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CnpouieHHA npoueaypu peecTpauii ikapcbKux 3acobis

5 ciyHs 2017 poky HabpaB uMHHOCTIi Hakaz MO3 Ykpainu Big 17.11.2016 poky Ne
1245, Aakum 3aTBepaKyeTbca [OpAAOK po3rnagy peecTpauifiHMX MaTepianis Ha
NiKapcbKi 3acobu, L0 NOAATLCA Ha AepIKaBHY peecTpaLito (nepepeectpaito), Ta
MaTepianiB MpPO BHeCEHHA 3MiH A0 PeecTpauiiHMX MaTepianiB MpoTAroMm Al
peecTpauiiHoro nocBifYEeHHs Ha JliKapcbKi  3acobu, sAKi  3apeecTpoBaHi
KoMneTeHTHMMM opraHammn CLUA, Leenuapii, Anowii, Asctpanii, KaHagn Ta
€sponeiicbkoro Coto3y.

BiaTenep Ans npoBeAeHHA nepeBipkM MaTepianiB Ha AiKapcbki 3acobw, wWo
NoAaloTbCA Ha JlepKaBHY PpeecTpauito, 3adABHMK Mae nogaBatm go Al
«[/lepaBHuiA ekcnepTHUii ueHTp MO3 Ykpaihu» MaTepiann peecTpauiliHOro
[0Cb€, Ha MiACTaBi AKOro 34iiCHEHO PEECTPALLitO NiKapCbKOro 3acoby BigNOBIAHUM
KOMMeTEeHTHMM OpPraHOM BULLeBKa3aHMX KpaiH. [1py LibOMy 3a3HayaloTbCA gaHi npo
peecTpaLilo NikapcbKOro 3acoby B Takux KpaiHax, Yy TOMY YMCAi Ha3BW KpaiHu
peecTpaLlii, opraHy peecTpallii Ta 4aTW peecTpauii, Wo NiATBEPAMKEHO 3aABHUKOM,
3 ypaxyBaHHSM YCixX 3MiH, BHECEHUX Mic/1s peecTpaLii Takoro sikapcbKoro 3acoby.

Kpim uporo, MO3 Takox nepesipaTume:

+ MaTepia/ LWO/AO0 MeTOAiB KOHTPOJIIO AKOCTI Npenaparty;

+ 3pa3KM YMaKOBKW J/liKapCbKOro 3acoby Ta TEKCT MapKyBaHHA MNepBUHHOI Ta
BTOPMHHOI (33 HAABHOCTI) YNaKOBOK;

* [HCTPYKLito NpO 3aCTOCYyBaHHA Ta KOPOTKY XapaKTepUCTUKY npenapary;

* [OKYMEHT, Lo NiATBEPAXYE CNAaTy peecTpaLiiintHoro 36opy;

+ 3acBiyeHy B YCTaHOB/JIEHOMY MOPAAKY KOMil0 [OKYMeHTa, WO BUAAHUN
JepwaBHoto cayxb6oto YKpaiHM 3 nikapcbkux 3acobiB Ta KOHTpo/o 3a
HapKOTMKaMM i NiATBEPAXKYE BiANOBIAHICTL YMOB BMPOBHMLTBA MOAAHOrO Ha
peecTpalilo /iKapcbKoro 3acoby YMHHMM B YKpaiHi BMMOraM HanexHoi
BUPOBGHMYOI MpaKTUKKM, abo nucbMoBe 3060B'A3aHHA BUPOGHWKA BUPOGAATM
Bi4NOBIAHWIA niKapcbKU 3acib6 Ans noctayaHHAa B YKpaiHy Ha TuUX caMux
BUPOBHMYMX MOTYKHOCTAX, WO 3aCTOCOBYIOTbCA Y BUMPOBHULTBI iKapCbKMX
3acobiB, Npu3HayYeHUX ANA 3acTocyBaHHA Ha Teputopii CnonyveHux LlTatis
Amepukn, Llseruapii, Anonii, Asctpanii, KaHagn abo paepxaB — uneHis
€sponeincbkoro Cotosy.

Micna HagxopeHHA MaTepianis A npoBeAeHHA nepeBipku, MO3 yknagatume 3a
HeobXiAHOCTi AOroBip i3 3afBHMKOM Ta NPOBOAMTUME PO3rAsf PeECTpaLinHUX
MaTepianis, y TOMy 4uc/i nepesipaTMMe $aKT peecTpauii sikapcbkoro 3acoby 3a
JAaHUMKN Beb-caliTiB KOMMETEHTHMX OPraHiB, fIKi 3apeecTpyBasv Ll iKapCbKui
3aci6.

CTpoK po3rnsgy peectpauiinHmx MaTepianis He nepesuuiyBaTtume 10 poboumnx fHis.
MepepeecTpalis Takux AiKiB 3gilicHIOBaTUMeTbCA 4Yepe3 5 pokiB nicas Bupgaui
peecTpauiiHOro NoCBiAYeHHS.
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