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KepiBankam Ta YnoBHOBaKeHHM 0co0aM
anTeYHHX Ta MeJHYHHX 3aKJIaXiB
KipoBorpaacbkoi o6aacTi

Jo yBaru YHoBHOBa’keHHX oci!

Hamaemo posmopsivkeHHS YKpaiHCBKOTO (papManeBTHYHOTO areHTCTBAa INOJ0 3aboponn
o0iry JikapcbKoro 3acofy.

3a __ HagBHOCTi, BKa3saHMX Yy pO3NOPAIKCHHI JIKapCBKMX 3aco0iB, ITOBIJOMHTH
Tepuropianbauii opraH YKpaiHCKOTO (hapMalleBTHYHOTO areHTcTBa y KipoBorpajachkili o6macTi
[P0 BKUTI 3aX0JM IHOAO BHKOHAHHA PO3MOPAIKEHHS.

IndopManiro HaJaBaTH Ha ANEPOBHX HOCIAX MOINTOIO, 3a ajipecoio: ¢y1. Ilpeodpaycencoka, 2,
M. Kponusnunskui, 25006, 3 jojatkamu;
a) IpH BMIIIEHH! B KAPAaHTHH J0JA€THCA KOMis MpHOYTKOBOI HAKIa{HOI;
0) Ipu NOBEpPHEHHI NOCTAaYaIbHHKY J0AAKOTHCH: KOMA NpUOYTKOBOI HAaK/IaIHOL,
KOIIisl HAaK/IaJHO1 Ha TOBEpHEHHS.

B) Y BHIAAKYy Iepejadi BiIXOJiB JiKapchkoro 3acofy Ha yTmmizamiio a0 3HHIeHHS,
Y_ABOTIDKHEBHI CTpOK NoiHbopMyBaTH TepuropianpHuil opraH YKpaiHChKOTO (papMaleBTHIHOTO
arenTcTBa Yy KipoBorpaachkiil 061acTi Ta HaJaTH KOMIXO MPHOYTKOBOI HAKJIATHOI.

IIpn HacTynHHX IIOCTaBKaX JIKapChbKHX 3ac0o0iB, BKA3aHHX Y PO3NOPSUKEHHIX, Cy0 eKT
rocloJapioBaHHA I[OBHHEH BXHTH 3aXOIiB INOAO 3amoOiraHHA mnpuHaOaHHA, peanmizaiii Ta
3aCTOCYBAaHHS TIKapChKHX 3ac00iB, 3a3HAYEHUX Y POIHOPSIKEHHSIX.

Y _BHNaAKY BiACYTHOCTI IIKapchbKHX 3aco0iB, BKa3aHHX Y PO3MOPSIUKEHHSX UH JIHCTaX
YkpdapMarenTcTBa, BiITOBiA B NHCLMOBOMY BHITIS HA/IaBATH He MOTPiGHO.

OnHOYacHO HaraJyemo, HIO 3 PO3NOPSIDKEHHSMH Ta JHCTaMH YKphapMareHTCTBa MOJKHA
o3HaifomuTHCS Ha o¢imifiHoMy BeGcafiTi  YKpaiHChKOTO  (apMaleBTHYHOIO AareHTCTBa
(https://www.dls.gov.ua/) B pozaim PO3ITOPSAJDKEHHS YVKPOAPMAT'EHTCTBA.

JlonaTkn: ,
1. Komis po3nopsyikeHHs YKpalHCHKOTO QapMalleBTUIHOrO areHTcTBa Big 22.10.2026
Ne 526-001.1/002.1/17-26 na | apk.;
2. Komis posnopsxeHHs YKpaiHChKOTro (apMalleBTHIHOTO areHTcTBa Bij 22.10.2026
Ne 527-001.1/002.1/17-26 Ha 1 apk..
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YKPATHCBKE ®PAPMAIEBTUYHE ATEHTCTBO
(YKP®APMATEHTCTBO)

npocnekt bepecTeiicrkui, 120-A, M. Kuis, 03115, ten/cdaxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
v https://www.dls.gov.ua, Kon €JIPITIOV 40517815

Ne Ha Ne BiJ{
KepiBHukam cy0’exTiB
rocrnoJaproBaHHs, K
3aiiMaloThCs peaJiizaniero,

36epiranHHAM 1 3aCTOCYBaHHAM
JiKapcbKHX 3ac00iB

KepiBHukaM  TepUTOpiajIbHHX
opraHis VYxpdapmarenrcTa

PO3IIOPAUKEHHSA

Binmosizao mo Komcrurynil Yxpaisu, craredt 15, 22, 55 3akony Ykpailu
«OCHOBY 3aKOHOJABCTBA YKPaiHu IIpo 0XOPOHY 370pOB'sy», cTaTei 15, 17,21 3axkony
Vipaimu «IIpo sikapchki 3acobw», IonoxeHHs mpo VkpalHcbke (apMaleBTHYHE
ATeHTCTBO,  3aTBep[KeHOTo mocraHoBowo  Kabinery MinictpiB  Ykpainu
pig 12.08.2015 Ne 647, Ilopsaky 3AHifiCHEHHS NEPXaBHOTO KOHTPOIIO AKOCTI
JTiKapChKuX 3acobiB, L0 BBO3ATBECI B VkpaiHy, 3aTBEP/UKEHOTO MOCTAHOBOIO
Ka6inery MimictpiB Ykpainu Bim 14.09.2005 No 902, nyukty 3.2.2 Ilopsaxy
BCTAHOBJICHHS 3a60poHH (THMYacoBOi 3260pOHN) Ta HOHOBJICHHA 06iry JIiKapChKHX
3aco0iB Ha TepuTopii YKpaiHW, 3aTBEpKEHOTO HaKa3soM MinicTepcTBa OXOPOHH
spopos’s VYkpaimm Bim 22.11.2011 Ne 809 (31 3MiHaMm), 3apEECTPOBAHOIO
MinicrepctBoM tocTumii Yxpaiuu Big 30.01.2012 3a Ne 126/20439, Ilopsanky
KOHTPOMIO SKOCTi JIIKapChKMX 3aco0iB mig wac omroBoi Ta po3npi6Hoi Toprisii,
3aTBEPHKEHOr0 HakasoM MiHicTepeTBa OXOPOHH 3mopos's Ykpainu Bix 29.09.2014
Ne 677, 3apeectpoBaHoro MiHiCTepCTBOM roctunii  Ykpaimu Bim 26.11.2014
za Ne 1515/26292, Tlpapmn yrmmizamii Ta 3HUINEHHST JNiKapChKUX 3acobiB,
3aTBEPIPKEHUX  HAKa3oM MiHicTepcTBa ~ OXOPOHM  3/I0pOB’S Ykpainu
Bix 24.04.2015 Ne 242, 3apeecTpOBaHHX MiHicTepcTBOM IOCTHLIl YKpaiHu
gin 18.05.2015 3a Ne 550/26995, Ha mijcTaBl HaJXOHKEHHA Mi>KHapOAHOTO
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B 00Iry cepii CMXAO037 danscuhikoBaHOTO JiKapChKOro 3aco0y
ADEROGYL® (Vitamin C, Vitamin D2, Vitamin A), 163,697 mg/400 UI/2000 UI,
OpaJIbHUI pO3YMH y CKJISIHIH aMiryii, ammyna B kopobui Ne 5, 3 MapkyBaHHAM
supobHuKa Sanofi-Aventis de México, S.A. de C.V.

3 METOK0 aKTHBHOI IPOTHIil MOMKPEHHIO JIIKapChKUX 3ac001B, 3 OTTARY Ha TE,
1[0 TakKa IMpOLYKiis € HeGe3[eYHO Ta MOXKE HECTH 3arpo3y JKHUTTIO Ta 3I0POB IO
HaCeJleHHS:

3ABOPOHSAIO peasizaiilo, 30epiraHHs Ta 3aCTOCYBaHHs
cepii CMXAO037 danbcudikoBaHOTO JIKapCHKOTO 3acoly ADEROGYL®
(Vitamin C, Vitamin D2, Vitamin A), 163,697 mg/400 UL/2000 Ul, opaJjbHmuii
po3uMH y CcKJAHIHE  amnyJi, ammyga B KopoOui Ne S, 3 MapKyBaHHAM
supoOuuka Sanofi-Aventis de México, S.A. de C.V.

Cy6’ekTaM TOCIIOJaproBaHHs, sKi 37iHCHIOIOTE pealizalilo, 30epiraHss Ta
3aCTOCYBaHHS JIKAapChKMX 3aco0iB, HEBIAKIANHO IICIS OACPXKAHHA [aHOTO
PO3MOPSIKEHHA IePEBIPUTH HAABHICTh BKAa3aHOI cepii JIIKapChKOro 3acoly, BXKUTH
3axony INOAC BHJIy4YeHHS 11 3 OOITYy IUIAXOM IIOBEPHEHHS MOCTaYalbHUKY
a60 3HUILEHHS, PO 110 IIOBIIOMHUTH TePUTOPiaNpHMI opraH YKpQapMareHTCTBa.
V pasi 3HMIIEHHs BifXo[iB 3a3HaueHO] cepii MKapChKOro 3acoby B IBOTHXXHEBHM
CTPOK HAIIPABHMTH [0 TEPUTOPIAIBHOrO OpraHy Y Kp(apMareHTCTBa KO0 aKTa IIpo
3HUIIEHHS BiJIXOiB JIiKapChEKOTO 3aco0y.

KOHTPOITh 32 BUKOHAHHSM [AHOTO PO3IOPSIKEHHS 3/IiiCHIOI0Th TEPUTOPIalIbHI
opraau YkpdapMareHTCTBa Ha BilNOBiIHIN TEPUTOPIL.

~ HeBukoHaHHS NAHOTO PO3MOPSUDKEHHS TATHE 3a co0010 BiAIOBIIATBHICTD
3Ti{HO 3 UAHHKMM 3aKOHO/IaBCTBOM Y KpaiHH.

Komii JaHOro po3MOpsAXKEHHS HalpaBJIeHi:

MiHicTepcTBO OXOPOHU 3A0POB'S Y KpaiHu;

U1 «JlepxaBHUM eKCIepTHHA LEHTp MiHicTepcTBa OXOPOHH 300pOB'A
VkpaiHm». \ /

T.B.0. I'osi0BU Tapac IIPOHIB

Onexcanapa CABUEHKO, Ten.044-422-55-04, Bu.109
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Ne Ha Ne Big
KepiBHukam cy0’ekTiB
rocnoJaproBaHHA, sKi
3aiiMalOThCsl peaJizaui€lo,

30epiraHHsiM i 3aCTOCYBaHHSAM
JiKapchbKHX 3ac00iB

KepiBHHKaM  TepHTOpiajJbHHX
opraHis Ykpdapmarearcraa

PO3NOPSAJKEHHSI

Bignosiguo mo Korcrutymii Vkpainm, crareit 15, 22, 55 3akoHy YKpaiHu
«OcHOBY 3aKOHOIaBCTBa Y KpaiHHU PO 0XOPOHY 3M0POB'sy, cTateit 15, 17,21 3akoHy
Vxpainu «IIpo nikapceki 3acobw», Ilonoxenns mpo VxpaiHceke ¢hapMaleBTHIHE
aredTCTBO, 3aTBEepKeHoro mocrtanoporo  Kabinery Minictpis ~ Ykpainu
Bix 12.08.2015 Ne 647, Ilopsaky 3AiACHEHHSA HAEPXKABHOTO KOHTPOIIO SIKOCTI
miKapchKux 3aco0iB, IO BBO3ATECA B YKpaiHy, 3aTBEP/UKCHOTO IOCTAHOBOIO
KaGinery MinicTpiB Yxpainu Bin 14.09.2005 Ne 902, myHKTY 3.2.3 Tlopsnky
BCTAHOBJICHHS 3a00pOHH (TUMUACOBO] 3a60pOHM) Ta IIOHOBICHHS 00iry JiKapchKuX
3aco6iB Ha TepuTOpil YKpaiHu, 3aTBEpPDKEHOTO HaKa3oM MiHicTepcTBa OXOPOHU
snopos’s Ykpaimu Bix 22.11.2011 Ne 809 (3i 3MiHaMH), 3apeeECTPOBAHOTO
Mimnictepcrsom roctuuii Ykpaimm Bin 30.01.2012 3a Ne 126/20439, llopsnky
KOHTPOJIIO AKOCTi JiKapChKUX 3aCO0iB Hifl 4ac omToBoi Ta PO3APiOHOI TOPTiBII,
3aTBEpIKEHOro Haka3oM MiHiCTepCTBa OXOPOHH 310POB's Vkpaiuu Bix 29.09.2014
Ne 677, sapeecTpoBaHoro MiHicTepcTBOM FOCTHIII YKpaiHH Big 26.11.2014
sa Ne 1515/26292, TlpaBmn yTwiisamii Ta 3HHUIUEHHS JHIKapChKHUX 3aco0iB,
3aTBep/KeHHMX  HakasoM  MiHicTepcTBa ~ OXOPOHH 3I0poB’d  YKpaiHu
pim 24.04.2015 Ne 242, sapeectposanux MiHicTepcTBOM IocTHIi  YKpalHu
Bix 18.05.2015 sa Ne 550/26995, Ha mincTaBi HAAXOKEHHS MiXKHApOIHOIO

IIOBiJOMJIGHHS BIJ peryJsTOPHOTO oprasy bpazuii
UB TeputopianbHuii opran
VYKpaiHChKOTO

M2 YKpthapMareHTCTeo (papmaneBTIIHOrO
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Ne. BR/ Desvios de qualidade classe 1I/460.1.0 crocoBHO Bifkmuky 3  00iry
cepii JNYJ1201 nixapchkoro zacoby IMAAVY (Nipocalimab), 300 mg,
acrenTUYHO OOpobNeHi mapeHTepalbHi PO3YMHHM Manoro 06’eMy, BMpPOOHHMUTBA
VETTER PHARMA-FERTIGUNG GMBH & CO. KG, Hime4unna, y 38’s3Ky 3
OTpUMaHHsAM iH(popMaili moxo 36010 y QyHKII] aBTOMaTHIHOrO BiAOpaKoBYBaHHs
JNiKapchKOro 3aco0y micis po3OHTTs CKIa.

3 MeTOI AKTHBHOI MPOTHAT MOMMPEHHIO JTiKapCEKUX 3aCO0iR, 3 OISy Ha Te,
10 TaKa MPOIYKIis € HeOE3MEUHOI0 Ta MOXXE HECTH 3arpo3y JKHMTTIO Ta 3I0POB 10
HaCeJIeHHS:

3ABOPOHSIO peaitizario, 30epiraHHs Ta 3aCTOCYBaHHS
cepii JNYJ1201 mikapcekoro 3acoby IMAAVY (Nipocalimab), 300 mg,
acnenTHYHO 00po6.ieHi napeHTepabHi PO34HHE MaJIOro 06’emMy, BUPOOHNIITBA
VETTER PHARMA-FERTIGUNG GMBH & CO. KG, Hime4y4una.

Cy6’eKTaM TOCTIO/@PIOBAHHS, SKi 3MiHACHIOIOTH peanisauito, 36epiraHHs Ta
3aCTOCYBaHHsA JIKAapChKMX 3aco0iB, HEBIKIAJHO TiCHsS OICPXAHHA JAHOTO
PO3MOPSDKEHHS [IEPeBiPUTH HAABHICTD BKa3aHOI Cepil JiKapChKOro 3aco0y, BXUTH
3aX0q¥ INOAO BWIydeHHs 11 3 00iry IUIAXOM MOBEPHEHHA IOCTaYaJbHUKY
260 3HMIIEHHS, IPO IIO MOBIJOMHUTA TePHTOpialbHMM OpraH YKpQapMarcHTCTBA.
V pasi 3HHIIEHHs BiAXOAIB 3a3HaueHOi cepii JiKapchKoro 3aco0y B JBOTHXKHEBUMN
CTPOK HATIPaBHTH [0 TEPUTOPialbHOTO OpraHy YKpdapMareHTCTBa KOITIF0 aKTa
IIpO 3HHUIICHHS BiIXO/iB JiKapCHKOTo 3aco0y.

KOHTpOIIb 32 BUKOHAHHSAM JaHOTO PO3MOPSKEHHS 3/IACHIOIOTE TepUTOPIaIbHI
opranu YkphapMareHTCTBa Ha Bi/IOBi/HIH TepUTOPIL.

HeBUKOHAHHS [AHOTO PO3MOPSIPKEHHS TACHE 3a COGOI0 BilNOBIAAIBHICTH
3riHO 3 YAHHMM 3aKOHOJABCTBOM YKpaiHH.

Korii 1aHOTO pO3MOpSKEeHHS HaMlPaBJIeHi:
MiHicTepCTBO OXOPOHH 30pPOB's Y KpaiHy;

T «JlepxaBHuUi eKCIICPTHUH ueHTp MlHlCTepCTBa OXOPOHM 3[I0POB'S
Ykpainu».

T.B.0. I'ojioBH \ ”’ Tapac IIPOHIB

Onexcarnpa CABUEHKO, ten.044-422-55-04, 8u.109



