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Ha Ne BiJ

KepiBHukam cy0’€KTiB rocnojapoBaHHs,

AKi 3alMalTbCs peaJiizauicio,
3GepiraHHMAM i 3aCTOCYBAHHAM JIiIKapCbKHX
3ac00iB

KepiBHuKkaM TepHTOpiabHUX OpraHiB
Jepaiikeaykou

PO3NOPAAKEHHA

Bimnosinno mo Koncrutyuii Ykpainu, crateit 15, 22, 55 3akoHy Ykpaihu
"OCHOBM 3aKOHOJABCTBa YKpaiHH Mpo oxopoHy 3mopos's”, cratei 15, 21 3akony
Vipainu "TIpo nixapebki 3aco6u”, Tlonoxenus npo JlepxaBHy cnyx0y YkpaiHu 3
MKApChKMX 3ac00iB Ta KOHTPONIO 3a HAapKOTHUKaMHM, 3aTBEP/DKEHOTO IMOCTaHOBOIO
KaGinery MinicTpis Ykpainu Bin 12.08.2015 Ne 647, Ilopaaky 3iCHEHHs
J(epXKABHOTO KOHTPOMIO 3a SIKICTIO JIIKapChKUX 3ac00iB, IO BBO3ATHCA B Ykpainy,
3aTBepIKeHOro nocraHoBoto KabineTy MiHicTpiB YKpaiHu Big 14.09.2005 Ne 902,
[Topsaky BCTaHOBIEHHs 3a00pOHM (TMMYAcOBOI 3a60pOHHK) Ta MOHOBIEHHs 00Iry
JniKapcebkux 3acobiB Ha TepuTopil YKpalHu, 3aTBEPIKEHOr0 HaKasoM MinictepcTBa
0XOpOHH 3710poB s Ykpainu Big 22.11.2011 Ne 809, 3apeectpoBaHuM B MinicTepcTBi
roctiLil Ykpainu 30.01.2012 3a Ne 126/20439, [Topsiaxy KOHTPOIIIO SIKOCTI JTIKapChKUX
3aco6iB mig uWac onToBoi Ta po3apiOHOT TOPriBili, 3aTBEPKEHOr0 HAKa3oM
MinicTepcTBa 0XOpoHH 310poB s Ykpainu Bin 29.09.2014 Ne 677, 3apeecTpoBaHUM B
MinictepcTsi toctunii Ykpainu 26.11.2014 3a Ne 1515/26292, [pasun ytunizauii ta
3HMIIEHHS JIIKapChKUX 3aco0iB, 3aTBEPKEHMX HaKa3oM MinicTepcTBa OXOPOHH
30poB’ st Ykpainu Bin 24.04.2015 Ne 242, 3apeeCTpOBaHUM B MiHicTepcTBi FOCTULIT
Vipaiau 18.05.2015 3a Ne 550/26995, y 383Ky 3 HAOXOKCHHAM inhopmauii
gix TOB "T'nakcoCmiTKnsiin MapmacbroTikane YkpaiHa" II0J0 BUABJICHHS dakty
peanizanii Ha TepuTopii YkpaiHu cepil AROLC206AA nikapcbkoro 3acoly
"ROTARIX, 1.5 mL Oral Siispansiyon Igeren Aplikator”, BupobieHol KOMIaHI€HO
akcoCmiTK tstiin bionomxkikans C.A., benpris, anst peanizauii Ha punky Typeuuntu;
3 METO0 aKTHBHOI IPOTUIIT MOLIMPEHHIO HEAKICHUX JTIKapChKUX 3ac00iB Ta TaKHX, 1110
odillii{HO He BBO3UIIMCH HA TEPUTOPIO Y KPATHHU:
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3ABOPOHSIIO peanizauito, 30epiraHHs Ta 3acTOCYBaHHS BCiX cepiit
nikapcbkoro 3acoby "ROTARIX, 1.5 mL Oral Siispansiyon Igeren Aplikator"
BupobHuuTBa [nakcoCmitKasiin bionomkikans C.A., benbris, 3 MapkyBaHHAM
TYPELbKO MOBOIO.

Cy6’exTaM rocroaapchKoi AisIbHOCTI, sKi 31 HCHIOIOTE peanizalito, 30epiraHHs
Ta 3aCTOCYBAHHS JIKAapChbKMX 3aco0iB, HEBIAKIAMHO [iCHs OJCPXKaHHS [JaHOro
PO3IIOPAIKEHHS [IEPEBIPUTH HAsIBHICTb BKA3aHOTO JIIKAPChKOr0 3ac00y, BXKUTH 3aX0/11
OO BHJAYHYEHHs Joro 3 oO0iry LUISIXOM 3HHIIEHHS, Mpo WO [MOBIAOMUTH
TeputopiaibHuil opran Jepxiikcayx6u. ¥ pasi 3HMILEHHS BIAXOAIB Npenapaty B
JBOTH)KHEBUIT CTPOK HANPaBUTH [0 TEPUTOPIAIbHOrO oprany JlepxiKkcnyxOu Komito
aKTa Npo 3HULIEHHS BiIXOAiB JIiIKapChKOro 3aco0y.

KOHTpONb 32 BAKOHAHHSM JaHOTO PO3MOPAUKEHHS 31IHCHIOIOTS TEPUTOPIiallbHi
opranu JlepxJikciyx0Ou Ha BiANOBIAHIH TepUTOPI.

HeBUKOHAHHS JaHOTO pO3MOPSDKEHHS TATHE 3a COOOI0 BiANOBIAANBHICTD
3riHO 3 YAHHUM 3aKOHOJAaBCTBOM Y KpalHH.

Komnii ganoro po3nopsxeHHs HanpaBJeHi:

MiHiCTepCTBO OXOPOHHU 310pPOB's Y KpalHH;

JIT1 " JlepxaBHUi excIiepTHHI LeHTp MiHicTepcTBa OXOPOHH 310pOB'st YKpaiHu'";
TOB "I'nakcoCmitKstitn ®@apmaceroTikanc Ykpaina'.

Mepunii 3actynuuk I'osoBu Baaauncaas HIJIMHA

HOnis Kepnunu
422-55-76



