3ATBEPJIXKEHO

Haxka3 MinictepcTBa OXOPOHH 3710pOB’ S
Ykpainu

06 tpaBus 2024 poky Ne 787

3apeectpoBanuii B MiHiCcTEepCTBI
foctuii Ykpaiau 21 tpaBus 2024 poxy
3a Ne 739/42084

3miHa
no Hopsiaky nmpoBeeHHs MiATBEePAKEHHS BIANOBIIHOCTI YMOB BUPOOHUUTBA
JIKaAPCHKHMX 32€00iB BUMOI'aM HAJIEKHOI BUPOOHUY0I IPAKTUKHU
3aTBePI:KEHOro Haka3oM MiHicTepcTBa 0XOpOHU 310pOB’st YKpainu Bix 27
rpyans 2012 poxy Ne 1130, 3apeectpoBanoro y Minictepcrsi ocTuuii
Ykpainu 21 ciuns 2013 poky 3a Ne 133/22665 (y penakuii Haka3y
MinicrepcTBa oxoponu 310poB’st Ykpainu Bix 09 uepsusi 2020 poxy Ne 1346)

AG3arnl i’ atuii myHKTY 1 po3ainy V BUKJIACTH B TaKid pelaKiii:

«Ha CTpoK mojoBxkeHHs ceptudikata GMP, BumaHoro ymnoBHOBaXKEHHUM
opraHoMm kpainu - wieHa €C, Benukoi bpuranii abo kpainu, sika Mae yrogay npo
B3aeMHe Bu3HaHHA 3 €C abo 3 VYkpaiHOw (32 BHUHATKOM BHUIAJKIB, KOJIU B
MOSICHIOBAIBHUX TpUMITKax cepTudikata GMP 3a3HadeHo iumie), mpo 1Mo
Hepxaikeinyx0a noBigomiisie 3asiBHUKA (IpeICTaBHUKA 3asiBHUKA) B MAriepoBiit abo
eNeKTpOoHHINU (opMmi y cTpok He Outbiie 10 pobounx nHIB. 3BEepHEHHS 3asiBHHKA
(npencraBHuMKa 3asiBHMKA) a00 BUPOOHUKA 10 JlepaITKCIy>KOM Mae MICTUTH
HaJIEKHUM YMHOM 3aCBIJUEHY KOMIIO JOKYMEHTA BiJl YIIOBHOBa)XEHOTO OpPraHy,
AKUA BUAaB OMIIAHUN JOKYMEHT II0AO0 BIAMOBIIHOCTI YMOB BHPOOHMIITBA
Jmikapchkux 3aco0iB Bumoram GMP, CcTOCOBHO TOJOBXKEHHS BIAMOBIIHOTO
ceptudikara GMP Ta 3acBiqueHuil 3asBHUKOM (IIPEIACTABHUKOM 3asiBHUKA)
NepeKyIa KoIIii bOro JOKYMEHTa yKPaiHChKOI0 MOBOIO 200 3aCBITYEHY 3asiBHUKOM
(mpenctaBHUKOM 3asiBHUKA) PO3APYKIBKY 3 0Oasu mannx EudraGMP a6o
enektpoHHoro peectpy FDA CIHIA i3 3acBilueHUM MEPEKIATOM Ha YKPaiHCHKY
MOBY.».
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