JEPKABHA CJIYXBA YKPATHM 3 JIIKAPCBKHX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA
(Mepacnikcryx6a)
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Ha No BIJT

KepiBaukam cy®’ekTiB rocnojapioBaHus,
siKi 3aliMa0TBCH peanizalicio,
30epiraHHAM i 3acTOCYBAHHSAM JIIKAPCHKHX
3aco0iB

KepiBHHKaM TepuTOpPialbHHX OPraHis
Hepautikeryxon

PO3MIOPSIKEHHS

Bignosinuo mo Komcrutymii Ykpaium, crareit 15, 22, 55 3akony Ykpainu
"OCHOBH 3aKOHOJABCTBA YKpaiHW IPO OXOpOHY 370poB's”, crareit 15, 21 3axony
Vxpaiuu "Ilpo nikapceki 3acobu”, Ionoxenus mpo JlepxapHy crnyxOy Ykpaiuu 3
NMKapchXUX 3ac0o0iB Ta KOHTPOMIO 33 HAapKOTHKaMH, 3aTBEpP/DKCHOrO IIOCTAHOBOIO
Kabinery MinicTpiB Vkpaims Bix 12.08.2015 Ne 647, Ilopsjaky 3aificHeHHS
JePKABHOTO KOHTPOJIO 33 AKICTIO JKapchkuX 3aco0iB, W0 BBO3ATHCA B YKpaiHy,
3aTBEpIDKERoro noctanosow Kabinery Minictpis Ykpainu Big 14.09.2005 Ne 902,
TlopsaKy BCTaHOBJEHHS 3a6opoHM (THMYacoBOi 3a60pOHK) T2 NOHOBIECHHH 00Ty
nikapchKux 3acobiB Ha Teputopii Ykpainu, 3aTBep/KeHOTO HakazoM MinicrepcTsa
OXOpPOHH 3710poB’st Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBannm B MiHiCTEPCTB
focturii  Ykpaing 30.01.2012 3a Ne 126/20439, Tlopsinky KOHTPOMHO AKOCTI
nikapchkux 3acoGiB mis 4yac omroBoi Ta po3/pibHOT TOpriBii, 3aTBEPKEHOro
HakazoM MiHicTepcrBa OxopoHH 310poB’s Ykpainm Bixm 29.09.2014 Ne 677,
3apeecTpoBaHuM B Minictepersi roctuuii Yipainm 26,11.2014 3a Ne 1515/26292,
[pasun yrunmisauii Ta 3HMILEHHA JiKapchKHX 3ac00iB, 3aTBEPDKEHMX HAKa3oM
MiHicTepcTBa OXOpOHH 370poB 1 Ykpainu Bin 24.04.2015 Ne 242, sapeecTpoBaHHM B
MinictepcTsi toctuuii VYkpaimm 18.05.2015 3a Ne 550/26995, Ha mincrasi
HagxomwkeHns iH(opMallii om0 BHABNEHHS B o6iry Ha TepuTopii YKpaiHu cepii
A18S114G nikapcexoro 3acofy "ORALTEK®" (momnoanepren), "perlingual
spray concentration 30000 TU/ml, 2x9 ml", supoéuunrea "IMMUNOTEK,
Spain", 3 MapKyBaHHAM IHO3¢MHOI) MOBOIO, 3 METOK) aKTHBHOI OpoTHAIT
MOIIMPEHHIO JIKAPChKUX 3ac00iB, Mo OQIiliAHO He BBO3WIACH Ha TEPUTOPIIC
YKpaiHu:

3ABOPOHSAIO peanizanito, 30epiraHHs Ta 3acTOCYBaHHA BCiX cepiif
mikapcekoro 3aco0y "ORALTEK®" (monoaneprem), ''perlingual spray
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concentration 30000 TU/ml, 2x9 ml", eupo6unurea "IMMUNQTEK, Spain",
3 MApPKYBAHHIM 1HO3EMHOK) MOBOIO.

Cy6’exTaM rocnofaproBaHHi, AKi 3AIMCHIOIOTL peanizaliio, 30epiranni Ta
3aCTOCYBaHHA JIIKAPCBKHX 3ac00iB, HEBIAKNAZHO IICNA OQAEP)KAHHA JAHOTO
POSMOPAMKECHHS IEPEBIPHTH Ha’ABHICTh BKAa3aHOTO JIKApCBKOTO 3acoly, BXHTH
3aXOAM  IMOAO  BHIYYEHHA  or¢ 3 o0y  IINMAXOM  IOBEPHEHHS
' TIOCTa4albHUKY/BUPOOHUKY Ta/a00 3HMILIECHHSA, PO 1O TMOBIAOMHATH TEPHTOPIiATEHUIA
opraH JlepximikcayOu. Y pasi 3HHIUEHHS BiJXOJiB Mpenapary B ABOTIKHEBHUI
CTPOK HANPABHTH JC0 TepHTOpiambHOIe opraHy [lepxuixcoyxOu komilo akta mpo
3HUUIEHHA BLIXOLIB JIiIKapCBKOro 3aco0y.

KonTpone 3a  BHKOHaHHAM  JAHOIO  PO3MOPH/KEHHA  3AIHCHIOIOTH
TEpHTOpiaNbHiI opraHd Jlepximikcnyx0u Ha BiANOBiAHIH TepuTOpil.

HeBukoHaHHA JaHOrO pO3NOPAMKEHHA TATHE 3a CO0OK BiAMOBIZATEHICTE
31 THO 3 YHHHUM 3aKOHOJABCTBOM YKpaiHH.

Komnii paHoro posnopsamkeHHs HallpaBicHi:
MO3 Vkpainu;
JI1"lepxxaBHuii excnepTHuil neHtp MO3 Vkpainu.

IMepmnii 3actynuuk I'ostoBH Baaaucaae Iiinuna

Mapuuaa TapaH, Ten.422-55-76



