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NO Ha N» sifl,

KepiBHHKaM cyG'eKTie rocno^apioBaHHH,
HK1 3,aiHCHK)IOTb BBCSeilHH, JMIlOpT JIIKapCbKHX

3aco6iB, Tomo, BJiacHHKaM peecTpauiHHHx
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AO JiHcxa #ep>KjiiKCJiy>K6H BiA n.05.2022 N° 2501-001.1/002.0/17-22
iH(J>opMai;iK) IUOAO sAiHCHeHHfl Aep>KaBHoro Konxpojiio HKOcxi JiiKapcbKHX

sacoGis, mo BBosflXbCfl B YKpainy siAnoBiAno AO HopaAKy SAiHCHeHHa Aep>KaBHoro
KOHXpojno flKocxi jiiKapcbKHX sacoSifi, mo BBO3«xbca B YKpa'my, saxBepA>KeHoro
nocxaHOBOK) KaSinexy Minicxpis YKpaiHH siA 14.09.2005 N° 902 (is SMinaMH) (Aajii

npoTnroM nepiojy jii socHHoro CTany.
0,0 nyHKxy 31 IlopflAKy, na nepioA Aii' soeHHoro cxany aaasa npo

BHCHOBKy npo HKicxb BBeseHHoro JiiKapcbKoro saco6y noAaexbca xa BHCHOBOK
npo flKicxb BBeseHHoro JiiKapcbKoro 3aco6y BHAaexbca B ejieKxpOHHOMy BHrjiHAi.

BHCHOBOK npo flKicxb BBeseHHoro JiiKapcbKoro saco6y, y xoMy MHCJii
3apeecxpoBanoro JiiKapcbKoro 3aco6y B moseMmH ynaKOBii,i, BHroxoBJienoro AJia noxpe6
pHHKis IHIIIHX KpaiH, mo He siAnoBiAae 3axBepA>KeHHM peecxpaniHHHM

6e3 npoBCAeHHH jia6opaxopHoro KOHXpojno, niAcxasn AJI« HKOFO
3 OKpeMoro pimeHHa /],ep>KJiiKCJiy>K6H, 6es o6oB'H3KOBoi

mo niAxsepA^ye BiAnofiiAHicxb yMOB BHpo6HHH,xBa JiiKapcbKHX sacoGis
BHMoraM AO BHpo6HHuxBa JiiKapcbKHX 3aco6is B YKpai'm, KpiM aKXHBHHX
(})apManeBXHHHHx inrpeAieHxiB (cyGcxanuJH). Y xaKOMy pasi BiAnosiAaJibHicxb sa
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3AlHCHeHHfl KOHXpOJIK) 51KOCX1 CeplH JIIKapCbKHX SaCOOlB HCCyXb ynOBHOBa^KCHl OCOOH

cy6'eKxis rocnoAapK)BaHHH, HK! BiAnoBiAno AO JliueHsiHHHx yMOB
rocnoAapcbKOi Ai^JitHocxi 3 BHpo6HHu,xBa JiiKapcbKHX 3aco6iB, onxoBOi xa
xoprisjii JikapcbKHMH 3aco6aMH, iMnopxy JiiKapcbKHX sacoSis (KpiM aKXHBHHX
4)apMau,eBXHHHHX inrpeAieHxiB), 3axsepA>KeHHX nocxaHOBOK) KMY BiA 30.11.2016 JVT» 929
(Aajii JIiu,eH3iHHi yMOBH), necyxb BiAnoBiAaJibnicxb sa HKicxb xa Gesnennicxb BBesennx
HHMH JiiKapcbKHX 3aco6iB.

BiAnosiAHO AO n. 237 JlinensiHHHX yMOB, o6oB'fl3KOM iMnopxepa e, 3OKpeMa,
3AincHeHHa BxiAHoro KOHXpojno flKocxi iMnopxoBaHHX JiiKapcbKHX saco6iB,

flepwaena cnyx6a 3 niKapCbKHx 3aco6iB ra KOHiponw
MS 33 HapKOTUKawu y >KnTPM^pCbKin oBnacTi

N950-01.1/02/05.06-22 BJA 12.05.2022
I I .BI I •Ml'llllllllllll II II Illl III!



2

AO BCxaHOBJienoi HHCbMOBOi npoucAypH, 3axBep;pKeHo'i JiiueHsiaxoM. Pesyjibxaxn
BxiAHoro KOHXPOJIK) noBHHHi MICXHXH xaxy iH(j)opMauiK):

- HaHMenyBaHHfl JliKapcbKoro 3aco6y;
- Aaxy OAep>KaHHfl[ JliKapcbKoro sacoGy;
- HaHMeHyBaHHfl nocxanajibHHKa xa BHpoGnHKa JliKapcbKoro saco6y;
- HOMep cepii JliKapcbKoro saco6y;
- sarajibHy KijibKicxb i HHCJIO oxpHMannx naKysajibHHx oAHHHHb niKapcbKoro

sacoGy;
-6yAb-HKy inuiy iH^opManiio, mo cxocyexbca nocxaBjieHoi cepii JliKapcbKoro

3aco6y (33 naaBHocxi).
lH(J3opMyeMo, mo na nepio/i niii eoeHHoro crany, /io oKpeivioro pimeHHJi

^ep>KJiiKCJiy>K6H AO 3a«BH npo BHflany BHCHOBKy npo HKicxb BBeseHHoro JliKapcbKoro
3aco6y (^,OA,axoK zio naKasy MO3 BIR 21.01.2013 N° 39) AOAaexbca naKex AOKyMenxiB,
nepeniK SKHX Hase/jeno B n. 5 HopflflKy, a xaKO>K pesyjibxaxH exi/iHoro KOHTPOJIIO
HKocxi iMnopxosaHHX JiiKapcbKHx 3aco6is, ^)OTO ynaKOBOK xom,o.

/tonaxKOBO iH(J)opMyeMO, mo npoxaroM nepio^y fliT BoeHHoro cxany xa/a6o
npoxaroM mecxH MicHH,iB 3 AHH npHHHHeHHH a6o cKacysanHH soeHHoro cxany 3 MCXOIO
3a6e3neneHHfl saKjia^iB oxoponn 3A,opOB'^ neo6xi,HHHMH npenapaxaMH MOJKC

BBeseHHH Ha MHXHy xepHxopiK) YKpaiKH 3 MexoK) HOAajibinoro o6iry:
3aco6iB, xepMin npHflaxnocxi HKHX He saKinHHBCH, npoxe ne

BHMoraM RO o6Me>KeHHfl xepMiny npHAaxnocxi JiiKapcbKHx 3aco6is, mo
BBO3HXbCH, BH3HaneHHM HacxHHaMH Hepiiioio i nexBepxoK) cxaxxi 17 SaKony
«ripo jiiKapcbKi 3aco6n», y pasi HaflanHH o6rpynxyBaHHH MWKjiHBOc
BHKOpncxaHHH xaKHX JiiKapcbKHx saco6iB AO saKiHHCHHH xepMiny npH^axHocxi.
npo BH^any BHCHOBKy npo HKicxb BBesenoro JliKapcbKoro 3aco6y npocHMO

JIHCX Bi% saMOBHHKa mKapcbKHX 3aco6ifi (saKJia^y oxopoHH 3AOpOB'a)
KijibKocxi xa noaajibmoro BHKOpHcxaHHfl JiiKapcbKHx 3aco6is 3 o6Me)KeHHM

xepMiHOM npH^axHocxi AO saKiHHeHHH xepiviiny i'x npH^axHocxi;
- sapeecxpoBannx JiiKapcbKHx 3aco6is B inoseMHiH ynaKOBU,i, BHroxoBJieHHx AJIH

noxpe6 pHHKiB IHIUHX xpaiH, mo He BiAnoBi^ae 3axsepA>KeHHM peecxpauiHHHM
MaxepianaM Ha JiiKapcbKHH saci6, y cynpoBOAi 3axBepA>KeHoi B YKpaini iHcxpyKu,ii
MeAHHHoro sacxocysaHHa xa rapaHxifinoro jincxa BHpo6nHKa/3aHBHHKa, B
3a3HaHaexbca, mo BBeseHHH JiiKapcbKHH 3aci6 e iAeHXHHHHM AO sapeecxpoBanoro B
YKpaini. /Jo saflBH npo BHAany BHCHOBKy npo flKicxb BBesenoro JliKapcbKoro 3aco6y
npocHMO HaAasaxH BiAnosiAKHH rapaHxiHHHH JIHCX BHpo6HHKa/3a«BHHKa.
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