MporpaMara 3a
ChCTpaaTenHa yrnorpeoa;

3. moIbpKa aKTyallu3UpaH CIHUCHK C IaHHU 32 BKIIOYSHHUTE B IIporpamara 3a
ChCTpaJaTeHa ynorpeda manueHTH, JIeYeOHUTE 3aBSICHHS U JICKYBAIIUTE JIEKapH;

4. DIOKyMEHTHpa MOJTYyYSHUTE ChOOIICHHUS 32 HeXKEIaH! JIEKAPCTBEHHU PEAKIIUN
OT TIAIMEHTH, BKIIFOUEHU B MpOrpamara 3a ChCTpaJaTelHa yrmoTpeda, W TH W3Mpalia B
6azata nanuu "OnpaBumkunanc" ("EudraVigilance").

Un. 23. (Hos - /JIB, Op. 84 ot 2019 r.) B cinydaure mo wi. 22, 1. 1
NPOBEXXJAHETO Ha IporpaMara 3a ChCTpaJaTelHa ymoTpeda MOXKe Jla 3alo4yHe Cie[
nosryyaBaHe Ha ctaHoBuiieto or CHMP.

Un. 24. (Hos - 1B, 6p. 84 ot 2019 r.) (1) Ilpu Hanuuue Ha ChriIacyBaHa OT
HNAJI mporpama 3a chcTpajgaTenHa yMmoTpeda JeKyBaIIMsT JIEKAp MOXKE Jla YBEIOMH
MAIUEHT ChC CHOTBETHOTO 3a00IsIBAaHE 32 IPOBEKTAHETO M M 32 BH3MOXKHOCTTA Aa ObJe
BKITIOUCH B HEsl.

(2) Tlaument wMoxke ma ObJe BKIOUEH 3a JIEYCHHE B IMporpaMa 3a
ChCcTpaJaTeHa ynorpeda caMo ciejl MOAMMCBaHe Ha TUCMEHO HH(POPMHUPAHO ChITIACHE.

(3) UadopmupaHoTO ChITacue 3a BKIIOYBAHE B IPOrpaMara 3a CbCTpaaareaHa
ynotpeba Moke /1a ObJie OTTETJICHO OT MAaIMEeHTA M0 BCAKO BpEME.

Un. 25. (Hos - IB, 6p. 84 ot 2019 r.) JlekyBamusT jexap:
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1. yBeZOMsiBa OTTOBOPHOTO JIMIIE 32 BCEKM BKJIFOYCH/U3KIIOYCH TAIMCHT B
nporpaMara 3a ChCTpajaTesHa ynorpeoa;

2. HOCHM OTIOBOPHOCT 32 TPOBEKIAHE Ha JICYCHUETO HA BCEKU INAIMEHT,
BKJIIOYEH B IIpOrpamMaTa 3a ChbCTpajaTesHa ynorpeoa;

3. IOKyMEHTHpa M ChOOIIaBa Ha OTTOBOPHOTO JIMIIE BCSKO ChMHEHHUE 3a
HE)KeJIaHa JIEKapCTBEHA PEaKIys, CBbp3aHa C JeKapCTBEHHS MPOIYKT:

a) He3a0aBHO 3a BCHYKH CEPHO3HHU IOJIO3UPAaHU HEKEIaHU JICKapCTBCHU
peaxIuu;

0) B CpoK 110 15 1HYU - BbB BCUUKH OCTAHAIIU CITy4aw.

Un. 26. (Ho - 1B, 6p. 84 ot 2019 r.) Ilanumenture choOmaBaT BCUYKH
MOJI03MPAHH HEXKEJIaHU JICKAPCTBEHH PEaKIIMU Ha JISKYBAIUs JIeKap, a o TeXeH u300p - U
na MAJL

Un. 27. (Hos - IB, 6p. 84 o1 2019 r.) OTroBOpHOTO JHUIIE € 3aBIKEHO J1a:

1. mpoBexxga mporpamara 3a ChCTpagaTelHa ynorpeda Taka, KakTo €
cbriacyBana ot MAJI,

2. mpedocTaBM Ha JIeKyBalllus JIeKap IMPOTOKOJa Ha IMporpamara 3a
ChCTpajaTesHa ynorpeoa;

3. yBemomu MAJI 3a 3amouBaHe Ha IporpaMara 3a CbCTpajareHa ynorpeda u
IpU BKJIIOYBAHE/M3K/IIOUBAHE HA MALMEHT B Hesl, KaTO MOCOYM JIe4eOHOTO 3aBeACHUE U
JIeKyBalllus JeKap;

4. ocurypsiBa 0€3Bb3ME3JHO JIEKapCTBEHHs NPOAYKT M BCSAKO H3JEINue,
HE00X0IMMO 32 IPUJIATAaHETO My B PAMKHTE Ha Iporpamara 3a ChCTpaJaTenHa yrnorpeoa;

5. mpenoctaBs Ha JyekyBawus jekap U Ha MAJl Bcsika HOBOBB3HUKHAIA
uH(popMalus, cBbp3aHa ¢ 0€30MaCHOCTTA Ha JIEKApCTBEHUS MPOIYKT, KOSITO MOXE Ja
NPOMEHHU ChbOTHOIIEHUETO I10J13a/PUCK;

6. momaBa B ©Oazarta gannu "FOnpaBumxunanc" ("EudraVigilance")
HOJyYEHUTE ChOOLICHHUS 32 MOJIO3UPAHN HEXKEJIAaHU JIEKAPCTBEHU PEaKLUU B CPOKOBETE
cbriacHo 4i. 24 ot Pernament (EO) 726/2004;

7. noxpaBa B MAJI roauiieH nokiaj 3a 6€30MaCHOCT, BKIKOYBAL] JAHHUTE OT
IporpamMara 3a chbCTpajiaTelHa ynorpeoa;

8. npencrass B MAJI u Ha nexkyBamus nekap npuerure or CHMP cranosuina
cwriacHo wi. 83, maparpad 4 ot Pernament (EO) 726/2004 u koHCTaTaIlu OT IPOTPAMH
3a chCTpajiaTesiHa ynoTpeda, KOMTO ce IpOBEeKIAT B Apyra Ibpxkasa - uieHka Ha EC, niu
B Jipyra Abp:kaBa - cTpaHa no Crnopazymenuero 3a EUII;

9. yenomu MAJI 3a Besika nmpomsiHa B MH(opmMarusTa o 4i. 20, an. 3,4 u 5
U J1a IPUJIOKU ChOTBETHUTE TIOKYMEHTH;

10. yBemomum WAJI mpu npeacpodyHO IpeKpaTsBaHE WIM CIHpPAaHE Ha
IporpamMara 3a chbCTpajiaTelHa ynorpeda, KaTo MOCOYM MOTHUBUTE 3a TOBA;

11. cpxpaHsiBa LinaTa JAOKyMEHTAalMsl IO Nporpamara 3a CbhCTpadaTeiHa
ynorpeba Hail-MajaKko JeceT TOAUHHU cJel HEHHOTO 3aBbpIIBaHe WM MPEeICPOYHO
npekpaTsBaHe, 0e3 Ja ce 3acsArar ApPYyrd pas3nopendu, peryiavpamiy 3ara3BaHeTo Ha
MeAMIMHCKAaTa JOKYMEHTaIUs;

12. ckiro4Ba 3aCTpaxoBKa, HOKPUBAIA OTTOBOPHOCTTA HA OTTOBOPHOTO JIMLE
U JIeKyBalllUs/Te JIeKap/W 3a NMPUYMHEHUTE NMPU WM [0 MOBOJ Ha MPOBEXKIAHETO Ha
nporpaMara 3a chCTpajiaTesIHa ynorpeda UMYyIIECTBEHH U HEUMYIIIECTBEHH BPE/IH.
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Ui 28. (Hos - /IB, 6p. 84 o1 2019 1., u3m. - JIB, 6p. 40 ot 2022 r.) [Iporpamara
3a ChCTpajaTesiHa yrnorpeda nmpoabrKaBa, JI0KaTo:

1. nexapcTBEHUAT MPOIYKT ObJI€ MTyCHAT Ha Ma3apa; Win

2. OTroBOPHOTO JHIIE WPEKpaTd IMporpamara TMPEACPOYHO, 3a KOETO
yBenomsia MAJL.

Un. 29. (Hos - /B, 6p. 84 ot 2019 r.) Ilpu npomenu, kacaeuiu
TEpaneBTUYHOTO MOKa3aHUE, KOJIMYECTBOTO HA aKTUBHOTO BEILIECTBO HJIM JIEKapCTBEHATA
¢dopma Ha IeKapCTBEHHUs MPOIYKT B pAaMKUTE Ha IporpaMara 3a CbCTpajgaTesHa yrnorpeoa,
KaKTO U IPOMEHU, KOUTO MOTaT J1a OKa)KaT BIMsHUE BbPXY 0€30MacCHOCTTA Ha MAIUEHTHTE,

OTroBOpHOTO Juile nojaBa B MAJI HOBo 3asiBieHue u fokyMmenTauus no wi. 20, an. 3,4 u
5.

Pazgen V.

YciaoBus u pej 3a nojiyuaBaHe Ha UHGOPMUPaHO chbIJIacue, POCIeIABaAHEe U
JOKYMEHTHPaHE HA JICYEHNETO C JIEKAPCTBEHHU MPOAYKTH, NPUJIATAHU H3BbH
YCJOBHMATA HA pa3pelieHNeTo 3a ynorpeda, u Ha 0€30MacCHOCTTa U
epukacHocTTa Ha JekapcTBeHuTe npoaykTu (Hos - IIB, op. 40 o1 2022 1.)

Uin. 30. (Hos - [IB, 6p. 40 ot 2022 r.) (1) Komucusita no wi. 2660, ain. 2 ot
3JIIIXM mnpennucsa JieKapcTBEHUS MPOAYKT 1o wi. 1, an. 1, T. 4 ¢ mpOTOKOI CHIIACHO
npuiiokenue Ne 3.

(2) C mpotokona mo an. 1 ce ompenensT HEOOXOIAUMHUTE KOJIUYECTBA OT
JIEKapCTBEHUSI IPOJYKT CHOPE MPOIBJIKUTEIIHOCTTA Ha JICUEHUETO Ha MAallMeHTa, HO He
IIOBEYE OT TEPANEBTUYHATA 1032 32 TPUMECEUHO JICUCHHE.

(3) IIpu HEOOXOAUMOCT OT MPOIBIDKABAHE HA JICYCHHETO 3a MOBEYE OT TPHU
Mecella ce€ CbCTaBsI HOB ITPOTOKOJI IO PE/A HA TO3H pa3zell.

(4) (M3m. - IB, Op. 97 ot 2026 r.) IIpoTokomsT Mo an. 1 ce M3roTBst MOJ
dopmata Ha enexkTpoHeH AokyMmeHT, moamnucan ¢ KEII, cbriacuo Permament (EC) Ne
910/2014 wna EBpometickusi nmapiameHT U Ha CwBera ot 23 tomu 2014 r. OTHOCHO
eIeKTpOHHATa WACHTU(DUKALUA ¢ YJOCTOBEPUTETHUTE YCIYTH TIPU EINEeKTPOHHU
TpaHCAKIMH Ha BbTPEIIHMS Mazap U 3a orMsHa Ha {upextuBa 1999/93/EO u Ha 3akona 3a
€JIEeKTPOHHUS TOKYMEHT U €JIEKTPOHHUTE YJOCTOBEPUTEITHU YCIYTH U C€ YTBBPXKAAaBa OT
pBKOBOIUTENS Ha JiedeOHOTO 3aBenenue. [IpoTokonsT ce m3mpama Ha UAJI u Ha
M3nbnxautenHa arennus "MennnuHceky Hagzop". OQHUIMaiHo 3aBepeH Npenuc ce BpbuBa
U Ha mnauueHTa. [Ipu TexHMYecka HEBB3MOXKHOCT 3a H3TOTBSHE M IOANKMCBaHE Ha
IPOTOKOJIAa KaTO €JIEKTPOHEH JTOKYMEHT MPOTOKOIBT MOXKe Ja Ob/ie M3rOTBEH Ha XapTHEH
HOCHUTEJ, KAaTro c€ IMOJNUCBAa OT YJICHOBETE Ha KOMHCHUATA M C€ YTBBpXKIaBa OT
PBKOBOJIUTEIIS HA JIEUeOHOTO 3aBE/ICHUE.

(5) K»M npoToko:a mo ai. 1 ce mpuiiara mucMeHo HH(POPMHUPAHO ChIIACHE HA
narueHTa (poAuTeN, HACTOWHUK) MPH Clla3BaHe Ha M3UCKBaHUATA MO Wi. 87 - 89 oT 3akoHa
3a 3/IpaBeTO 3a JICUEHUETO ChC CbOTBETHHS JIEKAPCTBEH MPOAYKT 1o wiL. 1, ai. 1, T. 4, koeto
MoOe J1a Ob/Ie OTTETJICHO 10 BCSIKO BpEMe.

(6) KvM mpoTokosa mo an. 1 ce mpuiara MiCMEHO CTAaHOBHIIE OT MarucThbp-
dapmarnieBTa oT antekara mo uwi. 222, an. 4, 1. 1, 2 u 3 ot 3JIIIXM otHOCHO 6e30macHoCTTa
U e(pUKaCHOCTTa Ha MpUJIaraHus JIeKapCcTBEH NPOAYKT o wi. 1, an. 1, T. 4.
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Un. 31. (Hos - JIB, Op. 40 ot 2022 r.) (1) 3a moiayyaBaHe Ha MHUCMEHOTO
uHpopMHpaHo cbriiacue mo wi. 30, an. 5 Ha KOHKPETHUS NAIMEHT Ce IPEACTaBs MICMEHa
uH(pOopMaLus, KOSITO ChAbpPKA:

1. mpuuMHaTa/IPUYMHKATE 32 IPEIIICBAHE HA JICUYCHHE C JICKAPCTBEH MPOIYKT,
IpUJaral U3BbH YCIOBUSATA HAa pa3pelleHueTo 3a ynorpeda;

2. HATMYKMETO HA HAYyYHW JO0KA3aTelICTBA, HAa KOUTO ce Oasmpa ymorpebara Ha
JIEKapCTBEHUS MTPOIYKT MPU CbOTBETHOTO IMOKA3aHHUE;

3. BBIPOCHUTE, IO KOUTO JIMIICBA MHPOPMALIUS BBB Bpb3Ka ¢ yrnorpedata Ha
JIEKapCTBEHUS MTPOIYKT;

4. ouyaKBaHUTE PE3YJITATH U BE3MOKHUTE PHCKOBE MPH JICYEHUETO;

5. HauUMH Ha MpuUIaraHe Ha JeKapCTBEHUSI MPOIYKT;

6. IPOIBIDKUTETHOCT Ha JICYEHUETO;

7. ycnoBHs 3a IpeKpaTsiBaHEe Ha JICUEHUETO.

(2) OcBen nnopmarmsTa o ajn. | Ha MaKMEHTa ce MPEIOCTaBs U JINCTOBKATA
Ha JIEKAPCTBEHUS MPOAYKT ¢ HHPOpMAIUATa 32 TOTPEOUTENS.

Un. 32. (HoB - JIB, Op. 40 ot 2022 r.) (1) MenuuuHCKUTE CHEHUATUCTH,
MIPOBEXK/IAIM JIEUEHUE C JIEKApCTBEH MPOAYKT mo ui. 1, am. 1, T. 4, ca JuIbXHU Oa
chOOIIIaBaT Ha MpHUTEXKATENsI Ha pa3penieHuero 3a ynorpeda wim Ha WMAJlL Bcuuku
MOJTyYEHU HEeXellaH! JICKapCTBEHU PeaKlUU Mpu ynoTpedaTa Ha JeKapCTBEHUS MPOAYKT,
IpUJarad U3BbH YCIOBUATA HAa pa3pellieHneTo 3a ynorpeoa.

(2) B cpobmienueTo mo ain. 1 3aabKUTENHO ce 0TOeNA3Ba, Ye TICKaPCTBEHUST
IPOAYKT Ce IpujIara U3BbH yCIOBUATA HAa Pa3pellIEeHUeTo 3a yrnoTpeoa.

Uin. 33. (Hos - JIB, 6p. 40 ot 2022 r.) Komucusra mo wi. 2660, ai. 2 ot
3JIITXM wnu 4iieH OT Hesl JOKYMEHTHpPA B UCTOPHS Ha 3a00JIIBAaHETO HA MAIIMEHTa BCEKH
eTamn OT HeTOBOTO JieueHue. EQukacHocTTa 1 6€301macHOCTTa IPH JIEYSHHE C JIEKApCTBEHUS
MPOJIYKT MO Wi. |1 c€ TOKyMEHTHPAT B EMUKPHU3aTa, KOSITO CE MOJIMUCBA U OT KOMUCHATA TIO
ui1. 2660, an. 2 ot 3JIIIXM.

JonbIHUTEIHN pa3nopendu

§ 1. (Hos - /IB, 6p. 84 ot 2019 r.) "I'pyna ot nauueHTH" € BCsAKa rpyna oT
OTJIEJIHU TAlMEHTH (T.€. I0BEYE OT €/IMH), KOUTO MOTaT Jla MMaT I10J13a OT JICYEHUETO Ha
OIPENIENIEHO CHCTOSTHHE.

§ la. (Ilpeaumen § 1 - JIB, Op. 84 ot 2019 r.) "JlekapcTBEH NMPOAYKT, KOHTO
HE Ce pa3MpoCTpaHsBa Ha OBITApCKUs Mazap" € JeKapCTBEeH MPOIYKT, 32 KOHUTO:

1. e nomaneno yBenomiieHue no wi. 54, ain. 2 - 4 3JIIIXM, nin

2. (mm. - [IB, 6p. 84 ot 2019 r.) HaAMa perenne Ha Harmonamuust chBeT 1Mo
IeHH W peuMOypcHUpaHe Ha JICKQpCTBEHUTE TMPOAYKTH 3a YTBBPXKIAABAHE WIIN
perucTprupaHe Ha IeHa.

3aK/II0YUTeHU pa3nopendu
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§ 2. (M3m. u gom. - 1B, 6p. 40 or 2022 r.) Ta3u Hapenba ce u3maBa Ha
OCHOBaHue 4wi. 9, wi. 266a, an. 4 u 5 u 4. 2660, an. 6 or 3aKoHa 3a JEKAPCTBEHUTE
MIPOJIYKTH B XyMaHHaTa MenuinHa U otMeHst Hapen6a Ne 2 ot 2001 r. 3a yciioBusTa u pena
3a JIeueHHe ¢ Hepas3pelIeHu 3a ynoTpedba B Pemybnuka brirapus nekapcTBeHH MPOAYKTH
(o6H., JIB, 6p. 6 ot 2001 1.; mom., 6p. 20 ot 2001 r.).

3aKII0YNTeHE pa3nopenoun
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2011 T. 3A YCJIOBUSATA U PEJIA 3A JIEHEHUE C
HEPA3PEIHIEHU 3A YIIOTPEBA B PEITIYBJIUKA BBJII'APUS
JIEKAPCTBEHHU ITPOAYKTHU, JEKAPCTBEHU INPOAYKTN,
INPUJIATAHM U3BBH YCIIOBUSATA HA PASPEIIEHUETO 3A
YINOTPEBA, U JIEKAPCTBEHMU ITPOAYKTHU 3A CbCTPAJATEJIHA
YIIOTPEBA, KAKTO U 3A YCJIOBUSATA U PEJIA 3A BKUIIFOYBAHE,
INPOMEHU, U3KITIOYBAHE U TOCTABKA HA JIEKAPCTBEHH
MNPOAYKTHU OT CIIUCBHKA 110 UJI. 266A, AJL. 2 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULITUHA

(OBH. - 1B, BP. 4 OT 2024 I'., B CUJIA OT 27.01.2024 T".)

§ 3. Hapenbara Bam3a B cuiaa 14 auu cien oOHapoaBaHeTo i B "JIbpikaBeH
BECTHHK".

IIpexoaHu U 3aKJIIOYUTETHN pa3nopendoun
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2011 T'. 3A YCJIOBUSATA U PEJIA 3A JIEYEHHUE C
HEPA3PEIIEHMU 3A YIIOTPEBA B PEIIYBJIUKA BbJIT'APUSA
JIJEKAPCTBEHHU ITPOAYKTH, JEKAPCTBEHMU MPOJAYKTH,
IMPUJIATAHU N3BBH YCJIIOBUSITA HA PASPEHIEHUETO 3A
YIHOTPEBA, U IEKAPCTBEHU ITPOAYKTHU 3A CbCTPAIATEJIHA
YIIOTPEBA, KAKTO U 3A YCJIOBUSATA U PEJIA 3A BKUIFOYUBAHE,
IMPOMEHMU, N3KJIIOUYBAHE U IOCTABKA HA JIEKAPCTBEHHU
MHNPOAYKTU OT CIIUCBHKA 11O UJI. 266A, AJL. 2 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - JIB, BP. 97 OT 2026 T

§ 16. 3anouHarure, HO HE3aBBPIIEHM KbM MOMEHTA Ha BIM3aHE B CHJIA Ha
HapeabaTra TPOILEIYypH IO JOCTaBKa Ha JIEKAPCTBEHH MPOJYKTH, C€ JOBBPIIBAT TIO
JIOCETAITHUS PEI.

§ 17. B cpok mo 2 mecenia ot oOHapoaBaHeTo Ha Hapenbara B "[IbpikaBeH
BECTHUK' JIeueOHHUTE 3aBEJCHIS 10 § 7 YTBBPKAABAT CTAHIAPTHU ONIEPATUBHU MPOIIEAYpHU
3a MoJIy4aBaHe, ChXpaHeHHE U OTITyCKaHe Ha JIEKaPCTBEHUTE MPOTYKTH.
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§ 18. Ilaparpad 10 Bnu3a B cuiia B CPOK 2 Mecema OT OOHAapOJIBaHETO Ha
HapenOaTa B "/[bpkaBeH BECTHUK'".

[Tpunoxxenne Ne 1 kpm ui. 5, an. 1

(M3wm. - IB, 6p. 90 ot 2019 r., u3m. u gom. - [IB, 6p. 97 ot 2026 1.)

(newebHo 3a6edenue, aopec)
I[TPOTOKOJI
3a peINMCBaHe Ha HEpa3pelleH 3a yoTpeda JIeKapCTBeH MPOAYKT/IIEKAPCTBEH MPOAYKT OT
CIIMCHKA IO wiI. 266a, an. 2 3JITIXM
1. me, npe3ume, haMuius, ITHKHOCT U CIICIIMAITHOCT Ha JICKAPUTE, MPEIITHCBALIH

JICKApCTBCHUA TPOAYKT:

2. Nme, npe3ume, haMuiiust ¥ JUTHKHOCT Ha apMalrieBTa 1 F0pHUCTa, KOUTO B3eMaT y4acTHE B
paboTara Ha KOMHUCHSITA:
a) ¢apmareBT

(6v3pacm, moueHn aopec, mene)oH 3a 8pv3Ka)
4. KpaTtka aHaMHe3a U CTaTyc:
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5. 3abonsBaHe 110 MEXIYHAPOJICH KO HA 3a00JIsIBAHUATA:

7. llpeanucBaHeTo HA/POABIKABAHETO HA JICYCHUETO C JIGKAPCTBEHUS MPOJIYKT C€ Hajara
0] 07211 1 SO ORI SRRPRUP

(MeACOYHAPOOHO HenamenmHoO HAUMEHOBAHUe HA AKMUBHOMO 8euecmso, leKapcmseena opma,
mepanesmuien pexcum)

(MBP2OBCKO HAUMEHOBAHUE HA JEKAPCMEEHUSI NPOOYKNI, U0 HA JIeKaApCmeeHama gopma u
Koju4ecneo Ha aKkmueHonio 6euiecmeo 6 6030641 edumma, Kojauuecmeo 6 edHa 07’1617('067('61)
9. Heo0X0AMMO KOJIUYECTBO:

(bpotui onaxoexu ¢ yugpu u dymu)
10. JIuie, K0€To 11 U3BBPIIN JOCTABKATA Ha JICKAPCTBEHUS TPOJIYKT:

(ume, adpec, meneghon)
3abenexcku:
1. Korato mpoTOKOIBT ce u3/1aBa 3a MOBEYE OT €MH MaIueHT, HHpopManusITa mo T. 3 - 9 ce
MIOTTBJIBA 32 BCEKH MAITUEHT IMOOT/IEITHO.
2. [Ipu noneiBaneTo Ha nHMopmanusTa o T. 8 - 10 3aABHKUTETHO yyacTBa GapMalieBT.

Komucus:
1.

(noonuc)
2.

(noonuc)
3.

(noonuc)
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(noonuc)
5.
(noonuc)
YTBBpKIABAM:
(mpume uUMeHa HA PLKOBOOUMEA HA leYeOHOMO 3a8edeHue)
Iloxmuc
Ileuar

OTtmycHait:
(ume, hamunus, OnvocHocm)
IToanuc
[Homyyun
(ume, pamunus, oannu, 1.K. No)
IToanuc
Hara

[Tpunoxenne Ne 2 kbMm 4. 6, ain. |

(Uzm. - IB, 6p. 90 ot 2019 1., u3m. - IB, 6p. 97 o1 2026 T.)
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(neuebHo 3asedenue, aopec)
ITPOTOKOJI
3a OCUTYpsIBaHE Ha HEpa3pelleH 3a ynorpeda JeKapCTBeH MPOyKT/IEKAPCTBEH MPOIAYKT OT
cruchKa 1o wi. 266a, ain. 2 3JIIIXM, koiiTo na Ob/ie Ha Pa3oNIOKEHNE B JIEYEOHOTO 3aBEICHNE
IIPY HEOOXOAMMOCT OT IPUJIaraHe Ha KOHKPETSH/HH MAIlUeHT/U
1. Nme, npesume, pamMuius, IIBKHOCT U CIICHUATHOCT HA JIEKApUTe, MPEAITHUCBAIITN

JIEKApCTBEHMS IPOIYKT:

2. Nme, nipesume, haMuIvsl B JUTHKHOCT Ha papMaIrieBTa ¥ FOPHUCTa, KOUTO B3eMaT y4acTHE B
paboTaTa Ha KOMUCHSITA:
a) apmarneBT

3. O60cHOBKa HA HEOOXOAMMOCTTA OT IOCTaBKa Ha ChOTBETHHSI JIEKAPCTBEH MPOAYKT,
KOJIMYeCTBaTa M MepHo/ia, 3a KOMTO ce OTHACST, C OTJIe]] ISHHOCTTA, BIIMCAHA B Pa3pPEIICHUETO
3a OCBIIECTBSIBAHE Ha JieueOHa JEHMHOCT Ha JIeueOHOTO 3aBeeHue mo 4. 48, ain. 3 ot 3akoHa 3a
JIEYeOHHUTE 3aBEACHUS Ha JIEUEOHOTO 3aBEACHUE:
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(MeAHcOYHapoOHO HenameHmHoO HaUMEeHOBAHUEe HA AKMUBHOMO 8eujecmao, leKapcmeena gopma,
mepaneemuien pexcum)

(Mbp206CKO HAUMEHOB8AHUE HA JIeKapCmeEeHUs nNPoOYKm, 8U0 HA JeKapcmeeHama hopma u
KOIUY4eCcmeo Ha AKMUBHOMO 8eujecmao 8 003084 eOUHUYA, KOIUYECmE0 8 eOHA ONAKOBKA)
7. Heo0x01uMo KOJIMYECTBO 3a Mepuoia:

(bpoui onakoexu ¢ yugpu u oymu)
8. JIuite, KOETO 1€ U3BBPIIHU JOCTABKATA HA JICKAPCTBEHUS MPOIYKT:

(ume, adpec, menedon)
3abenexcku:
1. Ilpu momreyiBaHeTO HA MHPOPMALIKATA 110 T. 6 - § 3aABIDKUTEITHO y4acTBa (papMarieBT.
2. KoraTo 1ekapCTBEHHUSAT MPOIYKT € MPUIIOKEH TPH TTOBEYE OT €IMH MMalUeHT, JaHHUTE Ha
MAIMEeHTUTE U HH(POPMAIUATA 32 TPUIIOKEHOTO MPH BCEKU OT TSAX KOJIMYECTBO CE MOCOYBAT

MOOTAEIHO.

Komucus:
1.

(noonuc)
2.

(noonuc)
3.

(noonuc)
4.

(noonuc)
5.

(noonuc)
YT1BBpKIaBAM
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(mpume umeHna Ha poKOBOOUMEsL Ha leYeOHOMO 3a8edeHie)

(ume, pamunus, ONvLIHCHOCH)
TIOAIHC: ..o

[Tpunoxxenne Ne 3 xbm ui. 30, ain. 1

(Hogo - ZIB, 6p. 40 ot 2022 ., u3m. - [IB, 6p. 97 ot 2026 1.)

(reuebno 3asedenue, aopec)
ITPOTOKOJI
3a TIpEIMUCBaHE Ha JICKAPCTBEH MPOYKT, PUJIarad M3BbH YCIOBUATA HA Pa3pEIICHUETO 3a
ynorpeba
1. ime, ipe3ume, haMUIIHS U JUTHKHOCT Ha JICKApHUTE, MPEANUCBAIIH JTEKAPCTBEHHS TPOTYKT:

(ume, npesume, hpamunus na nayuenma)
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(6v3pacm, mouen adpec, menedon 3a 6pv3Ka)
3. KpaTka anaMHe3a U CTaryc:

6. [IpennucBaneTo Ha JieKapCTBEHUS IPOAYKT U3BBH YCIOBUSTA HAa pa3pellieHueTo 3a ynorpeda
ce Hajiara nopajau:

(mearcoynapoono nenamenmuo HAUMEHOBAHUE HA AKMUBHOMO 8eUeCmB0, 1eKapcmeena gopma,
mepanesmuieH pexcum)

(mwvpeoscko Haumenosanue Ha 1ekapcmeenuss NPOOYKM, U0 HA JIeKAPCMEEeHAMAa Gopma u
Koju4vecneo Ha akKmueHono 6euiecmeo 6 0030864 edumma, KOJIUYecmeo 6 eona OI’ZCZKOGKCI)
8. TepaneBTHYEH PEKUM:

(6poti onaxosxu ¢ yugppu u oymu)
10. JIune, K0oeTo 111e N3BbPIIN JOCTaBKaTa Ha JIEKApPCTBEHUS IPOIAYKT:

(ume, aopec, meneghon)
3abenexcka. llpu nombiaBaHETO HA HUHPOPMALIUSTA TI0 T. 7 - 9 3aIBHKUTEIIHO y4acTBa

¢bapmarieBT.

Komucus:

TP PP PSSR PPRPPP
(noonuc)

T T TSRO PSP TP PPPOTRRPP
(noonuc)

K T TSP U PO URT PRSP
(noonuc)

YT1BBpKIABAM:

(mpume umena Ha pvkogooumens Ha 1e4eOHOMO 3a6edeHue)

T IIIIHIC: .ot e e e et e e e e e e e e e e e e e e e e e e e e e et e e e e e e e reaarearerbarearens

| (S5 1 PR PUPRP PRI

OTITYCHATO KOJTHUECTBO: ..uvvvteeesuurreeessureeeesanssneesassseeessnnsseessssssseessssseesssmssseesssssseessnnsseesssnsseesesnnnnns

L0 10117025 1) TP PPRTOPRTPP

(ume, pamunus, onvorcnocm)
| 001110 (GO PP
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|1 (14 101 PP PPPPPPRT
(ume, pamunus, oannu, 1. K. No)

1503105 8 (S

B B - PP EPPP TP
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