JEPXIIKCITY KBA

TTEPXKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTHKAMMH Y KIPOBOTI'PAJICBKIN OBJIACTI
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22092505 o httt-00 1022/ 2 Mg ye (#Y sin

KepisaukaM Ta YIOBHOBAKEHHM 0€06aM
ANTEYHHX TA MEeAUYHUX 3AKIATIB
Kiposorpaacbkoi odmacri

Jlo yBaru YIOBHOBAMEHHX 0Ci0!

HagaeMo posnopspkeHHs JlepxaBHoi ciryk6u YKpaiHu 3 JNIKapChKHX 3aco6iB Ta KOHTPOIIO
33 HAPKOTUKAMH OO 3a00ponH 06iry jikapcbkoro 3acofy.

3a RMASBHOCTI, BKA3aHWX Y POBNOPMKCHHI JIKAPCHKHUX 3ac06iB, MOBIIOMUTH JlepKaBHY
cyx0y 3 MKapchKHX 3aco0iB Ta KOHTPONIO 33 HAPKOTHKaMH y KipoBorpajcekili obnacti 1mpo
BIKITI 3aX0/IM IIIOJI0 BUKOHAHHSA PO3IOPAIKEHHSA.

IHbopMalIilo HATABATH Ha IANEPOBUX HOCIAX MOILTO0, 3a afpecoro: ey Ilpeobpasicerceka, 2,
M. Kponuenuyskuit, 25006, 3 101aTKaMu:
a) OpH BMIIICHHI B KADAHTHH TOAAETHCA KOIIis TpHOYTKOBOI HAKJIaIHOL,
6) IIpH MOBEPHEHH] IOCTaYANbHAKY JOAAIOTBCS: KOILis IPHOYTKOBOT HaKJIaJHOi,
KOIlisl HAKJIaJHO1 Ha TOBEPHEHHIL.

B) V_ BHUNANKYy I[epenadi BiXOMIB JKapChbKOTO 3aco0y Ha yTuaizauiro abo 3HHIICHHA,
v IBOTHKHEBHIL cTPOK IoiH(opMyBatu JlepkaBHy ciyx0Oy 3 JikapchKux 3ac00iB Ta KOHTPOIIIO 32
HapkoTHkamu y KipoBorpazckkiit o6acti Ta HaJaTH KO0 npuOyTKOBOT HAaK/IA/IHOI.

IIpH HacTYMHMX [OCTaBKaX JIKAPCBKHX 3aC00iB, BKA3AHUX Y PO3IOPAIDKCHHAX, cy6’exT
FOCHONAPIOBAHHS [OBHHEH BXKUTH 3aXOMIB  LIOJO sanobiraHEs npuabaHHd, peanizanii Ta
3aCTOCYBaHHS JiKapChKHUX 3aC001B, 3a3HAYCHUX Y PO3MOPAIKCHHAX.

Y BHOAAKY BiACYTHOCTI JKAapCHKUX 3ac001B, BKa3aHMX y POSMOPAIKCHHAX UM JIHCTaX
Jlepsxnikcy6H, BiAMOBiAi B MUCEMOBOMY BUTIA/Ii HAXABATH He NOTPiOHO.

OJ[HOYACHO HATBLYEMO, IIO 3 POSMOPSDKESHHAMH Ta JCTaMH JIepXIKCIy}OH MOxXHA
o3HalioMuTHCs Ha odimiiiHoMy BeGcaiti JdepxapHoi ciyxOu YKpaiHu 3 JiKapchkuX 3acobiB Ta
koHTpomo 3a Hapkotukamu  (https://www.dls.gov.ua/) B posnini  PO3IOPSAXEHHS
JEPXJIIKCITYXBH.

Honarku:

1. Komis posmopsmxenHs JlepxkaBHoi cTyx0u YKpaiHu 3 NiKapChKUX 3ac0o0iB Ta KOHTPOIIXO 34
HAPKOTHKaMH Bin 22.09.2025 Ne 655-001.1/002.0/17-25 Ha 1 apk.;

2. Komist posnopsmkenns JlepxaBHoi cyx6u YKpaitH 3 INKapChKUX 3aco0iB Ta KOHTPONIO 3a
HapKOTHKaMH Bix 22.09.2025 Ne 656-001.1/002.0/17-25 Ha 1 apk.; |
3. Konist posmopsmkens JepxaBHoi cnyx6u YKpaiHH 3 JKapChKUX 3aco0iB Ta KOHTpOIIO 32
HapKoTHKaMu Big 22.09.2025 Ne 657-001.1/002.0/17-25 na 1 apk.;

4. Komis posnopsamxenHs JlepkaBHOi CIyx0H YxpaiHn 3 IiKapChKUX 3ac00iB Ta KOHTpOIIO 34
HapkoTHKaMH Bif 22.09.2025 Ne 658-001.1/002.0/17-25 Ha 1 apK..

B.0. HAYANBHHKA CIYKOH Hartagxias MYP3AK

S UB

A Iepwasia cayk6a 3 JIRApCRKIX 30c00i8 T3 KORTPOTIO 34
% nzproTixastyt y Kiposorpaacekiii obnacti

2 Nod74-01.1/02.0/05.12-25 wia 22.09.2025

B KCEIT: Mypsax H. IT. 22,09.2025 14:49
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AEPKABHA CIIYXKBA YKPATHU 3 JIKAPCBKHUX 3ACOEIB
TA KOHTPO.JTIO 3A HAPKOTHKAMU
(Aepaxikeyx6a)

npocnext bepecrefichkuit, 120-A, m. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kox €ZIPTIOV 40517815

Ne Ha Ne Bil
Kepisunkam cy®’exTiB
rocrneJaploBaHHA, fKi 3ailiMaOTbCs
peaJisamiecio, 30epiranuam i

3aCTOCYBaHHAM JIKAPChKHX 3ac00iB

Kepienukam TePHUTOPIAILHUX
opraris Jep:iikciay:xou

PO3HOPATKEHHS

Bignosigno no Komcrurymnii VYkpainu, crareir 15, 22, 55 3akony Ykpainu
«OcHoBu 3aK0oHOMaBCTBA YKpainu mpo OXOpPOHY 3[0POB's», cTatei 15, 17, 21 3akony
Yxpainu «IIpo sikapceki 3acobuy», [onoxenns mpo HepxkaBHy ciyx0y Ykpainu 3
JIKapChKUX 3aC00iB Ta KOHTPOIIO 33 HAPKOTHKAMH, 3aTBEPPKEHOI0 NOCTaHOBOIO
Kab6inery Minictpis Vkpainm Bix 12.08.2015 Ne 647, Tlopsnky 3nilicHeHHS
ACPIKABHOTO KOHTPOJIO SAKOCTI JIIKApChKHMX 3aco3iB, IO BBO3GTLCY B Vkpainy,
3aTBEPIUKEHOro mocTaHoBoto Kabinery Minictpis Vipainu six 14.09.2005 Ne 902,
1. 3.2.2 1Topsiaky BCcTaHOBIeHHS 3a60POHY (THMYACOBOT 3a00pOHH) Ta IMOHOBJICHHS
00iry nikapchkux 3acobiB Ha TepuToOpii Vkpaimu, 3aTBEPKEHOTO HAKA30M
Minicrepcta oxoposu 310poB’s Ykpainu Big 22.11.2011 Ne 809 (31 3miHamu),
3apeecTpoBaHoro MiricTepcTBoM roctuilii Vkpainu Big 30.01.2012 3a Ne 126/20439,
IlpaBun yrmmisauii Ta 3HWUIEHHS TiKapCHKHX 32COGIB, 3aTBEPIKEHUX HAKAa30M
MinicrepcTBa oxoponu 3a0poB’s Vkpainm Bix 24.04.2015 3a Ne 242,
3apeecTpoBaHoro MiricTepcTBoM ocTuIii Yipainu Bix 18.05.2015 3a No 5 50/26995,
Ilopsiaky KOHTpomO sKOCTI JNiKAPCHKAX 3acO6GiB il 4ac OMTOBOI Ta po3apiGHOT
TOPTIBII, 3aTBEPIKECHOTO HakazoM MiHicTepeTsa OXOPOHH 370pOB'st YKpainu
Bin 29.09.2014 Ne 677, 3apeecTpoBaHOTrO MiHicTepcTBoM focTHLii  Ykpainu
B 26.11.2014 Ne 1515/26, Ha mifcTaBi HaqXOmKeHHS MDKHAPOIHOTO OBIIOMJICHH
BiJl peryJisTopHoro oprany Taimamay Ne TH/I/2025/031 mono BHSBICHHS B o0iry
GanbcudikoBaHuX JNIKAPCHKHX 3ac00iB, 3 METOK AKTHBHOL npg?nniﬂeg%’é‘fﬁﬁﬁéﬁgﬁa

JKapCchKAX 3ac00iB, UUISIXH HAaXOKEHHS Ta YMOBH 30epiramHs sxug, HesiHoM;,

M2 Oepxnikcnyx6a KipoBorpa/cbkii
N2655-001.1/002.0/17-25 Big 22.09.2025 obiacTi
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BH3HAYNTU SIKICTH Ta GE3MEYHICTH SKHX HEMOXIINBO, 3 OMIAMy Ha Te, O Taka

IIPOIYKL{is € HeGE3MEUHO Ta MOYKe HecTH 3arposy JXWUTTIO Ta 30POB 10 HACE/ICHHS:
3ABOPOHSIO pearizaniro, 36epiranus ta 3aCTOCYBaHHS (panbCruikoBaHmx

JKapChKUX 3aC0BIB:

- cepii 05668 nixapcokoro 3aco0y Cialis 20 mg (Tadalafil), Taé.aerxn (Tepmin

npupatHocti 10.2027);

- cepii AC042024 J1KapChKOTo 3aco0y Cialis 100 mg (Tadalafil), Ta6aerkn

(TepMiH npugaTHoCTI 04.2027);

- cepii AC102024 nixapcrkoro 3acoby Cialis 200 mg (Tadalafil), Ta6aerku

(TepMiH npugartHoCTI 10. 10.2027).

Cy0’exTam FOCIOJapIOBaHHS, SKi 3TiHCHIOITE peanizatiro, 36epiranus Ta
3aCTOCYBAaHHS JIiKapechKUX 3ac00iB, HeBimKIamgHO, micis OIIEP>KaHHSI NAHOIO
PO3IIOPSIIPKEHHS MTEPEBIPUTH HASBHICTD BKAZAHNX Cepiif ikapebkmx 3aco6iB, BKHTH
3aX0NM  IMONO BHIYYEHHS IX 3 06iry muisxom SHUIIEHHS a00 ImoBepHeHHA
[TOCTAYAIBHHUKY, PO IO HOBLAOMUTH TEPUTOpPianbHU Opran Hepsxikeiyxou.

Y pasi sHumenns Bigxoxis 3a3HAICHUX Cepill JTIKapchKUX 3acobiB, B
ABOTHXXHEBHH CTPOK HANpaBHTH 10 TEPUTOPIANEHOTO Oprafy Hepxinikcmyx6u
KOIIIIO aKTa PO 3HULIEHHS BiJIXOJIiB JIIKapCHKOTo 3aco0y.

KoHTponib 32  BHKOHaHHSM AQHOrO  PO3NOPSKEHHSA  3MiHCHIOIOTE
TEPUTOPIaIBHI Opranu Hepxmixenyx6u Ha sinnosinuiii TEPUTOPII.

Hepuxonaunns ramoro POSIOPA/KEHHS. TATHE 33 COOOK BiNNOBiMANBHICTE
3[iHO 3 YNHHKUM 3aKOHOJAaBCTBOM Ykpainmn.

Komii nanoro posnopsmxenns HallpaBJIeHi:

MiHicTepcTBO 0XOpoHH 300pOB's VKpaiuu;

AT «[epxaBumii CKCIEPTHMH uenTp MinicTepcraa OXOpPOHHU  3JI0POB'S
Vkpaiumy.

INonxoBa : Poman ICAEHKO

Onena BA3OBCBKA, Ten.(044) 422-55-76 (127)



JTEPKABHA CHIYKBA VKPATHH 3 JTIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH

(depxaixcayxbda)

npocnext bepecteiichknii, 120-A, M. Kuig, 03115, ten/ake: (044) 422-55- 77, e-mail: dis@dls.gov.ua,
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BiJ Ha Ne BiIT
KepiBHukam cy0’eKTiB
roCHoApPIOBaHHS, AKi 3alMaIOThCH
peaJizauiero, 30epiranHHaM i
3aCTOCYBAHHAM JIIKAPCbKHX
3acofiB
KepiBHHKAM TepUTOPIAJILHUX

oprasuin JlepkiikcayxOu

PO3MOPSIUKEHHS

Bixnosinso 1o KoncruTynii Ykpainu, craredt 15, 22, 55 3akoHy Ykpainu
«OCHOBH 3aKOHO/IABCTBA Y KPaTHH PO OXOPOHY 3/10pOB's», cTared 15,17, 21 3akoHy
Vkpainn «IIpo nixapceki 3aco0m», ITonoxeHHs mpo JlepxaBHy ciy)0y YKpaiHu
3 KAPCHKUX 3ac00IB Ta KOHTPONIO 33 HAPKOTHKAMH, 3aTBEP/DKCHOr0 TIOCTAaHOBOIO
Kabinery Minictpis Vxpainu Bix 12.08.2015 Ne 647, Ilopsaky 31ACHEHHS
Jep’KABHOTO KOHTPONIO SKOCTi JIKAPChKUX 3aco0iB, NI0 BBO3STHCS B YKpaiHy,
3aTBepIDKeHOro nocraHosoto Kabinery Minictpis ¥ xpainy Bix 14.09.2005 Ne 902,
nyskry 3.2.2 Tlopsiaky BCTaHOBJICHHS 3a6opoHr (TMMuUacoBoi 3a00pOHM)
Ta TOHOBJICHHS 00iry JiKapchKHX 3aco0iB Ha TeprTOpil YKpalHH, 3aTBEP/DKEHOTO
maxasoM MiHicTepcTBa OXOpOHM 3HOpoB’s Ykpaiwm Bim 22.11.2011 Ne 809
(31 3MiHamu), 3apeecTpoBaHOro MiHiCTEPCTBOM joctunii Yxpaiau 30.01.2012
sa Ne 126/20439, TIopsIKy KOHTPOMIO SKOCTI JTiKapChKUX 3aco0iB Mij 4ac ONTOBOI
Ta po3ApiGHOI TOPriBii, 3aTBEPIHKCHOIO HAKA30M MiHicTepcTBa OXOPOHH 30POB'S
Vkpaiuu Big 29.09.2014 Ne 677, 3apeecTpoBaHOTO MiHicTepcTBOM OCTHIIIT YKpaiHu
26.11.2014 3a Ne 1515/26292, TIpasui yrumizauii Ta 3SHALIEHHS TiKapChbKKX 3aC00IB,
3aTBEp/KEHNX Haka3oM MiHiCTepcTBa OXOPOHH 3p0poB’s Ykpainu Bin 24.04.2015
No 242, 3apeecTpoBaHux MIHICTEPCTBOM roctunii  Ykpaimu Big 18.05.2015
sa Ne 550/26995, ma mifcTaBi HAamXOMKEHHS TEpMiHOBMX TOBIIOMIIEHb
BiJ 12.09.2025 NeNe 261-01.1/02.0/06.14-25, 329- 01 1/02.0/06.14-25,

HepxaBHa cny>1<6a 3

411-01.1/02.0/06.14-25 Jlep>aBHOI CITy:KOH 3 JIIKapChKUX 3ac061B TaikPHTPOAIE5BE

KOHTPOJIIO 32
M2 LepxnikcnyxGa HapKOTHUKaMH y
Ne656-001.1/002.0/17-25 Big 22.0 KipoBorpascbkiii
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napkoTukamy y JIBBIBCBHKiH ob6nacti, imdopmanii Bixg I'onoBHOTO yIpaBIiHHA
HamionanpHoi mominii YKpaiHu Y JIsBiBCHKIM ofmacti (mmer Bim 22.07.2025
Ne 236167-2025) Moo BUSIBICHHS B 00iry, BBE3EHHX 3 MOPYLICHHAM JTiKapChKUX
3ac06iB, 3 MapKyBaHHSM iHO3¢MHOIO MOBOIO, IO odiliiiHo He BBO3WIKCHL HaA
TepuTODil0 YKpaiHu, 3 METOI0 aKTUBHOI MPOTUJIT MOIIMPEHHIO NiKapchKuX 3aco0iB,

[IUISIXH HA)IXOMKEHHs T4 YMOBY 30€piraHHs SKHX HEBLIOMI, BU3HAUUTH SKICTh Ta
Ge3MeUHICTS KX HEMOXKIABO, 3 OLMIAAY Ha Te, IO TaKa NPOTYKIlis € HeGe3MeTHOO
T2 MOYXE HECTH MOTEHI{HHY 3arpo3y XHUTTIO Ta 30POB’I0 HACEICHHS:!

3ABOPOHSIO peanizanito, 30epiranss Ta 3aCTOCYBaHH cepiit X1C421M,
X1A521M, X1B311M nikapchbKoro 3aco6y Verorab, BupoOHUNTBA Sanofi, 3
MapKyBaHHAIM iHO3EMHOIO MOBOIO, 0 O(illifiHO He BBOMBCH HA TepHUTOPilo
Ykpainu.

Cy6’exTaM TroCIoJaploBaHHs, sKi 3IMCHICIOTH peaiizaiito, 30epiraHss
Ta 3aCTOCYBaHHS JIKAPCHKUX 3ac00iB, HEBIAKIANHO, ICHA OJAEPXKAHHS JAHOTO
POSMOPSKEHHS, TEePEBiPHTH HASBHICTS cepili BKa3aHOTO JIKApChKOro 3acoly,
BOKHTH 3aXO0MM IIO/I0 BUIYHYEHHs iX 3 00iry HUISXOM 3HUIIEHHS 200 MOBEPHEHHS
HoCcTaYalbHKUKY, NpO L0 MOBiIOMHUTH TepuTOpianbHui OpraH JlepaiikciyKou.
V pasi 3HMILEHHS BiIXO/IB 3a3HAYEHHUX cepiil MikapchKoro 3aco0y B JIBOTHKHEBHM
CTPOK HATPaBHTH JAO TEPUTOPIanbHOTO OpraHy JlepKIIKCAYXOM  KOIIIO  aKTa
TIPO 3HMILEHHS BiJIXO/iB JTiKapCLKOro 3aco0y.

KOHTpONb 33 BHUKOHAHHSM  J@HOTO  PO3TOPSIKCHHSA 3[iHCHIOIOTH
TEPUTOPiaIbHI OPraHu JlepXikciyKOu Ha Bi/IOBIZ Hil TEPHUTOPII.

HesukoHaHHS JAHOTO PO3MOPSJKCHHSA TATHE 3a c0o00M0 BiIMOBIAAILHICTD
3Ti/THO 3 YMHHAM 3aKOHONABCTBOM Y KpaiHH.

Komii manoro po3nopsiJOKEHHA HarpasIeHl:

MiHicTepCTBO OXOPOHH 3[0POB’s Y KpalHH;

JII1 «JlepaBHUH EKCHEPTHHUH IIEHTP MiHicTepcTBa OXOPOHH 3I0POB’i
Ykpaiamy.

TonoBa Poman ICAEHKO

Hina YOPHEHBKA, Ten.(044) 422-55-76 (133)



JNIEP?KABHA CJIYKBA VYKPATHU 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
(Jepaxaikeaysxba)
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BIJT Ha Ne BiJL
KepiBHuKaMm cy0’exTiB
rocHoJ:apIOBaHHs, AKi 3aHMAITHCA
peaJizaniero, 30epiraHHAM i
3aCTOCYBaHHAM JiKApChKHX
3ac00iB
Kepisnukam TepUTOpiaJIbLHUX

opranin Jlepxiikeny:xon

PO3NOPAKEHHA

Bimnosinso mo Komcrurynii YKpainy, crateit 15, 22, 55 3akoHy YKpainu
«OCHOBH 3aKOHOAABCTBA Y KpaiHU PO OXOPOHY 30pOB's», cratei 15, 17,21 3aKoHy
Yipaiau «[Ipo niKapesKi zacobm», TTonoxenns npo JlepxaBHy cayx0y YKpaiHu
3 TiKapchKKX 3ac00iB Ta KOHTPOIIO 33 HAPKOTAKAM ¥, 3aTBEPIKEHOrO MOCTaHOBOIO
Ka6inery MinicTpiB YKpaiin sin 12.08.2015 Ne 647, Ilopsaaxy 31iHCHEHHS
JEpKaBHOIO KOHTPOJIO sKOCTi JHKapchKuX 3aco0iB, 110 BBO3ATHCA B VYkpainy,
3aTBEP/UKEHOTO NMOCTAHOBOKO Ka6inery Minictpi Yxpainu Bill 14.09.2005 Ne 902,
nysxty 3.2.2 Tlopsinky BCTaHOBJICHHA 3a00poHM  (THMHACOBOI 3a00pOHH)
T4 OHOBJEHHS 0Giry ITiKApChKHX 3aco0iB Ha TepuTOpil YKpainu, 3aTBEPIDKEHOTO
HakaszoM MiHicTepcTBa OXOPOHU 370poB’s  YKpaiHu Bin 22.11.2011 Ne 809
(3 3MiHAMH), 3apeecTPOBAHOIO MinicrepcTBoN. IOCTHINI YKpalHU 30.01.2012
3a Ne 126/20439, Topsiaxy KOHTPOIIIO SIKOCTI JTiKapchKmx 3acobiB T 4ac OIITOBOL
Ta po3ApiOHOI TOPriEi, 3aTBEPIKCHOTO HaKasoM MigicTepcTBa OXOPOHHU 3[0POB's
VYxpaid# Bif 29.09.2014 Ne 677, 3apeecTpOBaHOTO MiHicTepCTBOM focTHLl YKpalHu
76.11.2014 3a Ne 1515/26292, I1paBun yTHIi3aLii Ta 3HAILCHHS nikapchKuX 3aco0iB,
3aTBEPIUKCHHX  HAKa3oM MinicTepcTBa ~ OXOPOHH  3HOPOB’f Ykpainu
Bin 24.04.2015 Ne 242, 3apeecTpoBaHHMX MiHicTepcTBOM IOCTHILiI Ykpainu
pin 18.05.2015 3a Ne 550/26995, Ha MiACTaBl HAIXOKCHHI TEepMiHOBHX
OOBITOMJIEHD  BiJ| 12.09.2025 Ne 341-01.1/02.0/06.14-25, Big 16.09.2025
Ne 517-01.1/02.0/06.14-25 JlepxaBHoi ciyx6u 3 TiKapChkuX sacoGif A KR IE

KOHTPOJIIO 3a
HapKOTHUKaMHU 'y
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3a HAPKOTHKAMH Y JIsEiBCHKiN o6macti, iHdopMaiii Bl I'onoBHOTO yIpaBiiHHL
HanionanpHoi noumiuii Ykpaisd Yy JIepigceKifi obmacti (mact Bing 22.07.2025
Ne 236167-2025) 100 BUSBICHHS B 00Iry, BBE3CHHX 3 TOPYIIEHHSM JIIKapChKUX
3ac06iB, 3 MapKyBaHHSIM I1HO3EMHOI0 MOBOIO, IO odimriiHo He BBO3UIWCHL HA
TepuTOpilo YKpaiHu, 3 METOK aKTHBHOI MPOTU/IT MOIUIMPEHHIO JTIKAPCHKUX 3aco0iB,

[IUIAXH¥ HALZXOMKEHHS Ta yMOBH 36epiraHs SIKUX HEBiIOMi, BU3HAYWTH SKICTh Ta

Ge3MedHICTh IKIX HEMOJUIMBO, 3 OTJIAAY Ha Te, MO TaKa TIPOAYKILIisi € HEDE3MEIHOIO
T4 MOJKE HECTH MOTEHIIIHY 3arpo3y XHUTTIO Ta 310pOB’10 HaCEICHH:

3ABOPOHSIIO peanizauito, 30epiraHHa Ta 3aCTOCYBaHHA JKapChKUX
33c00iB, 3 MAPKYBaHHAM iHO3eMHOI0 MOBOIO, IO o(iniiiHo He BBO3HIIMCH HA
TepUTOPiID YKpaiHH:
— cepii 231888 sikapcbkoro zacoby Binabic 50 mg, pupoGuunTea Vipharm,
Poland;
— cepii 210623 niKapcHKOro zacoby Binabic 150 mg, BHPOGHMITBA
ONCOGENERICA.

Cy6’extaM TOCIOJAPIOBAHHS, qki 3ifiCHICIOT peanisaliio, 30epiraHHs
Ta 3aCTOCYBaHHS JIKApCBKUX 3ac00iB, HeBiKIamHo0, MiCis OACPKaHHA JAHOro
PO3MOPSIKEHHS, TEPEBIPUTH HagBHICTH Cepili BKa3aluX NIKapChKUX 3ac00iB, BIXUTH
3aX0M¥ IIOJ0 BWIydYeHHS iX 3 06iry MUIAXOM 3HUIIEHHA a00 IIOBEPHEHH
[IOCTAYalbHUKY, TIPO LIO TOBIIOMHUTH TepuTOpialbHHi OpraH JlepxtikcayKOou.
Y pasi 3HHULICHHA BiXOMIB 3a3HAICHUX cepiif miKapceKux 3aco0iB B IBOTIKHEBUM
CTPOK HaIpaBUTH JO TEPUTOPIaTEHOTO OpraHy JlepKTikemy)Ou  KOmiIO  aKTa
IIPO 3HHILIEHHS BiX07iB MKAPChKUX 3aco01B.

Koarpons 32 BUKOHAaHHAM  JaHOTO POSTOPSKEHHS  31HCHIOOTH
TepuTOpianbpHi OpraHu Tleprxikciny>x6u Ha BiAnOBIHIA TEPUTOPII.

HeBUKOHAHHS [JAHOTO PO3MOPAIKCHHS TAMHE 32 co60r0 BiAIOBIAAIBHICTH
3riIHO 3 YMHHUM 3aKOHOABCTBOM VYkpaiss.

Komii aHOro po3nopiaOKCHHA HaIpaBIeHi:

MiHiCTepCTBO OXOPOHHK 370poB’sl YKpaiHu;

IIT  «/lepxaBHui excriepTHHE LeHTp MidicTepcTBa OXOPOHH 3/I0pOB’ s
YKpaiHm. :

Tos0Ba y Poman ICAEHKO

Hina YOPHEHDBKA, Ten.(044) 422-55-76 (133)



JAEPJKABHA CJIYIKBA YKPATHH 3 JIKAPCHKUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMUA
(Aepxaikeayx6a)
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Big Ha No BiJ
Kepiznukam cy0’exTiB
rocnoaaploBaHHi, AKi 3aiiMaoTbest
peaJizaiiicio, 30epiranasam i
3aCTOCYBaHHAM JHKapchbKHX
3acoCiB
Kepizankam TepUTOpiaNbHHUX

opraiuis Jlepskiaikciayxou

PO3HOPAIKEHHS

Bigmosinno no Koncrurynii Ykpainm, crareit 15, 22, 55 3akoHy Yxpainu
«OCHOBM 3aKOHO1aBCTBa YKpaiHu IIpo OXOpOHY 3M0POB's», cTartei 15, 17, 21 3akony
Yxpainu «llpo sikapceki 3aco6u», [Monoxkenns mpo HepxaBry cinyx6y Vkpainu
3 JiKapChKUX 3aCOGIB Ta KOHTPOIIO 33 HAPKOTHKAMH, 3aTBEPIPKEHOTO TTIOCTAHOBOIO
Kabinery MinictpiB Vkpainu sim 12.08.2015 Ne 647, Iopsinky 3nilicHeHHs
ACPKABHOIO KOHTPOJIO SAKOCTI JIKAPCHKUX 3accOiB, IO BBO3ATHCS B Ykpainy,
3aTBepAKeHoro nocranosoio Kabinery Minictpis Vkpainu Bin 14.09.2005 Ne 902,
nyukry 3.2.2 llopsinky BcTaHOBICHHS 3a60pOHH  (THMYACOBOT 3a00POHH)
Ta MOHOBJICHHS 06iry JMiKapcekux 3acobiB Ha TepuTopii Vkpainu, 3aTBEPDKCHOTO
Haka3oM MiHiCTepcTBa OXOpPOHM 3740POB’S Ykpaisu Big 22.11.2011 Ne 809
(31 3miHamm), 3apeectpoBaHOro MiHicTepcTBOM FOCTHIIT Vkpainu 30.01.2012
3a Ne 126/20439, Topsaaxy KOHTPOJIO SIKOCTI JiKapChKUX 3acO6iB Mix 4ac ONTOBOT
Ta pO3JpIOHOI TOPTiBIl, 3aTBEPAXKEHOTO HAKA30M MiHicTepcTBa OXOPOHH 340POB'S
Yxpainy Bix 29.09.2014 Ne 677, 3apeectpoBanoro MiHicTepcTBOM rocTrIii Vkpainu
26.11.2014 3a Ne 1515/26292, [1paBu yTunizanii Ta 3HAMEHHS JNKapChKUX 3aC001B,
3aTBEP/UKCHMX Haka3oM MiHiCTepcTBa OXOPOHY 3/10p0oB’s YKpainu Bin 24.04.2015
Ne 242, sapeectposanux MiHicTepcTBOM —FOCTHNIT Ykpainn Big 18.05.2015
3a No  550/26995, wa migcrasi HagxomKkeHHS TEpPMIHOBHMX MOBiJOMJIEHD
Bif 12.09.2025 NoeNe 309-01.1/02.0/06.14-25, 280¢f3l.1/020/06. 4425,

JIIKapChKUX 3ac00iB Ta

361-01.1/02.0/06.14-25 epxasroi ciyxGu 3 JiKapCchKUX 3acobiB Ta O3

HApKOTHKAMH y
PRI 6 KipoBorpachkiii
"R %?‘gék-cggilK.fl()OZ.OH 7-25 mig, 22.09.2025 obmacri
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Hapkotukamu y JIeBiBebkii obnacri, iHbopmanii Big T OJIOBHOTO  ympaBiHHg
Harnionansuoy nomiuii  Vkpaiun y JIbBiBCBKilt 06macTi (fMeT Big 22.07.2025
@ 236167-2025) mozo BHABIICHHS B 00iry, BBe3eHHX 3 HIOPYIIEHHAM nikapchkux
3aco0iB, 3 MapKyBaHHSAM iHO3eMHOIO MOBOIO, IO odimilino He BBO3WJINCHh Ha
TEPUTOPIIO VKpaium, 3 MeToro aKTHBHOI NPOTHiT JIOIIMPEHHIO JTIKapChKUX 3aco0iB,

besneunicTs sxux HEMOXIIHBO, 3 Oy Ha Te, [0 Taka IPOAYKWis € Hebe3neuHo0
T4 MOX€ HECTH TIOTEHITiHHY 3arposy JHUTTIO Ta 340POB’I0 HACEIEHHS:
3ABOPOHSIID peanisaniro, 36Gepiramus Ta 3aCTOCYBAaHHS JIiKAPCHKHX
3aC00iB, BHpPOGHHITBA Amdipharm, 3 MapKyBaAHHAM iHO3eMHOIO MOBOIO, 110
oinifino ne BBO3MIHCE Ha TepHTOPII0 YKpaiuu:
— cepii GOSOH JIKapChKOro 3aco0y Zonegran 25 mg;
— cepii FO87D JKapChKOro 3aco0y Zonegran 50 mg;
— cepii GO96B nikapcrkoro 3aco0y Zonegran 100 mg.
Cy®8’extam TOCNIOAapIoBanus, sAKi 3milicHIOIOTE peanizaniro, 36epiranmus
Ta 3aCTOCYBAaHHS JiKapCHKHX 3ac00iB, HEBiNKMarHO, micis OZIEPIKaHHS AHOIO
POSNOPAIKEHHS, NEPEBIPUTH HAsBHICTE Cepiif BKazaHux JHKaPCHKUX 3aCO6IB, BKUTH
3aX0AM INOJO BHJIYYEHHS IX 3 00iry mnmmsxom 3HHIICHHA a6o ITOBEPHEHHSI
NIOCTa4AIIBHUKY, NPO IO MOBiXOMUTH TEPUTOpIAILHUA Opran Hepxnikenyxou.
Y pasi 3HuEeHHS BIIXOIiB 3a3Hayenmx Cepiif mKapchkux 3aco6ip B JBOTIXHEBHUIL
CTPOK HANpPaBUTH JO TEPUTOPIANbHOIO Oprany Jlepxmikcnyx6u komiro axra
1IPO SHUINCHHS BIAXOIB MiKAPCEKHX 3aCO6IE.
Koutpoms 32 Buxonanmsy AQHOTO  DO3MOPSAJKCHHS  3MiHCHIOIOTE
TEPUTOPiaNbHi Opranu Hepxnikenyx6u na BIATIOBI THii TEPUTOPIi.
HeBukonanns nanoro POSHOPAIKEHHS TATHS 33 Co60ro BIATIOBINANIbHICTE
3Ti/IHO 3 YHHHEM 3aKOHOIABCTROM Ykpaiuu,

Konmii nanoro PO3NIOPsJIKEeHHS. HAaNPaBJIeHi:
Minicrepcrso OXOpOHH 3710pOB’s YKpaiHu;
AT «[lepxaBuuii CKCNepTHU weHTp Minicrepcrra OXOPOHM  3II0POB’sI

Ykpainmy. e
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