Y

JEPXJIIKCIIY)XBA
HAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM Y KIPOBOTI'PAJICBKIN OBJIACTI

By.1. [IpeoGpaxeHceka, 2, M. KponusHuubkuit, 25006, Tes/dakc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Kon €JIPITOY 37059505

30/2. 2024 e 38-017/02.0/08 72-2hre [7HT  in

KepiBHukam Tta YnosHoBakeHum ocobam
anTe4YHHUX Ta MEJIMYHHUX 3aKJIaIB
Kiposorpaacekoi o6aacri

Jlo yBarn YnoBHOBakeHHX 0Ci0!

Hanaemo posnopsokenns JlepxasHoi cyx6u Ykpainu 3 nikapcbkux 3aco6iB Ta KOHTPOIIO
33 HApKOTHKaMH 110710 3a00poHu 06iry JiikapcbKoro 3aco0y.

3a_HasiBHOCTI, BKa3aHWX y PO3NOPSIDKEHHI JIKapChKuX 3aco6iB, nosigomutn JlepxkaBHy
ciyx0y 3 JiKapchkhX 3aco0iB Ta KOHTpOMO 3a HapkoTukamu y Kiposorpaackkiit o6nacti mpo
BXXHTi 3aXO0JIM 1010 BHKOHAHHS PO3IOPSKEHHS.

lnpopmaniio HataBaTy Ha MaNePOBHMX HOCIAX MOLITOO, 3a aapecoio: ey Ipeobparcencoka,
2, m. Kponusnuuvkuii, 25006, 3 101aTKaMu:

a) IpX BMILLICHH] B KAPAaHTHH J0JA€ThCS KOTTisi TpUOYTKOBOI HAK/TAIHOI;

0) IIpM MOBEPHEHHI MOCTAYAILHUKY JI0AAIOTHCS: KOTIisl PUOYTKOBOT HAKIIAIHOT;

KOTTisi HAKJIQ/IHOT Ha TMTOBEPHEHHSI.

B) Y BHWNAIKy Tepedadi BiJIXOJiB JiKapchKoro 3aco®y Ha yTHJi3auilo ab0 3HHWILIEHHS,
Y ABOTHXHEBHH CTPOK noindopmyBaty JlepikaBHy ciykOy 3 JiKapcbKuX 3aco6iB Ta KOHTPOJTIO 3a
HapkoTikamu y KipoBorpaacekiii o6nacti Ta HagaTi Komito npubyTKOBOT HaK/IagHOT.

[Ipr HacTymHMX mMoCTaBKaX JiKapchKMX 3aco0iB, BKa3aHHX y PpO3NOPSDKEHHAX, CY0’€KT
rOCIolapiOBaHHsl TOBHHEH BXWTH 3aXOliB IMOA0 3anobiraHHs npuabanHs, peanizaunii Ta
3aCTOCYBAHHS JIIKAPCHKHX 3aC00iB, 3a3HAYEHHUX Y PO3MOPSIKEHHSIX.

Y BUNAAKY BiACYTHOCTI JiKapchbKHX 3aco0iB, BKa3aHWX Y PO3MOPSIDKEHHSIX UM JIHCTaX
Jepxtikciyx6u, BIANOBii B NHCHLMOBOMY BHTJIsi/li HAIABATH He NOoTPidHO.

OnHowacHO Haraxyemo, O 3 PO3MOPS/DKEHHSIMM Ta JMcTamMu JIepxkinikeayxOn MoxHa
o3HafomuTHCs Ha odiunifinomy BebGcaiiti JlepaBHoi ciyxOu YKpainu 3 nikapchKux 3acobiB Ta
KOHTpomo 3a Hapkotukamu  (https:/www.dls.gov.ua/) B posaini  PO3ITOPSIJDKEHHS
JEPXJIIKCITY)XXBUN.

Jlonatku:

1. Komis posnopsvkenns JlepxaHoi ciyx6u YkpaiHu 3 JikapcbKuX 3aco6iB Ta KOHTPOIIO 3a
HapKoTHKaMH Bi 25.12.2024 Ne 12284-001.1/002.0/17-24 wal apk.;

2. Komist posnopsvkenns JlepxaBHol cyx6u Ykpaitu 3 Jikapcbkux 3acoGiB Ta KOHTPOJO 3a
HapKOTHKaMu Bia 25.12.2024 Ne 12285-001.1/002.0/17-24 nal apk.;

3. Komis posnopsvkenns JlepxaBHoi ciyx6u YkpaiHu 3 JiKapchKuX 3aco6iB Ta KOHTpPOJIO 3a
HapKOTHKamH Bin 25.12.2024 Ne 12287-001.1/002.0/17-24 nal apk.;

4. Komist posnopsvkenns JlepxaBHoi ciyx6u YKpaiHn 3 Jikapchkux 3aco6iB Ta KOHTPOIIO 3a
HapKoTHKamu Bin 25.12.2024 Ne 12288-001.1/002.0/17-24 nal apk.;

5. Komist posnopsykenns JlepxaBHoi ciyxOu YkpaiHu 3 jikapcbknX 3aco6iB Ta KOHTPOIIO 3a
HapKOTHKaMH B 25.12.2024 Ne 12289-001.1/002.0/17-24 nal apk..

HauabHik crysxon }Z/ - Jigis TAHOLIOBA

Ocranenko Banentuna 32 14 41 ’,V SH- o7 //ﬂ/ ﬂ/ﬂ\/f /{Z'///(/
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AEPKABHA CJIYKBA YKPATHH 3 JIKAPCBLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU
(,ZIepmnilccnymﬁa)

fipocnekt bepecreiichkuii, 120-A, M. Kuis, 031 15, Ten/dakc: (044) 422-55-77, e-mail- dls@dls.gov.ua,
httg://www.dls.gov.ua, Kox €JIPTICY 40517815
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3ACTOCYBAHHAM JliKapehKux 3ac00iB

Kepisnukam TepHTOpiaNbHuX
opranis Hepxnikenyxon

PO3MOPSIKEHH 1

Kabinery Miwnictpis YKkpaiuu Big 12.08.2015 No 647, Hopsinky 3miiicnenus
IePXKABHOTO KOHTpomo sKkocti nikapchkux 3aco0iB, IO BBO3ATHCY B Ykpainy,
3aTBEP/KEHOT0 [TOCTAHOBOIO Kabinery Minictpis Ykpainu pin 14.09.2005 Ne 902,
IyHKTy 3.2.2  Ilopsaky BCTaHOBNIEHHS  3aGoponu (THMYacoBofi 3a00poHH)
Ta MOHOBJIEHHS 06iry mikapchkux 3acoGip Ha Teputopii Ykpainu, 3aTBEPIDKEHOT0
HakazoM Minicrepersa OXOPOHH 370pOB’S  Vkpaitm ig 27 ] 1.2011 Ne 809
(31 3minamu), 3apeecTpoBanoro  MinicrepeTsom ‘ocTHLIT Ykpaiun 30.01.20]2
3a Ne 126/20439, [Mopsiaxy KOHTPOIIO AKOCTI TiKapehkux 3aco6is MiJ 9ac onTosoj
Ta po3apiGHOi Toprigi, 3aTBEP/PKEHOr0 HaKa3om Minicrepcraa OXOPOHH 30pOB's
Yxpainn sig 29.09.2014 Ne 677, 3apeecTpoBanoro Miuicrepcreom focTuuii Yxpainu
26.11.2014 3a Ne 151 5/26292, Ipasun YTHII3aLil Ta 3HAmIeH S JKapChKHX 3ac00iB,
3aTBEP/IKEHUX HaKa3oMm Minicrepcrsa OXOPOHH 3110pOB’s Ykpaiuu Bix 24.04.2015
Ne 242, 33pEECTpOBaHUX  MiHicTeperBom FOCTHLIT  Vkpainu iy 18.05.2015
3a Ne 550/26995, Ha migcragi iHpopmaii HepxaBHoi ciryx6u 3 MKAPChKUX 3ac06iB
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BISIBJICHHS B 00iry Ha TepuTopii Ykpainu cepiit F2300620, R2300467, R2300618
HE3apeeECTPOBAHOTO JiKapChKOro 3acoby Memantine Accord 20 mg, tabletki
powlekane, 56 tabletki powlekane, Bapo6uunTBA Accord Healthcare S.L.U.
Hiszpania, 3 MAPKY6AHHAM [HO3EMHOIO MOB0I0, 3 MeToI aKTUBHOI TpPOTUAIT
TOLIHPEHHIO JIIKAPChKUX 3ac06iB, MuIsSXHM HAZIXOUKCHNS Ta YMOBHM 36epiranns skux

_HEeBiJIOMi, BH3HAYHTH sKiCTb Ta Oesneunicty sicux HEMOJKIINBO, 3 OrIAmy Ha Te,

O Taka NPOAYKLUis € HeGe3neyHow Ta Moske HECTH MOTEHUIHHY 3arpo3y }UTTIO
Ta 3/10pOB’10 HACEJIEHH:

3ABOPOHSIIO peanizauiro, 30epiranus Ta 3acTocysans cepiii R2300620,
R2300467, R2300618 HE3apeeCTPOBAHOTO JIIKAPCHEOro 3aco0y Memantine Accord
20 mg, tabletki powlekane, 56 tabletki powlekane, Bupo6HuuTBa Accord

Healtheare S.L.U. Hiszpania, 3 mapryeannsm IHO3eMHOI0 MOBOIO, 110 odiwiitHo He -
BBO3HBCS HA TEPUTOPIO YKpaiHu.

Cy6’extam FOCIIONaprOBaHHS, SKi 3AIHCHIOIOTH peaitizauito, 36epiranus
Ta 3aCTOCYBaHHs IiKapChKUX 3ac0G6i, HEBIAKIAHO, micis OJICPXKaHHS JaHOro
PO3NOPADKEHHS, IEPEBIPUTH HASBHICTD BKA3AHIX cepiii mikapcebkoro 3aco0y, BIKUTH
3aX0IH IIONI0 BHIyYeHHS iX 3 00iry muIsIXOM 3HWmEHHS a6o NOBEPHEHHS
HOCTaYalIbHUKY, PO IO INOBIAOMUTH TE€PUTOpIalbHKI Oprau Hepixnikenyx6u.
Y pasi sunmenns Bigxozie 3a3Havenux Cepiii JiKapChKOro 3acoby B ABOTHKHEBHI
CTPOK HAMpPaBUTH [0 TEPUTOPIaNBHOro oprany Jlepxxikcnyx6u komito akTa
NPO 3HHIIEHHS BIXOMIB JIIKAPCHKOro 3aco0y.

KouTpons 33 Bukomammsm AAHOIO  pO3MOPS/DKEHHA  31IHCHIOIOTE
TEPUTOpiaNbHi Opraiu Heprxnikenyx6u Ha Bigmosipiii TEPUTOPIi.

HeBukonanus nanoro PO3NOPSKEHHS. TATH2 33 COBOIO BIJINOBIAaBHICTD
3Ti/IHO 3 YMHHMM 3aKOHOJABCTBOM Ykpainu.

Komii nanoro posnopsymxenus HallpaBJIeHi:

MiunicTepetso oxoponu 310poB’s YKpainu;

Al «JlepxaBunii excrepTauit ueHtp Minictepetsa oxoponu 3I0pOB’sl
Vkpainumy.

I'onoBa . - Poman ICA€CHKO

Onena BSI30BCHKA, 1en.(044) 422-55-76 (127)
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JEPXABHA CJIYKBA YKPATHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
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3aCTOCYBAHHAM JIKapChKHX 3ac00iB
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KepiBnukam TEepHTOpiaIbHHX

opranis [lepkiaikcayxon

PO3NOPS/UKEHHA

Bixnosigno mo Koncrutyuii Ykpainu, crateit 15, 22, 55 3akony Ykpainu
«OcHOBH 3aKOHOZIABCTBA Y KpaiHy MPo 0XOpOHY 340paB's», ctateii 15, 17, 21 3akony
Yxpainu «IIpo nixapceki 3aco6u», ITonoxenus npo Jepxkasuy cnyx6y Yipainu
3 MKApCBKUX 3aC00IB Ta KOHTPOJIIO 33 HAPKOTHKAMFi, 3aTBEP/IKEHOr0 TIOCTAHOBOIO
Kabinery MinictpiB VYkpainu Bix 12.08.2015 No 647, Tlopsiaxy 3nilicHeHHS
AEPXKaBHOTO KOHTPOJIO SKOCTI JIKapchbKUX 3aco0iB, 110 BBO3ATHCH B YKpaiHy,
3aTBep/uKeHoro nocranosoro Kabinety MinicTpiB Ykpaiuum Big 14.09.2005 Ne 902,
nynkty 3.2.2 Ilopsaaxy BcraHoBNeHHsS 3a00pOHH (TMM4YacoBOi 3a60OpOHHM)
Ta TIOHOBJICHHS 00Iry JiKapchbKX 3aco0iB Ha TepuTopii YKpaiHw, 3aTBep/DKeHOTO
HakazoM MiHicTepcTBa OXOpoHHM 310poB’st Ykpainu Bix 22.11.2011 Ne 809
(31 3minamm), 3apeecTpoBaHoro MiHicTepcTBoM focTHuii Ykpainu 30.01.2012
3a Ne 126/20439, TTopsaky KOHTPOIIO SIKOCTI JIiKapChKHMX 3aco0iB Mij yac OnTOBOL
Ta po3APiOHOi TOPriBIli, 3aTBEp/PKEHOro HakazoM MiHicTepcTBa OXOPOHH 3[0POB'S
Ykpainu Big 29.09.2014 Ne 677, 3apeectpoBanoro M HicTepeTBoM tocTuuii Ykpainu
26.11.2014 3a Ne 1515/26292, Tpasui yTHiTizaiiii Ta SHHIIEHHS JTiKapchKHUX 3aC00iB,
3aTBep/pKeHUX HakaszoM MinictepeTsa oXoponu 310poB’s Yipainu Big 24.04.2015
Noe 242, zapeectpoBanux MinicTepcTBoM 1ocTHili Ykpaiau Bix 18.05.2015
3a Ne 550/269935, na niacrasi indopmanii JlepxkaBHo! cyOu 3 Tikapchkux 3acobiB
Ta KOHTPONIO 3a HapkoTukamm Yy JIeBiBChKiit ofmacti (nmuer Bix 12.12.2024
Ne  234-01.1.1/02.0/06.14-24); Tonomuoro ympasninus HamionansHoi mnomiuii
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Ykpainn y JIsBiBebkiii obnacti (nuer Big 11.12.2024 No 113859-2024) wono
BHSIBIICHHS B 00iry Ha TepuTopii Ykpaitu cepii NLB1800 HEe3apeecTpoBaHOro
JKapChKoro 3aco0y  Rispolept R 1 mg/ml  roztwor doustny
100 ml, Bupo6unuTEa Janssen-Cilag International NV Belgia, 3 vapryeannsy
IHO3eMHOI0 MOB0I0, 3 METOIO aKTUBHOI mpoTHIi| TOLIMPEHHIO J1IKapChKHX 3aco0iB,
IUISAXH HaNXOJKEHHS Ta yMOBH 30epiranus sxux HEBIJIOMi, BM3HA4YUTH sKicTs
‘Ta OE3NeYHiCTh gKuX HEMOXIIMBO, 3 ormsamy Ha Te, mo Taka [pO;yKIis
€ Hebe3MeTHOIO Ta MOMKe HeeTH NOTeHUIHY 3arpo3y %UTTIO Ta 3/I0POB’IO HACEJIEHHS :

3ABOPOHSIIO peanisauito, 36epiranns ta 3aCToCyBaHHs cepii NLB1800
HE3apeecTpoBaHOro JKapchkoro 3aco0y Rispolept R 1 mg/ml roztwor doustny
100 ml, Bupo6uuuTRa Janssen-Cilag International NV Belgia, 3 maprysannam
IHO3eMHOI MOB0I0, IO odiLiiHO He BBO3MBCS Ha TEPUTOPIIO YKpainy.

Cy6’exram T'OCNIONAPIOBAHHS, sIKi 3AiliCHIOOTE peanizauiio, 30epiranns
Td 3aCTOCYBaHHA JTiKapchKOro 3aco0y, HeBixkmamro, micis OZI€PXKAHHA JAHOTO
POSIIOPSIIKEHH S, IePEBIPUTH HagBHICTE BKa3aHoI cepii Jrikapchkoro 3aC00y, BKUTH
34XOAH IIOJO BHIIYYEHHS if 3 obiry uusxom SHUIICHHSA abo moBepHeHHs
NOCTa%albHUKY, NP0 IO HOBiZOMHUTH TCpUTOpiai>Huil oprau Hepxanikenyx6u.
Y pasi sHHIEeHHs Bigxoxis 3a3Ha4YeHOI cepii Jikapcbkoro 3ac00y B IBOTHXKHEBHiT
CTPOK HAlpPaBHTH [0 TEPHTOPIaNbHOrO oprany [lepxmikcnyx6u koriio aKTa
PO 3HHILEHHS BIXOJIB JliKapchKoro 3aco0y. ‘

Konrpons 31 BUKOHaHHAM  JJaHOro PO3NOPAIUKCHHS  34iHCHIOIOTE
TCPHTOpIaNbHi opranu Hepxnikenyx6u na BIAIOBI THiit TEPHTOPIT.

HeBukonanns namoro PO3MOPAIKEHHsS TArHE 3a coboko BI/INOBI AAIbHICTD
3TITHO 3 YHHHAM 3aKOHOAaBCTBOM YKpaiHu.

Korii anoro posnopsxenus HalpaBJeHi:
Minicreperso OXOPOHH 3/10pOB’st Vkpaiuu;

A1 «/lepxaBuuii KCTepTHHE 1eHTp Minictepcrpa OXOPOHH  3710pOB’st
Ykpainmy.

Tonéea Poman ICAEHKO

Ounena BSI3OBCBKA, Ten.(044) 422-55-76 ( 127)




JAEPJKABHA CJIVIKBA YKPAIHHU 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
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/. L AR Ry KepiBuukam TEPUTOPIaNbHUX

oprauis [lepxiaikcayxou

PO3NOPSIJUKEHHS

Bignosizno no Kowcruryuii Ykpainu, crareii 15, 22, 55 3akoHy Ykpainu
«OCHOBH 3aKOHOaBCTBA YKpaiH# IIPo 0XOPOHY 3[0poB's», cTatedt 15, 17, 21 3akony
Ykpaiun «I1po nikapeski 3aco6u», onoxenus mpo Hepxasny cnyx6y Ykpaiuu
3 JIIKApChKHMX 3acO0IB Ta KOHTPOIIO 33 HAPKOTHKAMH, 3aTBEP/KEHOT0 MOCTAHOBOIO
Kabinety Minictpis Vkpaiuu Bin 12.08.2015 Ne 647, [opsnky 3nificHeHHs
ACPHKABHOTO KOHTPOJIO AKOCTI JIKapChKMX 3acobiB, IO BBO3AThCA B YKpaiHy,
3aTBEp/UKEHOro noctanosoro Kabdinery MinictpiB YVipainu sin 14.09.2005 Ne 902,
nyukty 3.2.2 Tlopsiaky BcTaHOBIEHHS 3a6OpPOHH  (THMUACOBOI 3a00pOHHU)
Ta NOHOBIIEHHS 00Iry JIiKapchkHX 3aco0iB Ha TepuTopii Ykpaitin, 3aTBEP/KEHOr0
HakasoM MiHicTepcTBa OXOpoHH 370poB’s Ykpainm Bix 22.11.2011 Ne 809
(31 3miHamu), 3apeectpoBanoro MimicTepcTBOM FOCTHIUT Ykpainu 30.01.2012
3a N 126/20439, Topsiaky KOHTPONIO SIKOCTI NIKapchKUX 3ac00iB Mij yac onToBOi
Ta pQ3/PiOHOT TOPriBI, 3aTBEpPIKEHOTO HAKA30M MiHicTepcTBa 0XOpPOHH 3710pOB'S
Ykpainn Bizx 29.09.2014 Ne 677, 3apeecTpoBanoro MigictepcTBoM focTuuii Ykpainu
26.11.2014 3a Ne 1515/26292, TIpaBun yTunizamii Ta 3HHIEHHS MKapCBbKHX 3ac06iB,
3aTBEP/UKCHUX HakazoMm MinicTepcTBa 0XOpoHH 310poB’s Ykpaiuu six 24.04.2015
Ne 242, sapeectpoBanux MiHicTepcTBOM  FOCTHIL] Ykpainn Big 18.05.2015
3a Ne 550/26995, na nincrasi indopmaii lepxanoi ciyx0u 3 miKapchKkuX 3acobiB
Ta KOHTPOMIO 3a HapkoTHMKamu y JIbBiBCEKiH obmacti (nmct Bin 12.12.2024
Ne  234-01.1.1/02.0/06.14-24); TonoeHoro ynpasninug  Hauionanbnoi noniuii
Ykpainu y JIbBiBchKiN o6macti (nmer Bin 11.12.2024 No 113859-2024) mono
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BUABICHHA B 00iry Ha Tepuropii Vkpainm cepiii TCEAA4, TVE70, TCEA2
He3apeecTpoBaHoro Jikapcekoro 3acoby Trileptal R 600 mg, 100 comprimidos
recubiertos con pelicula, BUpoOHHUTBA Novartis Farmaceutica, S.A.,
3 MApKY6aHHAM [HO3EMHOIO MOG0I0, 3 METOI AKTHBHOI NPOTHAIl TMOLIMPEHHIO
MKapChKUX 3ac06iB, IUISXH HAAXOKEHHS Ta YMOBH 30€epiraHHs skuxX HeBiIOMI.
BH3HAYMTH SKICTb Ta OE3MEeYHICTh SKHX HEMOXJIMBO, 3 OrJsAy Ha Te, IO TakKa
NPOAYKIIs € HeGEe3MEeYHOIO Ta MOYKe HECTH MOTEHLIHHY 3arpo3y KUTTIO Ta 3JI0pPOB’I0
HaceJleHHS :

3ABOPOHSIIO pearnizauito, 30epiraHHs Ta 3acToCyBaHHs cepiit TCEA4,
TVE70, TCEA2 HE3apeecTpOBAHOTrO JIKapChKOro 3acoby Trileptal R 600 mg,
100 comprimidos recubiertos con pelicula, BupoGEuuTBa Novartis
Farmaceutica, S.A., 3 MAPKYBAHHAM IHO3€MHOIO MO60I0, 10 O(ILiiiHO He BBOZUBCS
Ha TepUTOPiIo VKpaiHu. '

Cy6’exram rocmonapioBanns, ski 3MIHCHIOIOTL  peatisaliio, 30epiraHHs
Ta 3aCTOCYBaHHS JKapChKUX 3ac06iB, HeBIAKJIAAHO, MiC/Is OJepKaHHA AaHOIO
PO3MOPSIKEHHS, IEPEBIPUTH HASIBHICTE BKA3aHHX Cepii Jlikapchkoro 3acoly, BKHTH
3aXOMM MIoNo BHIYYeHHA iX 3 06iry wWIAXOM 3HMWEHHS aBo [OBEPHEHHSH
NIOCTAYalIbHUKY, NP0 IIO IOBIIOMUTU TEPUTOpIaibHHH OpraH Hepxnikcnyxou.
Y pasi 3HHILEHHs BiIXOAIB 3a3HAYCHMX cepiil nikapcbKkoro 3aco6y B ABOTHKHEBHI
CTPOK HAmpaBHTH [0 TEPUTOPIaABHOIO oprany Jlepxmikcnyx6u komito akra
TPO 3HUIIEHHS BiIXOAIB JiKapChKOro 3aco0y.

Kontpoms  3a  Bukonammam  namoro PO3NOPSIKEHHST 3 HCHIOKOTS
TEPUTOpiabHi OpraHu Hepxnikenyx6u Ha BignoBinxii TEPUTOPIi.

Hesukonauus panoro POSTOPSIDKEHHS TATHE 3a CO6GOI0 BiAMOBIMANBbHICTE
3TLHO 3 YHHHUM 3aKOHOABCTBOM Ykpainu.

Konii naroro posnopsimxenns HanpasJjeHi:

MiHictepcrBo oxopouu 340pOB’s YKpainu;

AT «/lepxaBHuit CKCMEPTHUH 1eHTp MinicTepeTsa OXOPOHH  3]10pOB’s
Ykpaiuuy.

I'osioBa : Poman ICA€EHKO
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Onena BA3OBCLKA, Ten.(044) 422-55-76 (127)
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JAEPKABHA CJIYXBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH
(depaxiikeaysxda)

npocniekt bepecreiicbkui, 120-A, m. Kuis, 03115, ten/dakc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kog €/IPTIOY 40517815

BiJI Ha Ne Bill
KepiBuuram cy0’eKTIB
ﬂ iy /éf rocnojapioBanHs, AKi 3aHMal0ThCA
peaJjizanicio, 30epiraHHaM i
/O Qo A.gﬁac_a 3aCTOCY BAHHAM JIIKapCcbKHX 3aco0iB
o R A KepiBunkam TEPUTOPIaTbHHX
; opranis Jlepxkiikciykou

PO3NOPSUKEHHSA

Bignosinso mo Koncrutynii Ykpainu, crareil 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOJABCTBA YKPAiHHU PO OXOPOHY 3/10poB's», cratel 15, 17, 21 3akoHy
Vipaiuu «Ilpo nikapeeki 3aco6u», Ionoxenns npo [lepxasry ciyx0Oy Ykpainu
3 NiKapchKHX 3ac00iB Ta KOHTPOIIO 32 HAPKOTHKAMM, 3aTBEP/UKEHOrO MOCTaHOBOIO
Ka6meTy MinicTpiB Vkpainu Big 12.08.2015 No 647, Tlopsaxy 3aificHeHHs
JePKABHOTO KOHTPOMIO SKOCTI JIKAapChKHMX 3aco0i3, 11O BBO3STHCS B YKpalHy,
3aTBEpLKEHOro roctaHoBolo KabGinery MinicTpis V«painu Bix 14.09.2005 Ne 902,
nyskty 3.2.2 Tlopsaky BCTaHOBIGHHA 3a0opoHu (TMM4YacoBoi 3a0OpOHK)
T4 TIOHOBJIEHHS 00Iry JiiKapchKuX 3aco0iB Ha TepuTOpli YKpaiHH, 3aTBEP/KEHOrO
HakasoM MiHicTepcTBa OXOpoHH 310poB’s VYkpaiwm Bin 22.11.2011 Ne 809
(3i 3miHamu), 3apeectpoBasoro MinicTepcTBoM focTuuii Ykpainum 30.01.2012
3a Ne 126/20439, ITopsiaKy KOHTPOIIEO SKOCTI JIIKApCBKUX 3ac061B Mifl Yac OMTOBOL
Ta po3apiGHOI TOPTiBIi, 3aTBEPXKEHOr0 Haka3oM MiHicTepcTBa OXOPOHH 3/10POB'S
Vkpaiuu Bin 29.09.2014 Ne 677, 3apeectpoBasoro MinicTepcTBoM rocTHLT YKpaiHu
26.11.2014 3a No 1515/26292, [1pasun yTwiizawii Ta 3HAIIEHHS J11KapchbKUX 3ac00iB,
3aTBEpIKEHUX Haka3oM MinicTepcTBa 0XopoHH 310poB’s Ykpainn B 24.04.2015
Ne 242, 3apeectpoBanux MinictepctBoM toctuiii  Vkpainu Bin 18.05.2015
3a Ne 550/26995, na mizcrasi indopmauii JlepxxaBHo! ci1yx0u 3 TiKapcbKux 3aco0is
Ta KOHTPOJIO 3a HapkoTWkamu y JIpBiBebKid obmacti (nmer six 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); TonosHoro ympaBniHHg HauioHaneHoi mHOMiLii
Ykpaiau y JIbBiBchKiit obmacti (nmmer Bim 11.12.2024 Ne 113859-2024) mono
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BUsIBIEHHS B 00iry Ha Teputopii YKpaiHu cepiii CDM6J002D, CDM6K010D,
CDMG6HO005D HesapeecTpOBaHOTro Jikapeskoro 3acoby Memantine Orion 10 mg
56 tabletek powlekanych, Bupo6uuursa Orion Corporation Finlandia,
3 MAPKYBAHHAM [HO3EMHOIO MOG0I0, 3 METOK aKTHBHOI NPOTH/IIT TIOLIMPEHHIO
NKApCHKUX 3aCO0iB, MUIAXM HAIXOJKEHHS T4 yMOBH 30epiraHHs sKUX HEBIIOMI,
BH3HAUUTU SKICTH Ta Oe3MeuHiCTh SKWX HEeMOXJIHBO, 3 OIVIfAy Ha Te, L0 TakKa
| IpOMyKIIis € HEGEIMEUHOKO Ta MOXKe HECTH MOTEHILIHHY 3arpo3y KHTTIO Ta 30POB’I0
HaCENICHHSA: |

3ABOPOHSIIO peanizalilo, 30epiraHHs Ta 3aCTOCYBaHHS
cepii  CDM6J002D, CDM6K010D, CDMSHOOSD  HesapeecTpoBaHore
nikapcekoro 3aco0y Memantine Orion 10 mg 56 tabletek powlekanych,
sapoounursa Orion Corporation Finlandia, 3 vapxysannss inozemuoro M080io,
1o odilifHO He BBO3UBCS Ha TEPUTOPIIO Y KpaiHU.

Cy6’exTaM rOCTIONApIoBaHHsA, sKi 3MIMCHIOIOTH pearnizauito, 30epiraHHs
Ta 3aCTOCYBaHHS JIKapChKMX 3aco0iB, HEBiJKIAZHO, MICAs OJAEPXKaHHA JAHOIO
PO3HOPSIKEHHA, TIepeBiPUTH HAsBHICTh BKa3aHUX Cepil JIIKapehKoro 3aco0y, BKUTH
3axomu MO0 BUWIydeHHs iX 3 OOIry IUIAXOM 3HUIIEHHS abo MOBEpPHEHH!
NOCTaYa/IbHAKY, NPO IO MOBiJOMUTH TEPUTOpianbHuil opran JlepKiikcmyxOu.
V pasi 3HULICHHS BiIXO/liB 3a3HAICHUX CEpil JIKAPCHKOro 3aco0y B ABOTHXKHEBHUI
CTPOK HAampaBUTH O TEPUTOPIANBHOrO OpraHy Jepxuikcmyx6u Komiro akTa
PO 3HUIIEHHS BXOAiB JTiKapchkoro 3acoly.

KOHTpOIb 33 BUKOHAHHSM  JIaHOTO  PO3MNOPAIKEHHS  3AIHCHIONTH
Tepnroplanbm oprany JlepxiKciykxOu Ha BiJINOBI THiH TEpPUTOPII.

HeBUKOHAHHS AAHOTO PO3MNOPSDKEHHs TATHE 3a COOOKO BIAINOBIAANBHICTD
3riJ{HO 3 YMHHUM 3aKOHO/IaBCTBOM Y KpaiHH.

Korii TaHOTro pO3NOps/DKEHHs HallpaBJICHi:
MiHicTepCTBO OXOPOHH 3/10POB’sl Y KpalHH;

JIIT «J/lepaBuuii ekcriepTHuH UeHTp MinicTepeTBa OXOPOHH 3/10pOB’S
Ykpainu».

Tonosa 7/ _~" Powan ICA€HKO

Osena BA3OBCBKA, Tten.(044) 422-55-76 (127)




AEPKABHA CJIYIKBA YKPAIHH 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Aepaxikenyx6a)

npocnext bepecrelichkuii, 120-A, m. Kuig, 03115, Tes/ake: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kon €JPTIOV 40517815
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3aCTOCYBAHHSAM JIIKAPCHLKHX 32C06iB
9/ o AR 4 ’

KepiBuukam TEPHTOPIAJIBHHX
opranis Jlepuiikcayxou

PO3MNOPSKEHHS

Biznosizno no Koncrurynii Ykpainu, crateii 15, 22, 55 3akoHy Ykpainu
«OCHOBH 3aKOHO/IaBCTBA YKpaiHu [po 0X0poHy 340pOB'sa», cTatel 15,17, 21 3aKoHy
Ykpaiuu «IIpo nikapceki 3acodu», Ilonoxkenns mpo Hepxasny cnyx6y Vkpainn
3 JIIKapCBKUX 3aco6iB Ta KOHTPOJIIO 33 HAPKOTHKAMM, 3aTBEPAKEHOrO MOCTAHOBOIO
Kab6izery Minictpis Ykpaiuu Bix 12.08.2015 No 647, Tlopsiaky 3aificHeHHS
ACPKABHOrO KOHTPOJIIO SIKOCTi JIiKAPCHKHX 3ac00iB, 1[0 BBO3SATHCS B Ykpainy,
3aTBEPIUKEHOrO nocTanoBoto Kabinery Minictpis Ykpainu Bix 14.09.2005 Ne 902,
MyHKTY 3.2.2 Tlopsmky BCTaHOBIIEHHS 3a00poHH  (THMuacoBol 3a00poH#)
Ta NOHOBIICHHS 00Iry NiKapchbKHX 3aco6iB Ha TEPUTODPIi YKpaiHH, 3aTBepmKkeHoro
Hakasom MinicTepcTBa OXOpOHHM 310poB’s Vkpaiuu Bixm 22.11.2011 Ne 809
(31 3minamu), 3apeectpoBanoro MinicrepcrtBom rocTumii Ykpainu 30.01.2012
3a Ne 126/20439, Tlopanky KOHTpOJIO SKOCTI JIiKAPCHKHX 3acoGiB MiX Yac onToBo;
Ta PO3NPIOHOI TOPTiBIl, 3aTBEPIKEHOr0 HAKA3OM MiHicTepctBa oxopou 3J10pOB's
Ykpainu Big 29.09.2014 No 677, 3apeecTpoBaHoro Misnictepctsom rocTuuii Ykpainu
26.11.2014 3a No 1515/26292, Ipasun yrunisauii ta SHHULUCHHS JIIKapChKUX 3ac06iB,
3aTBEP/UKCHUX Haka3oM MinicTepcrsa OXOpOHH 310poB’st Ykpaiuu Big 24.04.2015
Ne 242, sapeecrpoBannx MinictepetBoM  rocTHLi Ykpaiuu Bia 18.05.2015
3a Ne 550/26995, Ha nmiacrasi indopmauii Jlepxasnoi CITY)KOH 3 JIiKapChKHX 33c06iB
T4 KOHTDOJIO 3a HAPKOTHKAMHU y JIbBiBChKiii 0GnacTi (mer Bim 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); ['onosroro  ynpasninus Hauionanssoi nominiy
Ykpainu y JIbBiBChKil 06nacr (et Big 11.12.2024 No 113859-2024) om0
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BUABJIEHHs B 00iry Ha TepuTopil Ykpainu cepii M2456M2 He3apeecTpOBAHOIO
nikapebkoro 3acoby Xenical R 120 mg capsule 84 capsule, BupoOHMUTBA
CHEPLAPHARM arzneimittel GmbH, 3 wapxysaniss inozevnow yosoio,
3 METOIO aKTUBHOI MPOTH/II1 NOMUPEHHIO JIIKAPCHKHUX 3aC00iB, LUIAXH HAAXOIKEHHS
Ta YMOBH 30epiraHHs SKMX HEBIIOMi, BH3HAYMTH SKICTh Ta OE3MEYHICTb AKHX
HEMOXXJIMBO, 3 OIJIAy Ha Te, L0 TaKa MPOAYKLis € HeOe3reYHo Ta MOKE HECTH
MOTEHUIAHY 3arpo3y KHUTTIO Ta 3J0POB 0 HACEIEHHS:

3ABOPOHSIO peanizanito, 36epiranns Ta 3actocyBanus cepii M2456M2
He3apeecTpOBaHOroO Jlikapchkoro 3acoby Xenical R 120 mg capsule 84 capsule,
BiHpoGHuuTBAa CHEPLAPHARM arzneimittel GmbH, 3 vapkyearnnam inozemmoro
M060i0, 110 OPILIIHHO He BBO3UBCS HAa TEPHTOPItO YKpaiHu.

Cyb’exram rocrnonaproBaHHs, sKi 3AiHCHIOIOTL peanizauito, 36epiraHHs
Ta 3aCTOCYBaHHS JIKapChKHX 3aco0iB, HEBIAKTAAHO, MiCHA ONEPKAHHSA NAHOTO
PO3MOPS/KEHHS!, IEPEBIPUTH HAABHICTb BKA3aHOI cepii Mikapchkoro 3acoby, BAKHUTH
3aXONH OO BHJIYYeHHS 11 3 00iry umisxom 3HHUIIEHHS afo TNOBEpHEHHS
MOCTa4YalbHUKY, MPO IO TOBIAOMWTH TepUTOpialibHUi opran Jlepiikeaykou.
Y pasi 3HHILIEHHs BIIXOAiB 3a3HaueHOI cepii JiKapchKoro 3acoby B JBOTHKHEBHIA
CTPOK HANpaBUTH [0 TEPHTOpialbHOro oprany Jlepxiikcayx6u Komilo akTa
TpO 3HUILEHHS BIAXOMIB JiKapchKOro 3acoly.

KoHTposb 32  BHKOHAHHAM  JJAHOrO  PO3MOPSKEHHS  3IHCHIOIOTH
TepHTOpiaibHi opranu Jlepxikciry 61 Ha BiANOBiAHIN TepuTOpIi.

HeBHKOHAHHS J1aHOTO PO3MOPA/DKEHHS TATHE 3a COGOK BiANOBINATBHICT
3TiHO 3 YHHHMM 3aKOHOIABCTBOM Y KpaiHH.

Konii nanoro posnopsimkenHs HanpasieHi:

MiHicTepCTBO OXOPOHH 310pOB’s YKpaiHu;

ALl «JlepxaBuuii ekcriepThuii LeHTp MinicTepcTBa OXOpOHH 3I0pOB’S
Ykpainu». ‘

I'osoBa 7/ Poman ICAEHKO
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Onena BA3OBCBKA, Ten.(044) 422-55-76 (127)
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