MOTHUBH

KbM npoekT Ha Hapenba 3a uamenenne u nonbinenne Ha Hapen6a Ne 28 ot 2008 . 3a
YCTPOWCTBOTO, pe/ia M OpraHu3aIMsITa Ha padoTara Ha aTeKUTe ¥ HOMEHKJIaTypaTa Ha
JIEKApCTBEHHUTE MPOAYKTH

[IpuunHUTE, KOUTO HAJaraT NPUEMaHETO Ha MPEIJI0KEHUTE U3MEHEHHUS U JOTTbJIHCHUS
ca CBBbp3aHU OT €JHAa CTpaHa C BB3HMKHAJ Npo0JeM Npu CHAOASIBAHETO HA JieUeOHHUTE
3aBEJICHHs, KOWUTO HIMAaT pa3KpuTa anTeKka 3a 3aJ0BOJISIBAHE HAa COOCTBEHUTE HYXKIU C
JIEKapCTBEHH MPOIYKTH, KOUTO ChABPKAT HAPKOTUYHU BEIECTBA. 3aTPYIHEHUETO MPOU3THYA
OT TOCTaBEHOTO B Wi. 55 oT 3akoHa 3a KOHTPOJ BBPXY HApPKOTHUYHUTE BeUIeCTBa U
npekypcopute (3KHBII) usnckBane, chriiacHO KOETO MpPaBO Ja 3aKyIllyBaT M ChXpaHSIBAT
HApKOTUYHHU BEIIECTBA U Ja OTIYCKaT JICKAPCTBEHU MPOJYKTH, CHABPKALIM HAPKOTUYHU
BEILIECTBA, UMAT CaMoO JIMIlaTa, Moay4dmwin Juuensus no pena Ha 3KHBIIL. B to3u cmucsi Ha
JeuyeOHNTE 3aBEJCHHS, KOUTO HE MpPUTEKaBaT COOCTBEHA amnrTeka HEe Morar Ja 3aKyIyBar
MTOCOYCHUTE JICKAPCTBEHU MPOJIYKTH, CHOTBETHO HE MOTaT Ja OBJAT W3/1aBaHU ITbPBUYHU
CUYETOBOJIHHU JIOKYMEHTHU MPU U3BBPIIBAHETO Ha CbOTBETHATA CTOMAaHCKa omnepamus. OT apyra
CTpaHa MPOEKTa Ce MPUBEXKJA B CbOTBETCTBUE C BIJIE3JIUTE B CUJIa M3MEHEHHUs B 3aKoHa 3a
CHbCIIOBHUTE OpraHH3alid Ha MEAMUIMUHCKUTE CECTPH, aKYIIEpKUTE U aCOIMHpPAHUTE
MEIUIIMHCKH CIIeLUATNCTH, Ha 3b00TEXHUIIMTE M Ha TIOMOIIIHUK-(apMalieBTUTe, 0OHApOIBaHU
B JlbpxaBeH BecTHHK, Op. 91 or 2018 r., Kacaemu perjaMEHTHPAaHETO Ha JACHHOCTTAa Ha
ChCIIOBHATa OpraHu3als Ha MNOMOIIHHMK-papmaineBTuTe. I3BBHpIIBA Ce TEXHHUYECKO
MpEU3NpaHe Ha PerIaMEeHTUPAHUTE B Hapeadara MpOAYKTH, UMAIIU MPSIKO OTHOIICHUE KbM
3[IpaBETO HA YOBEKA, KOUTO CE MpeyiaraT B anTekure. lMi3MeHeHneTo kacae rpynure OUOIu I,
KOUTO ce mpemjarar B antekute W € cbobOpaseHo ¢ Permament (EC) Ne 528/2012 na
EBpomneiickust napaamenT u Ha CopBera oT 22 mait 2012 roguHa OTHOCHO IIPEJOCTABSIHETO Ha
nasapa u ynorpebara Ha ouormau (OB L 167, 27.06.2012 r.).

Enna ot nenurte Ha mpoekTa € J1a ce MPEeoa0Jee ChIIECTBYBAIIOTO 3aTPyIHEHHUE MPU
cHabO/s1BaHETO Ha JIeUeOHUTE 3aBe/IeHNUs, KOUTO HAMAT COOCTBEHA anTeka, pa3KpuTa Mo pea Ha
3aKkoHa 3a JICKapCTBEHUTE MPOAYKTH B XyYMAaHHAaTa MEAMIIMHA C JIEKAPCTBEHH MPOIYKTH,
CBHABpXKAIIM HApKOTUYHH BemiecTBa. lIpennmara ce wuaeHTUPUIUpAHUAT TpobieM naa ce
MIpeojiojiee Ype3 BHBEKJAHETO HAa M3UCKBAHE allTeKaTa Ha JIEUeOHOTO 3aBEJEHUE, C KOETO €
CKJIFOUEH JOTOBOP 3a CHAOJsBaHE C JIEKAPCTBEHU MPOAYKTH, KOMTO ChIBPKAT HAPKOTUYHHU
BEILIECTBA, JIa IPUTEKaBa JTUIEH3U, W3/1a/ieHa no pena Ha wi. 33, an. 1 or 3KHBII. Ilo To3mu
HAYMH HSIMa Ja MMa MPEYKH TMPU OCHUTypsiBaHE Ha HEMPEeKbCHATOCT Ha JICYCHHETO Ha
OBIATapCKUTE MAIMEHTHU C IEKAPCTBEHHU MPOAYKTH, ChIbPKAIINA HAPKOTUYHH BEIIECTBA.

Hpyra 1ien Ha NpeayioKEHUTE U3MEHEHHUSI U JOMBIHEHUSI € OpraHu3anusiTa u pena 3a
paboTaTa Ha anTeKUTE Ja ca ChOOpa3eHH C BIE3NUTE B CHJIA M3MEHEHHS B 3aKoHa 3a
CBhCIIOBHUTE OpraHU3alid Ha MEAMIMHCKUTE CEeCTPH, aKyIIEPKUTE W aCOLMUPAHUTE
MEUIIMHCKH CIEIUATNCTH, Ha 3500TEXHUIIUTE U Ha TIOMOIIIHHUK-()apMaiieBTUTE, OTHACSIIN Ce
JI0 ICTHOCTTA Ha CHCIOBHATA OPTaHMU3AIMs HAa MTOMOIIHHUK-()apMaIleBTUTE, KATO MEIUIIMHCKA
CHEIMaIMCTH, KOUTO ca 4acT OT MepCOHaa Ha arTeKaTa.

OuakBaHUTE pe3yJTaTH OT MPEIIOKEHUTE TPOMEHU Ca CBBP3aHH Ha ITBPBO MSICTO ca
MIPeoI0sIBaHe Ha 3aTPyTHEHUETO MpU CHAO/IIBaHEe OT CTpaHa Ha JeUeOHHUTE 3aBE/ICHUS, KOUTO
HSMaT pa3KpuTa amnTeka ¢ JIEKAPCTBEHH MPOJIYKTH, ChABPIKAIIM HAPKOTHYHU BEIIECTBA,
BCJIE/ICTBHE HA KOETO IIIe C€ OCUTYPH HEMIPEKBCHATOCT Ha JOCTHIIA Ha OBJITAPCKUTE TMAI[USHTH,
KOraTo B Ha3HauyeHaTa UM JIEKAPCTBEHA Tepalusl C€ MpHIaraT MOCOYEHUTE JIEKapCTBEHHU



npoayktd. Ha crienBaio MscTo mpu mpueMaHe Ha MPEeaioKeHUTE TEKCTOBE CE OYaKBa 3a
MMOMOUTHUK-(papMalleBTUTE, KOUTO Ca MEAMIIMHCKH CHEIHAUCTH ChC COOCTBEHA CHCIOBHA
OopraHmsanus, Cbhb3JaBaHe Ha BB3MOXKHOCT 3a YJIOCTOBEpSBAaHE Ha TSIXHOTO YJIEHCTBO,
cboOpa3siBaHe Ha IeWHOCTTa Ha anTekara ¢ [IpaBunara 3a 1o6pa dapmalieBTHUHA MPAKTUKA HA
MTOMOUTHUK-(papMalleBTUTE, KAKTO U OCHIIECTBSIBAHE HAa KOHTPOJI 110 U3ITbJIHEHHE Ha Hapea0aTa
U OT YICHOBETE Ha KOMHUCHHUTE MO MPOPECHOHATHA €TUKAa KbM PETMOHATHUTE KOJETHH Ha
brarapckara acoruanus Ha MOMOIHUK (hapMarieBTUTE.

[IpemnoxeHus: MPOEKT HsAMA Ja OKaxXe (PUMHAHCOBO BB3JICHCTBUE BBHPXY IbPIKABHUS
OFOJIXKeET.

C mpoekta ce ocurypssa mpuiaranero Ha Permament (EC) Ne 528/2012 nHa
EBponeiickus napiameHT 1 Ha ChBeta oT 22 Maid 2012 roguHa OTHOCHO MPEIOCTABIHETO Ha
naszapa u ynorpedara Ha omonuau (OB L 167, 27.06.2012 r.).



