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. /[B. 6p.90 om 15 noemepu 20192., usm. u oon. /[B. 6p.40 om 31 maii 20222., uzm. u
oon. /IB. op.4 om 12 anyapu 2024e.

Pazgean 1.
OO0 MOJI0KEHUSA

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

1. neyeHne Ha KOHKPETEH MAIlMEHT C Hepa3pellleHu 3a ynorpeda B PemyOnnka
bbnrapust nexapcTBeHM MNPOAYKTH, JOCTaBEHM MO CIELHalHa MOpbhYkKa Ha JieueOHO
3aBe/ieHre 32 OOJTHUYHA TOMOIII;

2. BKIIIOYBaHE, IPOMEHH, U3KJIIOUBAHE U JOCTABKa HA JEKapCTBEHU MPOAYKTH
OT CIMChKa Mo wi. 266a, an. 2 oT 3akoHA 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa
meauirHa (3JITIXM);

3. (noBa - /1B, 6p. 84 ot 2019 r.) 1eueHue Ha rpyma OT HAllMEHTH C JIEKAPCTBEH
IOPOAYKT 3a ChCTpajaTenHa ynorpeba mo cmuchia Ha wi. 83 or Permament (EO) Ne
726/2004 na EBponeiickus napaamenT 1 Ha CbBeTa oT 31 mapT 2004 1. 3a ycTaHOBSIBaHe
Ha nporeaypu Ha OOLIHOCTTA 3a pa3peliaBaHe U KOHTPOJI Ha JIEKapCTBEHHU MPOAYKTH 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 MH(GOPMUPAHO ChIJIACHE 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,
Mpociie/iBaHe U IOKYMEHTHpaHe Ha JICUeHUEeTO U Ha 0e30MacHOCTTa U ePUKACHOCTTa Ha
JIEKapCTBEHMSI IPOIYKT.
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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 pa3pelieHu 3a yrnorpeda, OCBEH B CiIy4yauTe 1o ai. 1, T. 3.

(3) He ce pa3permaBa jgocTaBka 1o peja Ha Ta3u Hapeada Ha Hepa3pelleHu 3a
yrnoTpeda JIeKapCTBEHH MPOTYKTH, aKO B CTpaHATa MMa pa3pellieH 3a yroTpeda JiekapcTBEeH
OPOAYKT 3a CBIIOTO 3a00JIIBaHE WM HMHIUKAIMH, CbC CBUIOTO MEXIYHAPOIHO
HerareHTHO HamMeHoBaHue (INN), Bum Ha JekapcTBeHara ¢opMa W KOJMYECTBO 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 AbprKaBU U JICUEHUETO C Pa3pelIeHUTE 3a yrnorpeda B
Peny6iinka bpirapust iekapcTBeHU MPOIYKTH € HEBB3MOXKHO WJIH € 0e3 pe3yirar.

(2) (U3m. - JIB, 6p. 4 ot 2024 r., B crua ot 27.01.2024 1.) JlekapcTBeHHU
MPOJIYKTH 10 Wi. 1, an. 1, T. 2 Morar J1a ce mpeAnucBaT, ako ca pa3pelieHu 3a yrnorpeda B
PenyOnuka bbarapusi, B abpkaBa - ujleHKa Ha EBpomeiickusi cblo3, 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.

. 3. (1) (Hom. - JAB, 6p. 84 ot 2019 r., u3m. - JIB, 6p. 40 ot 2022 r.)
JleueOHuTe 3aBeneHHs 3a OONHUYHA ITOMOII MOTAaT Ja C€ CHAOIIBaT C JIEKAPCTBEHU
NpoayKTH 1o wi. 1, ai. 1, T. 1, 2 n 4 1 Korato ca OCUrypeHu B U3IIbJIHEHUE HA JICUCTBAIIH
B CTpaHaTa MEXIyHAapOJHM M HAlMOHAIHU NpOrpaMu WIM OT MEXJIyHapoJHa
OpraHM3alys, KOSITO €IMHCTBEHA MOXKE J1a OCUTYpU CbOTBETHUS IIPOAYKT.

(2) (Jom. - AB, 6p. 84 ot 2019 r., uzm. - 1B, Op. 40 ot 2022 r.) JIeueOuuTe
3aBeJIeHMs 110 ajl. | MoraTt /1a ce cHabagBaT ¢ JIEKapCTBEHU MPOAYKTH 1o wi. 1, an. 1, 1. 1,
2 1 4 OT BCEKHU THPIoOBEll Ha €/IpO C JIEKapCTBEHU MPOJAYKTH, IPUTEKABALL] pa3pelICHHE 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
HAa JIEKapCTBEHUTE MPOAYKTH o wiI. 1, an. 1, T. 1, 2 u 4 ce ypexknaa oT ppKOBOAUTENS Ha
7e4e0HOTO 3aBEICHHUE.

Un. 3a. (Hos - JIB, Op. 24 ot 2013 r.) (1) 3a ocbiiecTBsiBaHEe Ha TPHUETH
HAI[MOHAJHU MPOTpamMH M B Cllydail Ha MOTPEOHOCT OT HepaspelleH 3a yrnoTpeba B
CTpaHaTa JIEKApCTBEH NPOAYKT H3MBIHUTENAT Ha Mporpamara cjej ChIJlacyBaHE C
W3nbiHuTENHATA areHIUs 10 JIEKapCTBATa MPaBU MOTUBUPAHO MCKaHE JI0 MUHUCTHPA Ha
3paBeONa3BaHETO, KOWTO B3E€Ma pEIICHHE 3a H3MbJIHEHHE Ha TMOTPEOHOCTUTE B
KOHKpPETHATa Mporpama, Kato NocoyBa KpaHUTE MOJIydaTelld Ha JIEKapCTBEHUS POAYKT.

(2) B cnyuautre mo an. 1 THpProBeubT Ha €APO JIOCTaBS JIEKAPCTBEHUTE
MNPOAYKTH JO CBOTBETHHUS TIOJIydaTesl CbhIJACHO pEUIEHHEeTO Ha MHUHHCTbpa Ha
3/IpaBeoIla3BaHEeTo.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



Paznean 11.
IIpeanucBaHe M MoJiydyaBaHe Ha Hepa3pellleHH 3a ynoTpeda JeKapCcTBeHH
NMPOAYKTH

Yn. 4. (1) (Jom. - JAB, Op. 90 or 2019 r.) Hepaspemenu 3a ynorpeba
JICKapCTBEHU MPOAYKTH MOTaT Ja Ce NpPEJNucBaT OT KOMHUCHS OT TpuUMa JIeKapu OT
CBHOTBETHOTO JIeUeOHO 3aBe/IeHUE 32 OOJHUYHA TIOMOII], TOHE eIMH OT KOUTO € C IIpU3HaTa
CHEIMaIHOCT Mo mpoduia Ha 3a0ossBaHeTO. B paboTaTa Ha KOMUCHSTA ydyacTUE B3eMaT U
(dapmareBT U IOPUCT.

(2) (Jom. - B, 6p. 90 ot 2019 r.) PhKOBOIUTENSAT HA JIEYCOHOTO 3aBEACHUE
3a OOJHUYHA MTOMOIIL OIIPE/IEIIsi ChC 3alI0BE]] ChCTaBa HA KOMUCHSATA, KaKTO U (hapMalieBTa
Y IOpuCTa 110 ai. 1.

Ui 5. (1) (U3m. - IB, 6p. 90 ot 2019 r.) Komucusita o . 4, an. 1 npennucsa
HepaspelieH 3a ynorpeda JeKapCTBeH MPOIYKT 32 KOHKPETCH/HHU MAIUeHT/U C TIPOTOKOI
chIyacHo npuiioxeHue Ne 1.

(2) KeM mpoTokona ce mpmiara MHUCMEHO HH(DOPMHpAHO ChIVIACHE HaA
naueHTa (poAuTeN, HACTOMHHUK), TOJIY4YeHO 1Mo peaa Ha uwi. 87 - 89 ot 3akoHa 3a 37paBeTo,
ye € chIvlaceH Ja ObJe JIEKyBaH CbC ChOTBETHMS HEpa3pellleH 3a ynorpeda JeKapCTBEH
POIYKT.

(3) Komucusita ompenenss HEOOXOAUMHUTE KOJMYECTBA OT JIEKApPCTBEHUS
MPOAYKT CHOped MPOABIKUTETHOCTTa Ha JICUEHHUETO HA TMAlMeHTa, HO HE IOBEYe OT
TepaneBTUYHATAa /1032 32 TPUMECEUHO JICUCHHUE.

(4) IIpu HEOOXOAUMOCT OT MPOJIBKABAHE HA JICUCHUETO 3a TMOBEYE OT TPHU
Mecella ce ChCTaBsl HOB IIPOTOKOJI IO PE/Ia Ha TO3H pa3zell.

Ui 6. (1) (U3m. - B, 6p. 90 ot 2019 r.) Komucusita mo uin. 4, an. 1 moxe na
B3€ME pelIeHUE 3a OCUTypsiBaHEe Ha Hepas3pelleHU 3a ynoTpeOa JIeKapCTBEHU MPOJYKTH,
KOHUTO Jla ca Ha pa3oJIoKeHHE B JIEUEOHOTO 3aBe/IeHHE IPU HE0OXOJUMOCT OT IpUjIaraHe
MIPY KOHKPETEH/HU MalUEHT/U C MPOTOKOJ ChITIACHO MpHiiokeHue Ne 2.

(2) Komucusita onpeenst HEOOX0IMMUTE KOJTUYECTBA JIEKAPCTBEHH MPOTYKTH
3a ompezeNieH Meproj] OT BpeMe choOpaszHo mpoduia Ha I1e4eOHOTO 3aBeieHHe, HO 3a He
1oBeye OT TPU Mecela.

(3) Ilpu HEOOXOAUMOCT OT JIEKaPCTBEHHU MPOAYKTH 3a IOBEYE OT TPU Mecela
ce ChCTaBsl HOB MPOTOKOJ IO pesia Ha TO3M pa3fed.

(4) TlpunaraneTo Ha JIEKAPCTBEHH MPOJTYKTH, OCUTYPEHHU TI0 peia Ha ail. 1 - 3,
CE U3BBPIIIBA CJIe]l MUCMEHO HH()OPMHUPAHO ChITIacHe HA MAleHTa (POIUTEIN, HACTOWMHHUK),
MOJTY4EeHO IO pena Ha ui. 87 - 89 ot 3akoHa 3a 3paBeTo, 4€ € ChIIACEH J1a Ob/Ie JIEKyBaH
ChC CHOTBETHHUS HEpa3pelleH 3a yrnoTpeda JIeKapCTBEH MPOAYKT.

Un. 7. (1) Ilpotokonute mo wi. 5, an. 1 u mo 4. 6, an. 1 ce U3roTBAT B TpU
eK3eMIUIsIpa U C€ YTBBP)KJIABAT OT PHKOBOAMTENS HA JICUEOHOTO 3aBefcHUE. EauHUAT
EK3eMILISAP Ce ChXpaHsABa B JIEYEOHOTO 3aBEACHHE, BTOPHIT €K3EMIUISp Ce M3Ipalla Ha
W3nenautennata arennus mo jgekapcteata (MAJD), a TpeTuar ek3eMIuisip € mpeIHa3HaueH
3a MalyeHTa, ChOTBETHO 3a alTeKaTa Ha JIeYeOHOTO 3aBe/ieHuE.
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(2) Koniie oT nmpoTokoa ce npusara ¥ KbM JIOCHETO Ha MalueHTa.

. 8. (1) (U3m. - B, Op. 90 ot 2019 r.) M3nbaHuTenHATa areHIus IO
JIeKapcTBaTa ChriacyBa MPOTOKOIUTE B CPOK 10 3 pabOTHU THU OT MOJTYYaBAHETO MM U
uH(pOopMHUpa JUIaTa, KOUTO L€ OCHIIECTBAT AOCTABKATa, WIH MTPaBU MOTUBUPAH OTKa3.

(2) U3npanuTenHaTa areHIuUs o JeKapcTBaTa MpaBu MOTUBHPAH OTKA3, aKO
dbopMaTa Ha MPOTOKOJIUTE UITU JIEKAPCTBEHUTE MPOAYKTH HE OTTOBAPST HA U3UCKBAHUSTA
Ha HapexaOara.

(3) OrkazpT 1O aj. 2 TMOMICKHM Ha oOXalBaHe IO peaa Ha
AMUHUCTPATUBHOMPOIIECYATHUS KOJCKC.

(4) (dom. - IB, 6p. 90 ot 2019 r.) [IpoTOoKoauTe MO Wi. 5, ai. 1 u 1Mo wi. 6, aJ.
1 ca BasiuHU 3a CPOK OT TPU Mecela.

Un. 9. M3nbiHuTenHara areHUMs MO JieKapcTBaTa BOJIU CIUCBHK Ha
CBIVIACYBAHUTE IPOTOKOJM 3a JOCTaBKa Ha Hepas3pelleHu 3a ynorpeba JIeKapcTBEHU
HPOAYKTH.

Un. 10. (1) JleuebHOTO 3aBeAeHME, HU3JAI0 MPOTOKOJA 3a JIEYEHHE C
HepaspelleH 3a ynorpe0a JIeKapCcTBEH MPOIYKT, MOJIydyaBa M ChXPaHSBA JICKAPCTBEHUS
IPOJAYKT B anTeKaTa Ha JIeYeOHOTO 3aBE/ICHHUE.

(2) (Hom. - B, 6p. 90 ot 2019 r.) B cnywyaure mo wi. 5, an. 1 mauueHTHT
NoJy4aBa ONHMCAHUS B IMPOTOKOJA JIEKAPCTBEH NPOAYKT OT amnTeKkara Ha Je4yeOHOTO
3aBezicHue. [lomyyaBaHeTO Ha JIGKAPCTBEHUs MPOIYKT CE BIUCBA B EK3EMILIApPA OT
IPOTOKOJIA, KOWTO C€ ChXpaHsBa B alTeKaTa Ha JeueOHOTO 3aBe/ICHUE.

(3) (Hom. - B, 6p. 90 ot 2019 r.) B cnyuaute mo ui. 6, an. 1 oTmyckaHeTo u
NpUJIaraHeTo Ha JICKAPCTBEHHsI MPOJYKT Ha BCEKH KOHKPETEH MAIMEHT C€ BIHCBA B
eK3eMIUIsIpa OT MPOTOKOJIA, KOMTO ce ChXpaHsABa B allTeKaTa Ha JIe4eOHOTO 3aBEJICHNUE.

Yn. 11. Koraro MMpeaAnrcCal 3a KOHKPECTCH MAllMCHT HCPA3PCUICH JICKAPCTBCH
IMPOAYKT HE € M3IOJ3BAH 34 JICHCHHUECTO MY, TO MOXeE 1a 6”[))16 H3I0JI3BaH 3a JICYCHHUETO
Ha JpYTr HaquCHT CJICA MPEANMCBAHCTO MY 110 p€a Ha TO3U pa3acil.

Y. 12. [Ipu nocTaBkata Ha HEpa3peLIEHHU JEKAPCTBEHH IPOAYKTH ThPrOBELbT
Ha €1po MpeAoCTaBs Ha amnTekaTa HapTUIeH CcepTU(UKAT 3a KauyeCcTBO, CHOTBETHO
cepTU(UKAT 3a OCBOOOXK/1aBaHEe HA MapTHIaTa Ha JIEKAPCTBEHUS MPOIYKT.

Yn. 13. (Hom. - JIB, 6p. 84 ot 2019 r.) Ilpu mpennucsane, moay4yaBaHe U
JOCTaBKa Ha HEpa3pelIeHH JIEKAPCTBEHU MPOAYKTH, ChIbp)Kallll HAPKOTUIHN BEIIECTBA,
ce cras3BaT M3UCKBaHMATa Ha 3aKOHAa 3a KOHTPOJ Ha HAapKOTHYHUTE BEIIECTBA M
npexypcopute (3KHBII).

Ui 14. 3a n3nbiHeHne Ha 3aabokeHusaTa 1o wi. 183 3JIIIXM pbrkoBoguTensT
Ha JIe4eOHOTO 3aBEJIeHHE, B KOETO ca U3/[aJIeH! MPOTOKOJIH M0 Wwi. 5, ait. 1 u mo ui. 6, ai.
1, cp3/1aBa ycii0BUs 3a poOCiesIBaHe Ha 0€30MaCHOCTTa Ha JIEKAPCTBEHUTE MPOAYKTH.
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Un. 15. JlokymMeHTHTE, CBBP3aHU C OTITyCKaHE Ha Hepa3pelleHu 3a ynorpeda
JICKapCTBEHU MPOJYKTH, C€ ChXpaHsABAT B alTeKaTa Ha JIe4eOHOTO 3aBE/IEHUE 32 CPOK IET
T'OJWHH.

Un. 15a. (Hos - B, 6p. 90 ot 2019 r.) (1) PpKoBOgUTENAT HA JIE4EOHOTO
3aBeJICHHUE BbBEXKA, KOHTPOJIMpA U OTrOBaps 3a CHa3BaHETO Ha PeJ 3a OCUTypsiBaHE Ha
HEOOXOMMUTE JIEKAPCTBEHU MPOAYKTH MO TO3M pasfiell, KaTO OCHILECTBSIBA KOHTAKT C
THPrOBLUTE Ha €IpO U C JAPYruTe JiedueOHU 3aBEJCHUs B CTpaHaTa 3a OCUTYpsBaHE Ha
CHOTBETHHUS JICKAPCTBEH MPOAYKT.

(2) Ilpm HEBB3MOXKHOCT Jla ObBJE OCUTYpEH JIEKAPCTBEH IPOIYKT
PBHKOBOJUTENAT HA JICUEOHOTO 3aBeleHUE He3abaBHO WH(GOpPMHpaA MHUCMEHO 3a TOBA
MHUHHCTEPCTBOTO Ha 37paBeoOIa3BaHETO, KaToO M0COYBA MPEIIPUETUTE JeHCTBUS.

(3) B cinyuauTte no an. 2 MUHHCTEPCTBOTO Ha 3paBe0ONa3BaHETO MpealpueMa
JeiicTBus o cbOupaHe Ha HeoOXxoauMaTa HH(OpMAIKs OT CbOTBETHUTE OPraHU U JIMLA -
NAJI, HCHPJIII, TbproBuu Ha eApo, NPOU3BOAMTENM HA JIEKAPCTBEHU HPOIYKTH,
HPUTEXKATENIN Ha pa3pelleHus 3a yrnorpeoa, iedeOHU 3aBeieHuUs, UyKIECTPaHHN OpIaHu,
€KCIEPTHHU CHBETH 110 MEIUIIMHCKH CIICUATHOCTH WM OTACTHH MEIUIMHCKH JEHHOCTH,
MEIMIUHCKH CIIELUAIUCTH U IPYTH, C OTJIE]] IPEOI0JIsIBaHE PU BB3MOXKHOCT Ha PEUKUTE
3a OCUTYpsIBAHE Ha JICUCHUETO HA MAIMEHTA.

Ui 156. (Hos - 1B, 6p. 4 ot 2024 1., B cuna ot 27.01.2024 r.) (1) HocTaBkaTa
Ha Hepa3pelleH! JeKapCTBeHH NPOAYKTH 1Mo wi. 1, an. 1, T. 1 ce u3BbpIlBa U NIPH ClIa3BaHe
Ha CJICAHUTE N3UCKBAHUS:

. npu wu300pa Ha THProBel| Ha €IpO C JIEKApCTBEHH MPOAYKTH U
HEO0OXOUMOTO KOJIMUYECTBO OT JIEKAPCTBEHUS MPOJIYKT KOMUCHUSATA IO Wi. 4, an. 1 B3ema
MpeABU MOMEHTA, B KOMTO CJie/iBa /1a 3all0YHE TepanusaTa u Kypca Ha JISUEHUE;

2. odeptu ce cwrOMpAT Upe3 MPErOBOPH M HHIMWBHUAYATHH TOKAaHU KbM
THPTOBILIM HA €IPO C JICKAPCTBEHU MPOAYKTH, IPUTEKABALIU Pa3pelIeHUE 32 ThPrOBHs Ha
epo, TOJy4eHO Mo pena Ha riaBa neBera oT 3JIIIXM, u upe3 mokaHa Ha WHTEPHET
CTpaHMIIaTa Ha JIeYeOHOTO 3aBE/ICHUE 3a MPEJCTaBsIHE OQEepTH, KOATO MOXKe J1a ObJe C
MIOCTOSTHEH XapakTep.

(2) Odeprara o an. 1, T. 2 MoXKe J1a ce MPEACTABU U MO €EKTPOHEH BT MPU
YCIIOBUSATA U 110 pefia Ha 3aKOHA 3a €JIEKTPOHHUS TOKYMEHT U €IeKTPOHHUS MOIHC.

(3) He mnomnexatr Ha pasriexaaHe odepTd, KOUTO HE OTroBapsAT Ha
M3MCKBaHUATA Ha ITOKaHaTa 3a odepTa WK ca ¢ U3TeKa BaTUAHOCT.

(4) IIpm u360pa Ha THProBel Ha €ApPO C JEKAPCTBEHH INPOJYKTH OCBEH
mpejiaraHa lieHa KOMHCHUATa MOXe Ja o0chkaa M choOpas3siBa M JPYTH acleKTH Ha
odepTuTe, KOUTO Ca CBBP3aHU C OpraHU3alMATa Ha JIOCTaBKaTa WJIM KadeCTBOTO,
0e30MmacHOCTTa U/UIN ePUKACHOCTTA Ha JIEKAPCTBEHUSI TPOJTYKT.

(5) N360pbT Ha THProOBEIl Ha €APO C JIEKAPCTBEHU MPOAYKTH Ha JIEKapCTBEHUS
IPOAYKT M HEOOXOAMMOTO KOJIMYECTBO, IMpEeIMEeT Ha JOoCTaBKara, ce IpejajaraTt oT
KOMHCHSITA MO Wil 4, ant. 1 1 ce BOuUcBaT B NPOTOKOJIA 1O Wi. 5, ai. 1 wim un. 6, an. 1.
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Ui 158. (Hos - /IB, 6p. 4 ot 2024 1., B cuia ot 27.01.2024 1.) (1) IIpu nmumnca
Ha JIEHCTBAI0 PAMKOBO CHOpa3yMeHHEe Ha MUHHCTEPCTBOTO Ha 3paBEONa3BaHETO 3a
JIEKapCTBEHH MPOAYKTH 110 Wwi. 2664, ant. 1 ot 3JIIIXM chmuTe ce 10CTaBAT 10 Je4eOHNUTE
3aBeJeHHA 110 pena Ha ui. 1506.

(2) Ilpu Hanmyre Ha ACUCTBAIIO PAMKOBO CIIOpa3yMeHHe 1o al. 1 jgedeOHuTe
3aBEJICHUS CE CHAOSIBAT C JICKAPCTBEHU MPOAYKTH 10 WiI. 2664, ai. 1 ot 3JIIIXM o pena
Ha PaMKOBOTO CIIOpa3yMEHHUE W 10 MO-HUCKaTa [IeHa U3MEXTy [IeHaTa, IOCTUTHATa Py
YCIIOBUSTA U TI0 Pe/ia Ha PAMKOBOTO CIIOpa3yMeHHUe, U IIeHaTa, MOCTUTHATA OT JICYEOHOTO
3aBeICHUE B IIPOLICypa 3a Bh3JaraHe Ha 0OIIecTBEHA OpBhYKa 1Mo Wwi. 266a, an. 5, T. 1 oT
3JIIXM.

Paznen I11.
YcaoBus u pe 3a BKJIIOYBaHe, IPOMEHH, H3K/IIOYBAHE U I0OCTABKA Ha
JIEKAPCTBEHHU MPOAYKTH OT CIUCHKA 1O 41. 2662, aj1. 2 oT 3aKkoHa 3a
JIEKAPCTBEHUTE MPOJAYKTH B XyMAHHATA MeIMIIHHA

Un. 16. (1) ExerogHo B cpok a0 28 deBpyapu jeueOHUTE 3aBEACHUS 3a
OOJTHUYHA TIOMOIIl TPEIOCTABIAT HA MUHHCTBPA HA 3/IPABEOINA3BAHETO MPEJIOKCHUS 32
JIEKapCTBEHUTE MPOJYKTH, KOUTO J1a ObJaT BKIIOYEHU B CIKCHKA MO 4wi. 266a, an. 2 ot
3aKoHa 3a JICKapCTBCHHUTE MPOAYKTH B XyMaHHATA MEIUIIMHA.

(2) (M3m. - OB, Op. 25 ot 2019 r.) IlocThmmiauTe NpPEIIOKECHUS Ce
IIPEIOCTABIAT HAa EKCIIEPTHUS ChbBET Mo 4. 6a, ain. 1, T. 1 or 3akoHa 3a 3apaBeTo MO
CHOTBETHATA MEIUIIMHCKA CIICIIMATHOCT WJIH OT/EIHA MEeUIIMHCKA aAerHocT 1 Ha MAJI 3a
CTaHOBHIIA OTHOCHO ChOTBETCTBUETO UM C M3UCKBAaHUATA 110 4. 266a, ain. 1 3JITTXM.

(3) (M3wm. - 1B, 6p. 25 ot 2019 r.) EkcnepTHUAT cbBET 110 4. 6a, ai. 1, T. 1 ot
3akona 3a 3apaBeto U MAJI naBat craHoBUIIIA B CPOK €AMH MECEII.

(4) JlexkapcTBeHHUTE MPOIYKTH, KOUTO OTrOBapsAT HA WM3HMCKBAaHUATA MO YII.
266a, ain. 1, ce BKIIIOUBAT B CIIHUCHKA 1O WI. 266a, ai. 2 3JIIIXM, koiTo ce yTBBpK/1aBa OT
MUHUCTBbpa Ha 37paBeolNa3BaHETO M ce NyOJMKyBa Ha MHTEpPHET CTpaHHUIaTa Ha
MUHUCTEPCTBOTO Ha 3paBEOIa3BaHETO €KETOAHO B CPOK 70 1 Maid.

(5) (U3m. - 1B, Op. 84 ot 2019 r.) CouceksT no an. 4 uma JeHCTBUE 10
YTBBPKTABAHETO HA HOB CITHCHK.

(6) IlpomeHM WK U3KITIOUBAHE HA JIEKAPCTBEHU MPOIAYKTH OT CIHUCHKA MO YJI.
266a, an. 2 3JIIIXM ce mpaBsT mpu HACTHIIBAHE HA MPOMSHA B OOCTOSITEICTBAaTa IO
M3TOTBSIHETO MY IO pefia Ha al. 2 U 3 u ce MyONMKyBaT Ha MHTEPHET CTpaHUIaTa Ha
MUHUCTEPCTBOTO Ha 37paBEOTa3BaHETO.

Un. 17. IlpennucBaHeTo, MOJYy4aBAaHETO M JIOCTaBKAaTa HA JIEKAPCTBEHU
IPOAYKTH OT CIOUCHKA 1o wi. 266a, an. 2 3JIIIXM ce uzpbpumBar no pena Ha paszaen 11,
KaTo HE ce mpuiara 4i. 5, ai. 2.

Paszpen IV.
Ycii0BuA 1 pel 3a JiedeHHe HA NAIMEHTH M0 NIPOrpaMM 3a ChbCTPaJaTe/IHa
ynorpebda (Hos - /IB, 0p. 84 or 2019 1.)
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Ui. 18. (Hos - JIB, 6p. 84 ot 2019 1.) Jleuenue no 4. 1, an. 1, 1. 3 Ha rpyna
OT TMAIMEHTH, CTPAJAIM OT XPOHUYHO WIM TEKKO HHBATUIU3UPAIIO 3a00JsBaHE WIN
3a00JIsIBaHe, KOSTO MOJKE JIa C€ CUMTA 3a XMBOTO3AacTpalllaBamlo, U KOUTO HE MOrar Jia
ObJaT JeKyBaHU YJOBJIETBOPHTEIHO C IMOMOIITA HAa Pa3pelieH JIEKapCTBEH MPOIYKT, ce
IPOBEX/IA IO Mporpama 3a cheTpanaTesiHa ynorpeoda cien ceriacysane ¢ MAJL

Un. 19. (HoB - [IB, 6p. 84 or 2019 r.) (1) Jleuenue mo mporpama 3a
CchCTpaZiaTeHa ynoTrpeba ce MpoBEXJa C JIEKapCTBEH MPOJIYKT, KOWTO Momaaa B
KaTeropuuTe, nocoueHu B wi. 3, naparpadu 1 u 2 ot Permament Ne 726/2004, u:

1. e oOGeKT Ha 3asBJeHHE 32 pa3pelleHue 3a ynorpebda no peaa Ha PermameHt
Ne 726/2004; vau

2. ca HaJMYHM JIOKa3aTeJcTBa 3a e(ukacHOCTTa U OE30MacHOCTTa MY BbB3
OCHOBa Ha PE3YJITATUTE OT MPOBEXKJANIM CE€ KIMHUYHHM W3NMHUTBaHUA (a3a 3 wiu 1o
u3KIoueHue (asa 2 npu HaIUMYUe Ha CTAHOBHUIIE HA KOMUCHS OT TpUMa JIeKapHu, MOHE €IUH
OT KOWTO € C TpHU3HATA CIHEIUAIHOCT MO mpodmia Ha 3a00NsSBaHETO, W/HIU TIpU
MPEeOCTaBsiHE Ha MOJIOKUTEIHO CTAaHOBWILE 3a ChIaTa MporpaMa 3a ChCTpajaTeliHa
yrorpeba OT perysiaTopeH OpraH Ha JApyra JbpkaBa - wieHka Ha EC.

(2) Jleuenue mo mporpamMa 3a chCcTpajarenHa ynorpedba ce OCHILECTBSBA B
JieyeOHu 3aBenenus mo wi. 9, aim. 1, 7. 1 1 2 u wi. 10, T. 30 ot 3akoHa 3a JieUeOHUTE
3aeneHus (3J13), kakTo U B JeueOHM 3aBeIeHUS 32 OOTHHYHA MMOMOII 10 WiI. 5, an. 1 oT
3JI3 xbM MuHHUCTEPCKUS ChBET, MUHHCTEPCTBOTO Ha O0TOpaHaTa, MUHHCTEPCTBOTO Ha
BBTPEIIHUTE paboTH, MUHHCTEPCTBOTO Ha MPaBOCHANETO, MUHUCTEPCTBOTO Ha
TpaHCIOPTa, UHPOPMAITUOHHUTE TEXHOJIOTHU U CHOOIIICHUSATA.

(3) [Iporpama 3a cbeTpaaTenna ynorpeda ¢ 1eKapcTBEH MPOIYKT, ChIbPKalI]
HAapKOTUYHH BEILIECTBA, MOXKE J]a CE€ MIPOBEXK/IA caMo B JICUeOHUTE 3aBEJICHUS 110 aj. 2, B
CTPYKTypaTa Ha KOUTO € pa3KpuTa anTeka, MpUTeKaBalla JUIEeH3Us CbIIacHo wi. 33, ai.
1 or 3KHBII, uimu kouTO ca CKJIIOYWIA JTOTOBOP C APYro Je4eOHO 3aBE/lCHHE, B
CTPYKTypaTa Ha KOETO € pa3KpuTa anTeka, MpuTeKaBalla JUIEH3Hs ChIIIacHo wi. 33, ail.
1 or 3KHBII.

(4) PproBoaMTENNTE HA alITEeKUTE HA JIeUeOHU 3aBEJCHHS 10 all. 2 OTrOBapsT
3a JOKYMEHTHUPAHETO Ha HAJIMYHOCTTA, OTIYCKAHETO W MPABIJIHOTO CHhXpPaHEHHE Ha
JIEKapCTBEHU MPOIYKTH, BKIIOUYEHHM B Tporpama 3a ChCTpajaTeliHa ymoTpeda, KaTo
B3aUMOJICUCTBAT C OTTOBOPHOTO JuIle mo ui. 20, am. 1.

Yn. 20. (Hos - 1B, 6p. 84 ot 2019 r.) (1) IIpaBo na 3asBsiBa mporpama 3a
ChCTpajaTeNHa yroTpeda nma:

1. 3agBUTENAT Ha paspelieHHe 3a ynoTpeda mo wi. 6 ot Permament (EO)
726/2004 3a cbOTBETHHS JIEKAPCTBEH NMPOIYKT; WIIN

2. TpPOU3BOAUTENAT HA JIEKAapCTBEHMS MPOAYKT WJIM BB3IOKUTENIAT Ha
0JI00PEHO KIIMHUYHO M3MHUTBAHE B CIIydauTe, KOTaTo JIEKAPCTBEHUSAT MPOIYKT HE € 00EKT
Ha 3asBieHue no wi. 6 ot Permament (EO) 726/2004.

(2) Jluuero mo an. 1 (Hapu4aHO MO-HATaThK "OTrOBOPHOTO JHIlE") HOCH
OTIOBOPHOCT 3a BB3JIaraHeTO, OPraHU3aluATa, MPOBEKIAHETO M (UHAHCUPAHETO HA
nporpamara 3a ChCTpajiaTeNHa ynorpeoa.

(3) 3a cerinacyBaHe Ha mporpama 3a ChCTpajaTesHa ynorpeda OTTOBOPHOTO
nunie nonasa 3asBiaeHue B MAJI mo oOpasel, yITBBPJEH OT W3MBJIHUTEIHUS AUPEKTOP.
Korato cemanuiero Ha OTTOBOPHOTO JIMIIE HE C€ HaMupa B JIbpXkaBa - WICHKa Ha
EBponeiickus cbi03, WiIM B Jpyra AbpkaBa - cTpaHa o Cropa3yMeHHEeTO 3a
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EBporneickoTo HKOHOMHYECKO MPOCTPAHCTBO, TO MOCOUBA MPEACTABUTEN, PETUCTPUPAH B
EBpomnelickus cbi03 UM B Ipyra Abpkasa - cTpaHa o CropazymeHnuero 3a EBponeiickoTo
MKOHOMHYECKO NMPOCTPAHCTBO.

(4) 3asBnenueTo 1o aji. 3 ChabpxKa:

1. umMe U agpec Ha OTTOBOPHOTO JIMIE U Ha MIPEACTaBUTENd MO al. 3,
peructpupad B EBponeiickusi cblo3 UM B ipyra Jbpxkasa - crpaHa 1o CriopasyMeHHUETO
3a EBporneiickoTo HKOHOMHYECKO MPOCTPAHCTBO, KOraTo MMa TaKbB;

2. ¥Me U aJpec Ha JIMIE 3a KOHTAKT Ha TepuTopusaTa Ha PenyOinka bbirapus;

3. HaUMEHOBaHUE W/WIM KOJ Ha JIEKAPCTBEHUS MPOIYKT, JaHHU 3a
KAueCTBEHHUS] U KOJMYECTBEHHUS ChCTaB Ha JIEKAPCTBEHMs IPOJYKT, Karo CE IM0COYBa
MEXIYHApOJAHO HEMAaTeHTHO HaWMEHOBAaHHE HA AaKTUBHOTO BEIIECTBO/aKTHBHUTE
BelleCcTBa, npenopbyano ot C30, nmpu HAJIMUKE HA TAKOBA, WJIM CbOTBETHOTO XMMHUYECKO
HAaUMEHOBAaHUE; JIeKapcTBeHa (opMma, HAaUYMH Ha MPWIOKEHHE U MBT Ha BbBEXKIAHE,
JIO3UPOBKA U TEPAIICBTUYIHH ITOKA3AHHUS,

4. urdopmariyisi OTHOCHO TOBA JAaJU JIEKAPCTBEHUSAT MPOYKT CE CbCTOU OT UITU
ChABPKa TeHeTUYHO Moaudummpan opranuzbM (I'MO) unum KoMOMHAIUS OT TEHETUYHO
Mou(ULIIpaHU OPraHU3MU;

5. JaHHM 3a IOJIaIeHOTO B EBporielickaTa areHuus 110 JieKapcTBara 3asiBJICHUE
no wi. 6 ot Pernament (EO) 726/2004;

6. TaHHU 32 pa3pelleHO KIMHUYHO U3IUTBAaHE HA JIEKApCTBEHHUS NMPOIYKT B
npenBuaeHaTa oonact Ha npuioxenue ¢ EudraCT nomep;

7. TaHHU 3a pa3pelleHO KJIMHUYHO U3IUTBAaHE HA JIEKApCTBEHHUS NMPOIYKT B
npenBUeHaTa 00JacT Ha MPUIOKEHHE B TpPEeTa Ibp)KaBa, KOETO Ce MPOBEXAa WU €
MPOBEICHO MpU CMa3BaHE Ha HW3HCKBaHHWATA HAa MEXIyHApOAHUTE XapMOHU3UPAHU
cTanaapTH 3a J{oOpa KIMHUYHA MPAKTHKA,

8. umHpoOpManusA, KOraTo WMa TaKaBa, OTHOCHO TEKYyIIH IPOTpaMu 3a
ChCcTpaZarenHa yrnotpeda B Abp)KaBUTE - WIEHKU Ha EBpomeiickus cbio3, WM B OpyTd
IbpaBu - cTpanu o CriopazymeHueTo 3a EBporneiickoTo NKOHOMHYECKO IPOCTPAaHCTBO,
M 32 eKCIepTHU cTaHoBHINA Ha KoMmMuTeTa mo jekapCTBEHHUTE MPOIYKTH 3a XyMaHHa
ynotpeba cbriaacHo ui. 83, maparpad 4 ot Pernmament (EO) 726/2004;

9. omucanue Ha 3a00yIBaHETO W OOOCHOBKA, Y€ MAIMEHTHTE, 3a KOUTO €
MpeHa3HAYeH JICKApCTBEHUST TPOJYKT, CTpagaT OT XPOHUYHO WM  TEKKO
WHBAJIMAU3UPAIIO, UK KUBOTO3aCTpaIIaBaIlo 3a00sBaHe;

10. 060cHOBKa 3a1110 1IeJieBaTa rpyra ManueHTH He MOXKe Jia ObJie JeKyBaHa ¢
JIEKapCTBEH MPOYKT, pa3pellieH 3a ynoTpeda B Pemybnuka boarapus;

11. obocHOBKa 3a1ll0 1eseBaTa rpymna rnaiueHTH He MOXKe /1a ObJie BKIIIOUEHA
B TEKYIIIO KJIMHUYHO U3MHUTBAHE.

(5) KbM 3asiBeHueTo mo aji. 3 ce mpuiarar:

1. mpoTokon Ha mporpamara 3a ChCTpajaTelHa ymnoTpeda, KOWTO ChIbpiKa
MHUHUMYM CJIETHOTO:

a) nH(opmanus 3a TeKapCTBEHUSI MPOYKT U TEPANIEBTUYHOTO MOKAa3aHHE,

0) HAJTMYHY JJAHHU 32 KAaYECTBO, €PUKACHOCT U O€30MaCHOCT Ha JICKAPCTBEHUS
MPOIYKT, MOJAKPEISAIIN ynoTpedbara My MpH 1eJieBaTa rpymna NaliueHTH;

B) KpUTEPUH 3a OI00P HA MAMEHTUTE U OYaKBaH Opol MallMeHTH;

r) undopmanms 3a ymoTpebara Ha JEKApCTBEHHS MPOAYKT - TEKyIlara
Opomlypa Ha wu3ciefoBaTellss B KIMHMUYHOTO H3MHUTBAHE WM IPOEKTa Ha KpaTka

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



XapakTepUCTHKa Ha MpPOJYKTa, IPHJIOKEHAa KbM 3asBICHUETO 3a pas3pellaBaHe 3a
ymortpeo6a;

1) IUTIaH 3a MPOBEX/1aHe Ha IporpaMara;

€) KpUTEPUH 3a CIIMPAHE UJIH MIPEKIEBPEMEHHO NIPEKPATIBAaHE Ha IIporpamara
3a ChCTpaJaTeIHa ynoTpeoa;

) U3MCKBAHUsS KbM JIeYeOHUTE 3aBe/ICHH 110 OTHOLIICHHE HA MEIUIIUHCKOTO
o0opy/BaHe U KbM KBaJIM(UKALUATA HA JIEKAPUTE;

3) OMHCaHUE Ha MPOIICIypUTE 32 HabUpaHe Ha MAICHTH;

1) OIMCaHME Ha MPOLEypUTE 3a NOJIy4aBaHe Ha HHOPMHUPAHO ChIIacue OT
3aKOHEH IIPEJICTaBUTEIN, KOT'aTO € MPUI0KHUMO;

K) nucMeHa nHpopManus 3a rnauueHTa u Gopma 3a HHGOPMHUPAHO ChIJIACHE
Ha aHTJIUICKHU U OBATapCKU €3UK;

1) apyra uHpOpMaunus U JOKYMEHTH, KOUTO I€ C€ MpelocTaBAT Ha
NAUEHTUTE HA aHTJIMICKU U OBJITapCKU €3UK;

M) ONMCAHHE Ha HAaYMHA Ha JOCTaBKa, KAaKTO U Ha MPEABHJICHUTE MEPKH 3a
rapaHTHpaHe Ha O0€30MacCHOTO ChXpaHEHHWE, ymorpedaTa M MECTOHAXOXKICHHETO Ha
JIeKapCTBEHUTE NMPOIYKTH, KOUTO 1€ Ce MPEJOCTaBAT M0 Iporpamara 3a ChCTpajaTesiHa
yrortpeoa;

H) ONKCaHKHEe Ha JAeHHOCTHTE 3a (PapMaKOJIOTHYHA OJUTETHOCT B PAMKUTE Ha
IporpamMara 3a ChbCTpajiaTeIHa ynorpeoa;

2. pexyapauusi OT OTTOBOPHOTO JIMIIE, Y€ Il M3IbJIHSIBA W3MCKBAHUATA 3a
dapmakonornyaa OauTenHOCT chriacHo wi. 24 ot Permament (EO) 726/2004 u de
uHpopManusaTa, CBbp3aHa ¢ 0e30IacHOCTTa, chOpaHa B Iporpamara 3a ChCTpajaTeilHa
yrnoTpeba, me Ob/Je BKIOYEHAa B TOMUIIHUS JOKIax 3a Oe3omacHoCT W TOW mie Obiae
noaaneH B MAJI;

3. nmexyapauusi OT OTTOBOPHOTO JIMIIE, Y€ JIEKAPCTBEHUST MPOJYKT IIE Ce
ocurypsiBa 6e3Bb3ME3HO B paMKHUTE Ha Iporpamara 3a CbCTpajJaTeiHa ynoTpeoa;

4. TOKyMEHTH, yIOCTOBEPSBAIIIH, YE JIEKAPCTBEHUAT MPOAYKT C€ IPOU3BEKIA
npu ycioBusta Ha JloOpa NHpoM3BOJCTBEHAa MNpaKTHKa Ha EBpomelckus cbio3 WK
€KBHBAJICHTHU Ha Hes,

5. JOKYMEHTH, YAOCTOBEpsBAalllM, 4Ye KIWMHUYHUTE M3MUTBAHUSA ca
IpOBEJCHU/CE MpPOBEXKAAT NpU ClHa3BaHE Ha H3UCKBaHMUATAa Ha MexXayHapoaHUTE
XapMOHU3HpAIM cTaHAapTy 3a JloOpa KIMHUYHA [TPAKTHUKA;

6. Tpu JIEKapCTBEHU NPOAYKTH, KOMTO CE€ CBCTOSAT OT WU ChIbpPIKAT
TFeHETUYHO MOJU(PHUIMPAH OPraHU3bM MM KOMOMHAIMSA OT T€HEeTHYHO MOAM(UIIMpPAHU
OopraHu3Mu - 1okyMeHTu cbriacHo npuioxxenus II u Il kpm dupextusa 2001/18/EO Ha
EBponelickua nmapiameHT u Ha CuBera or 12 mapt 2001 r. OTHOCHO CB3HATEIHOTO
0CcBOOO’KJaBaHE HAa TEHETUYHO MOAU(PUIIMPAHU OPraHU3MHU B OKOJIHATA CPe/ia U 3a OTMSIHA
Ha J{lupextusa 90/220/EMO na CwBera (OB L 106, 17.04.2001 r., cTp. 1);

7. 3a JeKapCTBEHU MPOJYKTH, ChIbPKAIlM HAPKOTUYHU BEIIECTBA, JTUIICH3HS
ceriacio wi. 33, an. 1 or 3KHBII wnu nmoroBop ¢ Apyro jedeOHO 3aBeleHUE, B
CTPYKTypaTa Ha KOETO € pa3KpHTa arTeka, MpuTeKaBallla JIMLIEH3Hs ChIIacHo Wi. 33, ail.
1 or 3KHBII;

8. MPOEKT Ha eTHKET Ha JIEKapCTBEHHs MPOAYKT, ChIbpIKalll Hail-Maiko
cieaHara uH(opMaIys: HAMMEHOBAHUS/KO Ha JIEKAPCTBEHUS NMPOJYKT; UME U aJIpec Ha
OTTOBOPHOTO JIUIIE; UACHTU(HUKALUS HA AapTUIATa; MOKA3aHUs; HAUWH Ha MPUJIOKEHUE;
HalMEHOBAaHME Ha aKTUBHOTO BEILIECTBO/aKTUBHHUTE BEIIECTBA; CPOK HA TOJAHOCT; YCIOBUS
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3a CbXpaHEeHHE; O3HAUCHHUE, Ye JIEKAPCTBEHUST MPOJYKT C€ MPEAOCTaBsl caMO B paMKUTE
Ha [porpamara 3a CbCTpajaTeiHa yrnorpeoa;

9. nexnapanus, 4e JIEKapCTBEHUAT MPOAYKT Ie ObJe MpeJoCcTaBIH caMo Ha
JeKapu C IpU3HaTa CHELHUAJIHOCT B ChOTBETHATa TEpaleBTHMYHA 00JacT M KOWUTO ca
o0OydeHu 3a paboTa ¢ JIeKapCTBEHUS MTPOIYKT;

10. gexmapanusi 3a cerimacue MAJl na nmyOnmkyBa Ha CBOSITAa MHTEpPHET
CTpaHuLa HHPOpMAIUs 32 OCHOBHUTE XapaKTEPUCTUKU Ha Mporpamara 3a ChCTpajaTesiHa
yrnorpeoa;

11. mucMeHo cbriacue OT PBHKOBOAMUTENS Ha JIe4eOHOTO 3aBe/ICHHE 3a
NPOBEXJaHE Ha Mporpama 3a ChCTpajaTesiHa ynorpeoa;

12. mOKyMEHT 3a CKII0YeHa 3acTpaxoBKa, MOKpHBallla OTTOBOPHOCTTA Ha
OTIOBOPHOTO JIMIE M JIEKYBAILMs/TEe JIEKap/W 3a NMPUYMHEHHUTE NPU WIM MO IMOBOJ Ha
MPOBEXKIAHETO Ha Mporpamara 3a ChCTpajaTelHa YHoTpebda HEUMYLIECTBEHH U
UMYIIECTBEHH BPE/IH.

(6) MzmbpnauTenHata areHIMS MO JieKapcTBaTa MyONUMKyBa yKa3zaHUs 3a
noJiaBaHe Ha MH(OpMANUATa U TOKyMeHTUTE 110 wi. 20, ait. 3, 4 1 5 Ha CBOsITAa UHTCPHET
CTpaHuIa.

Un. 21. (HoB - B, 6p. 84 ot 2019 1.) (1) B 14-gHeBeH cpok OT aarara Ha
No/JiaBaHe Ha JAoKyMeHTanusaTa 1o 4i. 20, an. 3, 4 u 5 UAJI pasriexaa npeicTaBeHUTe
JIOKYMEHTH.

(2) Koraro He ycTaHOBM HEMBIHOTH WM HECHOTBETCTBUSA B IOAa/ieHATa
nokymenTtanusi, MAJl yBegoMsBa NMUCMEHO OTFOBOPHOTO JIMIIE B CpokKa mo ain. 1, ue
JTOKYMEHTAIUsITa € BaJluJHA U ChIJIacyBa IIporpaMara 3a CbCTpajiaTenHa ynorpeoa.

(3) KoraTto ycTaHOBU HEIIBIHOTH /MM HECHOTBETCTBHS B JOKYMEHTAIHATA
no an. 1, UAJI yBegoMsiBa MUCMEHO OTTOBOPHOTO JIMIIE Aa MPEJCTaBU JOMBIHUTEIHA
nH(OpMaIys M0 KOHCTAaTUPAHUTE HEMBJIHOTH W/WJIM HECHhOTBETCTBUS B CPOK 110 14 1HU OT
JlaTaTa Ha yBEIOMJICHUETO.

(4) KoraTo HE'bJIHOTUTE W/UJIM HECHOTBETCTBUSATA Ca OTCTPAHEHU B CPOKA IO
an. 3, MAJI yBenomsiBa OTTOBOPHOTO JiMlie B 14-AHEBEH CPOK, Y€ JOKYMEHTalMsTa €
BaJIMJIHA U ChIJIacyBa Mporpamara 3a chCTpajJiaTesIHa yrnoTpeoa.

(5) Koraro usuckBanusita no uwi. 19 u 20 He ca usnbianenu, MAJI He cpriacyBa
porpamMara 3a chbCTpajiaTelaHa ynorpe0da, KaTo IocoyBa MOTUBUTE 3a TOBA.

Un. 22. (Hos - JIB, 6p. 84 ot 2019 r.) M3neiHuTenHaTa areHUus IO
JeKapcTBara:

1. yBemomsaBa EBpomeiickaTa areHIusi Mo JieKapcTBaTa 3a ChIVIacyBaHaTa
porpama 3a cbCTpajaresaHa ynorpeda, Kato mocousa Jajid € HE00XOAMMO CTAaHOBHUIIE OT
KomuteTa mo nexkapcTBeHH MpoAyKTH 3a xymaHHa ynotpeba (CHMP) 3a ycnoBusta 3a
CBhCTpaaTeHa yrnorpeoa;

2. myOIvMKyBa Ha CBOATAa MHTEPHET CTpaHUIla HHPOpMAIIUS 3a mporpamara 3a
CBhCTpaaTeHa yrnorpeoa;

3. moIbpKa aKTyallu3UpaH CIHUCHK C IaHHU 32 BKIIIOYCHHUTE B IIporpamara 3a
ChCTpajaTesHa ynorpeda rnaiuueHTH, Je4eOHUTe 3aBeICHU U JIEKYBAIUTE JIEKapH;

4. IOKyMEHTHpa MOJTYyYeHUTE ChOOIICHHUS 32 HeXKETaHH JICKApCTBEHU pPeaKluu
OT TMAaIMEeHTH, BKIIIOUEHU B IMporpamara 3a ChCTpajaTelHa ynorpeda, U I'M H3Ipaiia B
6azata nanuu "OnpaBumkunanc" ("EudraVigilance").
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Un. 23. (Hos - JIB, Op. 84 ot 2019 r.) B caywaute mo um. 22, 1. 1
MPOBEXK/IAHETO Ha Mporpamara 3a ChbCTpajaTeldHa ynoTpeda MOKe Jla 3alouyHe Clel
nojydaBaHe Ha craHoBuiiero or CHMP.

Uin. 24. (Hos - IB, 6p. 84 ot 2019 r.) (1) Ilpu Hanuyue Ha chrilacyBaHa OT
HAJI mporpama 3a cbcTpajareiHa ynorpeda JEKyBalIMIT JieKap MOXE Ja YBEIOMHU
MAalMEeHT ChC CHOTBETHOTO 3a00JIsIBAaHE 3a MPOBEKIAHETO M U 32 Bb3MOXKHOCTTA Aa Obje
BKJIIOUEH B Hesl.

(2) Taunument ™moxe nga ObJe BKIIOYEH 3a J€YEHHE B Iporpama 3a
chCTpaJaTesHa ynorpedba caMo cies MoAMNUCBaHe Ha MUCMEHO HHPOPMUPAHO ChITIacHe.

(3) UadopMupaHOTO ChIIIacHe 3a BKIIOYBAHE B IPOrpaMara 3a CbCTpaaTeTHa
yrnotpe0a Moke a 0b/ie OTTETJIEHO OT MaleHTa M0 BCIKO BpeMe.

Ui 25. (Hos - [IB, 6p. 84 ot 2019 r.) JlekyBamusT nekap:

1. yBesmoMsiBa OTTOBOPHOTO JIMIE 32 BCEKU BKJIFOUCH/U3KIIOYCH TAlMCHT B
nporpaMara 3a ChCTpajaTesHa ynorpeoa;

2. HOCHM OTIOBOPHOCT 32 TPOBEKIAHE Ha JICYCHUETO HAa BCEKH MAIIMECHT,
BKJIIOYEH B IIpOrpaMaTa 3a ChbCTpaaTesHa ynorpeoa;

3. JIOKyMEHTHpa M ChOOIaBa Ha OTIOBOPHOTO JIMIIE BCSKO ChMHEHHUE 3a
HE)KEeJIaHa JIEKapCTBEHA PEaKIHsl, CBbp3aHa C JeKapCTBEHUS MPOIYKT:

a) He3a0aBHO 3a BCHYKH CEPHO3HHU IOJIO3UPAHH HEKEJIAHU JICKApCTBEHH
peaxuuu;

0) B CpoK 110 15 IHU - BbB BCUUKH OCTaHAIIU CITy4aH.

Un. 26. (Ho - 1B, 6p. 84 ot 2019 r.) IlanmeHTuTe CcHOOIABAT BCUYKH
MOJI03UPAaHU HEXKENIaHU JISKAPCTBEHU PEaKINH Ha JIEKYBaIIHs JIeKap, a o TexXeH 1u300p - u
Ha MAJL

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

1. mpoBexxna mporpamaTra 3a CbCTpajaTeiaHa yHoTpeba Taka, KakTo €
cpriacysana ot MAJI,

2. mpedocTaBM Ha JIeKyBallus JieKap MPOTOKOJa Ha Mporpamara 3a
chCTpajaTesHa ynorpeoa;

3. yBegomu MAJI 3a 3amouBanHe Ha mporpamara 3a ChCTpaaTesHa yrnorpeda u
IpY BKJIIOYBAHE/M3K/IIOUBAHE HA MALMEHT B Hesl, KaTo MOCOYM JIe4eOHOTO 3aBeCHUE U
JIeKyBalllus JeKap;

4. ocurypsiBa 0€3Bb3ME3JHO JIEKapCTBEHHUs NPOAYKT M BCAKO H3JENueE,
HE0o0XO0UMO 3a MPUJIaraHeTo My B paMKUTE Ha IIporpaMara 3a CbCTpajareiaHa yrnorpeoa;

5. mpenoctaBs Ha JeKyBamus jekap U Ha MAJI Bcsika HOBOBBb3HMKHaNA
uH(popMalus, cBbp3aHa ¢ 0€30MaCHOCTTA Ha JIEKApCTBEHUS MPOIYKT, KOSITO MOXE Ja
POMEHHU ChOTHOIIEHUETO 10133/ PUCK;

6. momaBa B ©Oazata ganuu "HOmpaBumxunanc" ("EudraVigilance")
NOJYYEHUTE ChOOIICHHUS 3a MOJO3UPAHN HEXEJIaHH JIEKAPCTBEHH PEaKIMi B CPOKOBETE
cbriacHo ui. 24 ot Pernament (EO) 726/2004;

7. nonaBa B MAJI roauiieH nokiaj 3a 6€30MacCHOCT, BKIKOYBAL] JAHHUTE OT
IporpamMara 3a ChbCTpajiaTeIHa ynorpeoa;

8. nmpencrass B MAJI u Ha nexyBaius nekap npueture or CHMP cranosumia
cwpriacHo wi. 83, maparpad 4 ot Pernament (EO) 726/2004 u koHCTaTaIu OT IPOTPAMH
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3a chCTpagarenHa yrnorpeda, KOUTO ce IpOBeXkaaT B Apyra Abpxkana - wienka Ha EC, unn
B Jipyra abpxasa - cTpaHa o Cnopaszymenuero 3a EUII;

9. yBenomu MAJI 3a Bcsika mpoMsiHa B nH(popMmanusara mo wi. 20, an. 3,4 u 5
U Jia TPUII0KHU ChOTBETHUTE JJOKYMEHTH;

10. yBemomu HAJl mpu npeACcpOYHO NpEKpaTsIBaHE WM CIUpaHE Ha
nporpaMara 3a ChCTpajaTesiHa ynorpeba, KaTo oco4d MOTUBUTE 3a TOBA;

11. cbxpaHsiBa LAnaTa JOKyMEHTAlMs MO Iporpamara 3a ChCTpajareiHa
yrnoTpeba Hai-Malko JeceT TOAWHH ClIe[] HEHHOTO 3aBbpIIBaHE WIH MPEACPOYHO
npekparsBaHe, 0e3 /1a ce 3acsraT APYrd pas3nopendH, peryaupainid 3arna3BaHeTo Ha
MeAMIMHCKATa JOKYMEHTaIUs;

12. ckiroyBa 3acTpaxoBKa, HOKpUBAIlla OTTOBOPHOCTTA HA OTTOBOPHOTO JIULIE
U JIeKyBalllMs/Te JieKap/W 3a NPUYMHEHUTE MPU WIM 1O IMOBOJ HAa MPOBSKIAHETO HA
mporpamMara 3a CbCTpajiaTeIHa ynoTpeda UMYIIECTBEHH U HEUMYILECTBEHH BPEIH.

Ui 28. (Hos - IB, 6p. 84 o1 2019 1., u3m. - JIB, 6p. 40 ot 2022 r.) [Iporpamara
3a ChCTpaJaTeIHa yIoTpeda NpoabiDKaBa, J0KaTo:

1. MekapCTBEHUSAT MPOIYKT OB/ MMyCHAT Ha Ta3apa; WJIn

2. OTrOBOPHOTO JIMIIE TPEKpaTh IMporpamara IMPeICpPOYHO, 3a KOETO
yBenomsia MAJL.

Un. 29. (HoB - JIB, 6p. 84 or 2019 r.) Ilpm mnpomeHu, Kacaeuiu
TEPAeBTHYHOTO MOKa3aHUE, KOJIMYECTBOTO HA aKTUBHOTO BEIIECTBO HJIM JICKAPCTBCHATA
¢dbopma Ha JIeKapCTBEHHUS MPOJIYKT B pAMKHUTE Ha IIporpamara 3a CbCcTpajaTesiHa ynorpeoa,
KaKTO U IPOMEHH, KOUTO MOTAT JIa OKaXKaT BIMSHUE BbPXY 0€30MaCHOCTTA Ha MAIUECHTHUTE,

OTroBOPHOTO Juile nojgasa B MAJI HOBoO 3asBieHue u nokyMeHnTauus no wi. 20, an. 3,4 u
5.

Paznen V.

Ycaosus v pea 3a mojiydyaBaHe Ha HHPOPMHPAHO ChIVIacHe, POCJIeAABaHe U
AOKYMEHTHPAHE HA JICYCHUETO C JIEKAPCTBEHU MPOAYKTH, IPWIATAHN U3BBH
YCJIOBHATA HA pa3pelieHHeTo 3a ynorpeda, 1 Ha 0€301aCHOCTTAa U
epuxacHocTTa Ha JekapcTBeHuTe npoaykTu (Hos - IIB, 0p. 40 ot 2022 1.)

Un. 30. (Hos - IB, 6p. 40 ot 2022 r.) (1) Komucusra no un. 2666, ain. 2 ot
3JIIIXM npennucsa JiekapcTBEHUS MPOAYKT 1o wi. 1, an. 1, T. 4 ¢ mpoOTOKOJ CHIIaCHO
npuioxenne Ne 3.

(2) C mpotokona mo an. 1 ce ompenensiT HEOOXOIAUMUTE KOJMYECTBA OT
JIEKapCTBEHMSI IPOAYKT CHOpE MPOABJIKUTEIIHOCTTA Ha JIECUEHNUETO Ha MALUEHTa, HO HE
MOBeYE OT TEpaNeBTUYHATA /1032 32 TPUMECEUHO JICUEHHE.

(3) IIpy HEOOXOOAUMOCT OT MPOABIKABAHE HA JICUCHUETO 3a MOBEYe OT TPH
Mecella ce ChCTaBsl HOB ITPOTOKOJI IO Pe/ia Ha TO3M pa3zell.

(4) IIporokonute mo ai. | ce U3rOTBAT B YETHPU EK3EMIUIsipa U Ce
YTBBbPXKAAaBaT OT PBHKOBOAUTENS Ha JiedueOHOTO 3aBeneHHe. EQUMHUAT ex3eMIuisip ce
ChbXpaHsBa B JIEYEOHOTO 3aBEJCHHME, BTOPUAT eK3eMIurIp ce manpama Ha MAJIL, tpetusr
eK3eMIUIIp ce n3npania Ha M3nbaautenHa areHnus "MeauuHCKy Haa30p", a Y4eTBPTUAT
€K3eMIUIIp € MpeJHa3HaueH 3a NallMeHTa, ChOTBETHO 3a arTekaTa Ha Je4yeOHOTO
3aBeJIeHuE.
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(5) KpM mporokosna o ai. 1 ce npuiara nucMeHo HHGOPMHUpPaHO ChIIIacHe Ha
nanueHTa (poAuTeN, HACTOMHUK) IIPH ClIa3BaHE Ha M3MCKBaHUATA 10 Wil. 87 - 89 oT 3akoHa
3a 3][paBeTO 3a JEYCHUETO ChC CHOTBETHHSI JIEKAPCTBEH MPOAYKT 110 WiI. 1, ai. 1, T. 4, koeTo
MOe J1a Ob/Ie OTTETIICHO 10 BCSIKO BPEME.

(6) KpM mpoTokona o an. 1 ce mpuiara NMCMEHO CTAaHOBHIIE OT MarucThbp-
dapmarieBTa oT anrekara mo wi. 222, an. 4, 1. 1, 2 u 3 ot 3JIIIXM oTtHOCHO 6€301acHOCTTa
¥ e(hpMKaCHOCTTA Ha MpUJIaraHus JeKapcTBEH MPOAYKT mo wi. 1, ai. 1, T. 4.

Un. 31. (Hos - IB, Op. 40 ot 2022 r.) (1) 3a moixyyaBaHe Ha MUCMEHOTO
uH(opMupaHo ceriaacue mo wi. 30, an. 5 Ha KOHKPETHUS MAIMEHT Ce MPECTaBs MMCMEHa
uHpOpMaLKs, KOATO ChAbPKA:

1. mprYMHaTa/IPUYMHATE 32 IPEANMCBAHE HA JICYCHHE C JIGKapPCTBEH MPOAYKT,
npujarad U3BbH YCIOBUATA HA PA3PELICHUETO 3a yroTpeda;

2. HATMYMETO Ha HAYYHH JI0OKa3aTesICcTBa, HAa KOUTO ce Oazupa ymorpebara Ha
JICKapCTBEHUS MIPOAYKT IPH CHOTBETHOTO MOKA3aHUE;

3. BBIIpOCHTE, IO KOWTO JIMIICBA MH(POPMAIM BbB Bpb3Ka ¢ yrmorpedara Ha
JIEKapCTBEHUS IPOIYKT;

4. 0O4aKBaHUTE PE3YIATATH U BH3MOXKHUTE PUCKOBE IIPH JICYCHUETO;

5. HAYMH Ha TpUJIaraHe Ha JEKapCTBEHUS MPOIYKT;

6. IPOABIDKUTEIHOCT Ha JICYUCHHUETO;

7. ycnoBus 3a IpEKpaTsBaHe HA JICYCHUETO.

(2) OcBen un(popmanusTa 110 ai. 1 Ha MaUenTa ce MPEA0CTaBs U JINCTOBKATA
Ha JIEKApCTBEHUS NPOAYKT ¢ MHPOpMauATa 3a IOTPEOUTENS.

Un. 32. (HoB - JIB, 6p. 40 ot 2022 1.) (1) MeauuuHCKUTE CHECIUATKUCTH,
MPOBEXK/IAIM JICUEHUE C JIEKApPCTBEH MPOAYKT mo wi. 1, am. 1, T. 4, ca JUIbXXHU Ja
ChOOIIABAaT HA MPHUTEKATEIs Ha pasperieHuero 3a ynotpeba wim Ha WMAJl Benukum
MOJTyYEHU HEXEJIaH! JICKAPCTBCHH PEaKIMH TPH yroTpedara Ha JIEKapCTBEHHS MTPOJIYKT,
MpUJIaraH U3BbH YCIOBUSATA HA pa3pelieHneTo 3a ynorpeoda.

(2) B cpobmennero mo ai. 1 3abJDKATETHO C€ OTOEISI3Ba, Ye JICKAPCTBEHUST
MPOIYKT Ce MpUjiara u3BbH YCIOBUATA HA Pa3pellIeHueTo 3a ynoTpeoa.

Un. 33. (Hos - JIB, 6p. 40 ot 2022 r.) Komucusita mo wi. 2666, an. 2 ot
3JIIIXM wnu ujieH OT Hesl JOKYMEHTHpa B UCTOPUS Ha 3a00JIIBAaHETO Ha MallMeHTa BCEKU
€Tar OT HeroBoTo JieueHne. E¢nkacHocTTa M1 6€301acHOCTTA IPH JICUEHHE C JIEKAPCTBEHUS

MPOIYKT 1O Wi. 1 ce JOKYMEHTHpAT B €MUKPU3aTa, KOATO C€ MOAMKICBA U OT KOMHCHSTA TI0
j1. 2660, an. 2 ot 3JIIIXM.

JlombJIHHTEIHE pa3nopeadu

§ 1. (HoB - [IB, 6p. 84 ot 2019 r.) "I'pyna ot namnueHTu" e Bcika rpymna ot
OTJICJTHU MAIMEHTH (T.e. MoBeYe OT €IMH), KOUTO MOraT Jia UMaT MoJj3a OT JICUSHHETO Ha
OIIPENIENIEHO CHCTOSTHHE.

§ la. (Ilpegumen § 1 - JIB, 6p. 84 ot 2019 r.) "JIekapcTBeH NPOJYKT, KOHTO
HE C€ pa3mpocTpaHsiBa Ha OBATApCKUs ma3ap" € JeKapCTBEH MPOIYKT, 32 KOUTO:
1. e noganeHo yBeaomiieHue no wi. 54, ai. 2 - 4 3JIIIXM, unu
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2. (m3m. - [IB, 6p. 84 ot 2019 r.) Hama pemenne Ha HammoHanHus chbBET MO
IeHu U peuMOypcupaHe Ha JIGKQpPCTBEHUTE TMPOAYKTH 32 YTBBPKIAABAHE WIIN
perucTpupaHe Ha ICHa.

3ak/II0YNTeIHE pa3nopenoun

§ 2. (M3m. u gom. - 1B, 6p. 40 or 2022 r.) Ta3u Hapenba ce m3maBa Ha
OCHOBaHWe 4wi. 9, un. 266a, an. 4 u 5 u wi. 2660, an. 6 or 3akoHa 3a JIEKAPCTBCHHUTE
MIPOJIYKTH B XyMaHHaTa MenuiuHa U otMeHs Hapen6a Ne 2 ot 2001 r. 3a ycioBusiTa u pena
3a JIGYCHHE C Hepa3pelIeHu 3a yrnoTpeda B Pemybnuka beirapus nekapcTBeHH MPOAYKTH
(o6H., JIB, 6p. 6 ot 2001 1.; mom., 6p. 20 ot 2001 r.).

3aKJII0YUTEeIHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
10 OT 2011 T'. 3A YCJIOBUATA U PEJIA 3A JIEYEHME C
HEPA3PEIIEHMU 3A YIIOTPEBA B PENIYBJIUKA BbJII'APUSA
JIEKAPCTBEHHU ITPOAYKTH, JEKAPCTBEHU NPOJAYKTN,
ITPUJIATAHU NU3BBH YCIIOBUSATA HA PASPEIIEHUETO 3A
YHOTPEBA, U JIEKAPCTBEHMU INPOAYKTHU 3A CbCTPAIATEJIHA
YHOTPEBA, KAKTO U 3A YCJIIOBUSITA U PEJIA 3A BKJIFOYBAHE,
ITPOMEHMU, N3K/IIOYBAHE U TIOCTABKA HA JIEKAPCTBEHH
IMPOAYKTHU OT CIIMCBHKA 110 YJI. 266A, AJL. 2 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEIUIINHA

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

§ 3. Hapenbara Bnu3a B cuna 14 nuu cien oOHapoaBaHeTo i B "JIbpikaBeH
BECTHUK".

ITpunoxxenne Ne 1 kpm ui. 5, an. 1

(M3wm. - IB, 6p. 90 oT 2019 1.)

(newebHo 3a6edenue, aopec)
I[TPOTOKOJI

3a MpeAnucBaHe Ha HepaspellleH 3a ynoTpeda JIeKapCTBEH MPOAYKT/IEKapCTBEH MPOIYKT OT
cnuchKa 1o wi. 266a, an. 2 3JIIIXM
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1. Ume, npezume, paMuinns U ATbKHOCT Ha JIEKAPUTE, IPEANUCBAILY JIEKAPCTBEHUS
IIPOJYKT:

2. Nme, pe3ume, haMuiIusl U JUTHKHOCT Ha apMaIrieBTa U FOpHUCTa, KOUTO B3eMaT y4acTHE B
paboTaTa Ha KOMUCHSITA:
a) ¢papmarneBT

(6v3pacm, moueHn aopec, menegh)oH 3a 8pv3Ka)
4. KpaTtka aHaMHe3a U CTaTyc:

(MeACOYHapOOHO HenamenmHo HAUMeHO8aHUe HA AKMUBHOMO 8euecmso, leKkapcmseena opma,
mepaneemuier pexcum)

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



(MbPeo6CKO HAUMEHOBAHUE HA NeKAPCMBEHUs NPOOYKM, 8UO HA JeKapcmeeHama gopma u
KOIUYeCmae0o Ha AKMUBHOMO 8euecmao 6 00308a eOUHUYA, KOIUYECMB0 8 eOHA ONAKOBKA)
9. Heo0X0auMO KOJIUYECTBO:

(bpoui onakoexu ¢ yugpu u oymu)
10. Jluie, KOETO I U3BBPIIK JOCTABKATA HA JICKAPCTBEHHSI TPOIYKT:

(ume, adpec, meneghon)
3abenescku:
1. Koraro mpoTOKOIBT ce M3/aBa 3a MoBeY€e OT €IUH MaIUeHT, HHpOopMaIuaTa mo T. 3 - 9 ce
TIOITHJIBA 32 BCEKH MALMEHT MOOT/IEITHO.
2. [Ipu nomresiBaneTo Ha WHGOpManuATa 110 T. 8 - 10 3a7pDKUTENHO ydacTBa (papmareBT.

Komucus:
1.

(noonuc)
2.

(noonuc)
3.

(noonuc)
4.

(noonuc)
5.

(noonuc)
YTBBpKIABAM:

(mpume umeHa Ha pvLKOBOOUMESA HA 1e4eOHOmMOo 3a6edeHue)

[Toxmuc
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OtnycHai:
(ume, hamunus, OnvICHOCH)
Tloamuc
[Tomyunn
(ume, pamunus, oannu, 1.K. No)
IToanuc
Hara

ITpunoxxenne Ne 2 xpm 4. 6, an. 1

(M3wm. - IB, 6p. 90 oT 2019 1.)

(newebHo 3a6edenue, aopec)

I[MTPOTOKOJI
3a OCUTypsIBaHE Ha HepaspelleH 3a ynoTpeda JeKapcTBEeH MPOIyKT/IeKapCTBEH MPOAYKT OT
cruchKa 1o wi. 266a, an. 2 3JIIIXM, koiiTo na Ob/ie Ha pa3MoNIoKeHNEe B IeUEOHOTO 3aBE/ICHNE
pY HeOOXOAUMOCT OT TpUJIaraHe Ha KOHKPETEeH/HU MallueHT/u

1. me, npe3ume, paMuins U ATBKHOCT Ha JIEKAPUTE, MPEANMCBAILH JIEKAPCTBEHUS
MPOJYKT:
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2. Nme, npe3ume, paMuiinst U JTHKHOCT Ha (hapMalieBTa U IOpHUCTa, KOUTO B3EMAT y4acTHE B
paboTaTa Ha KOMUCHSITA!
a) ¢papmareBT

3. O0ocHOBKaA Ha HeO6XOI[I/IMOCTTa OT JOCTaBKa HAa CbOTBCTHUA JICKAPCTBCH IPOAYKT,
KOJIM4YCeCTBAaTa 1 NI€puoaa, 3a KOMHTO Ce OTHAacCHAT, C OrjIcq HpO(bI/IJIa Ha JICYeOHOTO 3aBCICHHUC!

(MeAHCOYHAPOOHO HenameHmHO HaUMEeHOBAHUEe HA AKIMUBHOMO 8eUiecmao, 1eKapcmeeHa gopma,
mepaneemuien pexcum)

(MbP206CKO HAUMEHOBAHUE HA JIeKAPCMEeHUsl NPOOYKM, 8U0 HA JeKapcmeeHama hopma u
KOIUYecmeo Ha aKMUueHOmMoO 8eujecmeo 6 003064 eOUHUYA, KOIUYECnmE0 8 eOHA ONAKOBKA)
7. Heo6x01MMO KOJIMYECTBO 32 epuoJa:

(bpoti onaxosxu ¢ yugpu u oymu)
8. Jluiie, KOETO 111e U3BBPIIM JOCTABKATA HA JICKAPCTBEHUS IPOIAYKT:

(ume, adpec, menedon)
3abenescku:
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1. IIpu nonbsiBaHeTo HAa HH(MOPMALIUATA IO T. 6 - 8 3aIBIHKUTENIHO y4acTBa (hapMarieBT.
2. Koraro jiekapCTBEHUSAT MPOAYKT € MIPUIIOKEH IIPU MMOBEUE OT €/IMH MalUeHT, JaHHUTE Ha
MAUEHTUTE U HHPOPMAIUAITA 32 MPUIOKEHOTO MPU BCEKHU OT TSAX KOJIMYECTBO CE MTOCOYBAT

MOOTEIHO.
Komucus:
1.
(noonuc)
2.
(noonuc)
3.
(noonuc)
4.
(noonuc)
5.
(noonuc)
YTBBpKIaABAM:
(mpume umeHa Ha pvLKOBOOUmMES HA Je4eOHOMO 3a8edeHue)
[Moxmuc
[Teuar
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OTHYCHaTO KOJIMYECTBO!

(ume, pamunus, ONvLIUCHOCH)
TTOMIIHIC: oo

[Ipunoxenue Ne 3 kbpm u. 30, an. 1

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

L@ s OO O PPN
(neuebno 3asedenue, aopec)
ITPOTOKOJI
3a MpeIIMCBaHe Ha JIEKAPCTBEH MPOAYKT, MPHIAraH W3BbH YCIOBHUITA HAa Pa3pPEIICHUETO 32
ynotpeoda

1. Nme, npe3ume, pamMuius U JIHAKHOCT HA JIEKApUTE, TIPEIHUCBAIIN JIEKAPCTBEHUS POIYKT:

(6w3pacm, mouen aopec, meneghon 3a 6pwv3ra)
3. Kparka anamHe3a u cratyc:

6. HpC,Z[HI/ICBaHCTO Ha JICKapCTBCHUA ITPOAYKT U3BBH YCIIOBUATA HAa PA3PCIICHUCTO 3a y1'[OTp66a
CC HaJiara ropanau:
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(mearcoynapoono nenamenmno HAUMEHOBAHUE HA AKMUBHOMO 8EUWECMB0, IeKaApPCmMEena gopma,
mepanesmuieHr pexicum)

(mwvpeoscko naumenosanue na nekapcmeenus NPOOYKm, 6U0 Ha JleKapcmeeHama opma u
KOIUYEeCMB0 HA AKMUBHOMO 8EWeCmB0 8 003064 eOUHUYA, KOIUYECMNBO 8 eOHA ONAKOBKA)
8. TeparneBTUYEH PEKUM:

(6poit onaxosxu ¢ yughpu u dymu)
10. JIuite, KOeTO IIIe 3BBPIIHM JOCTABKATa HA JIEKAPCTBEHHS TPOIAYKT:

(ume, aopec, menegon)
3abenescka. Ipu monbiaBaHeTo HAa MHGOPMALIUATA 110 T. 7 - 9 33BDKUTEIHO y4acTBa
(dapmarieBT.
Komucus:
PSSR
(noonuc)
2 ettt e et e e e e —e—e—etete Rt Rt Rt eR e et e teteEeeEe Rt e Rt e R e eAeeA e e teteeReeEeeRe e Rt e Rt enteetenEeeReeReeneeneenrens
(noonuc)
K TSSO
(noonuc)
YTBBpKAABAM:
(mpume umena na pvkogooumens Ha neweOHOMO 3a6edeHue)
TIOZITHIC: ..ottt ettt e et s et e s aae e e sabe e e s aba e s s ba e s s bea e
TIEUAT: ..ot ettt e ettt et e et e sttt e et e st e e s b e e
OTITYCHATO KOJTHTECTBO: 1..vevveveerrersesasessesseeseeseessessessessessessessssssessessessessessessesseeseessessessessessessessenses
L0 011702 £ PP TUPRTPO
(ume, pamunus, onvorcnocm)
I8 1 300 7 (N
| (0184 101 OO OO OU PP P TRPPPRR
(ume, pamunus, oannu, 1. k. No)
TIOZITHIC: ..ottt et ettt e et s et e sabe e e sabee e s aba e s s b e e e s bea e
B - SR
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