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No Ha Ne BiJ

KepiBHaKam TepUTOPiaJIbHAX
opraniB Jepxiikcayxon

IMnoprepam JikapcbKHX 3ac00iB

BaacHukam peecTpaniiHux
MOCBiIYeHb HA JiKapcbKi 3ac00H

CTOCOBHO 31ifiCHEHHS [JEPXKABHOTO KOHTPOJIO
AKOCTI JIikapCchbKUX 3acO0iB, L0 BBO3AThCA B YKpaiHy
Ta nepeniky AOKYMEHTIB, 1O JOAAKTLCA 10 3asABU
Npo BHAAYY BHUCHOBKY NpO fKIiCTh BBE3CHOTO
AiKapcbKOro 3aco0y MpoTArom nepioay il BOEHHOTO
qacy

InpopMyemMo 1w0m0 3IifiCHEHHS IEpP)KaBHOTO KOHTPOJIO SKOCTI JKapChKUX
3ac00iB, 1110 BBO3ATHCA B YKpaiHy, BIANOBIAHO 10 [10pAdKy 30ilicCHeHHS 0epHcaBHO20
KOHMPON0 AKOCMI NIKAPCoKUX 3acobis, wo 6803imubCs 8 YKpainy, 3ameepoiceno2o
nocmanrosoro Kabinemy Minicmpis Yxpainu 6io 14.09.2005 Ne 902 (i3 sminamu) (Oani
— Iopsodok), o TOCTa4ar0Thes B YKpaiHy Ha nepioji BBEAeHHI BOCHHOIO CTaHy.

BignosigHo a0 m. 3! Ilopsoky, Ha niepioA il BOEHHOrO CTaHy 3asBa IpO BUIAYy
BHCHOBKY TIPO SIKICTh BBE3E€HOTr'O JIiKapCHKOTO 3ac00y MOJA€ThCS Ta BUCHOBOK IIPO
SKICTh BBE3EHOTO JIIKAPCHKOTO 3ac00y BUAAETHCS B €IEKTPOHHOMY BUIVISAIL.

BHCHOBOK TIpO SKICTh BBE3€HOr0 JIKapchKOoro 3acoby, y TOMy HYHCIi
3apeECTPOBAHOIO JIIKAPCHKOro 3aco0y B iHO3eMHil yMakKoBL, BUTOTOBJIEHOTO I
noTped PMHKIB iHIIMX KpaiH, 110 HE BiAMOBifaE 3aTBEpIKEHUM peeCTpaliiHHM
JTOKYMEHTaM, BUIAETLCA 63 NpoBeIeHHs Iab0opaTOPHOTO KOHTPOJIO SIKOCT, IIICTaBH
IJIsl IKOTO BM3HaueHi uuM [lopadkom, 1o okpeMoro pimeHHs Jlepxiikcmyx0H, 6e3
000B’A3KOBOI HASBHOCTi JIOKYMEHTa, III0 TMiATBEPI)Ky€e BIANOBIAHICTD YMOB
BUPOGHHUIITBA JIIKAPCHKUX 3aC00iB BUMOraMm J0 BUPOOHHUIITBA JiKApCBKUX 3aC00iB B
YkpaiHi, KpiM aKTUBHHX (apMalleBTHYHHX iHTpeieHTiB (CyOcTanil). Y Takomy pasi
BiJIMIOBI JaNBHICTE 32 3AiHCHEHHS KOHTPOJIIO SKOCTI Cepiif TiKapchKUX 3ac001B HECYTH
YIIOBHOBAX€HI 0COOM Cy0’€KTiB rocrmojiapioBaHHs, sKi BiNOBIAHO 10 Jliyen3iunux
YMOB NPOBAOIACEHHS 20CN00aPCHKOL JILNBHOCMI 3 UPOOHUYMEA NiKApCbKux 3acobis,
onmoeoi ma po30pibHoi mopeieni nikapcokumu 3acobamu, imMnopmy JNKAPCoKUX
3acobie  (Kpim aKkmueHux GapmayesmuuHux IHzpedieHmis),  3ameepONCEHUX
nocmaroeoro Kabinemy Minicmpie Ykpainu 6io 30 nucmonaoa 2016 p. Ne 929 (oani —
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Binnosiguo no n. 237 Jliyensitinux ymos, 060B I3KOM iMIIOpTepa €, 30KpeMa,
3A1MCHEHHS BXIJHOTO KOHTPOJIO SIKOCTi IMIIOPTOBAaHMX JIKAPCHKHX 3aco0iB,
BIMOBIZTHO 10 BCTAHOBJIEHO! MHCBMOBOI MPOLENYPH, 3aTBEPIKEHOI JiLEH3iaTOM.
Pe3ynbTaTil BXiIHOTO KOHTPOJIIO NOBHHHI MICTHTH TaKy iHpoOpMaLio:

HallMeHyBaHHS JIIKapChKOTo 3aco0y;

AaTy oJep KaHHS JIIKapChKOTo 3aco0y;

HaliMeHyBaHHS MMOCTaYabHUKA Ta BUPOOHMKA JIIKapchbKoro 3acoly;

HOMEp cepii JIKapChKOro 3acody;

3araJibHy KiUIBKICTh i YHCJIO OTPUMAHMX NaKyBalbHMX OJWHMIIL JIIKApPCBKOIO
3aco0y;

Oynp-Ky iHIIY iH(pOpMaIlilo, IO CTOCYEThCS IMOCTABJIEHOI cepil JIKapChKOIO
3aco0y (3a HassBHOCTI).

[HpopMyeMoO, 1110 Ha mepioa Ail BOEHHOrO CTaHy, A0 OKPeMOro pillleHHsA
JMepautikeaysk0H 10 3asBU PO BUa4y BUCHOBKY IIPO SIKICTh BBE3€HOI'O JIIKAPCHKOTO
3acoby (Hooamok 0o wHaxazy MO3 eio 21.01.2013 Ne 39) nopaerscs INaKer
JIOKYMEHTIB, TIepeliK AKUX HaBeleHO B 1. 5 [Iopsaoky, a TakoX pe3ylbTaTH BXiJHOIO
KOHTPOJTIO SIKOCTi IMIIOPTOBaHMX JIIKAPChKHUX 3aC00iB, (HOTO YIIaKOBOK TOILO.

JlonaTKoBO iH(GOPMY€EMO, IO MPOTATOM IEpioay Jii BOEHHOro CcTaHy Ta/abo
MPOTATOM IIECTH MICAIIB 3 JHS NPUINUHEHHS ab0 CKacyBaHHsA BOEHHOIO CTaHy 3
METOI0 3a0e3meyeHHs 3aK/aziB OXOPOHH 3J0pOB’Sl HEOOX1IHUMH IIperapaTaMu MoxKe
3/1iiCHIOBATHCS BBE3E€HHS HA MUTHY TEPUTOPiI0 YKpaiHHU 3 METOIO [10aJbIIoro obiry:
v’ JiKapchKMX 3aco0iB, TepMiH MPHUAATHOCTI SKUX HE 3aKIHYMBCA, IPOTE HE

BiIIOBiZja€ BUMOTaM 10 0OMEXEeHHs TEPMiHY MPUOATHOCTI JIIKApChKUX 3aco0iB,

IO BBO3ATHCSH, BU3HAYEHUM YaCTHHAMH IIEPILIOIO 1 YeTBEpTOrO cTaTTi 17 3aKoHy

Vkpainu “IIpo nikapchki 3aco0u”, y pasi HaqaHHs 0OIPYHTYBaHHS MOXJIHMBOCTI

IIOJI0 BHKOPHCTAHHS TaKhX JIKapChbKMX 3aco0iB 10 3aKiHYEHHs TEPMiHy

MpUAATHOCTI. J{0 3a8BH IIPO BH/1a4y BHCHOBKY ITPO SKiCTh BBE3EHOTO JIIKAPCHKOTO

3acoby MpocHMo HafaBaTH OQilifiHui JHCT Bix 3aMOBHHUKA JIIKapPCHKHX 3ac00iB

(3aKmazly OXOPOHH 3I0pOB’s) LIOMO0 HEOOXiAHOI KIIBKOCTI Ta MOJAIBIIOTO

BUKOPHCTAaHHS JIKapChKUX 3ac00iB 3 OOMEXEHHM TepMiHOM IPHIATHOCTI JO

3aKiHUEHHS TePMiHYy TX IPUAATHOCTI;

v 3apeecTpOBaHUX JIKapChKUX 3ac00iB B iHO3EMHIH yNaKoBIli, BATOTOBIEHUX IS
noTpe6 PUHKIB IHIIMX KpaiH, IO HE BIANOBIAAE 3aTBEPIKCHUM peecTpalifHIM
MaTepianaM Ha Jikapchbkmii 3aci6, y cympoBoxi 3aTBepikeHoi B YkpaiHi
iHCTpYKWii A8 MEIMYHOr0 3acTOCYyBaHHA Ta  TapaHTIAHOTO  JHUCTa
BUPOOHMKA/3a9BHHKA, B SKOMY 3a3HAa4a€ThCs, 10 BBE3CHHH JiKapChKUM 3aci0 €
1IEHTHYHMM JI0 3apeEcTpOBaHOTO B YKpaiHi. 1o 3asBH NIpo BUAAUy BUCHOBKY IIPO
SKiCTh BBE3GHOTO JIiKapCHKOrO 3aco0y IMPOCHMO HaJaBaTH BIIMOBITHUH
rapaHTidHW JTUCT BUPOOHNKA/3asBHUKA. e
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