AEPXJIIKCITY XXBA

JAEPKABHA CJIYIKBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM Y KIPOBOT PAJICBKIHA OBJIACTI

By IIpeobpaxencrka, 2, M. Kpormsrmubknit, 25006, Tel/dake: (0522) 32-14-41,
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KepisrHKAM T2 YIOBHOBAKEHHM 0C00aM
ANTEYHUX TA MEAHYHUX 3AKIAIB
Kiposorpaacbxoi o6macri

o yBarn YnosnosaxeHux oci6!

Hanaemo posnopsamxenss JlepxabHoi cayx6u VKpaiHu 3 JIIKapceKHX 3aco6iB Ta KOHTPOJIO
32 HApKOTHKaMH IOJI0 3a60pouH obiry nikapcbkoro 3acoby.

3a_HasBHOCTI, BKA3aHMX y pPO3NOPSIKCHHI TKapChKAX 3aco6iB, MOBiZOMUTH HepxaBHy
ciy#0y 3 NiKapchkHX 3aco6iB Ta KOHTPOMO 3a HapkoTHkaMH y KipoBorpaacekiii obnacti  mpo
BIKUTI 3aXO/I1 MIOJI0 BUKOHAHHS PO3HOPSUKEHHS.

IHhopMallito HaaBaTH Ha MANEPOBUX HOCIAX omTox, 3a afapecoro: eya. Ilpeobpascencoka, 2,
M. Kponuenuyvruii, 25006, 3 NOJATKAMU:
a) IIpH BMILICHHI B KAPAHTHH JOJAEThCS KOs pHOYTKOBOI HaK/IamHOI,
6) IpH T1OBepHEHHI MOCTAYANBHHUKY AONAIOTHCS: KOTIis TIpHOYTKOBOI HAKIIAHOT;
KOIIsl HAKJIAJIHOT Ha TIOBEPHEHHS.

B) Y BMIAAKy Mepenayi BiIXOmiB JiKapchKOTO 3acoby Ha yTwiizamiio a6o 3HMUICHHS,
Y ABOTHXKHEBUH CTPOK noindopmysatu JlepxkapHy CIy’0y 3 JIKapChKHX 3aco6iB Ta KOHTPOIIIO 32
HapkoTHKamMH y KipoBorpajcekiii o6nacTi Ta HagaTH KOIIifo IpHOYTKOBOT HAKJIaHOT.

llpy HacTymHuX mHOCTaBKax NiKapchKHX 3aco6iB, BKA3aHHX Y PO3NOPAIDKEHHAX, CYO’eKT
TOCIONAPIOBAHHS [IOBUHEH BXHTH 3aXOliB W00 3anoGiraHHs npuaGaHHs, peanizanii Ta
3aCTOCYBAHHS JTiKapChKHX 3aC06iB, 3a3HAYCHNX Y PO3MOPSIKEHHAX.

Y BUNAAKY BiICYTHOCTi JKAPCBKUX 3ac06iB, BKa3aHMX Y PO3IOPAIKEHHAX 4H ITUCTaX
Hepxmikeny»6u, BilNoBiAi B NHCHMOBOMY BHITISI HAZABATH He NMOTPiGHO.

OnHOYacHO Harafyemo, WO 3 POMOPSMIKCHHAMH Ta JIHCTAMH Hepxmikcmy 061 MoxHa
O3HAHOMHTHCS Ha odiuiiHoMy BeGcaiiTi JepxaBHoi cryx6u YKpaiHu 3 mikapchkux 3acoGiB Ta
KoHIpomo 3a  HapkoTukamM  (https://www.dls.gov.ua/) B posnim PO3IIOPAIDKEHH A
AEPXJIIKCITYKBU.

Jonmarku:

1. Komist posnopsmkenus [epixaBHOL cnyx0u YKpaiHU 3 JiKapchbKMX 3acoBiB Ta KOHTPOJIKO 3a
HapkoTHKaMu Bix 25.09.2025 Ne 663-001.1/002.0/17-25 Ha 1 apK.;

2. Komist posnopsamikenns depxaBHoi CIy)0HM YKpaiHH 3 JikapchbKHX 3acoGiB Ta KOHTPONIO 3a
HapKOTHKaMH Bif 25.09.2025 Ne 664-001.1/002.0/17-25 Ha 1 apkK.;

3. Konis posnopsmkenns [epxkaBHoi cnyx0u VKpaiHu 3 JKapchbKHX 3acobiB Ta KOHTPOJIFO 32
HapKOTHKamu Bif 25.09.2025 Ne 665-001.1/002.0/17-25 Ha 1 apK.;

4. Komist posnopsmxenns JlepxapHoi ciyx6u VYKpaiu 3 nikapchbKuX 3acobiB Ta KOHTpOJI 3a
HapKOTHKaMH Bifi 25.09.2025 Ne 666-001.1/002.0/17-25 Ha 1 apkK..

Havansauk cnyxon Jlinis TAH®IJIOBA

s UB
2 Jepmania cirykda 3 AKAPCLENX 3aco0iB 1 KOHTPOTO 33
HapkoTikamu y Kiposorpaacekiil obaacri
e Ned88-01.1/02.0/05.12-25 nia 26.09.2025
3 KEIT: Mandinosa JL B, 26.09.2025 13:18
e 3FAAD288358EC00304000000B94F | FO09CBSD300
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HMEPXKABHA CAYKBA VKPATHU 3 JIKAPCBKHX 3ACOEBIB
TA KOHTPOUIIO 3A HAPKOTUKAMNI
(Aepacnixcayxoa)
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Bin Ha No BIJ
KepiBunkam cy0’exTiB
rocnolaproBanns, ki 3aiiMa0TLCy
peaaizauicio, 30epirannsam |
3aCTOCYBaHHAM JIKapChLKHX
3acobiB
KepiBaukam TEePUTOPIAILHHX

oprauiB Jlepsikenyx6u
PO3NOPSIIKEHHSI

Bignosigso mo Koucrutyuii Vkpainu, crareii 15, 22, 55 3akony Ykpaiuu
«OCHOBH 3aK0HOIaBCTRA Ykpaiuu npo OXOpOHY 310poOB's», cTareli 15, 17, 21 3akony
Yxpainu «llIpo mikapceki 3aco0m», [Monoxenns 1po Jlepxasny ciyxGy Ykpaiuu
3 JIKapChKUX 3aco6iB Ta KOHTPOJIIO 32 HAPKOTUKAMY, 3aTBEPIIKEHOTO IIOCTaHOBOO
Kabinety Minictpis Vkpainu Bix 12.08.2015 Mo 647, Hopsinky sailicHenns
AACPKABHOTO KOHTPOMIO AKOCTi JHKAPCHKUX 3aco0iB, IO BBO3SITHCH B Ykpainy,
3aTBEPIDKEHOrO MoctanoBoro Kabinery MisicTpiB Yrpainy Bix 14.09.2005 No 902,
OyHkTy 3.2.2 TIOpSAKY BCTAHOBICHHS 3a00pOHM  (THMuacoBoi 3a60poHn)
Ta MOHOBIIEHHS 00Iry JiKapchkux 3acoGiB Ha TepUTOpil Vkpainuy, 3aTBEPIKEHOrO
Haka3om MinicTepcTra OXOpOHH 310poB’s Vkpeinm Big 22.11.2011 No 809
(31 3mimamu), 3apeectposamoro Minicrepctsom 1ocTumii Ykpainn 30.01.2012
3a Ne 126/20439, Topsixy KOHTPOIIO SKOCTI JiKapChKUX 3acoBiB Imix yac OIITOBOY
Ta po3/IpiGHOI TOPriBI, 3aTBEPIKEHOrO HAKAZOM Minicrepctsa oxoporu 3JIOPOB's
Ykpainu Bin 29.09.2014 Ne 677, 3apeecTpoBaHoro MinicTepcTBOM rocTui] YKpainu
26.11.2014 3a Ne 15 15/26292, TIpasun yrumizanii a SHUUWIEHH: JIIKAPCHKUX 3aC00iB,
3aTBEp/KCHNX Hakasom Minictepersa OXOpOHM 37100B’1 Ykpainu Bing 24.04.2015
Ne 242, 3apeccrposamux MinicteperBom  rocturii Ykpainu Big 18.05.2015
32 Ne  550/26995, wua mijicraBi HaZIXOJUKCHHS  TepMiHOBHX MOBIOMJIEHE
BiJT 22.09.2025 NeNe 749-01.1/02.0/06.14-25, 756-01.1/02.0/06.14-25,
774-01.1/02.0/06.14-25,  753-01.1/02.0/06.14-25 pix Hepxastor SRS RaRaasis 10

. . . . a
JIKAPCEKUX 32c0GIB Ta KOHTPOMIO 3a HapKOTHKAMM y JIeBiBCEKiH , iORACTH

KipoBorpaschkiit

3K 6 . obnacti
e 001.4/002.0/17-25 Bia 25.09.2025 No575/02.12-25 it 26.09.2025
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iH$opmanii Bix I'onosHoro ynpasnings Harionantgoi nomuii Ykpainy y JIspiscrii
obnacti (nucr Bix 22.07.2025 No 236167-2025) D0 BUSABJICHHS B 00iry, BBe3eHmx
3 HOPYIMIEHHAM JiKapchKux 3acodiB, 3 MapkyraHHIM iHO3eMHOIO MOBOIO, IO
oilifiHo He BBO3MIHCE Ha Tepuropito Vkpaihu, 3 MeToro aKTHBHOI TIpOTHii
NIOIIMPEHHIO JIIKapCEKUX 3ac00iB, LUISXM HAIXOMKEHHS Ta YMOBH 30€piranus sKux
HEBJIOMi, BU3HAYUTH SKicTh Ta OesneunicTs sxmx HEMOXUIUBO, 3 OIVIANY Ha Te, Mo

TaKa mpomyKuis € HeGe3eUHO Ta MoKe HECTH TNOTEeHIi#Hy 3arposy »uTTIo Ta
3I0POB’I0 HACEICHHS"
3ABOPOHSIIO peamsaniro, 36epiranus Ta 3aCTOCYBaHHA JIiKAPCHKHX
3aco0iB, BHPOGHHITBa Novartis Pharma, 3 mapkysannam IHO3eMHOI0 MOBOIO,
0 odiniiino ne BROZMINCH Ba TEPHTOPI YKpainu:
— cepiii 24022167, 23022293, 16309623 TKaPCHKOro 3acoy ANAFRANIL
25 mg;
— cepii 24045263 TMKapCHKOTo 3aco6y ANAFRANIL 75 mg.
Cy6’extam FOCTIONapIOBaHHA, fKi 3AiHCHIOIOTE peanizaniro, 36epiranms
Ta 3aCTOCYBaHHs JIKAapChKHX 3acobiB, HEBIJIKIIAJHO, TmTicis O€PIKAaHHSA JAaHOro
PO3IOPSIIKEHHS, IepeBIpUTH HAsSBHICTE Cepiit BKasz HUX NiKapChKUX 3ac001B, BXXHTH
3aX0nM 1IOJO BHIYYECHHS ix 3 o0Iry 1uIIXOM 3HUILUEHHA a0o HOBepHeHHﬂ
HOCTa4YaJIBHUKY, TPO IO IOBiAOMUTH TEPUTOpIaIbHUE Opran Hepxmikemyx6u.
V pazi sHHuMmEenus BIITXOMIB 3a3HAUSHIIX Cepiif JMKapchkux 3aco6is B I[BOTI/I)KHGBI%IFI
CTPOK HENPABUTH JI0 TePUTOPialibHOro oprany J[lepsiikciy:x6m kormito aKTa
PO 3HUINEHHS BiAXOiB NiKapChKHX 32c006iB. ‘
Koutpons 3a  Buxomanmsm AGHOTO  PO3MOPAKEHHA  3iHCHIOIOTE
TEPUTOpIaNbHI Oprafu Hepxiikenyx6u ua BIATIOBIHIH TEPUTOPIi. ‘
Hesukonanus npanoro POSNOPADKEHHST TATHE 3a COOOI0 BIJIITOBI TAJIBHICTE
3TiHO 3 YUHHMM 3aKOHOJABCTBOM Vkpainn.

Komii nanoro PO3NOPSKEHHS HAITPaBIIeHi:
MinicTeperso oxoponu 3I0pOB’st YkpaiHuy; 3
AIT  «/lepxaBamuii CKCIePTHHH ueHTp Mimicrepera OXOpPOHH  37I0pOB’S
Vkpaiau.

L ==
s

I'oaoBa ’“ Poman ICACHKO

Hina YOPHEHLK 4, Tem.(044) 422-55-76 (133)



AEPXXABHA CAYIKBA Y KPATHU 3 JIKAPCBKHUX 3ACOEIB
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BIJ Ha Ne BIJ
- _

Kepienukam cy0’ekTiB
rocnonapioBanus, saki 3aiiMalOThes
peauizanicio, 30epirannsim i
3aCTOCYBaAaHHAM JiKapebKuX
3aco6iB

KepiBuuxam TepHTOpiaILHKX

oprauie Jlepsiikcyx6u

PO3NOPSKEHHS

Biznosigao no Koncturywnii Yxkpainy, crateit 15, 22, 55 3aKkony Yxpaiau
«OCHOBY 3aKOHOaBCTBA Ykpainu npo OXOPOHY 310pOB's», cTatedd 15, 17, 21 3akoHy
Ykpainu «Ilpo nikapcoki 3acobm», [Tonoxenns npo Jlepxasny ciyxGy VYkpainu
3 JIIKapChKKX 3acoBiB Ta KOHTPOIO 32 HAPKOTHKAMH, 3aTBEPIKEHOTO TOCTAHOBOIO
KaGinety Minictpis Ykpainm Bix 12.08.2015 Ne 647, Tlopsaky snilcHEHHs
ACPKABHCTO KOHTPOIIO AKOCTI JHKAPCHKUX 3ac00iB, IO BBO3ATLCH B VYkpainy,
3aTBEPIKEHOTO MocTanoBoio Kabinery Minictpis Ykpainu Big 14.09.2005 No 902,
OYHKTY 3.2.2 TlopsaKy BCTaHOBIICHHS 3a00pOHH  (THMYacoBoi 3a00pOHH)
Ta MOHOBJIEHHS O0iry JKapchKUX 3acO0iB Ha TepuTopil Vkpaixu, saTBepmkenoro
HakasoM MiHicTepcTBa OXOpOHH 3M0pOB’s Ykpaiuu Bin 22.11.2011 Ne 809
(31 3minamm), 3apeecTpoBatoro  MinicrepeTBoM IocTumii Ykpaiau 30.01.2012
3a Ne 126/20439, Hopsaaky koHTpOMIO sIKOCTI MKapehKEX 3ac06iB MM 9ac ONToROT
Ta po3pi6GHOi TopriBii, 3aTBepmKeHOr0 HAKAZOM Minicrepctsa oxoporu 3710pOB'S
VYkpaiuu Bix 29.09.2014 No 677, 3apeecTpoBaHoro MiHicTepcTBOM IOCTHIT YKpainu
26.11.2014 3a Ne 1515/26292, Ipasun YTHII3aLi{ Ta 3HALIEHHS MKapChKUX 3ac00iB,
3aTBEpJDKCHUX HakazoMm MiHicteperea OXOpOHM 370D0B’s YKpainu Bin 24.04.2015
Ne 242, sapeectposamux MinictepetroM  rocTurii Yxpainu Bix 18.05.2015
3a No 550/26995, Ha nifcrasi HaAXOMKeHHs TEPMiHOBHX

MoBiloMNeHs  Bix  12.09.2025 No 307-01.1/02.0/06.14-25, Ugix NG (o

KOHTPOJIIO 32
HAPKOTHKaMH Y
KipOBorpaIlCIgKlPI
M2 [eownikcnyxBa obmacti

N2664-001.1/002.0/17-28 Big 25.09.2025 Ne576/02.12-25 Bix 26.09.2025
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No 589-01.1/02.0/0‘6.14-25, Bin [lepxaBHof Cry®Ou 3 nikapcbkmx 3ac00iB T3
KOHTPOJIIO 32 HapkoTukammy y JIbBiBCEKiii obunacri, iHdopmarii Big T'onoBHOrO
yupaeiinas  Haunionamsmof noniuii - Vipaiau Y JIbBiBCEKift 06macT (Jtuct
Bix 22.07.2025 No 2361 67-2025) IIOZO BUSIBJICHHS B 00Iry, BBe3enux 3 TIOPYIIEHHSIM
JIKapChKHX 3ac00iB, 3 MapKyBaHHsM 1HO3eMHOK0 MOEBOI0, 0 odiniiiHo He BBO3MANCE

» 3 Oy Ha Te, IO Taka NIPOAYKILS €
HEebe3MeYHOI0 Ta MOJKe HecTH NOTEHUIHHY 3arpo3y ®HUTTIO T3 3[IOPOB’I0 HACEeJIeHHS:
3ABOPOHSIO pealizamito, 36epiramus Ta 3aCTOCYBAHHS JTIKAPCHKHX
3aco0is, 3 MapKyBaHHAM iHO3eMHOIO MOBOI0, 110 oQiniiino He BBOZHIMCL HA
TEPHTOPI0 YKpainu:
— cepii 144155 nikapcrkoro 3aco0y INOVELON 200 mg, BApoOGHunTBa ISAT;
— cepii 144958 JKapCHKOro 3aco0y INOVELON 400 mg, BEpoOHunTRa Eisai
Manufacturing Limited (GBR).
Cy6’extam TOCHONApIOBaHHs, sKi 3AiiCHOOTE peanizaniro, 36epiranms
Ta 3aCTOCYBaHHA NiKapchKUX 3aco0iB, HEBIAKIA;1HO, micis OIEPXXKaHHS NaHOro
POSTIOPSJKEHHS, EPEBIPHTH HAABHICTE Cepiif BKasaHux TKAaPCHKHX 33C061B, BHTY
3aXOAM WOIO BHIYYEHHS IX 3 O0Iry IUIIXOM 3HHIeHHs abo moBepHeHHS
IOCTA4aNbHUKY, MPO IO NOBIiAOMHTH TEPUTOPIaNbHUM Opran Hepxnikeaysx6m.

(v

V pasi spumenns BIAXOIB 3a3HaYCHMX cepill mKapchKuX 3ac06iB B MBOTUXXHEBUH

Koutpons 3a  Buxonammsa AGHOIO  DO3NOPSIKEHHS  3iHCHIOOTE
TEPUTODIaIIBHI Opranu Hepxmikcnyx6u na BINOBI N Hik TEPUTOPI].

Herukonanns namoro POSIOPANKCHHSA TATHE 3a COGOIO BiJINOBI [aTbHIC T
3TIHO 3 YHHHUM 3aKOHOJaBCTBOM YkpaiHu.

Komii gasoro PO3HODAIKEHHS HATIpaBIIEH]:
MisictepcTro OXOPOHM 310pOB’s Ykpainu;

AIl  «[lepxaBuuii CKCIePTHHH 1leHTp Mimi CTEPCTBA  OXOPOHH 3[0POB’s
YKpaium».

ToioBa e Poman ICACHKO

Hina YOPHEHBK A, Tei.(044) 422-55-76 (133)



NTEPKABHA CJIYKBA YKPAIHU 3 JKAPCBKHX 3ACOBIB
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BiJ Ha Ne BiJ
KepiBnukam cy0’eKTiB
rocrnoJapIoBaHHdA, fiKi 3aHMaI0TbCs
peaizanicio, 30epiraHHsAM i
32¢TOCY BAHHSIM JiKapcbKHX
3aco0iB
KepiBHuxkam TePHTOPIAJIBHUX

oprasiB Jlepatike Ty KO0

PO3MOPSAKEHHS

BijnoBigHO 11O Kouctutynil YKpaly, crateit 15, 22, 55 3axony VYkpaiuu
«OCHOBY 3aKOHO/IABCTBA Y KpalHH PO OXOPOHY 3710poOB's», crared 15,17, 21 3akoHy
Vxpaian «lIpo nikapchKi 3acobm», IlomoxeHHs Ipo JlepxaBHy CIyxOy Ykpainu
3 NiKapcLKUX 3acobiB Ta KOHTPOMO 38 HAPKOTHUKAMH, 3aTBEPDKEHOrO MOCTAHOBOO
Ka6imery MinictpiB YKpaisu pin 12.08.2015 Ne 647, Ilopaaxy 3IMCHEHHS
JIEPKAaBEOr0 KOHTPOJIO JKOCTi JIKApPCHKMX 3ac00iB, MO BBOSITHCA B Ykpainy,
3aTBEP/KEHOr0 MOCTaHOBOIO Ka6inery MiHicTpiB YKpaiHu Bix 14.09.2005 Ne 902,
nyaxty 3.2.2 Tlopanky BCTAHOBJCHHS 3a00pOHH  (THMYacOBOT 3a00pOHN)
Ta [IOHOBJIEHHS 00Iry JIKapChKHX 3ac00iB Ha Tepuropil YKpaiHd, 3aTBEPIKEHOTO
pakasom MiHicTepcTBa OXOPOHH 30poB’ss YkpaiHu Bif 22.11.2011 Ne 809
(31 3miHamm), 3apeECTPOBAHOTO MiHiCTepCTBOM FOCTHLI VYxpaina 30.01.2012
3a Ne 126/20439, Topsaxy KOHTPCIO SIKOCTi JIKAPCHKUX 3acobiB Mmij 4ac OIITOBOI
Ta pO3APIOHOI TOPriBIl, 3aTBEP/PKEHOTO aakazoM MiHICTEpCTBa OXOPOHH 3/10POB'SL
Vpaiam Bin 29.09.2014 Ne 677, 3apeecTpOBaHOTO MinicTepcTBOM IOCTHNIT Y KpaiHH
26.11.2014 3a Ne 1515/26292, 11paBun yTHiIi3anii T2 SHAMEHHA JIIKapChKHUX 3ac00iB,
3aTBEPIPKEHAX HAKa30M MiHicTepeTBa OXOPOHHM 310poB’st YKpainu Bif 24.04.2015
Ne 242, 3apeecTpoBaHMX MiHICTEPCTBOM ocTumii  Yxpainm Big 18.05.2015
sa Ne 550/26995, =Ha migcTasl  HAJXOJDKEHHA TEPMIHOBHX TOBiJOMJICHb
BiJl 22.09.2025 NeNo 747-01.1/02.0/06.24-25, 748-01.1/02.0/06.14-25
Bin JlepxaBHOT CITy>KOH 3 JIKapChKAX 3aco0iB Ta KOHTpomBBza Hﬁ?}%&fm%; y

KOHTpOJ'IIO 3a
0/17-25 Bip 25.09.2025 HApKOTHKAMH y
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JIpBiBCHKIif 06macTi, iHdopMallii Bij 1 010BHOTO ympabniass HaljoHamsHOT MOl
Ykpainu y JIbBiBCBKiit obnacti (mact Bix 22.07.2025 Ne 236167-2025) mono
BUSBJICHHS B OOIry, BBE3EHHX 3 OPYLICHHAM JIKapCHKUX 3aco0iB, 3 MapKyBaHHAM
iHO3eMHOK MOBOIO, IO OGIIifHO HE BBO3WIMCH HA TepUTOPII0 YKpaiHu, 3 METOIO
aKTHBHOI IPOTUALL ITOIIUPEHHIO NiKapchKuX 3ac00iB, MUISX¥ HAJXOUKEHHS Ta yMOBH

30epiraHHs SIKUX HeBinoMi, BU3HAYUTH SKICTH Ta Oe3neuHICTh SKAX HEMOXIIUBO, 3
OTVIsiAy Ha Te, MO Taka IPORYKIlis € HeOE3MEeYHOKw Ta MOXE HEeCTH NOTCHIIHHY
3arpo3y JKATTIO Ta 340POB’I0 HaCeeHHs:

3ABOPOHSIIO peanizatio, 30epiradis Ta 3acTOCyBaHHA JTIKapChbKHUX
3ac00iB, supooHnnTBa Otsuka Pharmaceutical Europe Ltd, GBR, 3
MapKyBaHHAM iHO3eMHOI0 MOBOI0, IO odiniiiHo He BBO3WJIHNCH HA TEPUTOPIiI0
Ykpainu:
— cepii 2818127 nixapcpKOro zacoby ABILIFY 10 mg;
— cepii 2783678 nixapcrKoro 3acody ABILIFY 15 mg.

Cy6’exTaM TOCIOZAPIOBAHHS, SIKi 3MiCHIOIOTh peanizailito, 30epiranHs
Ta 3aCTOCYBaHHS JIKAPCBKUX 3ac06iB, HEBIIKIAXHO, IICIA OJepiKaHH] ,uaHofo
PO3IOPS/KEHHS, TIEPEBIPATH HASBHICTH Cepili BKa3aHUX JIKapChKUX 3aco0iB, BIKUTH
3aXOMM MO0 BHAYUEHHA IX 3 OOIry IIAXOM 3HHUIICHH ab0o MOBEpPHEHH:A
MOCTAYANGHUKY, NPO 110 IOBIJOMUTH TEPUTOPiAIbHUK OpraH JleprKITIKCITY XOH.
V pasi 3HHIIEHHSA BIXOMIB 3a3HAYEHUX CePid JIKAPCHKUX 3ac00iB Y ABOTHXKHEBUM
CTPOK HATIPAaBUTH [0 TEPHTOPIalbHOTO OpraHy JlepxmikcimyxOu KOIiI0 aKTa
TIpO 3HMIIEHHS BiZIXOMIB JIKapPChKUX 3ac00iB. |

KOHTpONb 3a BHMKOHAHHIM  JAHOTO  PO3IOPSIKEHHS 3 ICHIOIOTH
TEPUTOPiATBHI OpPraHi JlepsKoTikery 0y Ha BiJIMOBL1HIH TEPUTOPIi. ‘

HeBUKOHAHHS [aHOTO PO3IOPAKCHHs TAric 3a cobOI0 Bi/IIIOBIAIBHICT
3TiJIHO 3 MMHHIM 3aKOHOAABCTBOM Y KpaiHH.

Kormii 1aHoro po3nopsaKeHBs HaNpaBJIeHi:
MiHiCTepCTBO OXOPOHH 3I0POB’s Y KpaiHy; |
JIIT «JlepaBHuil eKCIEPTHHH IEHTP MinicTepcTBa OXOPOHM 310pOB’S
VkpaiHm». |

s
\.,____ 7‘&"“
ToaoBa C Lo Poman ICACHKO

™,

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



AEPIKABHA CJIYXBA YKPAIHU 3 JIIKAPCBKHX 3ACORIB
TA KOHTPOJIIO 3A HAPKOTHKAMU
(Aepxnikciyxba)

npocnekT bepectekicbkuit, 120-A, M. Kuis, 031 15, Ten/akc: (C44) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kox CJIPIIOYV 40517815 ‘

BIf Ha No BiJ
KepiBunkam cy0’exriB
rocrojaproBaHus, fKi 3aiimaloTnes
peanizamiero, 3bepiranusam i
3aCTOCYBAHHAM JiKapchKHX
3acobiB |
Kepisunkam TEPHUTOPIAJILHUX

oprauis Jlep:JIikciay:k0n
PO3IOPSAAAKEHHS

Bignosinzo no Komcrurymii Yxpainu, crareir 15, 22, 55 3akoHy VYkpainu
«OcHOBY 3aK0HO/IaBCTBA YKpaiHu TIPO OXOPOHY 3/10pOB'S», cTareii 15, 17, 21 3akony
Ykpainu «IIpo mixkapceki 3aco6u», [Tonoxents npo JlepxaeHy ciyxOy Ykpainu
3 JIIKapChKUX 3ac06iB Ta KOHTPOIIO 3a HAPKOTUKAMH, 3aTBEP/DKEHOTO MOCTAHOBOO
Kabiwery MinictpiB Vkpainu six 12.08.2015 Ne 647, Tlopsanky s3nilicHenHs
ACPKABHOTO KOHTPOIO SAKOCTI JKAPCHKUX 3aC00iB, IO BBO3STHCS B YKpa'l'Hy,
3aTBEp/LKeHOro nocranosoro Kabinery MiHictpis Vipainu Big 14.09.2005 No 902,
nyHkty 3.2.2 TlopsinKky BCTaHOBJIEHHS 3a00poHu  (THMYacoBOT 3a00pOHH )
Ta MOHOBIIEHHs OOIry JIIKAPCHKUX 3aCOBIB Ha TepUTOpii YKpaiHu, 3aTBepaKeHOro
Haka3oM MiHicTepcTBa OXOpOHM 3I0pOB’s Ykpainn Bix 22.11.2011 Ne 809
(31 3miHaMu), 3apeecTpoOBaHOro MinicrepctsoM roctumii Yipaiau 30.01.2012
3a Ne 126/20439, Tlopsiky KOHTPOIIO SIKOCTI NiKapchKuX 3aco0iB Mmix wac onTosoi
Ta PO3JPiOHOI TOPriBIl, 3aTBEPAKEHOr0 HAKA3ZOM MinictepcTBa 0X0opony 3710poB's
Ykpainu rig 29.09.2014 Ne 677, 3apeecTpoBaHoro MinicTepcTBom foctuiii Ykpainu
26.11.2014 3a Ne 1515/26292, TIpaswn YTHII3ai{ Ta 3HUILEHHS NiKapChKUX 3aco0iB,
3aTBEP/DKEHNX Haka3oM MiHicTepcTBa 0OXOPOHH 3ACPOB’sS Vkpainu Bix 24.04.2015
Ne 242, sapeectpoBannmx MimicTepctBoM roCTHIT Ykpainu Bix 18.05.2015
32 Ne 550/26995, wnHa mincrasi HaJIXO/DKEHHA  TEPMiHOBUX TOBiIOMIICHb
BiJI 12.09.2025 NeNe  364-01.1/02.0/06.14-25, 401-01.1/02.0/06.14-25,
370-01.1/02.0/06.14-25, 278-01.1/02.0/06.14-25 HepxaBHoi cny®du ﬂm&%}gﬁia
3aC00IB T2 KOHTPOJNIO 32 HAPKOTHKAMH y JIbBiBCBKi#t OOGmacri, lﬁm

M2 [epxiikenyx6a KipoBorpa/cbkii
N2666-001.1/002.0/17-25 Big ’25.09.2025 obmacri
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Bix I'ooBHOrO ynpasnieas Hamiouanpro! nomini’ Ykpaiuu y JIssischkiit obmacri
(muct Bim 22.07.2025 Ne 236167-2025) wono BISIBIICHHSI B 00iry, BBe3eHHX 13
TIOPYINEHHSAM JIKapCEKHX 3ac06iB, 3 MAapKyBaHHSM 1HO3EMHOIO MOBOIO, 1[0 odiniiino
HC BBOSVUIMCH Ha TEPHTOpilo Ykpainw, 3 meToro AKTHBHOI TPOTHUIT TIOIIHPEHHIO
MKApCHKUX 3aC06iB, mumsxu HAIXOZKEHHS Ta yMOBH 30epiraHus sSxux HEBiOMI,
BU3HAYHUTH AKICTH Ta OE3MEUHICTh SKUX HEMOXUTABO, 3 OIMIAY Ha Te, MO Taxa

TPONYKLif € HeGE3MEUHOO Ta MOXKE HECTH TIOTEHLIHY 3arpo3y JKUTTIO Ta 37I0pOB 10
HaCeNCHHN:
3ABOPOHSIIO peanizamito, 36epiranns Ta 3aCTOCYBaHHS JHKApChKUX
3ac001B, BUPoGHuUTEa Teva, 3 MapKyBaHHAM iHO3EMHOI0 MOBOIO, 110 odiniiino
HE BBOIH/IHChL HA TePHTOPiI0 YKpaiun: 3
— cepiii 2403344, 2404485 niKapcekoro 3acoby ATOMOXETINE ACTAVIS
10 mg, No 28; ;
— cepii 26393724 nikapcekoro 3acoby ATOMOXETINE ACTAVIS 18 mg,
Ne 28; 3
— cepii 16400124 nixapcekoro 3aco0y ATOMOXETINE ACTAVIS 25 mg,
Ne 28. |
Cy6’extam TOCNONApIOBAHHS, fKI 3AIHCHIOIOTH peanizauito, 36epiranHs
Ta 3aCTOCYBaHHs JIKAPCHKHX 3acolis, HEBIOKNAIHO, MiCNs OflepiKAHHS JTaHOTO
PO3IOP:A/UKCHHS, IIEPEBIPUTH HAaSBHICTH Cepiii BKA3aux TiKapCHKHX 3aC001B, BIKUTH
3aXOIM UIOAO BHJIYYEHHS iX 3 06iry mumsxom SHUIUEHHS a00 NOBEpHEHHS
TIOCTAYAILHUKY, TPO IO IOBiJOMUTH TEPUTOPiaNbLHHL opra JlepxitikciyxOm.
Y pazi 3aueHAs BIZIXO/iB 3a3HAYEHNX Cepiil niKapchKux 3acobiB B JBOTHXXHEBUIH
CTPOK HAIPaBUTH [0 TEPUTOPiaTbHOrO oprany Jlepxnikcnyx6u Komiro axta
NP0 3HUINEHHS BIAXOMIB JIKapCHKUX 3aCOBiB. |
Koutpons 3a  BuxomamssM  manoro FOSTIOPA/KEHES  31iHCHIOIOTH
TePUTOpiaIbHI Opranu Hepoxnixcnyx6u Ha Bigmosimuiii TEPUTOPII. |
HeBukoHaHHs 1aHOTO pO3MOpPAIKEHHS TArHe 33 Co00K0 BiANOBIAANbHICTS
3Ti/IHO 3 YHHHKMM 3aKOHOJABCTBOM Vkpaiumn. |

Komii faHOro posnopsmkenus HalpaBJieHi:

MinicTepcTBo 0Xoporu 310poB’s Vxpainu;

ALl «JlepxaBHuii excreprHuii ueHTp MimictepcTBa  0XOpoHH 310pOB’s
YKkpaiaum».

T'onosa /:}y/’ Poman ICAGHKO;

Hina YOPHEHBKA, 1e.(044) 422-55-76 (133)



