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Ha No B

Kepipnukam cy0’€KTiB rocnoaaprosatis,

AKI 3alMalThcs peaJizauicio,
30epiraHHAM i 3aCTOCYBAHHAM JIKapPChbKUX
3ac00iB

KepiBuukam — TepuTOpiaibHHX oprauis
Jepaiiike/yKou

PO3NOPSKEHHS

V Bigmosianocti 1o Koncruryuii Ykpainu, crateit 15,22, 55 3akoHy Ykpalnu
«OCHOBH 3aKOHOMABCTBA YKpaiHH MPO OXOPOHY 3J0pOB's), cTaTeH 15, 21 3akony
Vxpainu «IIpo mikapeeki 3acobu», [TonoxeHHs Mpo JleprkaBHy citykOy YKpaiHu 3
AiKapchKuX 3aco0iB Ta KOHTPOMIO 3a HAPKOTHKAMH, 3aTBEPIUKEHOrO MOCTaHOBOIO
KaGinery Minictpis Vkpainn sin 12.08.2015 No 647, llopsanky BCTaHOBJICHHS
3a00pOHHM (THMUACOBOT 3adOPOHK) Ta [HOHOBJICHHS 00iry nikapchKuX 3acobiB Ha
TepuTopii YKpaiHu, 3aTBCPIUKCHOIO HAKA30M MiHicTepcTBa OXOPOHH 310pPOB’S
Ykpainu Big 22.11.2011 No 809 (31 3MiHaMu), 3apeecTpOBAHUM B MinicTepcTsi
joctviii Yxpainu 30.01.2012 3a Ne 126/20439, llopsiiky KOHTPOJIHO SIKOCTI
JiKapebKuX 3acobiB Miji 4ac OnToBOI Ta pO3piOHOT TOPriBII, 3aTBEPUKEHOIO
nakazom MiHicTepeTBa OXOpoHM 3J0poB’s  Ykpaitu Bil 29.09.2014 Ne 677,
3apeccTpoBauM B MinictepeTsi locTuuil Ykpaiiu 26.11.2014 3a No 1515/26292,
[TpaBun yTumizauil Ta 3HMLIEHHA JIKAPCHKAX 33c00iB, 3aTBEP/LKEHHX HAKa3oM
MiHicTepcTBa 0XopoHH 310pos’st Ykpainu Bia 24.04.2015 Ne 242, 3apeecTpOBaHUM B
MinicrepeTsi roctuuii Ykpainu 18.05.2015 3a N 550/26995, Ta Ha mijcrasl
inhopmallii peryiasTopHoro oprany HiMeu4nHM OO HEBI/AMOBIIHOCTI JIIKAPCHKOI0
3aco0y JJOBYTAMIH AJIMEJIA, po3uun Juid indysii, 250 mr/50 ma no 50 mi B
amriysax, BupoOuuirsa laynt ®apma Bioasdinr I'MOX, HimeuurHa 3a MOKa3HUKOM
«3OBHILLHIA  BUIAS»  (HAsSBHICTH 4acTOK) T4 BUKIMKY JIiKApehKkoro 3acoly
xommnaniero Admeda Arzneimittel GmbH, Trift 4, D-23863 Nienwohld, HimeuynHa 3
puHKIB - Ykpainu (cepii 41948UA), Yropuwmnn (cepii 41945HU), Xopsatii (cepil
41959HR) ta nucta odiuiiinoro imnoptepa jikapeskoro 3acoly (TOB «OJII»):

3ABOPOHSIIO peanizaiito, 30epirants Ta 3aCTOCYBaHHs JiKapehKoro 3acody
TOBYTAMIH AJMEJA, pozuun jaas ingysii, 250 mr/50 ma no 50 ma B




amnynaax Ne 1, cepii 41948UA, supoGuuurea aynt ®apma Broabginr I'moX,
Himeuunna (peccrpauiiine nocsinuenns UA/5714/01/01).

Cy6’eKkTaM TOCTOAAPIOBaHHS, SKi 3IICHIOTS peasizalito, 30epiraHts Ta
3aCTOCYBAaHHs JIIKAPChKHX  3aco0iB, HEBLAKNAAHO MiCHs OJIepXKanHA  JaHoro
PO3MOPSIKEHHS TIEPEBIPUTH HASBHICTH BKA3aHOI cepil JIIKapChKOTO 3ac00y, BXKHUTH
3aX0/IM OO BUIYHCHHS 11 3 06iry ILIXOM [I0OBEPHEHHS NOCTA4aTbHUKY/BUPOOHUKY
a60 3HUILEHHsS, 1IPO IO MOBIAOMUTH TepuTOpianbHuit opran Jlepmiikeayxou. Y
pa3i 3HMILEHHS BIAXOAIB rpernapaTy B JIBOTHXKHEBUH CTPOK HAmpaBuUTH JIO
TepuTopianbHOro oprany JlepaaikenykOn Koo akta 1po 3HULIEHHS BIJIXO/IB
JIKapChKOro 3acody.

KoHTposlb 3@ BHKOHAHHAM  [LAHOIO  PO3LOPSLUKCHHS  3AIHCHIOOTH
TepuTopianbii oprann JlepaiiikeayxOu na BIUOBIIHIN TEPUTOPIT.

HeBUKOHAHHS [AHOrO pPO3NOPAIUKEHHS TsrHe 3a COOO0I0  BiANOBIAAIBHICTD
3riIHO 3 YHHHHAM 3aKOHO/IaBCTBOM Y KpalHH.

Kormii 1aHOro po3nopsKeHHs HalpaBJieHl:

MIiHiCTEPCTBO OXOPOHU 3/10pOB'A Y KpaTHH;

JIIT "JlepxaBHuil excriepTHUit  LenTp MiHicTepeTBa  OXOPOHH 3/I0pOB's
Ykpainu'";

TOB "TOJI™.
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