HAPEJBA Ne 10 OT 17 HOEMBPH 2011 T. 3A YCJIOBHUSITA 1 PEJIA 3A
JIEYEHUE C HEPA3PEIIIEHM 3A YIIOTPEBA B PEITYBJINKA
BBJTAPUS JEKAPCTBEHM IMPOJIYKTH, JEKAPCTBEHU MPOJIYKTH,
MMPUJIATAHM U3BBH YCJIOBUATA HA PASPEHIEHUETO 3A
YIIOTPEBA, M IEKAPCTBEHU MMPOJIYKTH 3A CHhCTPAJIATEJTHA
YIIOTPEBA, KAKTO Y 3A YCJIOBUSITA U PEJIA 3A BKJIIOUBAHE,
IMPOMEHM, U3KJIOUBAHE 1 JTJOCTABKA HA JIEKAPCTBEHU
MPOJYKTH OT CIIACHKA MO YL 266A, AJL 2 OT 3AKOHA 3A
JEKAPCTBEHUTE MPOJYKTH B XYMAHHATA MEJUIIAHA (3ATJIL.
JIOIL. - 1B, BP. 84 OT 2019 T., JIOII. - IB, BP. 40 OT 2022 T.)

H30a0ena om munucmuvpa Ha 30paseonazeanemo

Oo6n. JIB. 6p.95 om 2 oexemspu 201 12., oon. /[B. 6p.24 om 12 mapm 2013e., usm. /IB. 6p.25 om
26 mapm 20192., usm. u don. /[B. 6p.84 om 25 oxkmomepu 2019e., usm. u oon. /JAB. 6p.90 om 15 noemsepu
20192., usm. u oon. /{B. 6p.40 om 31 maii 20222., usm. u oon. /{B. o6p.4 om 12 aunyapu 2024e.

Paznen 1.
OO0 MOJI0KEeHU A

Un. 1. (1) C ta3u Hapenba ce ypexaaT yCIoOBUATA U PEAbT 3a:

1. meyeHne Ha KOHKPETEH MAallMEHT C HepaspelleHu 3a ynoTpeba B PemyGmuka bwarapus
JIEKapCTBEHH MPOYKTH, TOCTABEHHU IO CIIEIMAIHA TOPBhYKA HA JIeueOHO 3aBe/ieHre 3a OOTHIYHA TTOMOIIL;

2. BKJIIOUBAHE, IPOMEHU, U3KJIIOYBAHE U JOCTABKa HA JIEKAPCTBEHU MPOIYKTH OT CHHMCHKA I10 YJl.
266a, an. 2 ot 3aKoHa 3a JICKapCTBEHUTE MPOAYKTH B XymMaHHaTa meauiuHa (3JIIIXM);

3. (noBa - JIB, Op. 84 ot 2019 r.) neyenue Ha rpymna OT MAIMEHTH C JIEKAPCTBEH NMPOIYKT 3a
chCcTpajarenHa ymnoTpeba mo cmuchia Ha wi. 83 ot Permament (EO) No 726/2004 na Epomneiickus
napiaameHT ¥ Ha CwBera or 31 mapt 2004 r. 3a ycraHoBsBaHE Ha mpoueaypu Ha OOIIHOCTTa 3a
paspeliaBaHe U KOHTPOJ Ha JIEKapCTBEHU NMPOAYKTU 32 XyMaHHa M BETEpUHApHA yNoTpeda U 3a Ch3/AaBaHe
Ha EBpomneiicka arenmus no aekapcrsara (OB, L 136, 30.04.2004 r.), HapuyaH mo HaTaThK "PeriameHTt
(EO) Ne 726/2004";

4. (moBa - JIB, Op. 40 ot 2022 r.) monydaBaHe Ha WHGOPMHUPAHO CHIIACHE OT IMAIMEHTA 3a
JIeueHHe C paspellleH B CTpaHaTa JIEKAPCTBEH NMPOIYKT, NMPHUJaraH W3BbH YCIOBHATA HA Pa3pelIeHHueTo 3a
ynoTpe0a, B cirydauTe 1o wi. 2660, an. 1 ot 3JIIIXM, npocneasiBane u JOKYMEHTHpPaHE Ha JICYCHUETO U Ha
0e30MmacHOCTTa U e(pUKACHOCTTA HA JIEKAPCTBEHUS MPOAYKT.

(2) (dom. - JIB, 6p. 84 ot 2019 r.) Ilo pena Ha Ta3u Hapeaba morar Jia ce MPEINUCBAT CaMo
JIEKapCTBEHHU MPOAYKTH, KOUTO C€ OTIMYCKAT MO JIEKAPCKO MPEANUCAaHUE B CTpaHaTa, B KOSITO ca pa3pelieHH
3a ynorpeba, OCBEH B cirydauTe 1o an. 1, 1. 3.

(3) He ce pa3pemaBa jocraBka IO peaa Ha Ta3W Hapeada Ha HepaspelieHu 3a yrnorpeda
JICKapCTBEHH MPOIYKTH, aKO B CTpaHaTa MMa pa3pellieH 3a ynorpeda JIeKapcTBEH MPOAYKT 3a ChIIOTO
3a00JIIBaHE WM MHAMKAIMM, ChC CBILOTO MEXAyHapoAHO HenmaTeHTHO HamMmeHoBaHue (INN), Bun Ha
JeKkapcTBeHara (hopMa U KOJIMYECTBO HA aKTUBHOTO BEIIECTBO B 1030Ba €MHULIA.
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Uin. 2. (1) JlekapcTBeHu mpoaykTu mo wi. 1, T. 1 Morar j1a ce npeanucBar, ako ca pa3pelieHu 3a
ynotpeba B Ipyrdl Abp>KaBH U JICYEHUETO C pa3pelieHuTe 3a ynorpeda B PemyOnuka bbiarapus nexkapctsenu
MIPOJYKTH € HEBB3MOXKHO WIIH € O6e3 pe3ynrar.

(2) (U3m. - ]IB, 6p. 4 ot 2024 1., B cuiia ot 27.01.2024 r.) JlekapcTBeHU POIYKTH MO 4. 1, a.
I, T. 2 mMorar Ja ce MpeaNuUCBaT, ako ca paspelieHu 3a ynoTpeba B Pemybnuka bearapus, B appxaBa -
yieHka Ha EBpomeiickus cbi03, HO HE C€ pa3NpoCTpaHsBAT Ha OBJrapCKus Ma3ap W JICYCHUETO Ha
ChOTBETHOTO 3a00JsiBaHe € 0e3 antepHaTHBa B PemyOnuka boiarapus.

(3) (Homa - /1B, 6p. 84 ot 2019 r.) JlekapcTBeHuTe MpOAyKTH 1Mo 4wi. 1, anm. 1, T. 3 Morar na ce
Mpujiarat, ako OTrOBapsAT Ha M3MCKBaHUATA Ha wi. 3, maparpadu 1 u 2 Ha Permament (EO) Ne 726/2004
camo 3a MOKa3aHusITa, MOCOYCHH B 3asBIeHUETO 1o Wwi. 6 oT Permament (EO) Ne 726/2004 wnu B omo0peHust
MPOTOKOJ Ha KJIMHUYHOTO U3MUTBAHE.

Peoaxyus kom /B, 6p. 84 om 25 Oxmomepu 2019 2.

Yn. 2. (1) Jlekapcmeenu npodykmu no un. 1, m. 1 moeam oa ce npeonuceam, ako ca paspeuieHu 3d
ynompeba 6 Opyeu Owpocasu U JedeHuemo ¢ paspewieHume 3a ynompeba 6 Penyonuxa buvreapus
JIeKApPCMEeHU NPOOYKMU € HeGb3MOJICHO Ul e 6e3 pe3yiman.

(2) Jlexapcmeenu npodykmu no ui. 1, m. 2 moeam da ce npednuceam, aKo ca paspeuienu 3a ynompeoa 6
Penybnuxa Bvreapus u 6 Owpocasa - urenxa Ha Eeponeiickus cvios, He ce pasnpocmpanasam Ha
OBI2apCKUsl NA3ap U IeYeHuemo Ha CbOmeemHomo 3abonssane e bes armepramuea 6 Penybnuxa Bvieapus.
(3) (Hosa - /IB, 6p. 84 om 2019 2.) Jlexapcmegenume npodykmu no 4. 1, ar. 1, m. 3 moeam oa ce npuiazam,
ako omeosapsm Ha usuckeanusma Ha 4i. 3, napaepagu 1 u 2 na Pecramenm (EO) Ne 726/2004 camo 3a
NOKA3aHUAMA, NOCOYeHU 8 3aseienuemo no yi. 6 om Peenamenm (EQ) Ne 726/2004 unu 6 0dobpenus
NPOMOKOJL HA KIUHUYHOMO U3RUMBAHE.

Y. 3. (1) (Hom. - IB, 6p. 84 ot 2019 r., usm. - [IB, 6p. 40 ot 2022 r.) JIeueOHUTE 3aBeieHUS 32
OOJIHMYHA MTOMOIIl MOTaT Ja ce CHaOAsBAT C JIEKapCTBEHU MPOAYKTH 1o wi. 1, an. 1, T. 1, 2 u 4 u koraro ca
OCHUTYPEHHU B W3ITBIIHEHHE Ha JCHCTBAIM B CTpaHaTa MEXIYHAPOAHW W HAIIMOHAIHHU TPOTPaMU WK OT
MEXyHapOAHa OpraHU3alMsl, KOsITO €IMHCTBEHA MOXKE J]a OCUTYPH ChOTBETHHS MPOAYKT.

(2) (Hom. - 1B, 6p. 84 ot 2019 ., m3m. - [IB, 6p. 40 ot 2022 r.) JIeueOHuUTE 3aBeACHUS 110 ai. |
MorarT Jia ce cHabsBaT C JeKapCTBEHU MPOAYKTH mo ui. 1, an. 1, 1. 1, 2 u 4 oT Bceku THpProsel Ha eapo ¢
JICKapCTBEHHU TPOIYKTH, MPHUTEKABAI] pa3pelleHre 3a ThProBUS HAa €Apo, MOJyueHO IO pela Ha TiiaBa
neseTa oT 3JITIXM.

(3) (dom. - /1B, 6p. 84 ot 2019 1., u3m. - JIB, Op. 40 ot 2022 r.) [locTaBKaTa Ha JIGKAPCTBEHUTE
NpoAyKTH 1o ui. 1, an. 1, 1. 1, 2 u 4 ce ypexna oT pbKOBOIUTENS HA JIEYEOHOTO 3aBe/ICHUE.

Ui 3a. (Hos - JIB, Op. 24 ot 2013 r.) (1) 3a ocbliecTBsABaHE HA IPUETU HALIMOHAJIHU IIPOrpaMu
U B CJIydyail Ha MOTPEOHOCT OT Hepas3pelIeH 3a yrnorpeda B CTpaHaTa JEKapCTBEH MPOAYKT M3ITBIHUTEIAT Ha
nporpamara cjiej chriacyBaHe ¢ M3mbIHUTENHATa areHIus 10 JeKapcTBaTa MpaBd MOTUBUPAHO MCKAaHE JI0
MHHHCTBpPA Ha 3/IpaBeONa3BaHETO, KOMTO B3eMa PEIICHHE 32 N3MBIHEHNE HA TIOTPEOHOCTHTE B KOHKPETHATA
porpama, KaTo ocoYBa KpaiHUTE MOTyYaTeIn Ha JIEKAPCTBEHUS MPOIYKT.

(2) B cayyaute no an. 1 TbproBeusT Ha €1pO JTOCTABS JIEKAPCTBEHUTE MPOAYKTH IO ChOTBETHHUS
MOJTy4aTell ChITIACHO PEIICHUETO Ha MHHUCTHPA Ha 3[paBeoIa3BaHeTo.

Pazpea I1.
IIpeanucBaHe n MoJiy4yaBaHe HA HePa3pellIeHH 32 YNoTpelda JJeKapCTBEeHH MPOAYKTH
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Un. 4. (1) (Hom. - B, 6p. 90 ot 2019 r.) Hepaspemienn 3a ynorpeda JIeKapCTBEHU MPOAYKTU
MoraT Jia ce IpPEeANHCBaT OT KOMUCHUS OT TPHUMA JIEKapu OT ChOTBETHOTO JICUEOHO 3aBe/ICHUE 32 OOTHHYHA
MOMOII, TIOHE €IMH OT KOWTO € C MpHU3HaTa CHeIHaTHOCT Mo mpoduia Ha 3adonsBaHeTo. B paborara Ha
KOMHCHSITA YIacTHE B3eMaT U ()apMaIeBT U IOPUCT.

(2) (Hom. - B, 6p. 90 ot 2019 r.) PrrkoBoauTensT Ha Ne4eOHOTO 3aBeleHUE 32 OONHUYHA
TIOMOIII OTIPEJIEIISI ChC 3aMlOBE]] ChCTaBa HA KOMUCHSATA, KaKTO U (hapMaIieBTa U FOpUCTa 1o ail. 1.

Un. 5. (1) (U3m. - [IB, 6p. 90 ot 2019 r.) Komucusta no 4. 4, ain. 1 npeanucsa Hepa3pemieH 3a
ynotpeda JeKapcTBEH MIPOAYKT 32 KOHKPETEH/HU MALMEHT/H C IPOTOKOJ ChITIACHO NpuiiokeHue Ne 1.

(2) KpM mpoTokona ce mpuiara HUCMEHO MH(POPMHMPAHO ChIJIacCM€ Ha MalueHTa (pOIUTed,
HACTOWHUK), MOJIy4E€HO IO pefa Ha wi. 87 - 89 oT 3akoHa 3a 3/IpaBeTo, Ye € ChIJIaceH Aa ObJe JEeKyBaH ChC
CbOTBETHUS HEpa3peLIeH 3a ynoTpeda JIeKapCTBEH MPOIYKT.

(3) Komucusra ompenenss HEOOXOIUMHUTE KOJIMYECTBA OT JIGKAPCTBEHUS MPOIYKT CIOPE
IPOABIKUTETHOCTTA HA JICUEHUETO Ha MAllMeHTa, HO HE MOBeYe OT TepaleBTUYHATa /103a 33 TPUMECEUHO
JIeUCHHE.

(4) IIpu HEOOXOAUMOCT OT MPOIBIKABaHE HA JICUEHUETO 3a MOBEUE OT TPU MECela Ce ChCTaBs
HOB ITPOTOKOJI IO pejia Ha TO3U pa3Jiel.

Y. 6. (1) (M3m. - JIB, 6p. 90 ot 2019 r.) Komucusra o wi. 4, ain. 1 Moke J1a B3eMe pelieHne 3a
OCUTYpsSIBaHE Ha HEpa3pelIeHu 3a ynorpeda JeKapCTBEHM MPOIYKTH, KOMUTO Jla ca Ha Pa3MOJIOKEHUE B
Je4eOHOTO 3aBEICHHE MPU HEOOXOAUMOCT OT IpHJIaraHe MPH KOHKPETCH/HW TAIlMeHT/H C TPOTOKOJ
CBITIACHO MpuitokeHue Ne 2.

(2) Komucusita ompenesiss HEOOXOIMMHUTE KOJIMYECTBA JICKAPCTBEHU MPOAYKTH 3a OMpeecH
MepHuo OT BpeMe choO0pa3Ho mpoduia Ha JeueOHOTO 3aBeeHHE, HO 3a HE TIOBeUe OT TPU Mecela.

(3) IIpu HEOOXOIUMOCT OT JIEKAPCTBEHU MPOIYKTH 3a MOBEYE OT TPU Mecella Ce ChCTaBsl HOB
MIPOTOKOJI TIO peJia Ha TO3U pa3zed.

(4) IlpwiaraneTo Ha JIEKApCTBEHU NMPOIYKTH, OCUTYpEHH IO pena Ha an. 1 - 3, ce u3BbpIiBa
cien MICMEHO H(OPMHUPAHO ChIIacHe Ha ManueHTa (POaUTeN, HACTOWHHUK), TIOJYYEeHO 1O peaa Ha 4. 87 -
89 or 3akoHa 3a 31paBeTO, Ye € ChIVIAaceH Ja ObJe JEeKyBaH ChC CHOTBETHHS HEpas3pelleH 3a ymnoTpeba
JIEKapCTBEH MPOIYKT.

Un. 7. (1) Ilporokonure mo wi. 5, an. 1 1 mo 4. 6, an. 1 ce U3roTBAT B TPU €K3EMIUISIpA U Ce
YTBBp)KJaBaT OT PbKOBOAMUTEINS Ha JIe4eOHOTO 3aBeeHHe. EAUHUAT eK3eMIUIsIp ce ChbXpaHsABa B JIe4eOHOTO
3aBeJIeHHEe, BTOPHAT EK3eMIULIp ce H3mpaiia Ha V3nmbianurenHara areHuus no JjekapcrBata (MAJD), a
TPETUSIT EK3EMIUIIP € MpeAHa3HAuEH 3a MAIMeHTa, ChOTBETHO 3a alTeKaTa Ha JIedeOHOTO 3aBe/ICHUE.

(2) Konime ot mpoToKoJ1a ce mpujiara ¥ KbM JOCHETO Ha MalUEHTA.

Y. 8. (1) (U3m. - JIB, 6p. 90 ot 2019 r.) MU3nbaHuTeIHATa areHIUs 10 JIeKapCcTBaTa ChIilacyBa
MIPOTOKOJUTE B CPOK J0 3 pabOTHM THU OT MOJYyYaBAHETO UM M MHPOPMHUPA JTUIATA, KOUTO 1€ OCHIIECTBAT
JOCTaBKaTa, WM TIPAaBU MOTHBHPAH OTKa3.

(2) V3npnHuTenHaTa areHIuUs IO JieKapcTBaTa IMpaBM MOTHBHpAH OTKa3, ako Qopmara Ha
MTPOTOKOJIUTE HJTH JICKAPCTBEHUTE MPOJTyKTH HE OTTOBAPSIT HA U3NCKBAHMITA HA Hapeaoara.

(3) Otka3bpT Mo an. 2 moAJiekH Ha oOXallBaHe MO pelna Ha AJMUHUCTPATUBHOINPOIIECYATHUS
KOJIEKC.

(4) (Hom. - 1B, 6p. 90 ot 2019 1.) [IpoTOokoauTe 1o wi. 5, an. 1 u mo 4. 6, an. 1 ca BamuaHU 32
CPOK OT TPH Mecela.
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Yn. 9. UsneiaauTEIHATA arcHuus 110 JeKapCTBaTa BOJAU CIIMCHK Ha ChIIaCyBAaHUTE IIPOTOKOJIN 3a
AOCTaBKa Ha HCPA3PCIICHU 3a yHOTpe6a JICKAPCTBCHU NPOAYKTH.

Yn. 10. (1) JleueOHOTO 3aBefcHME, M3/1aI0 MPOTOKOJIA 32 JICUCHUE C HEpa3pellIeH 3a yrnoTpeda
JIEKapCTBEH MPOJIYKT, IMOJTyYaBa U ChXpaHsIBa JICKAPCTBEHUS MPOAYKT B anTekara Ha JIe4eOHOTO 3aBeICHHE.

(2) (Hdom. - 1B, 6p. 90 ot 2019 r.) B cny4anTte mo 4. 5, an. | marueHThT MoJyvyaBa OMMCaHUs B
MPOTOKOJIA JIEKAPCTBEH MPOAYKT OT amTekara Ha JiedeOHOTO 3aBeneHue. [lomyuaBaHeTo Ha JEKapCTBEHUS
MIPOJYKT C€ BITUCBA B €K3eMILISIpa OT MPOTOKOJIA, KOHTO CEe ChXpaHsBa B aliTeKaTa Ha JIeYeOHOTO 3aBE/ICHHE.

(3) (dom. - JIB, 6p. 90 ot 2019 r.) B cnyuaute mo 4. 6, an. 1 OTMyCKaHETO W MPUIATAaHETO HA
JIEKapCTBCHMSI MTPOAYKT HA BCEKW KOHKPETEH MAIlMEHT C€ BIHCBA B €K3EMIUISpPA OT MPOTOKOJA, KOHTO ce
ChbXpaHsBa B allTeKaTa Ha JIeYeOHOTO 3aBEJICHHUE.

Un. 11. Koraro mpeamnvcad 3a KOHKPETEH MAlUEHT HEpa3pelieH JIEKAPCTBEH MPOAYKT HE €
H310JI3BAH 3a JICHCHUCTO MY, TOH MOXKeE aa 6’[:,[[6 H310JI3BAH 3a JICHCHUCTO Ha APYyr HAOHUCHT CJICH
MIPENMCBAHETO MY 10 pPelia Ha TO3U pa3jed.

Un. 12. Ilpu mocraBkaTa Ha HEpas3pelIeHU JIEKAPCTBEHU MNPOAYKTH THProBEIBT Ha €IpO
MPeIOCTaBs Ha amnTeKkaTa MapTUACH cepTU(UKAT 32 KaUeCTBO, CbOTBETHO cepTHU(UKAT 32 0OCBOOOXK/1aBaHE Ha
MapTU/IaTa HA JICKAPCTBEHUS MPOIYKT.

Yn. 13. (Hom. - B, 6p. 84 ot 2019 r.) [Ipu npennucsaHe, mojdy4aBaHe M JOCTaBKa Ha
HEepa3pelIeH! JEeKapCTBEHU NPOAYKTH, ChIbpPKAIlM HAPKOTUYHHM BEILIECTBA, C€ Cla3BaT M3HCKBAaHUATA Ha
3aKkoHa 3a KOHTPOJI Ha HAPKOTHUYHUTE BemiecTBa U npexkypcopute (3KHBII).

Ui 14. 3a u3nbiiHeHHe Ha 3aabbkeHusATa 110 wi. 183 3JIIIXM pbKOBOAMUTENAT HA JIEYEOHOTO
3aBeJICHUE, B KOETO Ca W3/aJ€HHW MPOTOKONM MO ui. 5, an. 1 u mo wi. 6, an. 1, ch3maBa yclioBus 3a
Mpociie/iiBaHe Ha 0€301TaCHOCTTA Ha JIGKAPCTBEHUTE MPOIYKTH.

Un. 15. JIokymeHTHTE, CBBp3aHH C OTIyCKaHE Ha HEpa3pelIeHH 3a ynorpeda JeKapCTBEHH
IIPOAYKTH, C€ ChXpaHsBAT B alTeKaTa Ha JIe4yeOHOTO 3aBe/IeHHE 3a CPOK MET T'OANHHU.

Y. 15a. (Hos - IB, 6p. 90 ot 2019 r.) (1) PprkoBoguTENAT HA I€4eOHOTO 3aBEICHHE BHBEXKA,
KOHTPOJIMpPA M OTTOBAps 3a CIA3BaHETO Ha pell 32 OCUTypsBaHE Ha HEOOXOIUMHTE JIEKAPCTBEHU MPOIYKTH
[0 TO3U pa3jiell, KaTO OCBIIECTBSIBA KOHTAKT C ThPrOBLUTE Ha €IpO M C JAPyTrUTe JIeUeOHHU 3aBEe/ICHUS B
CTpaHaTa 3a OCUTYPSIBAaHE HAa CbOTBETHHUS JIEKAPCTBEH MIPOIYKT.

(2) IIpu HEBB3MOKHOCT J1a OBJIC OCUTYPEH JIEKAPCTBEH MPOTYKT PHKOBOIUTEINAT HA JICUSOHOTO
3aBesieHUE He3a0aBHO MHGOPMUPA MHUCMEHO 32 TOBa MUHUCTEPCTBOTO HA 3paBeONa3BaHETO, KaTO MOCOYBa
MIPEANPUETUTE JEHCTBUSA.

(3) B ciywante mo an. 2 MUHHUCTEPCTBOTO Ha 3ApPaBEOIa3BaHETO MpEANnpueMa JICUCTBHS IO
cbOupaHe Ha HeoOxoaumara nHpopMalms OT cbOTBETHUTE opranu u juna - UAJI, HCIPJIII, TeproBuu Ha
€/1po, MPOU3BOJUTENN HA JIEKAPCTBEHU NPOAYKTH, MPUTEKATEINW Ha paspelleHus 3a ynorpeda, jiedeOHU
3aBEACHUS, UYXICCTPAHHM OPraHH, EKCHEPTHH CHBETH IO MEIMUIMHCKU CIEUUATHOCTH WIA OTACIIHU
MEIUIMHCKN JAEWHOCTH, MEIULUHCKU CIEHUAINCTU U JPYTH, C OrJIe] MPEoaosIBAaHE NPU BB3MOXKHOCT Ha
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IMPCUYKUTC 3a OCUT'YPABAHC HA JICUCHUCTO HA MallMCHTA.

Yn. 156. (Hos - [IB, 6p. 4 ot 2024 1., B cuna ot 27.01.2024 r.) (1) JlocraBkaTa Ha Hepa3pelieH!
JIEKapCTBEHH MPOAYKTH 10 Wwi. 1, ant. 1, T. 1 ce n3BbpIIBa U MpH cria3BaHe Ha CJICTHUTE U3UCKBAHUS:

1. mpu n3bopa Ha THProBel] Ha PO C JEKAPCTBEHH MPOAYKTH U HEOOXOAUMOTO KOTUYECTBO OT
JIEKApCTBEHHS MPOJIYKT KOMHCHsATA 10 4i. 4, ai. 1 B3ema mpeaBua MOMEHTa, B KOWTO Clie/iBa /1a 3allO4He
TepanusTa u Kypca Ha JICUCHHE;

2. odepTu ce cpOUpaAT Upe3 MPEroBOPH M WHAMBHUIYATHHM MOKAHU KbM THPTOBIHM Ha €IpO C
JIEKapCTBEHH IMPOJYKTH, NMPUTEKABAIM pa3pellIeHre 3a THProBUS Ha €lIpo, MOJY4YeHO IO pela Ha IJaBa
nesera oT 3JIIIXM, u upe3 mokaHa Ha MHTEPHET CTpaHMIIATa Ha JIEYEOHOTO 3aBEJCHHE 3a NpEACTaBsSHE
oepTH, KOSITO MOXKE /1a OBJIE C TIOCTOSTHEH XapaKTep.

(2) Odeprara mo an. 1, T. 2 MOXe Ja ce MPEJCTaBH U MO €IEKTPOHEH BT MPHU YCIOBUATA U IO
pena Ha 3aKoHa 32 €JICKTPOHHUS TOKYMEHT U €JIEKTPOHHHUS MOJITHUC.

(3) He momyiexxat Ha pasriexaane opepTu, KOUTO HE OTrOBapsST HA M3MCKBAHUATA Ha IMOKAHATA
3a opepTa WK ca ¢ U3TEKJIA BAIUIHOCT.

(4) Ilpu n30opa Ha THProBell Ha €IpO C JIEKAPCTBEHU NPOAYKTH OCBEH IpeJjiaraHa IlieHa
KOMHCHATA MOXE Ja O00ChXkKIa W ChoOpaszsBa M JpYyrM aclekTd Ha odepTure, KOMTO Ca CBBP3aHHU C
OpraHu3aIysITa Ha JOCTaBKAaTa WM KAa4eCTBOTO, 0E30MacHOCTTA W/WIHM €(PHKACHOCTTAa HAa JICKApCTBEHHS
MPOIYKT.

(5) U300pbT Ha THpProBel Ha €ApO C JIEKAPCTBEHU IPOJIYKTU HA JIEKAPCTBEHUS IMPOAYKT U
HE0OXOUMOTO KOJIMYECTBO, MPEIMET Ha JOCTaBKaTa, ce Mpeajarar oT KoMucusta mo 4i. 4, an. 1 u ce
BIIMCBAT B IPOTOKOJA MO Wi. 5, ant. 1 wnm wi. 6, an. 1.

Yn. 158. (Hos - IB, 6p. 4 ot 2024 r., B cuna ot 27.01.2024 r.) (1) Ilpu numca Ha neiicTBaiio
PaMKOBO criopa3yMeHrne Ha MUHUCTEPCTBOTO Ha 3/paBEOINa3BAHETO 3a JICKAPCTBEHHU MPOAYKTH 1O 4. 266a,
an. 1 ot 3JIIIXM chmute ce J0CTaBsAT 0 JIeueOHNUTE 3aBEACHUS 0 peaa Ha 4. 150.

(2) lIpu nHanuumMe Ha AEHCTBAIIO PaMKOBO CHOpa3syMeHHE Mo an. | jeyeOHuTE 3aBeeHHS ce
CHAO/ISIBAT C JIEKAPCTBEHU MPOIYKTU 0 wi. 266a, an. 1 ot 3JIIIXM mo pena Ha paMKOBOTO CIIOpa3yMeHHe
WIM 0 TMO-HUCKaTa IIeHa W3MEXIy IeHaTa, MOCTUTHAaTa MpH YCIOBUATA U IO peAa Ha PaMKOBOTO
criopa3yMeHHe, U IIeHaTa, TIOCTUTHATA OT JICYeOHOTO 3aBE/ICHUE B MPOIIEAypa 3a Bh3jaraHe Ha OOIIeCTBeHA
MopbyKa 1o wi. 266a, ain. 5, T. 1 ot 3JIIIXM.

Paspneu I11.
Ycii0BuA M pell 32 BKIKYBaHe, IPOMEHHU, H3KJIIOYBAHE U I0CTABKA HA JIeKAPCTBEHH
NPOAYKTH OT CIIMCBHKA M0 4. 266a, aJ1. 2 oT 3aK0HA 32 JIeKAPCTBEHUTE MPOAYKTH B
XYMaHHATA MeUI[UHA

Ui 16. (1) Exeromno B cpok 1m0 28 deBpyapu JiedeOHHUTE 3aBelCHUS 32 OOJIHUYHA ITOMOII
MPEIOCTaBsIT Ha MUHHCTHPA Ha 37paBEONa3BaHETO MPEIJIOKEHUS 3a JIEKapCTBEHUTE MPOAYKTH, KOUTO Ja
OBIaT BKJIIOYEHH B CHHCBKA MO 4i. 266a, am. 2 oT 3akoHa 3a JICKApCTBEHHTE MPOAYKTH B XyMaHHaTa
MEIUIIHMHA.

(2) (U3m. - IB, Op. 25 ot 2019 r.) [locThIMANTE MPEIOKEHUS CE TPEAOCTABIT HA EKCIIEPTHUS
CBBET 1o wiI. 6a, ain. 1, T. 1 oT 3akoHa 3a 37paBeTO MO CHOTBETHATA MEAMIIMHCKA CTICIMAITHOCT WM OT/ICTHA
MeauuuHcKa AerHocT U Ha MAJI 3a cTaHOBHIIIA OTHOCHO CHOTBETCTBUETO UM C M3MCKBAHUATA MO wi. 266a,
an. 1 3JIIIXM.

(3) (M3m. - IB, Op. 25 ot 2019 r.) ExcriepTHUAT chbBeT mo wi. 6a, ai. 1, T. 1 ot 3akoHa 3a
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3npaBeto U MAJI naBat craHoBuIlla B CPOK €AMH MeECell.

(4) JlexapcTBeHHUTE MPOAYKTH, KOMUTO OTrOBapsST HA HM3UCKBAaHUATA MO 4wi. 266a, am. 1, ce
BKJIIOYBAT B CHHMChKa IO wi. 266a, ain. 2 3JIIIXM, kolTo ce yTBBp)KIaBa OT MHHHCTBpa Ha
3/IpaBeoIa3BaHeTO U ce€ MyOJIMKyBa Ha MHTEPHET CTpaHUIaTa HAa MMHHCTEPCTBOTO Ha 3/paBEONAa3BAHETO
€XKeroJIHO B CPoK 110 1 mail.

(5) (U3m. - 1B, 6p. 84 ot 2019 r.) CouchbKkbT 1o all. 4 umMa ACHCTBUE O YTBBPXKIABAHETO HA
HOB CITHCBK.

(6) IIpomeHn wim M3KIOYBAHE HA JIEKAPCTBEHW MPOAYKTH OT CHMCHKa 0 wWi. 266a, an. 2
3JIIIXM ce mpaBsT NpU HACTHIIBAHE HA MPOMSHA B 0OCTOSTEIICTBATA IO U3TOTBSIHETO MY IO pejia Ha al. 2 U
3 u ce myOuIMKyBaT Ha HHTEPHET CTpaHUIIaTa HA MUHUCTEPCTBOTO Ha 3/[PaBEOMNAa3BAHETO.

Yn. 17. IlpeanucBaHeTo, MOJy4yaBaHETO U JOCTABKATa HA JICKAPCTBEHH MPOIAYKTH OT CIIMUCHKA 110
1. 266a, an. 2 3JIIIXM ce u3BbpiiBar no pena Ha paszaen I, kato He ce npuiara ui. 5, ai. 2.

Paznen IV.
YciaoBus u pej 3a JieyeHre HA MAIHEHTH 10 MPOrpaMu 3a cheTpaaartesina ynorpeoa (Hos -
/1B, 0p. 84 or 2019 1.)

Ui 18. (Hos - [IB, Op. 84 ot 2019 r.) Jleyenue mo wi. 1, am. 1, 1. 3 Ha Tpyma OT MAIMECHTH,
CTpajalld OT XPOHUYHO WJIM TEKKO HWHBATUAM3UpALIo 3aboisBaHe WM 3a00JIBaHE, KOETO MOXKE Ja ce
CUurTa 3a JXUBOTO3acCTpaliaBallo, ¥ KOUTO HC MOTaT Ja 6’bI[aT JICKYBAHU YAOBJICTBOPHUTCIHO C IOMOIITA Ha
paspelieH JIeKapCcTBEH MPOAYKT, Ce TIPOBEXKIA TI0 IMporpama 3a ChCTpajiaTellHa yroTpeda el chriacyBaHe
c UAJL

Ui 19. (Hos - [IB, 6p. 84 ot 2019 r.) (1) Jleuenue no mporpama 3a cbCcTpagaTeliHa yrnoTpeda ce
MPOBEXKA C JIGKAPCTBEH MPOIYKT, KOWTO TOMajga B KaTeroOpuuTe, MOCOUeHU B wi. 3, maparpadu 1 u 2 ot
Permament Ne 726/2004, u:

1. e 0OeKT Ha 3asBJICHHE 3a pa3pelIeHue 3a yrnoTpeda mo pena Ha Permament Ne 726/2004; wim

2. ca HaJnWM4YHU JOKa3aTelcTBa 3a ePUKACHOCTTa U OE30MacHOCTTa My Bb3 OCHOBa Ha
pe3yJITaTUTE OT MPOBEKIAIIM Ce KIMHWYHU M3NUTBaHMS (Pa3a 3 wiv mo u3kimodeHue ¢asza 2 npu HaIAIUE
Ha CTAHOBWIIIE Ha KOMUCHUS OT TPUMAa JIeKapH, TIOHE €IUH OT KOUTO € C MPU3HATa CIEIUATHOCT MO mpoduiia
Ha 3a00JIIBaHETO, W/WIM TMPU TPEIOCTABSIHE HA TIOJOKUTEIIHO CTAaHOBHINE 3a ChIIaTa mporpama 3a
ChCTpajiaTe’Ha ynorpeba OT peryiaTopeH opraH Ha Jpyra Abpkasa - uieHka Ha EC.

(2) Jleuenne mo mporpama 3a ChCTpajaTeliHa yImoTpeda ce OCHIIECTBSABA B JICUCOHH 3aBEACHUS
mo wi. 9, am. 1, 7. 1 m 2 u wn. 10, . 36 ot 3akoHa 3a neyeOnute 3aBenenus (3J13), kakTo U B JeueOHH
3aBelieHUs 3a OonMHMYHA TomoI o wi. 5, an. 1 ot 3JI3 kbM Munuctepckus cbBeT, MUHUCTEPCTBOTO Ha
orOpaHara, MWUHHCTEPCTBOTO HA BBTPEHIHUTE pabdoTH, MHUHHCTEPCTBOTO HA  MPABOCHIUETO,
MUHHUCTEPCTBOTO Ha TPAHCIOPTA, MH(OPMALIMOHHUTE TEXHOJIOTHH U CHOOIICHUATA.

(3) Ilporpama 3a chcTpamarenHa ymnoTpeda ¢ JIEKApCTBEH MPOAYKT, ChAbpiKAll HAPKOTUYHHU
BEIIECTBA, MOXKE Jla Ce MPOBEXJa caMO B JieYeOHUTE 3aBElCHUS MO al. 2, B CTPYKTypara Ha KOUTO €
pa3KpuTa anreka, MpUTexXaBamia JuleH3us cbriacHo wi. 33, an. 1 or 3KHBIIL, win xouTo ca CKIOYMIN
JIOTOBOP C JAPYTO JICYSOHO 3aBeJICHUE, B CTPYKTYypaTa Ha KOETO € pa3KpHTa anTeka, MPUTeKaBaIia JINICH3HS
ceraacHo wi. 33, an. 1 or 3KHBILL

(4) PbkoBoguTenuTE Ha AaNTEKUTE Ha JIEYeOHM 3aBeleHUs 1O al. 2 OTroBapsT 3a
JOKYMEHTHUPAHETO Ha HAJIMYHOCTTA, OTIMYCKAHETO U MPABWJIHOTO ChXPaHEHUE Ha JIEKAapCTBEHH MPOIYKTH,
BKJIFOUEHU B MTPOrpaMa 3a ChCTpajaTelHa yrnoTpeda, KaTo B3aUMOACHCTBAT C OTTOBOPHOTO JuIle 1Mo wi. 20,
an. 1.
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Ui 20. (HoB - IB, Op. 84 ot 2019 r.) (1) IlpaBo ma 3asBsiBa mporpaMa 3a ChCTpaJaTeIIHA
ynoTpeba uma:

1. 3asBUTENAT Ha paspemieHue 3a ymnorpedba mo uia. 6 ot Permament (EO) 726/2004 3a
CBHOTBETHUS JIEKAPCTBEH MPOJIYKT; WIH

2. TMPOU3BOJUTENAT Ha JIEKAPCTBEHUS MPOIYKT WM BB3IOXKHUTEISAT Ha OJ00PEHO KIMHHYHO
M3IUTBAHE B CIIy4auTe, KOTaTO JEKAPCTBEHUAT MPOIYKT HE € OOCKT Ha 3asBieHue 1o wi. 6 oT Permament
(EO) 726/2004.

(2) Jluuero mo an. 1 (Hapu4aHO MO-HAaTaThK "OTTOBOPHOTO JIMIE') HOCH OTIOBOPHOCT 3a
BB3JIaraHETO, OpraHU3alMsTA, IPOBEXKIAHETO M (UHAHCHPAHETO HA Nporpamara 3a CbCTpaJaTellHa
ynotpeoba.

(3) 3a cwriacyBaHe Ha mporpama 3a ChCTpajareliHa yrnoTpeda OTrOBOPHOTO JIMIIE TI0JIaBa
3asBienne B HMAJI mo oOpasen, yTBbpACH OT H3NBIHUTENHUA aupektop. Koraro cenmanumiero Ha
OTrOBOPHOTO JIMIIE HE C€ HaMHUpa B Abp)KaBa - YieHKa Ha EBpOINEHCKHUS CBIO3, WIM B JIpyra AbpKaBa -
cTpana no CrnopazymMeHueTo 3a EBpomneiickoTo MKOHOMHYECKO MPOCTPAHCTBO, TO MOCOYBA MPEICTAaBUTEN,
peructpupad B EBponelickus cplo3 UM B Apyra Abpxkasa - cTpaHa 1o Cropa3zymeHnuero 3a EBponeiickoro
MKOHOMHYECKO MPOCTPAHCTBO.

(4) 3asBneHueTo no an. 3 chabpxKa:

l. uMe W aapec Ha OTTOBOPHOTO JIMIE M HA NPEACTABUTENs MO al. 3, PErUCTpUpaH B
EBporneiickus cbio3 win B Apyra IbpkaBa - cTpaHa no CropasyMeHueTo 3a EBponeiickoTo HKOHOMUYECKO
IIPOCTPAHCTBO, KOI'aTO NMa TaKbB;

2. M€ | aJipec Ha JIMIIE 3a KOHTAKT Ha TeputopusaTa Ha Penybnuka bwarapus;

3. HauMEHOBaHHE W/MJIM KOJ Ha JIEKapCTBEHUS MPOAYKT, ITaHHU 3a KauyeCTBEHHS U
KOJIMYECTBEHUS] CHCTAaB Ha JICKAPCTBEHHSI NPOIYKT, KaTO C€ I0COYBA MEKIYHApOJHO HEMAaTEeHTHO
HalMEHOBAaHME Ha aKTUBHOTO BEIIECTBO/aKTHBHUTE BelllecTBa, mpenopbyaHo ot C30, mpu Haiauyue Ha
TaKOBa, WJIM CbOTBETHOTO XMMHUECKO HAUMEHOBAHHE; JIEKAPCTBEHA (OopMa, HAUMH Ha TPUIIOKEHUE U BT Ha
BBBEXKJAaHE, JO3UPOBKA U TEPANICBTUYHU [TOKA3AHUS;

4. undopmanMs OTHOCHO TOBA JajH JICKAPCTBEHHST MPOAYKT C€ CHCTOM OT HJIM ChIbpiKa
reHeTnyHo Moauduuupan opranuzsM (I'MO) nnu koMOMHaAIUSA OT TEHETUYHO MOIM(ULIPAHU OpTaHU3MU;

5. naHHuM 3a nojaaeHoTo B EBpomelickaTa areHIMs MO JieKapcTBara 3asBICHHE MO WI. 6 OT
Permament (EO) 726/2004;

6. JaHHU 3a pa3pelleHO KIMHWYHO HW3MUTBAaHE Ha JIEKAPCTBEHHUS MPOAYKT B MpelBHUIEHATA
obnact Ha npuinoxenue ¢ EudraCT Homep;

7. DaHHU 3a pa3pelieHO KIMHWYHO HW3MUTBAHE Ha JIEKAPCTBEHHUS NPOAYKT B IpelBHUIEHATA
o0JIacT Ha TPWIOKEHHE B TpeTa AbpiKaBa, KOETO CEe NPOBEXKIAa HIM € NPOBEAEHO INpH Cla3BaHE Ha
M3MCKBaHUATA HA MeXIyHapOJHUTE XapMOHU3UPAHH CTaHIapTH 3a JJoOpa KIMHUYHA TPAKTHKA;

8. mHpopmMarus, KoraTo uMa TakaBa, OTHOCHO TEKYII[H POTrPaMu 3a ChCTpajaTeliHa yrnorpeda B
Ibp)KaBUTE - WICHKH Ha EBpomelickus Chio3, WIM B JIPYTH ObpKaBH - cTpaHu 1mo Cropa3yMeHHETO 3a
EBpormneiickoTo HKOHOMUYECKO MPOCTPAHCTBO, M 32 €KCIEPTHU cTaHOBHINA Ha KomuTeTa mo nekapcTBEHUTE
MPOAYKTH 32 XyMaHHa yrnoTpeba cbriacHo wi. 83, maparpad 4 ot Pernmament (EO) 726/2004;

9. omnucanue Ha 3a00yiIBaHETO U OOOCHOBKA, Y€ MALIMEHTUTE, 3a KOUTO € MpeJHa3HAUYEH
JIEKapCTBEHUAT MPOAYKT, CTPAJaT OT XPOHUYHO WM TE€XKKO MHBAIMIU3UPAIIO, UM KUBOTO3ACTPAILABAILO
3a00JIsIBaHE;

10. obocHOBKa 3alIo IieneBara rpyna MalMeHTH HEe MOXe Ja Oble JIeKyBaHa C JIEKapCTBEH
MPOJYKT, pa3peliieH 3a yrnotpeda B PenmyOimka beirapus;

11. obocHoBKa 3amio LiejeBaTa rpyna MalUMeHTH HE MOXe Ja ObJe BKIOYEHa B TEKYIIO
KJIMHUYHO M3IHUTBAHE.

(5) KbM 3asBneHueTo 1o ai. 3 ce mpujarar:

1. mpoToKOJ Ha MporpaMara 3a ChCTpajaTesiHa ynorpeda, KOUTO Chbpika MUHUMYM CJIETHOTO:
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a) nHpopMaNUs 3a JIEKAPCTBEHUS MPOIYKT U TEPANIEBTUYHOTO MOKA3aHNUE;

0) HaTWYHU JaHHW 3a Ka4eCTBO, €(PUKACHOCT M O€30MaCHOCT Ha JICKAPCTBEHUS MPOIYKT,
MOJKPETIH yrnoTpedara My IpH 1ieJieBaTa rpyrna HalyueHTH;

B) KpUTEPHUH 32 IOJ00P HA MAUEHTUTE U OYAaKBAaH OpOM MallMEeHTH;

r) uHdopmamms 3a ymorpebara Ha JIEKapCTBEHUS NPOAYKT - TeKymiara Opoimrypa Ha
u3cienoBareNsi B KIMHUYHOTO HM3MWTBAHE WM IPOEKTAa Ha KpaTKa XapaKTEepUCTUKAa Ha MPOAYKTa,
MPUJIO’KEHA KbM 3asBJICHUETO 32 pa3pellaBaHe 3a yrnoTpeoa;

1) TIJIaH 3a MPOBEXKIAHE HA IPOrpaMara;

€) KpUTEpHH 3a CIIMpaHe WK IPEXKACBPEMEHHO MpEeKpaTsIBaHe Ha IIporpaMara 3a ChCTpajaTresHa
ynoTpeoa;

’K) U3UCKBaHUS KbM JICUEOHHUTE 3aBE/ICHUS 110 OTHOLLIEHUE Ha MEJUIIMHCKOTO 000pY/IBaHE U KbM
KBaJIM(DUKAIMSTA HA JIEKAPUTE;

3) ONMCAHKE Ha MPOLEypUTE 32 HaOUpaHe HA MALUEHTH;

M) ONHUCaHWe Ha TMpOLEAypUTe 3a IMoJlyyaBaHe Ha HMH(DOPMHUPAHO CBITIACHE OT 3aKOHEH
NPEJCTaBUTEIl, KOTaTO € MPUII0KHMO;

K) nMucMeHa MH(opmanus 3a manueHTta u gopma 3a UHGOPMHUPAHO CHIJIACUE HA AHTVIMHCKH U
OBIrapCKu €3UK;

1) apyra uH(pOpMaIusa 1 JOKYMEHTH, KOUTO IIe C€ MPEAOCTaBsT HA MAMEHTUTE HA aHTIIMICKH U
OBITapCKU €3UK;

M) ONMCaHME Ha HauyMHA Ha JIOCTAaBKa, KAKTO M Ha MPEABHICHUTE MEPKM 3a rapaHTUPAaHE Ha
0€301MacHOTO ChXpaHEeHHe, ynoTpedaTa U MECTOHAXOKIECHUETO Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO IIIE Ce
MIPEOCTABSAT M0 Mporpamara 3a CbCTpajaTeiaHa yrnorpeoa;

H) ONMCaHWe Ha JEHHOCTUTE 3a (papMaKoJIOrM4Ha OJUTETHOCT B pPaMKHUTE Ha Iporpamara 3a
ChCTpajaTeiHa ynorpeoa;

2. gexyapanusi OT OTTOBOPHOTO JIMIlE, Y€ Ie M3MbJIHSIBA M3MCKBAHUATA 32 (apMaKOIOTHYHA
omurenHocT cbriaacHo uwi. 24 ot Permament (EO) 726/2004 u ye wundopmamusTa, CBBp3aHa C
Oe3omacHOCTTa, chOpaHa B Iporpamara 3a ChCTpajaTelHa ynoTpeda, mie ObJe BKIIOYEHA B TOAMIIHHA
JIoKJIaz 3a 0e30IMacHOCT M Toi 1e 0bae nomaneH B MAJI,

3. neknapanus OT OTFOBOPHOTO JIMIE, Y€ JIEKAPCTBEHUAT NPOAYKT WIE CE€ OCUTYpsIBa
0e3Bb3ME3/IHO B PAMKHTE Ha MpOTrpaMara 3a ChCTpaaaTelHa yrnorpeoa;

4. TOKyMEHTH, yI0CTOBEPSBAIIH, Ye JIEKAPCTBEHUAT MIPOAYKT Cc€ MPOU3BEX/IA IPU YCIOBUATA HA
JloOpa npou3BoOACTBEHA MPaKTHKa Ha EBponelickus Chbi03 MM €KBUBAJICHTHU HA HEs;

5. TOKYMEHTH, YJIOCTOBEpsIBAIIH, Y€ KIMHUYHUTE U3MUTBAHUS ca IPOBECHI/CEe MPOBEXKIAT MPH
CMa3BaHEe HAa M3UCKBAaHHMATA Ha MEXIyHapOJHUTE XapMOHHM3Mpaly cTaHgaptd 3a JloOpa KiIMHWYHA
MPaKTHKA;

6. IpH JIEKapCTBEHU MPOIYKTH, KOUTO C€ CHCTOSAT OT WM ChIbP)KAaT FT€HETUYHO MOAUDUIIMPAH
OpraHu3bM WJIM KOMOMHAIMSA OT TEHETUYHO MOTU(PHUIMPAHH OPTaHU3MH - JOKYMEHTH CBIJIACHO
npunoxenus II u III kpm dupextuBa 2001/18/EO na EBponeiickus mapiameHT u Ha CbBeTa OoT 12 maprt
2001 r. OTHOCHO CBH3HATETHOTO OCBOOOKIAAaBaHE HA T€HETUYHO MOAM(DUIIMPAHU OPraHW3MHU B OKOJIHATA
cpena u 3a otmsHa Ha JlupextuBa 90/220/ENO na CwBera (OB L 106, 17.04.2001 1., cTp. 1);

7. 3a IEKapCTBEHH MPOAYKTH, ChIAbpPKAIM HAPKOTUYHU BEILECTBA, JIULEH3US ChIIIACHO Wwi. 33,
an. 1 or 3KHBII unu gorosop ¢ apyro jiedeOHO 3aBeJieHHE, B CTPYKTypaTa Ha KOETO € pa3KpHTa arTeka,
MpUTEKaBalla JuleH3us cbriaacHo wi. 33, ain. 1 or 3KHBII;

8. MPOEKT Ha €TUKET Ha JIEKapCTBEHHI MPOIYKT, ChABPIKAIL HAll-MaJIKO cienHaTa nH(OpMAIIHS:
HAUMEHOBAHMSI/KOJI Ha JIEKAapCTBEHHS MPOJYKT; UME U aJpec Ha OTTOBOPHOTO JIMLE; UACHTU(DUKAIMS Ha
napTu/iaTa; IMOKa3aHWs;, HAuMH Ha MPUIOXKEHHE; HAaUMEHOBAaHHE Ha AKTUBHOTO BEIECTBO/aKTUBHUTE
BEIIECTBA; CPOK HA TOJHOCT; YCIIOBUSl 3a CBhXpaHEHHUE; O3HA4YCHHE, Y€ JIEKApPCTBEHUSAT MPOIYKT ce
IPEOCTaBs caMo B paMKHTE Ha IIporpamara 3a ChCTpajaTesiHa ynorpeoa;
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9. mexmapanus, ye JEKapCTBEHUAT MPOAYKT e ObJe MPEeJOCTaBsH caMO Ha JIEKapy C IpU3HaTa
CHEIMATHOCT B CHOTBETHATA TEpameBTUYHA 00JIACT M KOWTO ca OOyueHH 3a paboTa C JIeKapCTBEHUS
TIPOJLYKT;

10. nexnapauus 3a ceriacue MAJI na myOnukyBa Ha CBOATa MHTEPHET CTpaHULAa MHPOpMAIH
32 OCHOBHMTE XapaKTEpPUCTUKU Ha IIporpamara 3a CbCTpajaTesHa yrnorpeoa;

11. mucMeHo cbriacue OT pbKOBOAMTENS Ha JIEYEOHOTO 3aBE/ICHUE 32 NIPOBEKIAHE Ha Iporpama
3a chCTpajaTesHa ynoTpeoa;

12. 1OKyMEHT 3a CKJII0YEHa 3aCTpaxoBKa, MOKpUBalla OTTOBOPHOCTTa HAa OTTOBOPHOTO JIMLE U
JEKyBalysl/Te JIeKap/W 3a NPUYMHEHWTE IIPU MM 10 IOBOJ Ha IPOBEKIAHETO Ha Iporpamara 3a
ChCTpaJaTe’IHa ynoTpeda HeMMYILECTBEHH U UMYILIECTBEHU BPEIH.

(6) M3nbiHuTenHaTa areHuMs IO JIeKapcTBaTa MyOJMKyBa yKa3aHMs 3a IOJaBaHE Ha
uHpopManusaTa U JoKyMeHTuTe 1o wi. 20, an. 3, 4 u 5 Ha cBoATa MHTEPHET CTPAHULIA.

Un. 21. (HoB - JIB, 6p. 84 ot 2019 r.) (1) B 14-gHeBeH cpok OT jJarara Ha MoOJaBaHE Ha
nokyMeHTanuara no 4i. 20, ain. 3, 4 u 5 UAJI pasriexna npeacTaBeHUTE JOKYMEHTH.

(2) KoraTo He ycTaHOBM HEIIBJIHOTHU WM HECHOTBETCTBUA B MojajeHaTa AokyMmeHTamus, MAJI
yBEIOMSIBA MMCMEHO OTTOBOPHOTO JIMIIE B CpOKa MO aji. 1, 4e JOKyMEHTaIusATa € BajujHa M ChriacyBa
MporpamMara 3a ChbCcTpajareiHa ynorpeoa.

(3) Korato ycTaHOBH HEN'BJIHOTH W/HJIU HECHOTBETCTBHS B JOKyMeHTamusTa mo an. 1, MAJI
yBEZOMSABA MHUCMEHO OTTOBOPHOTO JIMIIE Ja MPEACTaBH TOMBIHUTENHA HHPOpPMAIUS MO KOHCTaTUPAHHUTE
HEM'BJIHOTH /WU HECHOTBETCTBHSI B CPOK J10 14 THU OT Aarara Ha YBEJOMIICHUETO.

(4) Koraro HEmbIHOTHTE W/WIW HECHOTBETCTBHATA Ca OTCTpaHEHHW B cpoka mo am. 3, MAJI
yYBEJIOMsIBa OTTOBOPHOTO JHIE B 14-THEBEH CPOK, Y€ JOKYMEHTAIUsATA € BaJIUJIHA U ChIJIaCyBa Mporpamara
3a chCTpajaTesHa ynorpeoa.

(5) Koraro usuckBanusita mo wi. 19 u 20 He ca usnbanenu, MAJI He cpriacyBa mporpaMara 3a
ChCTpajlaTeaHa yrnoTpeda, KaTo MocouBa MOTUBUTE 3a TOBA.

Y. 22. (Hos - /1B, 6p. 84 ot 2019 r.) M3mbaHUTEIHATA areHIUs 110 JIeKapcTBaTa:

1. yBenmomsiBa EBpomeiickaTa areHuus IO JeKapcTBara 3a ChIVIacyBaHaTa mporpama 3a
chCTpajaTeiaHa ynorpeda, KaTo MocoyBa Jaiu € HeoOXoAuMo cTaHoBuile oT Komwurtera mo jekapcTBeHU
npoaykTH 3a xymanHa ynorpeda (CHMP) 3a ycnoBusTa 3a cheTpagarenta ynorpeoa;

2. myOnMuKyBa Ha CBOSITa MHTEPHET CTpaHWIA WHGOpMANHMs 3a MMporpamara 3a ChCTpaJaTellHa
yroTpe0a;

3. moaabpXkKa aKkTyalu3upaH CIHMCHK C JaHHU 32 BKIIOUEHUTE B Iporpamara 3a ChbCTpajaTeiHa
ynotpeba manueHTH, JeueOHUTEe 3aBe/IeHUs U JIEKyBaIIUTe JeKapH;

4. MOKyMEeHTHpa TOJYyYEHUTE CHOOIIECHUS 3a HEXENaHU JICKAPCTBEHU PEAKIMH OT MAIMEeHTH,
BKJIFOUEHH B IIporpamarta 3a ChCTpajaTenHa ynorpeda, v ru usnpaimia B 6azara qanuu "HOapaBumxumanc" ("
EudraVigilance").

Ui 23. (Hos - JIB, 6p. 84 ot 2019 r.) B cirygante no wi. 22, T. 1 mpoBeXIaHETO HA ITporpaMara
3a ChCTpajaTeHa yIoTpeda MoXKe Jla 3all0vHe Clie MmojyyaBaHe Ha craHoBuiieto oTr CHMP.

Un. 24. (Hos - /IB, 6p. 84 ot 2019 r.) (1) [Ipu Hannuue Ha cpriacyBana ot MAJI mporpama 3a
ChCTpajaTeiaHa ynorpeda JeKyBalluaT jJeKap MOXKE Ja YBEIOMH IMallueHT ChC ChOTBETHOTO 3a00JIsiBaHE 3a
MIPOBEKIAAHETO U U 32 BE3MOKHOCTTA J1a ObJIe BKIIIOYCH B Hesl.

(2) [MTaiment mMoxke a ObAE BKIIOUEH 3a JICUCHHE B MporpamMa 3a ChCTpajaTeaHa ynorpeda camo
clie]l TIOJIMCBaHe HAa MMCMEHO HH(OPMUPAHO ChITIACcHeE.

(3) NudopmupanoTo chriacue 3a BKIIOYBAHE B IIporpamMaTa 3a ChCTpaJaTelHa yrnoTpeda Moxke
na Ob/ie OTTETJIEHO OT MalleHTa MO BCSIKO BpeMe.

Un. 25. (Hos - IB, 6p. 84 ot 2019 r.) JlekyBamusT jexap:
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1. yBemoMsBa OTTOBOPHOTO JIMIE 32 BCEKHM BKIIIOYCH/M3KIIIOYEH MAIMEHT B Iporpamara 3a
ChCTpaziaTeaHa yrnoTpeoa;

2. HOCH OTTOBOPHOCT 3a IIPOBEXKIAHE HA JICYEHUETO HA BCEKH NAIMEHT, BKIIOYEH B IIporpaMara
3a chCTpajaTesiHa yrnorpeoa;

3. JOKyMEHTHUpa U ChOOIaBa HA OTTOBOPHOTO JIUIIE BCSIKO CbMHEHHE 32 HEXeJlaHa JIeKapCTBeHa
peaxiusi, CBbp3aHa C JIEKapCTBEHUS POAYKT:

a) He3a0aBHO 3a BCUYKHU CEPHO3HU MOA03UPAHN HEXKEJIAaHU JICKApPCTBEHHU PEAKIINH;

0) B cpoK 110 15 1HU - BB BCUYKU OCTAHAJIN CIIy4aH.

Ui 26. (Hos - JIB, 6p. 84 ot 2019 r.) IlaruenTuTe chOOIIaBaT BCUUKH MMO03UPAHN HEKETaHU
JIEKapCTBEHH PEaKIMU Ha JIEKyBaIIHs JIeKap, a o TexeH n3bop - u Ha MAJL.

Y. 27. (Hos - [IB, 6p. 84 ot 2019 r.) OTroBOpHOTO JIHIIE € 3aABJIKEHO J1a:

1. mpoBexaa mporpaMara 3a cChbcTpajiaTesHa ynorpeda taka, Kakto e cpriacyBana oT MAJL;

2. IpeAOoCTaBH Ha JIEKyBAIUs JIEKap MPOTOKOJIAa Ha MTporpaMara 3a ChCTpaaaTesHa yrnorpeoa;

3. ysenmomu HWAJl 3a 3amouBaHe Ha Tmporpamara 3a ChCTpajaTeilHa ymoTpeda u TpH
BKJIIOYBAHE/M3KIIIOYBAHE HA MALlMEHT B Hesl, KaTO MOCOYH JIEYeOHOTO 3aBEJICHUE U JICKYBALIHS JIeKap;

4. ocurypsiBa 0e3Bb3ME3THO JIEKAPCTBEHMs MPOIYKT M BCSIKO H3JAENIUe, HEOOXOIMMO 3a
IpUIaraHeTo My B paMKHUTE Ha Iporpamara 3a ChbCcTpajaTesHa ynoTpeoa;

5. mpenocTass Ha JieKyBamus Jekap u Ha MAJI Bcsika HOBOBb3HHMKHAIA HH(POPMAIUs, CBbp3aHa
¢ 0e30macHOCTTa Ha JIEKapCTBEHHUSI MPOIYKT, KOSITO MOKE J1a TPOMEHHU ChbOTHOILIEHUETO MOJ3a/PUCK;

6. monasa B 6azarta manuu "HOnpaBumkunanc” ("EudraVigilance") monyuenure choOIeHus 3a
MMOI03UPAHM HEXKEJIaHU JICKAPCTBEHU PEAKIIUU B CPOKOBETEe chriiacHO Wi. 24 ot Pernament (EO) 726/2004;

7. nogaBa B MAJI ronumien nokmaj 3a 6e30MacHOCT, BKIIOYBAIL JaHHUTE OT IporpaMara 3a
ChCTpaJiaTeHa yrnoTpeoa;

8. mpencrasa B MAJI u Ha nexyBauus iekap npuerute or CHMP cranoBumma ceriacHo wi. 83,
naparpad 4 ot Pernmament (EO) 726/2004 1 koHCTaTalMu OT MPOTPaMU 3a ChCTpaaTesiHa yrnorpeda, KOUTo
ce MpoBEXJaT B Apyra abpxana - wienka Ha EC, uin B apyra appkaBa - ctpaHa no CrnopazyMeHHETO 3a
EWNIT;

9. yBenomu MAJI 3a Besika mpomsina B mHGopmMaruaTa mo wi. 20, an. 3, 4 u 5 U 12 IpWIOKH
CbOTBETHUTE JOKYMEHTH;

10. yBemomu WAJI npu npeacpodyHo mpekpaTsBaHE WIM CHUPAaHE Ha Mporpamara 3a
ChCTpajaTenHa ynorpeda, KaTo mocoyu MOTUBUTE 3a TOBA;

11. cpxpansiBa Ls1aTa JOKyMEHTAIMs 110 Mporpamara 3a ChCTpajaTelHa ynorpeda Hal-mMaiko
JieceT TOAMHU clie[l HEMHOTO 3aBbpIlBAHE WM IPEACPOYHO TMpeKpaTsiBaHe, 0e3 na ce 3acsraT Ipyrd
pasnopenou, peryaupaliy 3ana3BaHeTo Ha METUIIMHCKATa JTOKYMEHTAIINS;

12. cxirouBa 3aCTpaxoBKa, MOKpPHBaIa OTTOBOPHOCTTA Ha OTTOBOPHOTO JIMIE U JIEKYBALUs/TE
JeKap/u 3a MIPUYMHEHNUTE TPU WM 110 TIOBOJI HA MIPOBEXKIAHETO Ha MporpamaTa 3a ChCTpajaTeiHa ynorpeda
MMYILECTBEHU U HEUMYILIECTBEHU BPEIU.

Un. 28. (Hos - JIB, Op. 84 ot 2019 r., m3m. - JIB, O6p. 40 or 2022 r.) Ilporpamara 3a
ChCTpajaTe’aHa ynorpeda nmpoabnKaBa, J0KaTo:

1. JIekapCTBEHUSAT MPOAYKT ObJC MMyCHAT Ha Ta3apa; Win

2. OTTOBOPHOTO JIMIIE IPEKPaTH Mporpamara npeacpoyHo, 3a koeto yBeaomsia MAJL.

Uin. 29. (HoB - 1B, Op. 84 ot 2019 r.) Ilpu npomenu, kacaemy TepaneBTUYHOTO MOKa3aHUE,
KOJIMYECTBOTO Ha aKTMBHOTO BEIIECTBO MJIM JIEKapCcTBEHATa (opMa Ha JIEKApCTBEHUS MPOAYKT B PAMKUTE Ha
mporpamara 3a ChcTpajaTeliHa ymoTpeda, KakTo M MPOMEHM, KOUTO MOTaT Ja OKaXaT BIHMSHUE BBPXY
0e30MmacHOCTTa Ha MAMEHTUTE, OTTOBOPHOTO Jnie noaasa B AJI HOBO 3asBieHNe U JOKYMEHTAIHS 10 YII.
20,am.3,4us5.
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Paznen V.

YciaoBus u pej 3a nojiyuaBane Ha HHPOPMUPaHO ChIJIacHe, POCIeIABaHe U JOKYMEeHTHPaHe
HA JIeYeHHEeTO C JIEKAPCTBEHH NMPOAYKTH, IPUJIATAHN U3BBH YCJOBHUSTA HA pa3pelieHneTo 3a
ynorpeoda, 1 Ha 0e30MaACHOCTTA U e(pUKACHOCTTA Ha JiekapcTBeHurte npoaykru (Hos - /IB, 0p.

40 ot 2022 1.)

Ui. 30. (Hos - 1B, 6p. 40 ot 2022 r.) (1) Komucwusita o wi. 2660, ain. 2 ot 3JIIIXM npeanucsa
JIEKapCTBEHUS MTPOAYKT 1O Wi. 1, ait. 1, T. 4 ¢ mMpOTOKOJ ChINIacHO npuiioxkeHue Ne 3.

(2) C mporokoza o ain. 1 ce onpeaensT HEOOXOAUMHUTE KOJTUUECTBA OT JIEKAPCTBEHHS POITYKT
CHope/a MPOABDKUTEIHOCTTa Ha JICYEHHETO Ha MAalMeHTa, HO HEe IIoBeue OT TepaneBTHYHATa [03a 3a
TPUMECEUHO JICUEHHUE.

(3) Ilpu HEOOXOIUMOCT OT MPOIBJKABAHE HA JICYCHUETO 3a MOBEYE OT TPH MEcela C€ ChCTaBs
HOB MPOTOKOJ 110 pejia Ha TO3U pasJie.

(4) Iporokosnute mo an. 1 ce M3rOTBAT B YETHPU EK3EMIULSIpa M C€ YTBBp)KIAaBaT OT
PBHKOBOJUTENS Ha Je4eOHOTO 3aBeleHHe. EMUHUAT ex3eMIUIsip ce ChXpaHsiBa B JIe4eOHOTO 3aBelICHUE,
BTOPUSAT €K3eMIUIsip ce u3npama Ha MAJL, TpeTusT ek3eMiuisip ce u3npaima Ha M3nmbiaHuTeNnHa areHuus
"MeauuMHCKN HaaA30p", a YETBBPTHAT €K3EMILISP € MpeHa3HaueH 3a MalleHTa, ChOTBETHO 3a anTeKaTa Ha
7e4eOHOTO 3aBe/ICHHE.

(5) Kem mpotokona mo ain. 1 ce mpuwiara mucMEHO WH(GOPMHPAHO ChIJIACHE HA MAalMEHTa
(ponuTel, HACTOWHMK) TIPH CIIa3BaHE HAa M3MCKBaHUATA 1O 4. 87 - 89 oT 3akoHa 3a 3/[paBeTO 3a JCYCHUETO
CbC CHOTBETHUS JIEKAPCTBEH MPOIYKT 1Mo 4. 1, ai. 1, T. 4, KoeTo Moxe J1a Ob/ie OTTETJICHO MO BCIKO BPEME.

(6) KM mpotokona mo an. 1 ce mpuiiara MUCMEHO CTAaHOBHWINE OT MarucThp-papmareBra oT
anTekata mo 4wi. 222, an. 4, 1. 1, 2 u 3 ot 3JIIIXM oTHOCHO G€30macHOCTTa ¥ €(PUKACHOCTTA Ha MpUJIaraHus
JIEKapCTBEH MPOAYKT 1o wi. 1, ain. 1, T. 4.

Yn. 31. (HoB - IB, 6p. 40 ot 2022 r.) (1) 3a nonyyaBaHe Ha MMCMEHOTO HMH(POPMHPAHO
chriacue 1o wi. 30, all. 5 Ha KOHKPETHHUS MAIUEHT e MPEJICTaBsl MUCMEeHA NH()OPMAIIHS, KOSTO ChAbPKA:

1. mpyuMHaTa/IPUYMHUTE 32 MPEAIMCBAHE HA JIEYEHUE C JIEKapCTBEH MPOJIYKT, IPUJIaraH U3BbH
YCIIOBHSITA Ha pa3pelIeHneTo 3a yrnorpeoa;

2. HAIMYMAETO HA HAay4YHW JI0KA3aTeJICTBa, Ha KOUTO ce Oa3mpa ymorpebaTa Ha JIEKapCTBEHUS
MPOAYKT MPHU ChOTBETHOTO MOKAa3aHUE;

3. BBIOpPOCHUTE, MO KOUTO JIMIICBA MH(pOpMAIUs BbB Bpb3Ka C ymoTrpedara Ha JEKapCTBEHUS
TIPOJIYKT;

4. ouakBaHUTE PE3YJITATH U BH3MOKHUTE PHCKOBE TPH JICUEHUETO;

5. HAUMH Ha NpWIAraHe Ha JeKapCTBEHUS MIPOAYKT;

6. IPOIBJKUTEITHOCT Ha JICYEHUETO;

7. ycoBus 3a MPEKpaTsBaHe Ha JICYCHUETO.

(2) OcBen nHpopManusATa Mo an. | Ha MalueHTa ce NpeAoCTaBs U JIUCTOBKATa Ha JIEKApCTBEHHS
MPOAYKT C HH(POPMAIIHATA 32 TIOTPEOUTEIIS.

Y. 32. (Hos - IB, 6p. 40 ot 2022 r.) (1) MeaunuHCKUTE CIICIIUATUCTH, TPOBEXK AL JICUCHUE
C JIEKapCTBEH MPOJYKT 1o wi. 1, an. 1, T. 4, ca IIBKHU /1a ChOOIIaBaT Ha PUTEKATENs Ha pa3pelIeHueTo 3a
ynotpeba wunum Ha MAJl BcHYKM TMOSMydeHHM HEXEJNaHU JIEKapCTBEHU pEakIUu Ipu yrnorpedaTa Ha
JIEKapCTBEHHUSI IPOIYKT, MPUJIaraH U3BBH YCIOBUATA HA Pa3pelICHUETO 3a yIoTpeoda.

(2) B cpobmienneTo mo an. 1 3aAbIKUTENHO C€ OTOEINSI3Ba, Y€ JICKAPCTBEHUAT MPOIYKT CE
MpuJiara U3BbH YCIOBUATA Ha pa3pelieHrneTo 3a ynorpeoa.

Un. 33. (Hos - IB, 6p. 40 ot 2022 r.) KomucusTa o ui. 2660, an. 2 ot 3JIIIXM wunu uneH ot
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Hes JOKYMEHTHUpAa B HCTOpHS Ha 3a00JSIBAHETO HA TAIMEHTa BCEKH €Tal OT HErOBOTO JICUCHHE.
EduxacHoctra n 6e30macHOCTTa NPH JICYCHHE C JICKAPCTBEHUS MPOAYKT MO 49i. 1 ce JOKyMEHTHpPAT B
eMUKpH3aTa, KOATO € MOJANKCBA U OT KOMUCHSATA 10 4. 2660, ain. 2 ot 3JIIIXM.

JonmbJHUTETHE pa3nopendoun

§ 1. (Hos - /IB, Op. 84 ot 2019 r.) "I'pyna ot manueHTH" € BCsIKa Tpymna OT OTACIHH MallueHTH
(T.e. MOBEYE OT €IMH), KOUTO MOTaT Jla UMaT 10Ji3a OT JICYCHHETO Ha OMPEJIETICHO ChCTOSHUE.

§ la. (Ilpemumen § 1 - JAB, Op. 84 or 2019 r.) "JlekapcTBeH MNPOIYKT, KOUTO HE ce
pasmpocTpaHsBa Ha OBJITapCKUs Mazap" € JIeKapCTBEH MPOAYKT, 32 KOUTO:

1. e momaneno ysenomiienue no ui. 54, an. 2 - 4 3JIIIXM, unu

2. (mm. - ]IB, Op. 84 or 2019 r.) mama pemieHne Ha HamuoHanmHWS CBBET MO I[IEHU U
peuMOypcHupaHe Ha JICKaPCTBCHUTE IPOAYKTH 32 YTBBPKIABAHE WM PETHCTPUPAHE Ha IICHA.

3ak/II0uYNTeTHE pa3nopenou

§ 2. (U3m. u gom. - [IB, Op. 40 ot 2022 r.) Ta3u Hapenba ce mM3aaBa HA OCHOBaHHWE WiI. 9, 4.
266a, an. 4 u 5 1 uin. 2660, an. 6 ot 3aKoHa 32 JEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEAULIMHA M OTMEHS
Hapen6a Ne 2 ot 2001 r. 3a ycrnoBusiTa M pela 3a JieueHHE ¢ HepaspelieHu 3a ynorpeba B PemyOimka
Bbwarapus nexkapctBenu npoaykru (06H., AB, 6p. 6 ot 2001 r.; mom., 6p. 20 ot 2001 r.).

3ak/Il04uTeHU pa3nopeadu
KBbM HAPEJABA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2011 T.
3A YCJIOBUSATA U PEJIA 3A IEYEHUE C HEPA3PEIIEHU 3A YIIOTPEGA B
PEIIYBJIMKA BbJITAPUS JIEKAPCTBEHU TPOAYKTU, IEKAPCTBEHU
NPOAYKTU, HPUJIIATAHU U3BBH YCIOBUATA HA PASPEHLIEHUETO 3A
YIHOTPEBA, U JIEKAPCTBEHU INPOAYKTHU 3A CbCTPAIATEJIHA YIIOTPEBA,
KAKTO U 3A YCJIOBUSTA U PEJIA 3A BKUIIIOUBAHE, TIPOMEHU, U3K/IIOYBAHE
N JOCTABKA HA JIEKAPCTBEHMU NTPOAYKTHU OT CIIMUCBHKA I10 YJI. 266A, AJL. 2
OT 3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJAUIINHA

(OBH. - IB, BP. 4 OT 2024 T"., B C1UJIA OT 27.01.2024 T.)

§ 3. Hapenbara Biu3a B cuiia 14 quu cien o6HapoBaHeTo i B "/Ibp)kaBeH BECTHUK".

[Tpunoxenue Ne 1 xbm uit. 5, ai. 1

(M3m. - JIB, 6p. 90 ot 2019 1)

(neuebHo 3a8edeHue, aopec)
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I[TPOTOKOJI

3a MMPECATNIMCBAHE HAa HEPA3PCIHICH 3a yHOTpe6a JICKApCTBCH HpOIIYKT/HCKapCTBeH MMPOAYKT OT CIIMCBKaA I10 YJI. 2668.,
an. 2 3JIIIXM

1. Ume, npezume, pamMuinus U ATBKHOCT HA JIEKapUTE, IPEINUCBAIIN JEeKapCTBEHUS MTPOIYKT:

2. Nme, npe3ume, haMuiaus U JUITBXKHOCT Ha (papmaneBTa M IOpUCTA, KOMTO B3eMmaT yyacThe B paboTara
KOMUCHSTA:

(6v3pacm, moyen aopec, menedh)oH 3a 6pb3Ka)

4. Kpatka aHaMHe3a u CTaTy
I b7 2 (0 e H TP UUUR TP
6. IIPOBEIKIAAHO TOCETA JIEUCHHUE: ....eeuvvenrienrienrenteentenirenttenseestesteensesasesatesaeeuse st easesasesstesseensesbeeatesasenbeesseenseseensesanensees

7. IlpenqnucBaHeTo Ha JIEKapCTBEHUS IIPOIYKT C€ Hajlara Iopajau:

LI 0150100 (01 T ol OSSR
(MeACOYHAPOOHO HeNnameHmHoO HAUMEHOBAHUE HA AKMUBHONO 8eWeCmB0, IeKapCcmeeHa hopma, mepanesmuyeH
percum)

(MBP20BCKO HAUMEHOBAHUE HA JIeKAPCMEeHUst NPOOYKM, 8UO HA JIeKAPCMBEEHama opma u KoIu4ecmso Ha
AKMUBHOMO 8ewecmaso 8 00308a eOUHUYA, KOJUYECMBO 6 eOHA ONAKOBKA)

9. Heo0xoaumo KOJIMYECTB

(6poui onakoexu ¢ yugpu u oymu)

10. .HI/II_IC, KOCTO 1IC U3BBPIIN NOCTAaBKATa HA JICKAPCTBCHUS MTPOIAYKT: ..eenrnniniiniiiiiiiiiereeeetneeeteeeeennseeanns

(ume, adpec, menegdon)
3abenescku:
1. Korato mpoTOKOIBT Ce M3/1aBa 3a MOBEeUE OT €IUH IMAIMEHT, HHOpMauaTa Mo T. 3 - 9 ce MombJiBa 3a BCEK

MAIUECHT ITOOTIEIHO.
2. Ilpu nonbsBaneTo Ha nHGopMalusaTa Mo T. § - 10 3a1BKUTENHO yyacTBa (papManesnT.

Komucus:

L ettt et ettt et eeeate e bt e tbe et eeeateenbeeeate et eeeateenbeeaRbe et eeeateenbeeanbe e seeehteenbeeenbeenbeeenbeenbeeesbeenseennreenne
(noonuc)

2 ettt ee e teetee e te e hee te e teeshteabeeateabe e ateeaseetteeabe e hteenbeetteente e steeaseeseeenbeeseeenteenseeenbeeseeenteenseeenbeeseennreenne
(noonuc)

3 e e ettt ee bt e etee e et e tte e bt eahte e bt etteebeehteebeehteenbe e hteen bt ehteenteenteeateeeateeabe e nteeabeeenteenbeeenbeeaseeenteenseeesteenseennteenne
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(noonuc)

ettt h e eh et e bt h et bt e bttt h et e e bt e e bt e et e e bt e e bt e bt e et e e nhe e e bt e bt e eteenbte e bt e ebeeeneens
(noonuc)
e e ettt ettt b ettt h e e et e e bt e et e e b et e aE e e b et e ab e e b et e Rt e b et e bt e b et et e e ehe e e bt e bee e b e e hee e reenseeeneenneeeane
(noonuc)
19 02 9 21 T Y SRR
(mpume umeHa Ha poKOBOOUMesL Ha leyeOHOMO 3a8edeHie)
TLOTIITIIC: oot e e et e e e et e e e et e e e e et e e e e e e e e e e e e e e e e e e et e e e an e e e a———era———ara————an——_
TIEUAT: ...ttt ettt e bt e ettt e ettt e e ab et e e ab et e ab et e ab et e bt e e e bt e s bt e e st e sbeeesaree s
OTITYCHATO KOJIHUECCTBO: ..vveeuvteeurreeureerureessseesauseesnseeesssessseessnseesssseessssesensseesssseesnsseesnsseesnsseesnssessseeesseesssseesssseesnns
OITITYCHA: ©eeeuitteeiitieesitee et ee ettt e ettt e ettt e sttt e sabteeeabteeaubee e st eesasteeeaateeeasteesaseeeeasaeeeabaeeaabeeenabeeensseeensseesnsbeesanseesaneeesaseeenns
(ume, hamunus, OnvocHocm)
J 00D 4307 (oL TP P PP PPRRPPI
L1 A 161 USRS
(ume, pamunus, oanHu, 1.x. No)
T O TIIIIIC: e ettt e e et e e e et e e e et e e e e et e e e e e e e e e e e e e e e ——e e et e e et ——eeea———ara———ara————aa——_
B 1 ;S PSPPI
[Tpunoxenue Ne 2 xbM uit. 6, ai. 1
(M3wm. - IB, 6p. 90 ot 2019 1.)
Or

(neuebHo 3a6edeHue, aopec)

IMPOTOKOJI
3a OCUTypsIBaHE Ha HepaspelleH 3a ynorpeda JeKkapCcTBeH MPOIYKT/IEKapCTBEH MPOAYKT OT CIIUCHKA MO Wil. 2664,
an. 2 3JIIIXM, koiiTo ga Ob/e Ha pa3MoOJI0KEHUE B Ie4UeOHOTO 3aBeIeHUE MPH HEOOXOAMMOCT OT MpUIaraHe Ha
KOHKpETEH/HH MaIlueHT/1

1. Ume, npe3ume, paMuius U ATBKHOCT HA JIEKapUTE, IPEIUCBAIIN JeKaPCTBEHUS MTPOIYKT:

2. Nme, mpe3ume, Gamuiiisg U JUITBXKHOCT Ha (apMmalleBTa M IOpUCTa, KOUTO B3eMaT ydacThe B paboTraTta H
KOMUCHSTA:

3. O6ocHOBKa HA HEOOXOAMMOCTTA OT JIOCTaBKAa Ha ChOTBETHUS JIEKAPCTBEH MPOAYKT, KOJIMYECTBATa M TIEPHO/I
3a KOMTO c€ OTHACAT, ¢ orJie] mpoduiia Ha J1e4eOHOTO 3aBeICHUE:!

4. HN3nonsBanu alTepHATUBHU JOCera

5. IIpeanucBaHeTo Ha JIEKapCTBEHUS IPOIYKT CE€ Hajlara ropajin:
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6. TIPEIIIHICBA CO: ...eienitieiiiieeitee ettt et ettt e ettt e ettt e ettt e ettt e et eesab e e e e st e e e abee e st eeeasbeesasbeesasbeesabteesabbeesabbeesabeeesaseeenaseenns

(MeACOYHAPOOHO HENAMEHMHO HAUMEHOBAHUE HA AKMUBHOMO 8eUeCmso, 1eKapcmeeHa hopma, mepanesmuyeH
percum)
(MBP2OBCKO HAUMEHOBAHUE HA IEKAPCMBEHUSL NPOOYKM, 8UO HA JIeKAPCMEEHama (hopma u KOIu4ecmeo Ha
AKMUBHOMO Beujecmao 8 00306a eOUHUYA, KOIUYECMBO 8 eOHA ONAKOBKA)

7. Heo0xoxmmo KOJIMYECTBO 3a Neproaa

(bpoii onakosku ¢ yugpu u oymu)

8. Jluiie, KOETO 111€ M3BBPIIM JOCTABKATA HA JIEKAPCTBEHUS TIPOIYKT: «.ueeeurienrienureateenireateenieesreesseeeseesseesseesmeesnne.
(ume, adpec, menegon)
3abenesncku:
1. Ilpu monbiBaHeTO Ha UHPOPMALIUATA IO T. 6 - 8 3aIBIKUTEITHO Y4acTBa (papMarieBT.
2. Korato nexkapcTBEHUAT NPOAYKT € NMPHJIOKEH IPU IOBEUE OT €IUH IALUEHT, JAaHHUTE HAa MALUEHTUTE |
UH(pOpMALIUATA 32 MIPUIIOKEHOTO IPU BCEKH OT TAX KOJIMYECTBO CE MOCOUBAT IMOOTIEITHO.

Komucus:

L ettt ettt h e et e e bt e e a bt e bt e e a bt e bt e eab e e bt e eab e e b teeabeeahteea bt e ehteeabeeeheeebeeehteeabeeenbeenbeeeateenneenes
(noonuc)

ettt e tee et e e e teeehte e te e b teeteehteeate e heeea bt e beeeabe e bt e eab e e b eeeat e e b eeea bt e bt e eat e e bt e eabeebeeeate e bt e enbeebeeeateenne
(noonuc)

B e ettt ettt b eeeh et e heeehte e bt e ehte e bt e ehteeabeeeh et et e e eheeea bt e R et ea bt e eheeeabeeeh bt et e e ehteeabeeehte et e e ehte e bt e enteeabeesateenbeenaes
(noonuc)

ettt h ettt e b te bt e bt e ea bt e b ee et e e bt e et e e hee et e e b teeab e e bte et e e ehee e bt e ahteeabeeeheeenbeeeneeenneenaeeans
(noonuc)

e e ettt e bt e bt e et e e bt e e bt e bt e ea b e e bt e eabe e bt e eabe e bt e eat e e bt e ea bt e bt e eate e beeeh bt e bt e eateeabeeeateebeeeateebeeenteennees
(noonuc)

VTBBPIKIIABAM: ..eeeeeuuiieeeeiuiteeeeaiuuteeesautteeeaasseeeesausteeesassseesaansseeeesassseeesassseessansseeessansseeesannsseessnnsseeesssssseeessnsseeessnnsseeens

(mpume umeHa Ha pvLKOBOOUMEJISl HA 1e4eOHOMO 3a8edeHue)
T O TIIIHIC: e oottt e e et e e et e e e et e e e et e e e et e e e e e e e e e e e e e e e e e et e e et e et —aran——aaran——_
TIEUAT: ...ttt ettt e bt e ettt e ettt e e ab et e e ab et e ab et e ab et e bt e e e bt e s bt e e st e sbeeesaree s

NMe u pammivs Ha MAMEHTa/UTe, MPU KOUTO/UTO € IPUIIOKEH JICKAPCTBEHUST MPOIYKT:

OTILYCHA: ittt ettt ettt ettt et e ettt e s at e et e e et e et e e s ae e e ab e e ae e e b e e saeeeabeesaneeateesaneemneesseeeaseenaneenneenanes
(ume, hamunus, onvocHocm)
) 0071130 (o1 RN

[Tpunosxenne Ne 3 xpm ui. 30, ai. 1

(Hogo - JIB, 6p. 40 ot 2022 1.)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 12.01.2024 r.



(zeuebHo 3a6e0enue, adpec)
I[TPOTOKOJI
3a TIpeANMUCBaHe Ha JIGKAPCTBEH MPOIYKT, IPUJIaraH U3BbH YCIOBUATA HA Pa3pEIICHUETO 3a

ynotpeba

1. I/IMe, Ipe3numMe, (I)aMI/IHI/IH U JJIBKHOCT Ha JICKApUTEC, NPCAINIUCBAIIN JICKAPCTBCHUA IIPOAYKT:

(6v3pacm, mouen adpec, menepon 3a 8Pv3KA)
3. KpaTka aHamHe3a u cTaryc:

6. IIpennucBaHeTo Ha JIEKAPCTBEHUS MPOAYKT U3BBH yCIOBUATA HA Pa3pellIEHUETO 3a ynoTpeda ce

HaJlara rnopaau:

(MeDiC()yHGPOOHO HENameHnHo HaumMeHoearnue Ha aKknueHomo 6euecmaeo, J1eKapcmeenda qbopma,

mepanesmuien pexcum)

(mwvpeoscko HaumeHo8anue Ha 1eKapcmMeeHus NPoOyKm, U0 Ha JekapcmeeHama gopma u
KONUYeCmeo Ha aKMUEHOMO 8eecmao 8 003084 eOUHUYA, KOTUYECMB0 8 eOHA ONAKOBKA)
8. TepaneBTUYEH peKUM:

(bpoui onaxosxu ¢ yugpu u oymu)
10. JIune, koeTo 11e U3BBPILN JOCTAaBKATa Ha JIEKAPCTBEHUS MPOAYKT:

(ume, aopec, meneghon)

3abenescka. Ilpu nomrbiBaneTo Ha HHGOPMALMATA 110 T. 7 - 9 3aABIDKUTETHO y4acTBa (hapMarieBT.

Komucus:

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

12.01.2024 r.



(noonuc)

et h ettt h ettt e bt e et e e bt e et e e bt e e be e b teea bt e eh et e bt e ehte e bt e ehteeabeeehteebeeenbeebeesateans
(noonuc)

B e et h e bbbt h et bt e bt e bt e e bt e e a bt e eh et e bt e eh et e bt e e bt e et e e eh bt e bt e eheeebeenhaeenbeenaee
(noonuc)

VYT1BBpKIABAM:

(mpume umena na pvkogooumens Ha 1e4ebHOMO 3a6edenue)

T O IIIHIC: e e e e e e e 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 e e ee e e aea———aes

TLOUAT: ..ot ettt e et e st e e et e s b e eane

OTITYCHATO KOJTHUECTBO: ..vveeuvreeuveerureessreessseesseesssseessssesessseesnsseesnsseessssesssssesssseesssseesssessssseesssees

OTILYCHAI: .netiiitieiie ettt ettt et ettt et e e et e st e bt e st e et san e e bt e eaneenteesaneenneesaneennees

(ume, pamunus, onvorcrocm)
T O IIIHIC e e e e e e e e e e e e e e e e e e et —a e e e e e aaa—————
L (01174 1% ) SO OO PSP PO UUPPPRRUPPPPURNE
(ume, hamunus, oanuu, 1. K. No)
TIOZIIFIC: ..ttt ettt e et e et e e bae e san e e sabaeesanneesaneeeaas
B - SRR

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 12.01.2024 r.



