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JEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACObBIB
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KepiBHUKaM Ta YI0BHOBaKeHHM 0c00am
anTeYHUX Ta MeJUYHHUX 3aKJIadiB
KipoBorpaacekoi 00J1acTi

Jlo yBarun YnoBHOBaxkeHHX 0Ci0!

Hanaemo posnopsmkenns JlepxaBHol ciyx6u YKpaiHM 3 JIKapchbKHX 3ac001B Ta KOHTPOJIIO
3a HAPKOTHUKAMH 111010 3200pOHH 00iry JlikapcbKoro 3acody.

3a_HAasIBHOCTI, BKAa3aHUX Y PO3IOPS/KCHHI jiKapchKUX 3aco0iB, HoBioMuTd JlepkaBHy
cayx0y 3 JKapchKUX 3aco0iB Ta KOHTPON 3a HapkoTHkaMM Yy KipoBorpaacekiii obmacTi mpo
BXXHTI 3aX0/14 1110710 BUKOHAHHS PO3MOPSIKEHHS.

[HdopMaLio HaJaBATH HA IANIEPOBMX HOCIAX MOLITOR), 32 axpecoro: eyi. Ipeobpascencoka, 2,
m. Kponuenuywxuii, 25006, 3 nonatkamu:
a) IpY BMILIEHHI B KAPAHTHH JOAAETHCA KOIisl MPUOYTKOBOI HAKJIAIHOL,
0) Ipy MOBEPHEHH] MOCTaYaIbHUKY AOAIOTHCSA: KOMisA MPUOYTKOBOI HAKIIAIHOT,
KOTTisl HaKJIaJHOT Ha TOBEPHEHHS.

B) y BMIAJAKY [epeadi BiIXOMiB JIIKAPCBKOrO 3aco0y Ha YTHAI3alil0 ab0 3HUIIEHHS,
y JIBOTIDKHEBHI cTpok noindopMysaty JlepikaBHy ciiyKOy 3 JIIKapChbKUX 3aC001B Ta KOHTPOJIIO 3a
HapkoTHkaMu y KipoBorpaachkiil 061acTi Ta HagaTH KOIiIO IPUOYTKOBOI HaKJIaIHOL.

[lpr HACTYyIMHMX MOCTABKAaX JIKAPCHKUX 3aCO0iB, BKA3aHMX Yy PO3MOPAIDKEHHsX, CyO’€KT
TOCIIONAPIOBAHHA MOBHHEH BXUTH 3aXOJiB II0J0 3amo0iraHHs NpHAOaHHA, peanmizauii Ta
3aCTOCYBAHHS JIIKaPChKHX 3aC001B, 3a3HAYEHUX Y PO3MOPSADKCHHSX.

Y BHIAJAKY BiICYTHOCTi JiKapCchbKUX 3ac001B, BKa3aHHUX Y PO3TMOPAUKCHHAX YU JIMCTaX
Jlepsxnikcayx0Ou, BiImoBiai B MICHLMOBOMY BUIJISI HAJABATH He NOTPiOHO.

OJIHOYAacHO HaragyeMo, IO 3 PO3MOPSDKEHHSIMH Ta JIMcTaMu JepKIIKCITyKOW MOXHa
o3HaoMuTHCA Ha odimiiiHomy BeGcaiiti JlepkaBHoi ciryxOu YKpaiHu 3 JIKapChKHX 3aco0iB Ta
koHTpomo 3a Hapkortukamu  (https://www.dls.gov.ua/) B posmim  PO3ITOPSJDKEHHA
JEPXJIIKCITYXBU.

JlonaTku:
I. Konis posnopsamxkenns [epxaBHoi ciayx6u YkpaiHu 3 TiKapchKUX 3ac00iB Ta KOHTPOJIIO 32
napkotukamu Big 03.07.2026 Ne 320-001.2/002.0/17-26 Ha 1 apk.;
2. Komis posnopskenss JepskaBHoi cyxOu YKpaiHM 3 TiIKapChKHX 3ac001B Ta KOHTPOJIIO 32
napkoTukamu Big 03.07.2026 Ne 321-001.2/002.0/17-26 na 1 apk.;
3. Komis posnopsmkenns JepxaBHol ciyx0u YKpalHu 3 TIKapChbKHX 3ac001B Ta KOHTPOIIIO 32
HapkoTHKamu Bix 03.07.2026 Ne 322-001.2/002.0/17-26 na 1 apk.

HauajabHuk ciy:x0u , Jlisia TAH®IJIOBA

Yt Jlepskanna ciyxc6a 3 MiKapehbKuX 3aco0iB T2 KOHTPOIIO 33

€prefiuyk Banentuna 32 14 41 P yapkorukami y Kiposorpasicekili o6nacti
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AEPKABHA CJYXKBA YKPAIHH 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPO.TIO 3A HAPKOTHKAMM
(Aepxnikesyxba)
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No Ha No Bif
KepiBuukam cy6’ekTiB
rocnoJapOBaHHA, fKi 3alMalOTLCS
peaJiizamicio, 30epiraHusgm i

3aCTOCYBAHHAM JIIKAPCLKHX 3ac0o0iB

KepiBunxam TEPHTOPIATbHUX
oprauis Jlep:iikciysxon

PO3IIOPSIKEHHA

Binnosinto no Kowucrurynii Ykpainu, crareit 15, 22, 55 3akony Vkpaiuu
«OCcHOBH 3aK0HOMaBCTBa YKpaiHu npo OXOPOHY 3/10pOB's», cTaTelt 9, 15, 20 3akony
Ykpainu «IIpo nikapceki 3aco6my, TTogoxeHHs npo JlepxaBHy ciyx0y Ykpainu 3
JIIKapChKHMX 3aco6iB Ta KOHTpONIO 32 HapKOTHKaMH, 3aTBEPIKEHOrO MOCTAHOBOIO
Kabinetry Minictpis Vkpainu Bin 12.08.2015 No 647, mynkry 3.2.3 Tlopsaxy
BCTaHOBJIEHHS 3a00POHM (THMYACOBOT 3a60POHNM) Ta MOHOBJIEHHS! 00iry JiKapchKux
3ac00iB Ha TepHMTOpil YKpaiHu, 3aTBEPIIKEHOrO HAKA30M MinictepctBa oxopoHn
310poB’s Ykpainu Bin 22.11.2011 Ne 809, 3apeecTpoBaHOro MiHiCTEPCTBOM FOCTHIIIT
Yxpainu 30.01.2012 Ne 126/20439, TIOpsIIKY KOHTPOITIO SIKOCTI TIKAPCHKIX 33CO6iB
MiJ 9ac ONTOBOI Ta po3upibHOI ToOpriBii, 3aTBEPIDKEHOr0 HakazoM MinicTepcTna
OXOPOHHM 370pOB'st Y Kpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHoro MinicrepcTBom
roctuuii Ykpainu 26.11.2014 3a Ne 1515/26292, IlpaBun yTwmizauii tTa 3uumenHs
JIKapChKMX 3ac00iB, 3aTBEPIKEHHX HAKA30M MinicTepcTBa 0xopoHH 310poB’s
Vkpainu Big 24.04.2015 Ne 242, 3apeecTpoBaHux MiHicTepcTBOM roCTHIT Vikpaiau
Bim 18.05.2015 3a No 550/2699, wHa mifcTaBi HAAXOMKEHHS MDKHAPOJHOTO
MOBIJOMICHHS  Bill  PEryJSATOPHOTO  OpraHy Cnonyyenoro  Kopomisctsa
Ne: Insp GMP 52165/19076958-0001 wiono BHsBICHHS KPUTHYHHAX Ta CYTTEBHX
NOpYIIeHb T1iJ 4ac iHCIeKTYBaHHs BHPOOHHYOI AinbHMII Geno Pharmaceuticals
Private Limited (agpeca micus nposamxenns nisisrocti: Tivim Industrial Estate,
Karaswada, Mapusa, Goa, IN-403526, India): UB  [JlepxaBHa ciysx6a 3

JKapchKUX 3aco0iB Ta
KOHTPOJTIO 32
HAPKOTHKaMHU y
M2 flepxnikenyxba KlpOBorpaz[cg,Km
N2320-001.2/002.0/17-26 Big 03.07.2026 obmacTi
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3ABOPOHSIIO peanizamito, 36epiranas Ta 3aCTOCYBaHHA BCiX cepiii
MKapChKUX 3aC06iB BUpoOHHUTBa Geno Pharmaceuticals Private Limited, Tngis.
Cy6’extam FOCTIONapIOBaHHsA, Kl 3MiHCHIOIOTE peanizanito, 36epiranmns
Ta 3aCTOCYBaHHs NiKapCHKOTO 3aco0y, HeBimkmIamHO, micis OJIEpXKaHHS IaHOTO
PO3IOPSI/DKEHHS, TIePEBIPUTH HAABHICTH BKA3AHUX JKApChKUX 3aco6iB, BKHTH
3aX0Hu 11010 BUWJIYYCHHS ix 3 o0iry LIJISIXOM ITOBEPHEHHS
NIOCTavabHUKY/BHPOOHHKY a60 3HHILEHHS, TIpO IO NOBITOMHUTH TEPUTOPiATbLHUIA
Opran [lepxmikcnyxOu. YV pasi sHUINeHHs BIAIXOZIB IIpenapatiB B JBOTHIKHEBHiL
CTPOK HAlpaBUTH JI0 TEPUTOPIATBHOIO oprany Jlepximikeny» 61 Komiro axra
PO 3HHINCHHS BIAXO/IB JIIKAPCHKUX 33COBiB.
Kowntpons 3a Bukonanusm nanoro PO3NOPAKEHHS 3IHCHIOIOTH TEPUTOpIiaIbHI
opranu Jlepxutikcnyx6u Ha Bimmosixiit TEPUTOPIT.
HeBukonanns panoro POSTIOPA/OKEHHS TATHE 3a COOON BiNMOBINANBHICTE
3[IIHO 3 YHHHHM 3aKOHOJABCTBOM Ykpainu.

Komii ganoro posnopsypkenns HallpaBJIeHi:

MinicreperBo oxopoun 37I0pOB's YKpainm;

HIT  «/lepxaBuuii CKCIEPTHUH UeHTp MinicTepcTaa OXOPOHM  370POB'S
Ykpainuy. . /

3actynuuk I'osoeu Tapac TPOHIB

Onena BA3BOBCBKA, 1en.(044) 422-55-76 (127)



JEPKABHA CHYXKBA YKPATHM 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH
(depoxaikcayxoa)
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Ne Ha Ne BiJl
KepiBHukam cy0’exTiB
rocrnoJapoBaHus, siKi 3alMalOThed
peaJiizanicio, 30epiraHHsIM i

3aCTOCYBAHHAM JiKapCchKHX 3ac00iB

KepiBHukam TepHTOPiaJIbHHX
opranis Jlep:kKciIy:KOu

PO3IOPAIKEHHSI

Binmosino no Korcrutyuii Yxpainw, crareit 15, 22, 55 3axony Vxpaiuu
«OCHOBH 3aKOHOIABCTBA YKpaiHHu PO OXOPOHY 3/10POB'A», crareit 15, 17,21 3akony
Vxpaiau «IIpo sikapchki 3aco0w», Ilomoxkenns npo JepxaBHy ciyx0y YkpaiHu
3 JTKapChKUX 3aC00iB Ta KOHTPOJIO 32 HAPKOTHKAMH, 3aTBEP/UKCHOrO TIOCTaHOBOKO
Ka6inery Mimictpis Vkpaimu Bim 12.08.2015 Ne 647, Tlopsaxy 3IOIMCHEHHS
JIepKABHOrO KOHTPOJIO SIKOCTi JIKAPCBKHUX 3ac00iB, IO BBO3ATHCH B Yxpainy,
3aTBep/KEHOro rocTaHoBoo Kabinery MinicTpi Vkpainu Big 14.09.2005 Ne 902,
nyuxkty 3.2.2 Ilopsjaky BCTaHOBIEHHS 3a00pOHH  (THMMYacoBOi 3a0O0pPOHH)
Ta MOHOBIEHHs 00Ty NiKapChKUX 3aco6iB Ha TepuTopii YKpaiHH, 3aTBEPIKEHOTO
HakasoM MiHicTepcTBa OXOpoHHM 310poB’s Ykpainu Bix 22.1 1.2011 Ne 809
(31 3Minamu), 3apeectpoBaHoro MiHicTepcTBOM foctumii  Yipaiau 30.01.2012
sa No 126/20439, TIopsiaiKy KOHTPOJIO SKOCTI JiKapchKMX 3aco0iB T 4ac OITOBOL
Ta PO3ApiOHOI TOPriBii, 3aTBEPIHKEHOTO HAKA30M MinicTepcTBa OXOPOHH 370POB's
Vxpainu Bix 29.09.2014 Ne 677, 3apeecTpOBaHOTO MinicTepcTBOM I0CTHLIT YKpaiHu
26.11.2014 3a Ne 1515/26292, TTpapun yTwtizalii Ta SHUINEHHS JTiKapChKUX 3ac00iB,
3aTBepKEHUX Haka3oM MiHiCTepcTBa OXOPOHH 3n0poB’s Ykpainu Bin 24.04.2015
Ne 242, 3apeecTpoBaumx MiHicTepcTBOM FOCTHIII YKpalHu Big 18.05.2015
3a Ne 550/26995, Ha mifcTaBi HAIXOKEHHS MIDKHAPOIHOIO TIOBIIOMJIEHHS BiJI
perynstopHoro oprany Mekcuxu Ne 32/2026 wmoOXO BHUSBIEHHI B 00Iry
cepii OMEQO1924 ¢anbcudikoBaHOro JIiKapchKoro 3aco0y QgPRQALT 20 mg

€piKaBHa CIyx0a
JKapchKUX 3aco0iB Ta
KOHTPOJIIO 32
M2 ﬂepmnmcnymiia HapKOTHUKaMu Y
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(Omeprazole), xanicynu y gpnakoni Ne 120, 3 MapKyBaHHsIM BUpoOHuKa Laboratorios
Kener, S. A.de C.V.

3 METOW aKTHBHOI MNpPOTHIIl MOMIMPEHHIO JKapchKUX 3aco0iB, IUISIXM
HaJIXO/DKEHH Ta YMOBHM 30€piraHHA SKMX HEBIOMi, BM3HAYNTH SKICTE T4
Ge3neuHicTh AKX HEMOXIIUBO, 3 OLIISY HA Te, IO TaKa NPOAYKLIS € HeGe3EYHO0
Ta MOX€ HECTH 3arpo3y XXHUTTIO Ta 30POB 0 HACEICHHS:

3ABOPOHSIIO peanizariito, 36epiranns ta 3acTocyBaHHs cepii OMEQ1924
danbcudikoBaHoro Jikapcbkoro 3aco6y DIPROALT 20 mg (Omeprazole),
Kancyad y c¢uaxoni Ne 120, 3 mapkyBauHsM BupoOHuKa Laboratorios
Kener, S. A. de C.V.

Cy6’exTaMm rocrnonaproBaHHs, SIKi 31iHCHIOIOTS peanizaniro, 30epiraHHs Ta
3aCTOCYBAaHHS JIIKApCBKUX 3ac00iB, HEBiAKIAAHO, Micis OJIEPXKaHHS JIaHOTO
PO3NOPAIDKEHHS IEPEBIPUTH HASBHICTH BKAa3aHOI cepil MiKapchKoro 3ac00y BXHTH
3aX0AM IIOJ0 BHIIYHYCHHsS 11 3 00iry uuisxoM 3HHMIIEHHS a6o ITIOBEPHEHHS
NOCTa4aTBbHUKY, IIPO IO NOBIAOMUTH TEPUTOPIANbHUI opraH Hepxmikenyx6u.

Y pasi 3HMLIeHHA BigXoXiB 3a3sHaueHol cepii JIKapCBKOr0  3acofy, B
ABOTIXKHEBUH CTPOK HANPABHUTH [0 TEPHTOPIAIBHOTO OpraHy Hepxnikenyx6u
KOO aKTa PO SHULIECHHS BiAXOAIB MiKapchKOro 3acoby.

Kontpons 3a BuUKOHAaHHSIM  JaHOro PO3MOPSAIPKEHHS  3iHCHIOIOTH
TEPUTOPIATBHI dpraHH Hepxtikcmyx6u Ha BiAmoBiHii TepuTopii.

HeBrKOHaHHA DaHOTO PO3MOPSKEHHS TATHE 32 COBOIO BIATIOBI TATEHICTD
3T1IHO YMHHOTO 3aKOHOAABCTBA YKpaiHH.

Kormii nanoro posnopsmxenss HaIpaBJIeHi:
MiHicTepcTBO OXOPOHU 3[0pOB'S YKpaiHK;
ALl «[lepxaBruii excneprHmii uentp Minictepersa OXOPOHH 3/IOPOB'sI

Ykpainu» . //
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Onena BABOBCBKA, ten.(044) 422-55-76 (127)
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Kepiennkam cy0’ekTiB
rocnonapoBanns, axi 3aiiMaTLeg
peanizanicio, 30epirannsm i
3aCTOCYBAHHAM JiKApPCHKHX 3aco0iB

KepiBunkam TePUTOPiaILHUX
oprauis Aepmiikcyxou

PO3MOPSIKEHHST

Binmosinuo no Koncrurymiy VYkpainu, crareii 15, 22, 55 3akony Ykpainu
«OcHoBY 3aKoHOaBCTRS Yxpaitu npo OXOpOHY 310pOB's», cTaTeit 15 17,21 3akony
Ykpainn «I1po JIKapCBKi 3ac06my, Honoxerns mpo Hepxarny CIyx0y Ykpaiuu
3 NIKapChKHX 3acobiB Ta KOHTPOIO 33 HapKoTHKamu, 3aTBEPIKEHOr0 MMOCTAHOROO
Kabinery Miuictpis  Ykpainu Big 12.08.2015 No 647, Tlopsaxy snificHerms
ACPXKABHOTO KOHTPOJIO SKOCT] TIKapCHKHX 3ac00iB, IO BBO3ATHCS B VYkpainy,
3aTBEPIHKEHOI0 [TIOCTAHOBOIO Kabinery Minicrpis Ykpainu Bix 14.09.2005 Ne 902,
OYHKTY 3.2.2 Hopsnky Bcranosnenms 3a00POHH  (THMYacOBO] 3a00poHH)
Ta IIOHOBNEHHS 00iry JiKapchkux 3acobip Ha Teputopii Ykpainw, 3aTBEPKEHOTO
HakasoM MiHicTepcTBa OXOPOHU 3110POB’st Vkpaiun Big 22.] 1.2011 Ne 809
(31 3Minamm), 3apeecTposaHoro  MiHicTepersom rCTHLii  Vipainu 30.01.2012
3a Ne 126/20439, Hopsnxy xonTpomo sxocti JKAPCBKHX 3ac006iB i 4ac onrtogoi
Ta po3api6bHOT Toprismi, 3aTBEP/IKEHOI0 HaKa30M MiHicrepcraa OXOPOHH 370pOB'st
Ykpainu Bin 29.09.2014 Ne 677, 3apeecTpoBaHoro MinicrepcTBom YOCTULIT YKpainu
26.11.2014 3a Ne 151 5/26292, Tpasun YTHII3aLii Ta 3HHUIIeHHS JTKapChKUX 3aco0iB,
3aTBEPIKEHUX HaKa3zoM Minicrepcrsa OXOpPOHH 3710pOB’a Vkpainu Bix 24.04.2015
Ne 242, sapeectposannx Minictepersom  rocTHii YKpainm Big 18.05.2015
3a Ne 550/26995, na miacTaBi HaJIXOIDKEHHS MIXHAPOIHOTO OB JOMJIEHHS Binx
PETYIATOpHOrO oprany Mekcuxu No 30/2026 momo BUABIGHHS 1 Bcan@dryicoa 3

. . . JIIKapCHKMX 3aCO0IB Ta
danscudikosanux TKAPCBEKAX 3ac00iB, 3 MapkyBaHHIM BUpoOHUKa ['4 PEHRS3a

HAapKOTHKaMH y
Kener, S. A. de C.V. KipoBorpachil
M2 [lepxnikenymGa o0JacTi

Ne322-001.2/002.0 .07.2026 Ne667/02.12-26 Bix 06.07.2026
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3 Meror  akTHBHOT NpOTUAii nommpennso MIKapChKuX 3aco0iB, muIAXH
HaaXoJKeHHs Ta YMOBH 30epiranns sxux HEBIIOMI, BUBHAYUTH sKicTp T4

3ABOPOHSIIO peanisaniio, 36epiramms ta 3aCTOCyBaHHS BalbcHbikorammx
NIKapChKHX 3ac00iB, 3 MapKyBaHHIM BUpoOHuKa Laboratorios Kener, S, A. de

- cepiit D0044C3, C7746C3, C7936C3 nikapcrkoro 3acoby BOTOX® 100 U
(Botulinum Toxin Type A), pozunn ns iH’excniii, grakon 3 JioginizoBanum
HOpOUIKOM y KapToHHiii Kopooui;

- cepii HA88346 JKapChEKOro 3acoby BOTOX® Cosmetic 100 U
(Onabotulinumtoxin A), posunn mas in’exuii, ¢uakon ;3 JiodinizoBanum
NOPOWKOM y KapTOHHiii KoOpooi.

Cy6’extam TOCIONAPIOBaHHS, sKi 31ilCHIOIOTE peanizaniro, 36epiranns Ta
3aCTOCYBaHHS JliKapChKHUX 3aco01s, HEBIAKIAMHO, micisg ONCpKaHHA JaHOro
PO3MNopsimKenns nepesiputy nassHicTs BKa3aHUX cepiit mikapchkux 3aco0iB, BxuTH
3aXO0MU IIOJO BHIIyYeHHs ix 3 o0iry nuIsIXOM 3HUILEHHS abo ITOBEPHEHHS
TTocTavanbHuKy, mpo mo noBinomuTy TepUTOpiaNbHU Opran Hepxrikcnyx6m.

Y pa3i 3sHumenHs BIIXOZIB 3a3HayeHmx Cepiil mikapchkux 3acoBip B

Kontpons 33 BUKOHAHHSIM  JaHOro PO3NOPAMKCHAES  31iHiCHIOIOTE
TEPUTOpIaNbHi Oprauu Hepxnixenyx6u ma BiAIOBIAHiik TEPUTOPIT.

HeBukonanHs A4HOIO pO3NOPAIKEHHS TATHe 33 coboro BIJINOBi TabHiCTE
3T1IHO YMHHOrO 3aKOHOZMaBCTBA YKpainw.

Konmii nanoro PO3IOPAKEHHA HanpaBey;:
Minicreperso OXOPOHU 310pOB's YKpainuy;
HIT  «JlepxaBuuit CKCIEPTHUM 1eHTp Minicrepcrra OXOPOHH 3JI0POB'st
Ykpainny.

3actynnuk Fososn o Tapac IIPOHIB

Onena BA3OBCHKA, Ten.(044) 422-55-76 ( 127)



