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JEPXJIIKCJIYKBA

JIEP?)KABHA CJIYXKBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHU Y KIPOBOT'PAJCBHKIN OBJIACTI

yJ1. [peobpaxeHchbKa, 2, M. Kponusxuubkuii, 25006, ten/dakc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https:/www.dls.gov.ua, Koa €JIPIOY 37059505
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KepiBHukam Ta Y OBHOBAKEHUM ocobam
ANTEUHNX Ta MEIMYHNX 3aKJIa1iB
Kiposorpaacbkoi obaacTi

Jlo yBaru Y noBHOBaKEHHX ocib!

HanaeMo po3nopsi/DKEHHS JlepxaBHoi ciyxOu Ykpainu 3 NiKkapchKnX 3aco0iB Ta KOHTPOIO
3a HAPKOTHKAMH 1110/10 3200pOHH 06iry JlikapchbKoro 3acody.

32 HASBHOCTI, BKA3aHUX Yy PO3MOPSIUKEHHI nikapchkux 3aco0iB, MOBIIOMHUTH JlepaBHy
cyx0y 3 JIKapCbKUX 3ac00iB Ta KOHTPOJIKO 32 HApKOTHKaMH 'y Kiposorpaschbkiii obnacti  npo
B)KMTI 3aX0JIM 11010 BUKOHAHHS PO3MOPS/KEHHS.

Indopmalliro HalaBaTH Ha ManepoBUX HOCISIX TIOWITOIO, 3a anpecoto: 8y [IpeobpasicencobKa,
2, m. KponusnuuwKuit, 25006, 3 1onaTKamu:

a) IIpU BMIIICHHI B KAPAHTHH JI0A€THCA Korisi MPUOYTKOBOI HAKJIAZHO;

6) pPU MOBEPHEHHI MOCTAYATBHUKY J0/1AI0THCS: Korisi pUOYTKOBOT HAKJIA/IHOT;

KOTisl HAaKJIaJIHOT Ha MOBEPHEHHS.

B) Y BHUNAJKY nepeavi  BIJAXOJB JiKAPCbKOTO 3acoby Ha yTHjizaiilo abo 3HWIUICHHS,
y JIBOTHKHEBHH CTPOK 10IHHOPMYBaTH JlepxaBHy ciyx0y 3 JIKapChKHX 3ac00iB Ta KOHTPOJIIO 3a
HApKOTHKaMH Yy KipoBorpaickKiit obracTi Ta HalaTh KOMito MpHOYTKOBOI HaKJIAHOI.

[Ipy HacTYNHWX TOCTaBKax niKapchKUX 3aco0iB, BKa3aHWX Y pPO3MOPS/DKEHHAX, CYO eKT
rOCTIOIapIOBAHHS MOBMHEH  BXKUTH 3axoMiB 1010 3anobiraHHs npuadaHHs, peanizauii Ta
3aCTOCYBAHHS JiKAapChKMX 3aC00iB, 3a3HAUCHUX Y pO3MOPSAIDKCHHAX.

V BHNAAKY BiICYTHOCTI JIIKAPChKNX 3ac00iB, BKA3aHUX Yy PO3NOPSDKECHHAX 4 JIMCTaX
JlepotikeITyxom, BiINOBi/li B NHCHMOBOMY BUT/IS/1I HAIABATH HE NOTPiOHO.

OJHOYACHO HArajy€eMo, WO 3 PO3MOPSIDKCHHIMU Ta JIMCTAMH JleptikeykOn MOXKHA
o3HaiiomuTHes Ha odiliitHomy BeOcaTi JlepxaBHoi ciyxOn Ykpainu 3 JNiKapchKUX 3acoliB Ta
KOHTPOJIIO 332  HApKOTHKaMH (https://www.dls.gov.ua/) B po3/ii PO3ITOPSJDKEHHSA
JIEPHUTIKCITY XBU.

JlonaTku:

1. Kofiis po3nops/UKEHHS JlepxaBHoi cyx6n Ykpaihu 3 NiKapehKUX 3ac0o0iB Ta KOHTPOJIIO 34
HapkoTHKamu Bin 25.12.2024 Ne 12270-001.1/002.0/17-24 nal apk.;

2. Komist po3nopsi/DKEHHS JlepxkaBHoi cayx6n Ykpainu 3 JiKapChKUX 3aco0iB Ta KOHTPOIIO 3
HApPKOTHKAMH Bil 25.12.2024 Ne 12271-001.1/002.0/17-24 nal apk.;

3. Komist po3nops/DKEHHS JlepkaBHoi cyxOn Ykpainu 3 NiKapchKHX 3aco0iB Ta KOHTPOJIIO 34
HapkoTHKamu Bin 25.12.2024 No 12273-001.1/002.0/17-24 wnal apk.;

4. Kormist po3nopsi/UKEHHS JlepxaBHoi ciyx6n YKpaiHu 3 niKapchKuX 3aco0iB Ta KOHTPOJIO 34
HApPKOTHKAaMM BiJ 25.12.2024 Ne 12276-001.1/002.0/17-24 nal apk.;

5. Koris po3nops/DKEHHS JlepkaBHoi cayx6n YKkpainu 3 niKapcbKuX 3aco0iB Ta KOHTPOJIIO 32
HAPKOTHUKAMM BLI 25.12.2024 Ne 12278-001.1/002.0/17-24 nal apk..
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JEPXKABHA CJIY)KXBA YKPAIHH 3 JIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(depxJikeiryxba)

npocnext Bepecreiicbkuit, 120-A, M. Kuis, 03115, Ten/akc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua, Kox €IPIIOY 40517815
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opranis [epxikcayx0u
PO3NOPSAKEHHA

BigmosizHo no Konctutyuii Ykpainu, crateii 15, 22, 55 3akony Vkpainu
«OCHOBH 3aKOHOIABCTBA Y KPaiHK PO OXOPOHY 310p0B'si», cTaTel 15, 17, 21 3akoHy
Vipainu «ITpo nikapcbki 3acoom», TMonoxenns npo Jlepxasny ciyx0y Ykpaihu
3 JiKapCbKMX 3ac06iB Ta KOHTPOMIO 33 HAPKOTHKAMHM, 3aTBEP/KECHOTO MOCTaHOBOKO
Ka6inery Minictpis Ykpainn Bin 12.08.2015 No 647, Tlopsaaky 3aiACHEHHS
JIEP’)KaBHOIO  KOHTPOJIIO SIKOCTI JIIKapChKUX 3aco0iB, 11O BBO3ATbCS B Ykpainy,
3aTBEPHKCHOTO NMOCTAHOBOIO KaGinety MinicTpiB Yipainu BiA 14.09.2005 Ne 902,
nyukty 3.2.2 Tlopsnky BCTaHOBICHHA 3a6opodu  (THM4acoBoi  3a00poHN)
Ta TOHOBJEHHs 06iry JiKapchKux 3acobiB Ha TepuTOpIi YKpaiHH, 3aTBEPIKEHOrO
nakasoM MiHicTepcTBa OXOPOHW 3/10pOB’s  YKpaiHH Big 22.11.2011 Ne 809
(31 3MiHaMH), 3apeEcTPOBAHOTO MiHicTepcTBOM IOCTHIIIT YKpaiHu 30.01.2012
3a Ne 126/20439, TlopsiKy KOHTPOJIO AKOCTi JiKapChKUX 3acobiB MiJ 4ac onToBOi
Ta po:;npiGHo'i TOpriBJli, 3aTBEP/XKEHOr0 HaKa3oM MiHicTepcTBa OXOPOHH 3/10pOB's
Ypainu Bix 29.09.2014 Ne 677, 3apeccTpoOBaHOTO MidicTepcTBOM IOCTHILIT Y KpalHHU
26.11.2014 3a Ne 1515/26292, TTpaBun yTuizadil Ta 3HULICHHS NiKapChKKX 3aco0iB,
3aTBEP/UKEHUX Haka3oM MIHICTepPCTBa OXOPOHHU 3nopos’s Ykpainu Bin 24.04.2015
No 242, 3apeectpoBaHux MiHiCTEpPCTBOM joctuuii  Yxpainu Bin 18.05.2015
3a Ne 550/26995, na nincrasi inpopmanii JlepxaBHoi cnyx6u 3 JiKapchKuX 3aco0iB
Ta KOHTPONIO 3@ HAPKOTHKaMH Y JIbBiBCHKiN o6macti (nmer Bin 12.12.2024
No 234-01.1.1/02.0/06.14-24); I'onosHoro yrpaBaiHHA Hauionanbhoi noiuil
Vkpainn y JlbBiBCKiit 0BnACTI (et Bin 11.12.2024 Ne 113859-2024) mono
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BUABIEHHS B 00iry Ha Teputopii Ykpainu cepiii 3035381, 3031957, 3035112
He3apeecTpoBaHOTo Jikapebkoro 3acoby Sintrom 1 mg comprimidos Via oral
60 comprimidos, Bupo6uuuTsa Merus Labs Luxo II S.a.R.L. Luxemburgo,
3 MApKY6aHHAM I[HO3EMHOI0 MO60I0, 3 METOI0 aKTHBHOI MPOTHJII TOIINPEHHIO
niKapcbKuX 3aco0iB, LLISIXW HAAXOIKEHHA Ta yMCBH 30epiraHHs SIKMX HEBiJIOMI,
BM3HAYUTH SKICTh Ta Oe3MeyHICTh SKMX HEMOXJIMBO, 3 OIJIAAYy Ha Te, U0 TaKa
[POYKIIisi € HeGE3MEeYHOIO Ta MOXKE HECTH MOTEHLIHHY 3arpo3y JKHMTTIO Ta 310POB’I0
HACEeJIeHHS:

3ABOPOHSIIO peanizauito, 36epiraHHs Ta 3actocyBaHHsa cepid 3035381,
3031957, 3035112 He3apeecTpoBaHOro Jikapchkoro 3aco0y Sintrom 1 mg
comprimidos Via oral 60 comprimidos, BupoGunursa Merus Labs Luxo I}
S.a.R.L. Luxemburgo, 3 MapkysaHHsm IHO3eMHOW MO80K), 1110 oiuiiiHo
He BBO3WBCS Ha TEPUTOPIIO YKpaiHHU.

CyG’ckTam rocro/iaproBaHHs, siKi 3IifCHIOIOTE peanizauiio, 30epiraHus
Ta 3ziCTocyBaHHx JNiKapcbKMX 3aco6iB, HEBIJKIAAHO, Micis OJepPXKaHHA JaHOro
PO3MOPSIKEHHS, TIEPEBIPUTH HASBHICTH BKa3aHWX cepii NiKapChKOro 3acody, BXKUTH
3aXO4M LIOAO BHIYYeHHs iX 3 O6iry UUIAXOM 3HUIUEHHS a0o TMOBEPHCHHS
ocTayasbHUKY, MPO L0 NOBIIOMUTH TEPUTOPiAIbHKI OpraH JlepImiKCITyx6Hu.
Y pasi 3HHILCHHS BiAXO/iB 3a3HAYEHMX CEPIi JIKapPCHKOTro 3aco0y B JBOTHKHEBHUM
CTPOK HAMPaBUTH JIO TEPUTOPIANILHOrO Opravy Jlepxikcny0Ou KOMilo  aKTa
[pO 3HUIIEHHS BiIXOJIB JIIKapChKOro 3aco0y.

KoHTpomb 33  BMKOHAHHSAM  JAHOTO  DO3MOPS/DKEHHS  3IHCHIOTEH
TepuTopianbHi opranu Jlepxitikenyx0n Ha Bi/IMOBIZ(Hi# TepUTOPII.

HeBHKOHAHHS JAHOrO PO3MOPSIDKEHHs TATHE 3a CO0OIO BiNOBIIATIBHICTE
3riJIHO 3 YUHHUM 3aKOHOJIAaBCTBOM Y KpaiHH.

Konii 1aHoro po3nopskeHHs: HarpapJieHi:
MiHiCTepCTBO OXOPOHHU 3/10pOB’sl Y KpalHH;

JUT «JlepikaBuuit excrieprhuii 1eHTp MinicTepcTBa OXOPOHH 3/10pOB’si
Y KpaiHU».

TosoBa ’ Poman ICAEHKO

Onena BSI3OBChKA, ten.(044) 422-55'-76 (127



AEP)KABHA CJIY)KBA YKPATHHU 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(Mepoxikemyxoa)

npocnekT bepecreiicbkuii, 120-A, m. Kwnis, 03115, Ten/pakc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kox C/IPTIOY 40517815
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opranis Jlepaxnikcayx6u

PO3MOPSDKEHHS

Bianosinuo no Koncruryuii YKkpainu, crarzii 15, 22, 55 3aKkoHy Ykpaiuu
«OCHOBH 3aKOHOaBCTBA YKpaiHu npo OXOpOHY 310pOB's», cTateii 15, 17, 21 3akoHy
Yxpainu «ITpo nikapceki 3aco6u», [TooxkeHHs npo JlepxaBHy ciyxGy Ykpainu
3 JIKapChKUX 3acobiB Ta KOHTPOJTIO 32 HAPKOTHKAMH, 3aTBEPIXKEHOr0 MOCTAHOBOIO
Kabinery Minictpis Ykpainu sin 12.08.2015 Ne 647, TMopsnaky 3niiicHenns
AICPKABHOTO KOHTPOIO AKOCTI JiKapChbKMX 3aco(iB, 110 BBO3STLCH B Ykpainy,
3ATBEPIDKEHOTO nocTaHoBoto Kabinery MiuicTpis Ykpainu Bix 14.09.2005 Ne 902,
nyHkty 3.2.2 Tlopsaky BCTaHOBNEHHS 3a00poHKH  (TMMYacoBoi 3a00poHN)
Ta MOHOBNEHHsI O0Iry NiKapchbkUX 3acobiB Ha TEPUTOPIi YKpaiHu, 3aTBepmKkeHOro
Hakasom MinicTepcTBa 0XOpOHH 310poB’st Ykpainu Bin 22.11.2011 Ne 809
(31 3miHamu), 3apeecTpoBaHOro MisictepcTBoM  tocTunii Ykpainun 30.01.2012
3a Ne 126/20439, TMopsaxy KOHTPOJIIO AIKOCTI JIIKapChKMX 3acoBiB M yac onTosoi
Ta po3apiGHOI TOPriBiI, 3aTBEPIKEHOrO HAKA30M MinicTepcTBa oxoponu 3/10pOB's
Ykpainu Bin 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHicTepcTBOM 10CTHLLT Ykpaiuu
26.11.2014 3a Ne 1515/26292, Tpasun YTAJTI3aUil Ta 3HUILEHHS JiKapChKUX 3aco0iB,
3aTBEP/UKEHNX Haka3oM MiHicTepcTBa 0XopoHHu 31l0poB’st Ykpaiuu Bix 24.04.2015
Ne 242, 3apeectpoBanux MiHictepcrBoM  rocTunii Yxpainu Big 18.05.2015
3a Ne 550/26995, na mincragi i Hopmauii [epskasroi ciyx6u 3 JMIKapChbKUX 3ac00iB
Ta KOHTPOJIIO 3a HapkoTHKaMu y JIbBiBCbkili oGnacti (et Bixm 12.12.2024
N 234-01.1.1/02.0/06.14-24); TonoBHoro ynpaenivus  HauioraneHoi momimii
Ykpaiuu y JlbBiBChKiit 06nac’Ti (muct Bim 11.12.2024 Ne 113859-2024) wmono
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BUsBIEHHS B 06iry Ha Tepurtopii YkpaiHu cepiii 3035332, 3035328, 3034537,
3034534 He3apeecTpOBAHOro Jikapchkoro 3acoby Sintrom 4 mg comprimidos
Via oral 20 comprimidos, BupoGuuuTsa Merus Labs Luxo II S.a.R.L.
Luxemburgo, 3 mapKkyéauusm iHO3eMHOIO MO60I), 3 METOIO aKTHUBHOT MPOTHIIT
MOILIMPEHHIO JIIKapChKUX 3ac00iB, MIIAXM HAIXOUKCHHS Ta yMOBH 30epiraHHs AKUX
'HEBiZOMi, BU3HAYUTH HKICTb Ta Ge3NeuHiCTh SAKHY HEMOXIIMBO, 3 OIIAAYy Ha T€,
110 TaKa MPOAYyKLis € HEOe3neyHOo Ta MOXKE HECTH MOTEHIIHHY 3arpo3y MXHUTTHO
Ta 3710POB’ 0 HACEJIEHHS:

3ABOPOHSIIO peanizaiito, 30epirants Ta 3acTOCYBaHHS cepiii 3035332,
3035328, 3034537, 3034534 He3apecCTPOBAHOrO JIIKapChKOro 3aco0y Sintrom 4 mg
comprimidos Via oral 20 comprimidos, Bupo6unursa Merus Labs Luxo If
S.a.R.L. Luxemburgo, 3 MapkyéauHam IHO3€MHOK MOG0I0, 110 oiuitHo
e BBO3WBCS HAa TEPUTOPIIO Y KpaiHU.

Cyb6’extam rocrojiapioBaHhs, SKi 3AIACHIOIOTH peatizauiio, 30epiraHHs
Ta BaCTOC)'BaHHﬂ nikapchKuX 3aco6iB, HEBIAKNAZHO, MICIA OAEPX)aHHsi [IaHOro
PO3NOPSIKEHHS!, TIEPEBIPUTH HasIBHICThH BKa3aHHMX cepiii iKapcbKoro 3acoly, BXUTH
5aXOAM OO BHWIy4YeHHs iX 3 00iry LuIsIXOM 3HULIEHHS abo [OBepHEHHS
MOCTaYaIbHUKY, (PO 11O TOBIAOMHTH TepuTOpia.ibHuii opran JlepkiikciykOu.
Y pasi 3HMILEHHS BIAXOMIB 3a3HAYEHUX cepiit nikapcpKoro 3acoby B ABOTHXHEBUH
CTPOK HAMpaBUTH [0 TEPUTOPIANbHOTrO OpraHy Jlepxnikenyx6u  Komilo  akra
[P0 3HUIIEHHS BiZXOiB JIKapPChKOro 3aco0y.

KOHTponb 33  BMKOHAHHSM  JIaHOrO  DO3MOPSH/LKCHHA 3IIACHIOIOTh
TepuTOpianbHi opranu Jlepiikeiyxou Ha Bi/INOBILHil TEepUTOPIT.

HeBuKOHAHHS JaHOTO PO3MOPS/DKEHHs TATHE 32 co0o10 BI/MOBIJANIBHICTE
3rLIHO 3 YMHHUM 3aKOHO/I@BCTBOM Y KpaiHH.

KComii 1aHOTO PO3NOPAKEHHs HaTpaBJIeHi:
MiHicTepcTBO OXOPOHH 3JI0pOB’st Y KpaiHH;

JITT  «JlepxaBHuil eKCNEpTHUH LEHTP MikicTepcTBa OXOPOHH 3/10pOB’S
Yxpaium».

TonoBa -§é Poman ICAEHKO

Onena BA3OBCBKA, ten.(044) 422-5’5-76 (127)



JAEPKABHA CJIVKBA YKPATHU 3 JIIKAPChKHUX 3ACOEIB
TA KOHTPOJIKO 3A HAPKOTUKAMHU
(Aepxmikeiyxta)

npocnext bepecreiiceknii, 120-A, m. Kuis, 03115, ten/pake: (044) 422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua, Koa €JIPTIOV 40517815
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PO3ITOPSAXKEHH A

Binnosiano no KoHetutyuii YVkpainu, crateii 15, 22, 55 3akoHy Ykpainu
«OcHosu 3akoHo1aBCTBA Y KpaiHK PO OXOPOHY 3I010B'», CTaTeii 15, 17,21 3akony
Yipaitu «[Ipo nikapceki 3aco6u», Tlonoxenns mpo JlepxxasHy cnyx0Oy Ykpainu
3 JIKapChKMX 3ac00iB Ta KOHTPOJIIO 32 HAPKOTUKAN W, 3aTBEPIKEHOr0 MOCTAHOBOK)
Kabinery Minictpie Vkpainu sin 12.08.2015 Ne 647, [opsiaky 3aificHenHs
ICPXKABHOIO KOHTPOMO AKOCT JIKapChKMX 3acoliB, 10 BBO3AThCS B YKpainy,
3aTBEpIDKEHOro noctaHoBoo Kabinety Minictpis Yxkpainu Bix 14.09.2005 Ne 902,
ayHkty 3.2.2 [lopsaky BCTaHOBNEHHs 3a0OPOHM  (THMYACOBO 3a00pOHH)
Ta MOHOBJIEHHs 00Iry JIIKapChKHX 3aco0iB Ha TepuTopii Ykpaiuw, 3aTBEpIKEHOI0
Haka3oM MiHicTepcTBa OXOpoHH 3a0poB’s VYkpainu Bim 22.11.2011 No 809
(31 3MiHamm), 3apeectpoBaHoro MiHicTepcTBOM [OCTHLIT VYkpainn 30.01.2012
3a Ne 126/20439, TNopsiaky KOHTPOIO AKOCTI JiKapChKUX 3ac0BiB MiA Yac ONTOBO
Ta po3APIOHOT TOPriBIl, 3aTBEPIKEHOr0 Hakazom MinicTepcTsa OXOPOHH 3J10pOB'A
Ykpainu Bin 29.09.2014 Ne 677, 3apecctpoBanoro MiHicTepeTBoM ocTHLil Ykpainu
26.11.2014 3a Ne 1515/26292, Tpasun yTunizauii Ta 3HHIEHHS JIKapCHKUX 3aCOBIR,
3aTBEP/DKEHUX HakazoM MinicTepcTBa 0Xoponu 3/10poB’s Ykpainu Bix 24.04.2015
No 242, 3apeectpoBanux MinictepctBoM toctuiii Vkpainu Bin 18.05.2015
3a Ne 550/26995, na nincrasi ingopmauii [epxashoi ciryx6u 3 NIKapChKUX 3ac00iB
Ta KOHTPOJIIO 3a HApKOTHKaMu y JIbBiBChkiit obmacti (nuer Bim 12.12.2024
Ne 234-01.1.1/02.0/06.14-24); Tonosuoro ynpasninus HarioHanbHoi nosiuii
Ykpainu y JIbBiBCBKii o6nacr'i (mact Big 11.12.2024 Ne 113859-2024) wono
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BHABIEHHS B 06iry Ha Tteputopii Ykpainu cepii P0005433 HesapeecTpoBaHOTrO
nikapcekoro 3aco0y Imuran, 50 mg, Tabletki powlekane 100, BupoOGHHIITBA
Aspen Pharma Trading Limited, Irlandia, 3 mapkyeanuam ino3emHolo MO80IO,
3 METOK aKTHBHOT MPOTH/IIT MOLIMPEHHIO JIIKAPChKUX 3aC001B, LUISXH HAIXODKEHHS
Ta yMOBM 30€piraHHsi SIKMX HEBIIOMi, BH3HAYUTH SKICTh Ta 0e3MeyHICTh AKUX
HEMOXJIMBO, 3 OIJISLY Ha Te, IO Taka MpOAYKIlis € Hebe3NeyHOow Ta MOXe HEeCTH
MOTEeHIiiiHy 3arpo3y )KUTTIO Ta 3710POB’I0 HACEIEHH!

3ABOPOHSIIO peanisaito, 36epirants Ta 3actocyBanHs cepii P0005433
He3apeecTpOBaHOro Jiikapcbkoro 3aco0y Imuran, 50 mg, Tabletki powlekane 100,
gupobuuuTBa Aspen Pharma Trading Limited, Irlandia, 3 wmapkysanHsm
iHO3eMHOI0 M0GOI0, O ODILIIHHO HEe BBO3UBCS Ha TEPUTOPIIO Y KpaTHH.

Cy6’eKTaM TOCIOAAPIOBAHHS, SKi 3/IACHICIOTH peanizailito, 30epiraHHs
Ta 3aCTOCYBaHHs JIKAPCHKUX 3aco0iB, HEBIAKNALNO, MIC/s OAEpKaHHS NAHOro
PO3MOPAIKEHHS], IEPEBIPUTH HASBHICTL BKA3aHOT cepii J1ikapchbKkoro 3acoby, BXKUTH
3axoau oo BUIyueHHs 11 3 OOIry NUISXOM 3HHILEHHS abo mMOBepHEHHH
MOCTAaYaIBHAKY, TIPO IO TOBIIOMUTH TEPUTOpiabHUH OpraH JlepxikcTy ) Ou.
Y pasi 3HHUIIEHHS BIAXOIB 3a3HaueHOl cepii JiKapcLKOro 3ac00y B JBOTHIKHEBHH
CTPOK HAIPaBUTH JIO TEPUTOPIABHOTO OpraHy Jlepxikcay0Ou Komio akTa
Mpo 3HMILEHHS BiAXO/iB JIIKapchKoro 3acody.

KoHTpoib 3@  BHKOHaHHAM  JAHOrO  pO3MOPSDKEHHS 3A1ACHIOIOTh
TepuTopiaibHi opranu Jlepxnikciyx0u Ha BiZNOBiAHIH TEPUTOPIT.

HeBHKOHAHHS JAHOTO PO3NOPAMKEHHs TArHe 3a co0olo BiAMOBIAAJIbHICTD
3CiHO 3 YUHHUM 3aKOHOABCTBOM YKpaiHH.

Konii 1aHOro po3nopsKeHHs HampaBieHi:
MiHicTepCTBO OXOPOHHU 3710POB’s Y KpaTHH;

JUMT «JlepaBuuii excnepTHuit 1eHTp MiHicTepcTBa OXOpOHH 3JIOpOB’ s

YKpaiHu».

FoaoBa s il AU Poman ICAEHKO

Onena B5I30BCBKA, ten.(044) 422-55-76 (127)
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PO3IIOPSIJIZKEHF(SI

Binnosinno no Kowcruryuii Ykpaiuu, crareit 15, 22, 55 3akoHy Ykpaiuu
«OCHOBH 3aKOHO/1aBCTBa Y KpaiHHu PO OXOPOHY 310D0B's», CTaTel 15,17, 21 3akony
Ykpainn «Ilpo nikapceki 3acoGu», [Tonoxenns mpo Hepxasny cnyx6y Ykpainu
3 JIIKAPCbKMX 3aCO6iB Ta KOHTPOIIO 32 HAPKOTHKAMH, 3aTBEP/KEHOT0 OCTAHOBOK)
Kabinery Minictpis Vkpaiuu Bix 12.08.2015 Ne 647, [lopsaky 3aitficHenns
IEPXKaBHOTO KOHTPOJIO AKOCTI JIIKapChbKHX 3acoiB, 110 BBO3STHCS B Ykpainy,
3aTBep/LKeHOro nocraHoBoto Kabinery Minictpis Ykpainu six 14.09.2005 No 902,
nynkty 3.2.2 [Ilopaaky BcTaHOBieHHS 3a00POHH  (TUMYAcOBOL 3ab0poH#H)
Ta TIOHOB/EHHA 00iTy JiKapchkux 3aco6iB Ha TepuTopii YKpaiHH, 3aTBepIKEHOrO
HakasoM MiHicTepcTBa OXOpPOHH 310poB’s Yknainu sia 22.11.2011 Ne 809
(31 3MiHamu), 3apeecTpoBaHOrO  MiHIiCTEPCTBOM KOCTHILLT Ykpaian 30.01.2012
3a Ne 126/20439, Tlopsiaky KOHTPOIIO SKOCTI JiKzpChKHX 3ac06iB Mij 4ac OnTOBOI
Ta po3/pibHOI TOPriBIli, 3aTBEpIKEHOro Hakazom MinicTepcTsa OXOPOHHU 3JIOPOB's
Yxpainu Bin 29.09.2014 Ne 677, 3apeectpoBanoro MiHicTepcTBom 1ocTHLil Yxpaiun
26.11.2014 3a Ne 1515/26292, T1paBun yTunizanuii ~a 3HUIIEHHS NIKapCbKHX 3aC00iB,
3aTBEPUKEHUX Haka3om MiHicTepcTBa 0XOpOoHU 310poB’s Ykpainu Bin 24.04.2015
No 242, 3apeectpoBanmx MinictepctBom tocuuii  Yipainu Bin 18.05.2015
3a Ne 550/26995, na nincrasi indopmauii JlepxkaBHoi ci1yx6u 3 JIKapChKHUX 3ac06iB
Ta KOHTPOJIO 3a HapkoTWKamu y JIbBiBCbKili o6Gnacti (muet Bix 12.12.2024
N 234-01.1.1/02.0/06.14-24); TonoeHoro ynpapniHs Hauionanbhoi momiuii
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Yxpainu y JIbBiBehKilt oGnacti (mact Bix 11.12.2024 No 113859-2024) wono
BUABNIEHHA B 00iry Ha Teputopii Ykpainu cepiii 3631A, 3628A HEe3apeecTpoBaHoOro
Nikapcbkoro 3acoby Akineton R 2 mg tabletki, 50 tabletek, BHPOOHUUTBa Deasma
GmbH, 3 mapkysaunsm IHO3eMHOI0 MO60IO, 3 MeTolo AaKTUBHOI mpoTuaii
MOLIMPEHHIO JIKAPCHKUX 3ac06iB, msXy HA/IXOJDKCHHS Ta YMOBH 36€piranus SKux
HEBIIOMi, BM3HAYUTH siKicTh Ta Oe3MeYHICTh AKUX ACMOXIINBO, 3 OrIANY Ha Te,
O Taka MpOMYKLis € HEOEe3I1eYHOI0 Ta MOXe HecTH NMOTEHWUIHHY 3arpo3y XUTTIO
Ta 310pPOB’I0 HACEJICHHS ;

3ABOPOHSIIO) peanizauito, 36epiranns Ta 3aCToCyBaHHs cepiii 3631A,
3628A HE3apeeCcTpOBaHOro JlikapcbKoro 3aco0y Akineton R 2 mg tabletki,
S0 tabletek, BHpPoOHHUTBa Desma GmbH, 3 MAPKY6annaM [HO3eMHOIO MOgoIo,
o o(piuiiHO He BBO3UBCS Ha TepuTopito Ykpainu.

Cy6’exram FOCNoOAaproOBaHHs, siki  30IHCHIOIOTE peasisauito, 36epiranus
Ta 3aCTOCYBaHHs JIIKapChKMX 3acobiB, HEBIAKIAAFO, nicis O/IepXKaHHsl JaHOro
PO3MOPSIIDKEHHS, 1epeBiPUTH HAsIBHICTS BKa3aHMX cepiii Jlikapchkoro 3ac00y, BXKUTH
34XOAM MOAO BHIIYYEHHs X 3 o0iry mwsxom 3HUIUEHHA abo MOBEPHEHHS
MOCTa4aIbHUKY, TPO MIO MOBIAOMHTH TE€PUTOpIaN>HUil Opraw Jlepxunikciayx6wu.
Y pasi 3HHILEHHS BiAXOiB 333HAYCHIX cepiit NikapehKkoro 3ac00y B ABOTHXKHEBHIT
CTPOK HampaBUTH JI0 TepUTOpiaibHOIO oprany [lepxiikcayx6u komito akTa
[TPO 3HWIIEHHS BIJXOAIB JiKAPCbKOro 3aco0y.

Koutponk 32 Bukonanusm AdHOTO  [O3MOPADKEHHS  3AIHCHIOIOTE
TEPUTOPIabHI OpraHu Hepxnikenyx6u Ha Bignosimiii TEPUTOPIi.

Hesukonanus nauoro PO3MOPAIDKEHHS TATHE 3a COGOIO BiANOBIHAIBHICTE
3rIZHO 3 YHHHHUM 3aKOHOAABCTBOM Ykpainu.

Komii naHoro posnopsmkenns HarpaBJIeHi:

MinicTepcTBo 0X0OpoHH 3110poB’s Ykpainu;

HIT  «[lepxapumnii CKCTICPTHUH UeHTp MinicTepcrra OXOpPOHHU  3710pOB’s
Ykpainuy.
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Binnosiaso no Kowcturyuii Ykpainu, crareii 15, 22, 55 3akony Ykpaidu
«OCHOBH 3aKOHO/1aBCTBA Y KpaiHU PO OXOPOHY 3710pOB'a», cTaTeii 15, 17, 21 3a1<op§y
Ykpainn «[lpo sikapebki 3acobu», TMonoxkenns npo Jlepxkasny ciyx6y Ykpainu
3 JIIKapChKMX 3aC00iB Ta KOHTPOIO 338 HAPKOTHUKAMH, 3aTBEPIKEHOTO MOCTaHOBOKO
Ka6inety Minictpis Yxpainu Bix 12.08.2015 Ne 647, [Topsaxy 3miiiCHEHHS
AEPXABHOTO KOHTPOJIIO SAKOCTI JIKapCchKMX 3acoiB, 10 BBO3ATbCS B YKpaiHy,
3aTBEP/UKEHOrO nocranosolo Kabinery Minictpis Ykpainu Bin 14.09.2005 Ne 902,
nyHkty 3.2.2 [Tlopsaaxy BcraHoBieHHs 3abopoHW  (TMM4YacoBOi 3a60p0Hu)
Ta MOHOBJICHHS 00Iry NiKapchbKux 3aco0iB Ha TepuTopii YkpaiHu, 3aTBEP/DKEHOrO
Haka3oM MiHicTepcTBa OXOpoHHM 370poB’s VYkpainu Big 22.11.2011 Ne 809
(3i 3minamm), 3apeectpoBaHoro MinictepctBom roctuuii Ykpainu 30.01.2012
3a Ne 126/20439, Tlopsiaky KOHTPOIIO SKOCTI JiKapchkMX 3aco0iB MiJ Yac ONTOBO
Ta Po3ApPiGHOT TOPriBili, 3aTBEPIKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHH 310pPOB'S
Yxpainu Bia 29.09.2014 Ne 677, 3apeectpoBaHoro MiHiCTepcTBOM OCTHLIT Yxpa'i'Hu
26.11.2014 3a Ne 1515/26292, Tpasun ytunizauii 1a 3HALLEHHS NiKapchKHX 3ac00iB,
3aTBEP/UKEHNX HakKa3oM MinicTepcTBa 0XOpoHU 310poB’s Ykpainu Big 24.04.2015
Ne 242, s3apeectpoBanux MiHicTepcTBOM JOCTHIIT YKpainu Bix 18.05.2015
3a Ne 550/26995, na nincrasi indopmanii JlepxkaBHoi ciryk6u 3 nikapchbknx 3acd6iB
Ta KOHTPOJKO 3a HapkoTMkamu Yy JIbBiBCbKiM oGsacti (nmuer Big 12.12.202
No 234-01.1.1/02.0/06.14-24); [onoBHoro ynpasninus Hauionansnoi noJstiLi
Ykpainu y JlbBiBcbKifi obmacti (nmet Big 11.12.2024 Ne 113859-2024) ufono
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BUABJEHHS B 00iry Ha Tepuropii Ykpainu cepii 2206305 HE3apeECTPOBAHOIO)
nikapebkoro 3aco0y Elocom R 1 mg/g plyn na skore 20 ml, BupoOHHUTBA
Organon Polska Sp.z.0.0., 3 MapKyeanHam iHO3EMHOIO MOBOIO, 3 METOIO aKTHBHOI
NpoTU/iT TOLIMPEHHIO JiKapChKMX 3aco0iB, MUISXH HAAXO/DKEHHS Ta YMOBY
36epiraiHs SKUX HEBIZOMi, BM3HA4YUTH AKICTb Ta OE3NEYHICTH AKUX HEMOXJIMBO,
3 OISy Ha T€, WO TaKa HPOAYKLIA € HeBEe3MeYHOK Ta MOXE HECTH MOTEHLIHHY
3arpo3y XKHUTTIO Ta 3J0POB’I0 HACEJICHHS: |
3ABOPOHSIIO peanizauito, 30epiraHHs Ta 3acTOCyBaHHsS cepil 2206305
HesapeccTpoBanoro Jikapcbkoro Elocom R 1mg/g plyn na skore 20 ml,
BiupobunuTsea Organon Polska Sp.z.0.0.,, 3 Mapkyeanniam iHO3eMHOI0 MOBOIO, o
odiliifHO HEe BBO3UBCS Ha TEPUTOPItO YKpaiHH. |
Cy6’extam rocrnojaproBaHhs, sKi 3AIACHIOTL peasnizallito, 30epiraHHs
Ta 3aCTOCYBaHHs JIIKApCbKMX 3aco0iB, HEBIAKIAAHO, TIC/sA ONCPMKaHHS IaHOTO
PO3NOPAKEHHS, [IEPeBIPUTH HASBHICTh BKA3aHOI Cepii JIIKapchKoro 3acoby, BKHTH
3aXOfM UIOJO BWIYYEHHs ii 3 00iry UUISXOM 3HMILEHHs abo TOBEPHEHHS
NocTavyanbHUKY, MPO IO MOBIAOMUTH TEPUTOpIarbHUA Opra Jleprutikcayx6u.
V pasi 3HMILEHHS BiAXOMIB 3a3Ha4eHoi cepii Jikapchkoro 3acoly B JIBOTHIKHEBHI
CTPOK HANpaBUTH [0 TepuUTOpianbHoro oprany Jlepxiikemysiom KOMiI0 aKTa
1O 3HULIEHHS BiIXOMIB JIIKAPCLKOro 3aco0y.
KoHTponb 32  BUKOHAHHSM  [IaHOTO  DO3MOPAKEHHS  3JIHCHIOIOTE
TepuTopianbHi oprany Jlepktikery0H Ha BiAMOBIJHIA TEPUTOPIL. f
HeBUKOHAHHS [AHOTO PO3MOPS/DKEHHS TATHE 3a COOOK BiAMOBIAANBLHICTD
3riZIHO 3 YHHHUM 3aKOHOJABCTBOM Y KpaiHH.

Konii 1aHOro po3nopsaXKeHHs HalpaBJieHi:
MiHiCTEpCTBO OXOPOHH 310pOB’s Y KpalHHu,

JIIT «JlepxaBhuii ekcriepTHUii LeHTp MiHicTepcTBa OXOPOHH 3110poB 5
Y kpainun».

lonoBa / / . Poman [CA€HKO

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