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KepiBuukam anTeunux ta
JIKYBaJIbHHX 3aKJIa1iB 06.1acTi

Mo yBarn ynosnoBaxenux oci6!

Hanaemo' posnopsmpkenns ta mucr HepxaHoi ciyx6u Yipainu 3 JIKapchKUX 3aco0iB Ta
KOHTPOJIIO 32 HAPKOTHKAMH JOMOBHEHHS A0 PO3MOPSJUKEHHS MO0 3a00POHHU Ta MIOHOBJICHHS obiry
JKapChKHX 3ac00iB. il _

3a_HasBHOCTI, BKa3aHHX y PO3IOPS/DKEHHAX JIKAPCHKHX 3ac06iB, IOBiIOMHTH JlepxaBuy
cmyx0y 3 niKapchKHX 3acoGiB Ta KOHTPOIO 32 HapkoTHKamu y KipoBorpancekiii o6macri 1po
BXKHTI 3aXO/IH 010 BUKOHAHHS PO3IOPSIKEHD. g

Iudopmanito  HajmaBatm  Ha  mameposmx HOCISIX — TOMTOW, 33  ampecoro:
eya. Ilpeobpascencoka, 2, m. Kponusnuyvkuii, 25006, 3 nonarxamu:

a) [IPH BMIIleHHi B KADAHTHH JI0a€ThCS KOst NpUOYTKOBOT HAKJIA[HOT;
0) IIpH MOBEPHEHHI MOCTAYANLHHKY TOIAIOTHCS: KOIIist MpHOYTKOBOT HAKJIAHO;
KOIIisl HAKJIAZHOI Ha TOBEPHEHHS.
B) Y BHNAJKy Mepenadi BiIXoMiB JHKapchKOro 3aco0y Ha yTumizaniro a6o 3HumeHHS,
Y ABOTHXXHEBHi CTPOK moiH(opMyBaTH HepxaBny ciyx6y 3 mikapchKux 3aco6iB Ta KOHTPOJIIO 3a
HapxoTukamu y KipoBorpazcekiit o6macti Ta Hanati koo NprOYTKOBOT HAKJIA[HOT.

Ilpn HacTynmHuX mocraBkax mikapcbkux 3ac00iB, BKa3aHHX Y pPO3IOPSAIKEHHSX, cy0’exT
TOCIIOZIapIOBaHHA MOBHHEH BXHTH 3aXOMiB LIOAO 3aloGiranms npunbaHHs, peamisamii Ta
3aCTOCYBaHHS JIIKAPCHKHX 3aC06iB, 3a3HAYCHIX Y PO3NOPSKEHHSX.

Y BHNAAKy BiNICYTHOCTi JiKapchKux 3ac00iB, BKa3aHHX Y PO3MOPSKEHHSX YH JIHCTAX
Hepxnikeiy:x6u, Binosini B IIMCbMOBOMY BHUIJIA/I HAIaBaTH HE MOTPIOHO.

OnnovacHo Haragyemo, mo 3 PO3NOPA/DKCHHAMH Ta JIMCTaMH J{epxITiKCIyk6H MoxkHA
O03HAaHOMHTHCS Ha odiniiiHOMy BeGcaiiTi HepxaBHoi ciyx6u Vkpainm 3 miKkapchkux 3acobis Ta
KOHTpO/IO 32  HapkoTHkamu  (http://dls.gov.ua/) B posaini  PO3IIOPSPKEHHS
JEPXIJIIKCJTYXXBU.

OkpiM TOro, o3HaOMHTHCS 3 MOBiTOMJICHHSMM PO BCTAHOBJIEHHS 3a00pOHH Ta
TOHOBJICHHs 00iry miKapchkuX 3acoGiB, ski BHmami Hepxiikcmyx6010, MOXHA Ha odiuiitHOMY
BeOcaiTi JlepxkaBHOi cimyx6u 3 JMKapChKUX 3acoliB Ta KOHTPOMO 3a HapKOTHKaMH y
Kiposorpancekiit o6nacri (mus. mucr Bix 28.05.2019 No 320/03-19).

Honarku:

1. Konis posnopsmxenns JlepxasHoi cyx0n YKpaiHu 3 JiKapchKuX 3aco6iB Ta
KOHTPOJIIO 32 HapKoTHKamH Bix 21.11.2019 Ne 8632-001.1/002.0/17-19 ua 2 apK.
2. Konist po3nopsmkenns JepxaBHoi cimy0u YKpaiHu 3 JlikapchKuX 3aco6iB Ta
KOHTpOJIIO 32 HapKoTHKaMu Bia 21.11.2019 Ne 8633-001.1/002.0/17-19 5a 2 apk.
3. Komis posnopsimkenns Jlepxasnoi ciryx0u YKpaiHu 3 JTiKapchKuX 3aco0iB Ta
KOHTPOJIO 32 HapKoTHKamu Bix 21.11.2019 Ne 8634-001.1/002.0/17-19 ua 2 apK.
4. Komis posnopsimkenns Jlepxasuoi cinyx0u YKpaiHu 3 JikapchKHX 3ac06iB Ta
KOHTPOIIO 32 HapKOTHKamu Bix 21.11.2019 Ne 8635-001.1/002.0/17-19 a 2 apK.

[epxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTpONO
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5. Komis posnopsmkenns JlepkaBHoi ciiyx6u Vkpainu 3 nikapchbKux 3acobiB Ta
KOHTPOJIIO 33 HApKOTHKaMH Bix 21.11.2019 Ne 8636-001.1/002.0/17-19 na 2 apk.
6. Komis posnopsmkenns JlepxasHoi cyx6u Ykpainu 3 JTiKapchKHX 3aco0iB Ta
KOHTPOJIIO 332 HapKOTHKaMH Bix 21.11.2019 Ne 8638-001.1/002.0/17-19 Ha 2 apk.
7. Komist posnopsmkenHs JlepxaBHoi cinyx6u Ykpainu 3 JTKapCchKUX 3acobiB Ta
KOHTPOJIIO 32 HapKoTHKamH Bif 21.11.2019 Ne 8639-001.1/002.0/17-19 na 2 ap.
8.  Komis posnopsmkenns JlepkaBHoi cityx6u VYKpaiHu 3 ITiKapchKUX 3aco0iB Ta
KOHTPOJIO 32 HApKOTHKaMH Bix 21.11.2019 Ne 8641-001.1/002.0/17-19 na 2 apk.

Havanbuuk ciayx6u / Jlinis IAH®IJIOBA

Jlropmuna Llumox 32 14 41
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KepiBHuKaM TepHTOpiaibHHX OPraHis
Jepaikcayx0u
PO3NOPSJUKEHHS

Bignosizso mo Komcrurynii Ykpainu, cratedi 15, 22, 55 3akoHy Ykpaiiu
"OCHOBH 3aKOHOZABCTBa YKpaiHM Mpo OXOpOHy 3fopoB's", cratei 15, 21 3akoHy
Vkpainu "ITpo nikapceki 3aco6u”, IlonoxenHs npo JlepxasHy cnyx6y YkpalHu 3
MiKapceKUX 3aco0iB Ta KOHTPOJIO 3@ HApPKOTHKAMH, 3aTBEP/DKCHOrO MOCTAaHOBOKO
Ka6inery MinictpiB Vkpaism Bin 12.08.2015 Ne 647, Tlopsaky 3AifCHEHHS
JIepKaBHOTO KOHTPONIO SKOCTI JiKApChKHX 3aco0iB, IO BBO3ATECA B YKpaiHy,
3aTBep/KeHOro mocTaHoBolo KaGinery Minictpis Ykpainu Bin 14.09.05 Ne 902,
TMopsiAKy BCTAHOBJIEHHs 3a0OpoHHM (THM4acoBOi 3a0OPOHH) Ta MOHOBICHHS obiry
NiKapchKUX 3aco0iB Ha TepHTOpii YKpaiHH, 3aTBEPKEHOIO HakasoM MiHictepcTBa
OXOpOHH 370poB'st YKpainu Bix 22.11.2011 Ne 809, 3apeecTpoBaHHM B MiHicTepcTBi
toctriii Ykpainu 30.01.2012 3a Ne 126/20439, ITopsiIKy KOHTPOJIIO AKOCTI JIKAPChKUX
3aco6iB mixm uac omnToBoi Ta po3ApiOHOI TOPriBii, 3aTBEPKEHOro HaKa3oM
MiHicTepcTBa OXOPOHH 310poB's Ykpainu Bin 29.09.2014 Ne 677, 3apeecTpoBaHHM B
MinictepeTsi roctunii Ykpainu 26.11.2014 3a Ne 1515/26292, Ilpasun yTHJIi3auii Ta
SHHIEHHs JKApChKUX 3aco6iB, 3aTBEepKEHHX Haka3oM MiHICTEpPCTBA OXOPOHH
snopos's Ykpainu Bin 24.04.2015 Ne 242, 3apeecTpOBaHHM B MinicTepcTBi I0CTHIIT
Vkpainz 18.05.2015 3a Ne 550/26995, Ta Ha mifcTasi inpopmarii Bix JlepxaBHoi
ciyx06u 3 JIIKapChKUX 3ac00iB Ta KOHTPOJTIO 32 HAPKOTHKAM B Opechbkiii obacTi OL0
BUAB/IEHHS Ha TepuTOpii VYKpaiHM He3apeecTPOBAHOIO JIKapCHKOIo 3aco0y
"BUTAHTOJT", 0,5 Mr/mi y ¢akonax 1o 10 mu, cepii 257610, supoGHuLTBa "Mepk
KITA", HiMeyunHa, 3 METOK aKTHBHOI MpPOTHAIl MOMIMPEHHIO HESAKICHHX,
He3apeeCTPOBAHUX JiKAapChKHX 3aco0iB Ta TakKHX, IO oQiLiiiHO HE BBO3WIKCH Ha
TEPUTOPII0 YKpaiHH:

[HepxasHa cnyx6a 3 nikapcbkux 3acobie Ta KOHTPONO
M2 3a HapkoTukamu y KipoBorpaachkii obnacri
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~ 3ABOPOHJIIO pearnizauiio, 30epiraHHs Ta 3aCTOCYBAaHHS Bcix cepii
nikapcekoro 3acoby "BUI'AHT OJI", 0,5 Mr/mn y ¢nakonax no 10 mx, BUPOOHMITBA
"Mepk KI'rA", HiMequnHa.

Cy6’ekTaM rocCro/iaproBaHHs, gKi 3IIHCHIOIOTH peai3allilo, 30epiraHHs Ta
3acTOCYBaHHS JKapChKuX 3acobiB, HeBiKJIAJHO TICHS OJEpXaHHA JaHOTO
pO3TOPSDKEHHS NePEeBiPUTH HAsBHICTH BKA3aHOTO JIIKapChKOTO 3aC00y, BIKUTH 3aX0/
OO0 BHIYYEHHs #Horo 3 o6iry IUIAXOM 3HHIIEHHS, NPO IO II0BiIOMHUTH
TepUTOpiaJbHUA OpraH TlepctikcmyxGu. Y pasi 3HUIICHHA BiZixoAiB mpenapary B
JIBOTH)XKHEBHI CTPOK HANPaBUTH 10 TEePUTOPiaIbHOTO Oprany Tleprxmikcmyx6u KOmio
aKTa PO 3HHUILEHHA BiAXOAIB nikapcbKoro 3acofy.

KoHTpOJIb 32 BAKOHAHHAM JaHOTO pO3MOpPsIKEHHA 371i{CHIOIOTh TEPUTOpiabHI
OpraHu Jlepskikcryx0u Ha Bi/IMOBi/IHI# TEPHTOPIL.

HeBHKOHAHHS JAHOTO PO3MOPS/DKEHHs TATHE 33 co60r0 BiJNOBIAANBHICTD
3riHO 3 YUHHUM 3aKOHOJaBCTBOM YkpaiHu.

Komii aHOro po3rnops/LKEHHA HarpaBleHi:
MiHicTepCcTBO OXOPOHH 3710poB’si YKpaiHH;
JII1 " [eprxaBHHH eKCIIepTHHM LIEHTP MinicTepcTBa OXOPOHH 310poB st YKpainu'.

IosioBa Poman ICAEHKO

Mapuua TapaH 422-55-76
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KepiBHHKaM TepHTOpiaJbHHX OpraHis
Hepsxnikenyxou

PO3IOPSIIKEHHS

Bigmosiguo mo Koncrutynii Ykpainu, crareit 15, 22, 55 3akoHy VYkpaiuu
"OcHOBH 3aKOHOAABCTBa YKpaiHH IO OXOpOHy 3mopos's", crareit 15, 21 3akony
Yxpainu "Ipo nikapceki 3aco6u”, IlonoxenHs npo epxaBHy ¢inyx6y Ykpainu 3
NiKapChKHX 3ac00iB Ta KOHTPONIO 32 HAPKOTHKAMH, 3aTBEPDKEHOIO ITOCTAHOBOIO
Kabinery MinictpiB VYkpainm Big 12.08.2015 Ne 647, Ilopsanky 3aificHeHHs
Iep)KaBHOTO KOHTPOJIIO 33 SKICTIO JIIKAPCHKUX 3ac00iB, IO BBO3SATECS B YKpaiHy,
3aTBepPKEHOro nocraHoBoro Kabinery MinictpiB Ykpainu Big 14.09.2005 Ne 902,
[Topsanxy BcTaHOBIeHHA 3a00opoHH (THM4acoBoi 3a00pOHH) Ta MOHOBJIEHHS O0Iry
NiKapchKHX 3aco0iB Ha TepHTOpil YKpaiHH, 3aTBep[KeHOro Haka3oM MiHicrepcrsa
OXOpOHH 3710poB's Ykpainu BiA 22.11.2011 Ne 809, 3apeectpoBanum B MiHicTepcTBi
roctuiii Ykpaiau 30.01.2012 3a Ne 126/20439, ITopaaKy KOHTPOIIIO AKOCTI JIiKap¢bKUX
3aco0iB mMifA Yac ONTOBOI Ta pO3APiOHOI TOPriBN, 3aTBEpPPKEHOr0 HAKa30M
MinicrepcTBa oxopoHH 370poB s Ykpainu Big 29.09.2014 Ne 677, 3apeecTpoBaluM B
MinictepcTsi roctunii Yxpainu 26.11.2014 3a Ne 1515/26292, Tlpasun ytunisauii ta
3HHIIEHHA JIKapChKHX 3aco0iB, 3aTBep/KEHHX Haka3oM MiHiCTepcTBa OXOQPOHU
310poB’s Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHiCTePCTBI FOCTHIIIT
Ykpaiau 18.05.2015 3a Ne 550/26995, Ta Ha miacrasi iHpopmanii Bix epixaBHoi
ciy0H 3 JIiKapChKHX 3ac00iB Ta KOHTPOJIIO 32 HapKoTHKaM B Opiechkiit obnacTi oo
BUSBJICHHS Ha TepUTOpii YKpaiHM BBE€3€HOro 3 MNOPYIIEHHAM 3aKOHOAaBCTBA
nikapcekoro 3acoby I'EITA-MEPLI, ammynu mo 10 M Ne 10, cepii 201211,
supobuuiTea Mepr ®apma I'm6X u Ko. KI'aA, HimeuunHa, 3 MeTOIO aKTMBHOL
NPOTHIIi MOIIMPEHHIO HESKiCHUX, He3apeeCTPOBAHMX JIIKAPCHKUX 3ac00iB Ta TakwuX,
10 oiniiiHO He BBO3MIIKCH HA TEPUTOPIIO YKpaiHH:

[epxasHa cnyxba 3 nikapcbkux 3acobis Fa KOHTPONo
M2 3a Hapxoruxauu y Kpoaorpap,cwu 06na CTi
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3ABOPOHSIIO peanisairo, 30epiraHHA Ta 3acTocyBaHHs JIiKapCBKOro 3acoly
I'ETIA-MEPL], ammynu mo 10 mur Ne 10, cepii 201211, Bupo6HuLTBa Mepn ®apma
I'M6X u Ko. KT'aA, HimMeuuuHa.,

Cy6’extam rOCIIOAapCHKOI AISTIBHOCTI, AKi 3 i CHIOIOTE pearisariro, 36epiralas
Ta 3aCTOCYBaHHS JKAapCBKHX 3aco0iB, HEBIIKIAMHO IiCis OJIEpXaHHS JaHOTO
PO3NOPAKEHHSA NIEPEBIPUTH HAABHICTh BKa3aHOI cepii JIiKapChKOTo 3acofy, BKUTH
3aXOMM IIOAO BHJIYYEHHA il 3 06Iry IUIAXOM 3HHINEHHA, 1IPO MO MOBLXOMETH
TepUTOpiayIbHUK opraH Jlepxtikcnyx6u. V pasi sHumeHHS BiZIXOZiB HmpemapaTy B
ABOTH)XHEBHH CTPOK HANPABHTH JI0 TEPHTOPIAILHOTO OPraHy Jepxikcmyx6u Kofiito
aKTa PO 3HUILEHHS BiXOMIB JiKapchKOro 3acoby.

KOHTpOIIE 32 BUKOHAHHSM [JAHOTO PO3MOPSIKEHHS 3/iiCHIOIOTE TepI/ITopiaJLLHi
opraHH Jlepxikciy>x6u Ha BifIOBi/HIN TepUTOPIiL.

HeBHKoHaHHS NaHOTO PO3MOPS/KEHHS TATHE 3a COGOI BiAMOBINATBHICTD
3Ti/{HO 3 YUHHUM 3aKOHOJABCTBOM YKpaiHH.

Komii 1aHOro po3nopsimkeHHs HanpaBJieHi:
MinicTepcTBO OXOPOHU 3/10pOB’S YKpaiHu;
AIT " lepxcasuuii excnieprauit nentp Minicrepersa oxopou 310poB’s Yipainu'".

I'onora /,’/Z"/ Poman ICAGHﬂ(O

MapwuHa Tapan 422-55-76




JAEP)KABHA CJIYXKBA YKPATHM 3 JIKAPCHBKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Aepxutikcay:xoa)
npocnexr [Tepemory, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua, Kox €JIPTIOV 40517815

Ha Ne Bix

/ _ [// Leeceq g/ KepiBHukam cy6’ekTiB rocrnoaapioBaHHsl,
” skl 3aliMaloTheA peasizanicio,
< O > ) ') = . .

7 e el e 30epiraHHsaM i 3aCTOCYyBaHHAM

7/. R I L JiKapchKHX 32c00iB

KepiBHHKaM TepHTOpiaJIbHHX OPraHiB
Hepanikcryx0n

PO3NOPAZKEHHA

Bignosigno no Konctutywii Yxpainu, crareit 15, 22, 55 3akony Yxpainu
"OCHOBM 3aKOHOJaBCTBa YKpaiHM IO OXOpOHy 370poB'a", crared 15, 21 3akony
Vxpainu "TIpo nixapceki 3aco6u”, Ilonoxenns mpo JlepxasHy cmyxO0y Ykpainu 3
JMKapChKHX 3ac00iB Ta KOHTPOMIO 3a HApKOTMKAMHM, 3aTBEPIDKEHOIO MOCTAHOBOIO
KaGimery MinictpiB Ykpainm Big 12.08.2015 Ne 647, Ilopsaaxky 3miiiCHEHHS
JIEPXKABHOTO KOHTPOJIIO SIKOCTi JiKapChKUX 3aco0iB, IO BBO3AThCA B YKpaiHy,
3aTBep/pKeHoro mocranosoo Kabinery MinictpiB Ykpainu Bin 14.09.05 Ne 902,
Tlopsiiky BCTaHOBJICHHS 3a6OpoHH (THM4YacoBOi 3a00POHM) Ta IOHOBJEHHS 00iry
MiKapcEKUX 3acobiB Ha TepuTOpii YKpaiHH, 3aTBepKeHOro HakasoMm MiHicTepcTsa
oxopoHH 310poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBanum B MinicrepcTsi
roctunii Ykpainu 30.01.2012 3a Ne 126/20439, ITopsiiky KOHTPOJIIO SKOCTI JIIKAPCBKHX
3acobiB mij 4Yac omnToBoi Ta po3apiOHOI TOpriBii, 3aTBEP/KEHOTO HaKa3oM
MiHicTepcTBa 0XOpPOHH 30poB's Ykpainu Bif 29.09.2014 Ne 677, 3apeectpoBanuM B
MinictepcTsi rocTuuii Ykpainu 26.11.2014 3a Ne 1515/26292, ITpasun yrunizauii ta
3HUIIEHH: JiKapchKMX 3aco0iB, 3aTBEp/PKEHMX HakaszoM MiHicTepcrsa OXOpOHH
30poB's YKpainu Bif 24.04.2015 Ne 242, 3apEECTPOBAHUM B MlHlCTepCTBl IOCTHLIT
Yxpainu 18.05.2015 3a Ne 550/26995, Ta Ha miAcCTaBi indopmanii Big JlepxaBHoi
cIyXO6H 3 TiKapChKKX 3ac06iB Ta KOHTPOJTIO 33 HApKOTHKAM B OfiechbKil 0bmacti 10/10
BUSBJIEHHS Ha TepUTOpil YKpaiHM He3apeecTPOBAHOIO JIKapCHKOro 3acody
SOLCOSERYL, 2,07 mg/g ma3b 20 1, cepii 113200, BupobHunrea "Meda Pharma
GmbH & co", HiMeyynHa, 3 METOI0 aKTUBHOI MPOTHJii NOIIMPEHHIO HEAKICHHUX,
He3apeeCTPOBAHMX JIIKAPCBKUX 3aco0iB Ta TakMX, IO OQIUifHO He BBO3MJIMCH Ha
TEPUTOPiI0 YKpaiHH:

[epxaBHa cny>k6a 3 nikapcbkux 3acobiB Ta KOHTPOIIO
M2 33 Hapxomxaw y K'poaorpa,qcn;xm obnacri

M2 nepx(mxcn wba 77/0/11-19 Bip 25.11.2019
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3ABOPOHSIIO peanmizaniio, 36epiramus Ta 34CTOCYBaHHS BCIX  cepii
TiKapchKOro 3acoby SOLCOSERYL, 2,07 mg/g mass 20 I, BUpOOHHNTBa "Meds
Pharma GmbH & co", HiMmeuyuna,

Cy6’extam T'OCIIOAapIOBaHHs, sKi 3AiMCHIOIOTE peanizanio, 36epiranns Ta
3aCTOCYBaHHs JIiKapCHKHX 3ac00iB, HEBiAKMAmHO mmics OJIEpXXaHHA JaHOTrO
PO3NOPS/DKEHHA NIepeBipHTYH HasBHICTS BKa3aHoro TMKapchKoro 3acoby, BXHTH 3aX0/(H
MO0  BMIIy4eHHs HOro 3 o6iry musxom SHUIIEHHS, TIPO LIO0 IOBiZOMHTH
TEPUTOpiaNbHui Opran Hepxcrikeiyx6u. V pasi SHMIIEHHS BiAXOXIB mpemapary B
ABOTHXXHEBHH CTPOK HAIIPaBUTH 10 TEPHTOPIANBLHOTO OpraHy Hepxixenysx6u komiro
aKTa IIpO 3HUINCHHS BiJIXO/IB JIIKapCEKOro 3aco0y.

KonTtpous 3a Bukonanusam nanoro POSTIOPAJDKERHS 31iCHIOIOTE TepHTOpiabHi
opranu Jlepsctikciyx6u na BiAIOBi/Hi TEPHTOPIi.

HeBukonanns nanoro PO3NOPAIDKEHHS TArHE 3a co6oI0 BimmoBimatbHicTs
3TiZHO 3 YHHHMM 3aKOHOJABCTBOM Ykpainu.

Komnii ganoro posnopsmkenns HalpasleHi:
MinicTepcTBo 0X0poHU 3JI0pOB S YKpainu;
AIT" lepxaBHuii excreprauit uentp Misicrepersa oxopouu 310poB s Ykpainu".

I'onoBa Poman ICAEHKO

Mapuna Tapau 422-55-76
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PO3NOPAIKEHHS

BingnosigHo 1o Koncrutyuii Ykpainu, crarei 15, 22, 55 3akoHy YkpaiHu
"OcHOBU 3aKOHOJABCTBa YKpaiHH IPO OXOpOHY 310poB's", crated 15, 21 3akony
Yxpainu "[Ipo nixapceki 3acobu", TTonoxenus npo [epxaBHy cinyx0y YkpaiHu 3
NiKapchbKHUX 3ac00iB Ta KOHTPOJIO 38 HAPKOTHKAMH, 3aTBEP/KEHOTO MOCTAHOBOKO
Kabinery MinictpiB Ykpainu Bix 12.08.2015 Ne 647, Ilopsaky 3nailicHeHHS
JIEpXXaBHOIO KOHTPOJIIO 33 fAKICTIO JIKapChbKUX 3aco0iB, 110 BBO3AThCA B YKpaiHy,
3aTBep/pKeHoro nocraHoBoro KaGinery MinicTpiB Ykpainu Big 14.09.2005 Ne 902,
[Topsinky BcTaHOBJIEHHS 3a00poHH (THM4YacoBoi 3a00pPOHM) Ta MOHOBJIEHHS 00iry
niKapchKUX 3aco0iB Ha TepuTopii YKpaiHH, 3aTBepUKeHOro HakaszoM MiHicTepcTBa
OXOpOHH 3/10poB's Ykpainu Big 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTBi
foctuii Yipainu 30.01.2012 3a Ne 126/20439, ITopsiaky KOHTPOIIO SKOCT] JTIKAPCHKHX
3aco0iB miJ Yac oONTOBOI Ta po3ApiOHOI TOPriBii, 3aTBEPPKEHOr0 HaKa3oM
MinicTepcTBa 0XOpOHH 3710poB s YKpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHUM B
MinicrepcTsi rocTuuil Ykpainu 26.11.2014 3a Ne 1515/26292, INpaBun ytunizawii Ta
3HUIIEHHS nixapcmcnx 3aco0iB, 3aTBEpUKEHUX HakazoM MiHicTepcTBa OXOpPOHH
310poB s Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBanuM B MiHicTepcTBi I0CTHILIT
Ykpainu 18.05.2015 3a Ne 550/26995, ta Ha nixcraBi iHdopmauii Bix [lepxaBHoi
cyOu 3 MKapchKUX 3ac00iB Ta KOHTPOJIIO 3a HapKoTHKaM B Oechkiii obnacTi 1mo/10
BUSBJICHHS Ha TepHTOpil YKpailHH BBe3e€HOro 3 MOPYLIEHHSIM 3aKOHOAABCTBA
nikapeskoro 3aco6y HUBAJIWMH, 5 mr/mn ammynu mo 1 mun Ne 10, cepii 10718,
BupobHuuTBa "AO Codapma", Bonrapis, 3 METOI aKTHBHOI MPOTHAII MOMKUPEHHIO
HESKICHUX, HE3apeeCTPOBaHUX JIKAapChbKUX 3aco0iB Ta TakuxX, o odiuiiiHO He
BBO3WJIUCH Ha TEPUTOPII0 YKpaiHu:

HepxasHa cnyx6a 3 nikapcbkux 3acobie Ta KOHTpONO
M2 3a HapkoTukamm y KpoaorpaACbxlu oﬁnacn
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3ABOPOHSIIO peanizaniio, 36epiranus Ta 3acTocyBanHs JKapchKOTo 3acoby
HUBAJIWH, 5 mr/mn ammym mo 1 mm Ne 10, cepii 10718, BUpoOHuLTBA "AO
Codapma", Bonrapis.

Cy®6’exTaM rocnosapcskoi JissbHOCTI, SIKi 3AiHCHIOIOTS peanizariio, 36epiraHus
Ta 3aCTOCYBaHHs JIKapChKHUX 3aco0iB, HEBIAKIANHO TiC/Is OJlepXXaHHS JaHOIo
PO3MOPSKEHHS TePEBIPUTH HAsBHICTh BKA3aHOI cepii Jikapchkoro 3acofy, BXUTH
3aXOfM WIONO BMIIYYEHHs il 3 00iry HUIAXOM 3HMIUEHHS, MpPO IO MOBiIOMUTH
TepUTOPiaNbHHii OpraH Jlepxikcmyk6u. Y pasi 3HMIEHHS BiIXOAiB mpemapary B
JIBOTHXXHEBHH CTPOK HAIIPABMTH [0 TEPHTOPIalbHOTO oprany JlepIikcaykOu Komito
aKTa Mpo 3HUILIEHHS BiXO/iB JIikapchKOTro 3acoby.

KOHTpoI1b 32 BUKOHAHHAM NaHOTO PO3MOPSKEHHS 3/iHCHIOIOTh TePUTOpiabHi
opranu [lepxutikcmy 61 Ha BifnosiaHii TepuTopii.

HeBukoHaHHS NaHOTO pPO3NOPAPKEHHS TArHE 3a coOOI0 BiAMOBINATBHICTH
3ri{HO 3 YUHHUM 3aKOHOJABCTBOM YKpaiHH.

Konii 1aHOro po3nopskeHHs HarmpasJieHi:
MinicTepcTBO OXOPOHH 310pOB’s YKpainu;
JI1 " Jlep>xaBuuii excriepTHui HeHTp MiHicTepcTBa 0XOpOHH 310poB’st Ykpainu'",

I'onoBa Pomaun ICAEHKO

Mapuna Tapau 422-55-76



!

JAEPXKABHA CJIYXKBA YKPAIHHU 3 JJIKAPCHKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Mepxtikcayxoa)
npocnekt [lepemorn, 120-A, M. Knis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kon EIPTIOY 40517815

Ha Ne Bil
' %( /LL St KepiBHukam cy6’exTiB rocnoaapioBanns,
2 e /é e g AIKi 3aliMalOThLCs peaJiizanicio,

30epiraHHsM i 3acTOCYyBaHHSAM
/ A /. /}) JliKapCLKnx 3aco0iB

KepiBHHKaM TepHTOpiaIbHHX OpraHis
Hepxnikeayxou

PO3IIOPSJKEHHS

BinnmosigHo no Konctutynii Yxpainu, crateit 15, 22, 55 3akony Ykpaiuu
"OcHOBH 3aKOHOAABCTBAa YKpaiHM NP0 OXOpOHY 340poB's", crareit 15, 21 3akony
Ykpainu "IIpo nikapceki 3aco6u”, ITomoxeHHs mpo lIep;xaBHy cayx0y Ykpaiuu 3
JMKapChbKHX 3aco0iB Ta KOHTPONIO 32 HAapKOTHKaMH, 3aTBEPKEHOrO OCTAHOBOKO
Kabinery MinictpiB Vkpainu Bin 12.08.2015 Ne 647, Ilopsizky 3ailicHeHHS
AEePXKaBHOTO KOHTPOJIO SKOCTI JIiKapchKHX 3aco6iB, IO BBO3ATECA B YKpaiHy,
3aTBEp/KEHOro noctaHoBoro Kabinery MinictpiB Ykpainu Big 14.09.05 Ne 902,
Ilopsanxy BcTaHOBIEHHS 3a00pOHH (THM4YacoBOi 3a0OpOHM) Ta IIOHOBJEHHS O0iry
JNiKapchKUX 3aco0iB Ha TepuTopii YKpaiHH, 3aTBepIeHOro Haka3oM MiHicTepcrsa
OXOpOHH 370poB'a Ykpainu Bif 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTBi
roctuii Ykpainu 30.01.2012 3a Ne 126/20439, [Topsinky KOHTpPOJIIO AKOCTI JIKapChKHX
3aco0iB mif 4ac onToBOi Ta po3ApiOHOI TOpriBNi, 3aTBEpMKEHOr0 HaKa3oOM
MinictepcTBa 0X0poHH 310poB's Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHHM B
Minicrepctsi locTuuii Ykpainu 26.11.2014 3a Ne 1515/26292, Ilpasun ytunizauii Ta
3HUINEHHA JIIKapChKUX 3aco0iB, 3aTBepUKEHHX Haka3oM MiHicTepcTBa OXOpPOHU
3n0poB'a Ykpainu Bif 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHicTepcTBi IOCTHLIT
Ykpainu 18.05.2015 3a Ne 550/26995, ta na mincraBi iHdopmauii Bix JlepxaBHoi
ciyx0H 3 JlikapchKHX 3ac00iB Ta KOHTPOJIIO 32 HapkoTHKaM B OpiechKiii o6iacTi oo
BUSBIEHHS Ha  TepuTOpii  YKpaiHM  He3apeecTpPOBAHOro  JKapChKOTo
3acoby MYKOCAT-BEJIME]], ammynu o 1 mn Ne 10, cepii 031117, Bupo6HuiTBa
PYII "Benmennpenaparsl”, Pecmy6nika Binopych, 3 MeTOH akTHBHOI MpOTHALL
TMOIIMPEHHIO HEAKICHUX, He3apeeCTPOBaHMX JIiKapChKUX 3aco0iB Ta Takux, LIO
0¢iLiHO HE BBO3WIKCh Ha TEPUTOPiI0 YKpaiHu:

[epxasHa cnyx6a 3 nikapcbkux 3acobie Ta KOHTPONIo
M2 3a HapkoTukamu y Kpoeorpa.qcn:xm oGnacﬂ
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3SABOPOHSIIO  peanisauito, 30epiraHHs Ta 3acTOCyBaHHS BCiX cepiil
nikapcekoro 3acoby MYKOCAT-BEJIME/], amnynu mo 1 mu Ne 10, BUPOOHHULITBA
PVII "benmennpenapartsr", Pecriy6itika Binopycs.

Cy6’exktam rocmomapioBanHs, sKi 3AiMCHIOIOTE peanizawio, 36epiranHs Ta
3aCTOCYBaHHS JIIKAPCHKMX 3aco0iB, HEBIOKIAAHO TiCAs OJEpXKaHHA JAHOTO
PO3MOPAKEHHS I€PEBIPUTH HAsABHICTh BKa3aHOTO JIIKAPCHKOrO 3ac06Y, BXHTH 3aXO0H
IIOAO BHIYYEHHA HOro 3 o0iry IUIAXOM 3HHMLIEHHS, NP0 LIO MOBiZOMHTH
TepuTOpianbHuii opran Jepiutikcmyx6u. Y pasi 3HUIIEHHS BiIXOZiB Ipemapary B
ABOTHXXHEBHH CTPOK HAIPABHMTH JI0 TEPHTOPIaJIbHOTO Oprany JlepxIiKciy6H KoIiro
aKTa Ipo 3HMLIEHHS BIIXO/IB JIIKapChKOro 3acoly.

KOHTpOJIb 32 BUKOHAHHAM [aHOTO PO3MOPSIXKEHHS 3AiHCHIOIOTH TEPUTOPIANIBHI
opranu Jlepxikcmy6u Ha BiiOBiAHi#i TepHTOpIi.

HeBukoHaHHsA JaHOro po3MOps/KEHHA TArHE 3a COOOK BiAMOBiJANBHICTH
3TiIHO 3 YHHHUM 3aKOHOJABCTBOM YKpaiHH.

Komii janoro po3nopskeHHs HanpasJieHi:
MiHicTepcTBO OXOPOHH 3/10pOB ' YKpaiHH;
JIT"Jlep>xaBHuit exciepTHU# LeHTp MiHicTepcTBa OXOPOHH 310pOB ' YKpaiHu".

TonoBa Pomaun ICAEHKO

Mapuna Tapan 422-55-76



AEPIKABHA CIIYKBA YKPATHH 3 JIKAPCBKHWX 3ACOFIB

TA KOHTPO.IIO 3A HAPKOTUKAMMA

(Aepaxnikcy:x6a)
npocnekrt [lepemorn, 120-A, m. Kuis, 03115, Ten/akc: (044) 422-55-77, e-mail: dls@dls.gov.ua,

http://www.dls.gov.ua, Kon ClIPHOY 40517815
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Hepaxnikenyxon

PO3IIOPSITKEHHS

Binnosinzo no Koncrurymii Vkpainu, crareii 15, 22, 55 3akony VYkpaiuu
"OcHoBH 3aKOHOIABCTBa YkpaiHu 1mpo oXopory 310pos's", crareii 15, 21 3akony
Ykpainn "po nikapcski 3aco6u”, TTonoxkerns npo [lepxasHy ciyx6y Ykpaiau 3
NiKapceKUX 3acobiB Ta KOHTPOJIIO 33 HAPKOTHKAMH, 3aTBEPIKEHOTO MOCTAHOBOIO
Kabinery Minictpis Vkpainm sin 12.08.2015 Ne 647, Tlopsinky s3nificenns
ACPKABHOTO KOHTPONIO AKOCTi JKapChKHX 3acoGiB, IO BBO3ATECH B Ykpainy,
3aTBEp/KeHOro noctanoBoio Kabinery Minictpis Vkpainm six 14.09.05 No 902,
Iopsinky BcraHOBneHHs 3aGoponu (THMYacoBoi 3a6OPOHH) Ta MOHOBJIEHHS obiry
JiKapChKHX 3aco6iB Ha TePUTOpii YKpaiHH, 3aTBEpPIXEHOro0 HaKa3oM Minictepcrpa
OXOPOHH 310poB's Ykpainu Bix 22.11.2011 Ne 809, zapeectpoBanum B Minicrepcrsi
roctuii Yxpaiau 30.01.2012 3a Ne 126/2043 9, Ilopsinky KoHTpOIIO SIKOCT] TiKapChEKHX
3aC00iB mixg wac onrToBoi Ta po3npiGHOi TopriBii, 3aTBepmKEHOro HakazoM
MinicrepcTea oxoporu 3x0pos's Ykpainu Bix 29.09.2014 Ne 677, 3apeeCTPOBAHUM B
MiHicrepcTsi rocTuuii Ykpainu 26.11.2014 3a Ne 1515/26292, TIpasun yrunizauii ta
3HUIEHHS JIKapChKUX 3ac06iB, 3aTBEPIKEHHX HAKA30M MinicteperBa oxoponu
3110poB's Vxpaiuu Bix 24.04.2015 Ne 242, 3apeecTpoBaHUM B MiHicTepeTsi rocTHLiT
Ykpainn 18.05.2015 3a Ne 550/26995, Ta ma migcrasi indopmarii Bixg JepxaHol
CITyXOH 3 JliKapchKHX 3aC06iB Ta KOHTPOIIO 3a HapkoTHkaM B Ozecekiii o6macTi momo
BIABICHHA Ha TepHTopii YKpalHH He3apeecTpoBaHoro JiKapCchKoro 3acoby
DUPHASTON, 10 mr Ta6nerku Ne 20, cepii 358151, BupoGuuuTsa "Mylan IRE
Healthcare Limited", Dublin, 3 meToro axTuBHOi MPOTH] MOIUMPEHHIO HEAKICHHX,
He3apeECTPOBAHUX JIKAPCBKHX 3acOGiB Ta TakKux, wIO 0QiLifiHO He BBO3MJIHCH Ha
TEpHUTOpiI0 YKpaiHu:

DOepxasHa cnyx6a 3 nikapcbkux 3acobie Ta KOHTPON
M2 3a HapkoTukamu y Kiposorpaachbkiii o6nacri
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3ABOPOHSIO peamisaniro, 36epiranps Ta 3aCTOCYBaHHS BCiX cepiif
JKapChKOTro 3acoby DUPHASTON, 10 mr Taberku Ne 20, BHPOOHHIITBA "Mylan IRE
Healthcare Limited", Dublin.

Cy6’exkram T'OCIIONApIOBaHHS, sIKi 3MiMCHIOIOTE peanizamito, 36epiranus Ta
3aCTOCYBaHHS JTiIKAPCHKHX 3aco0iB, HeBimKIamHO micig OZepXKaHHA JaHOro
POSTIOPS/KeHHS [EPEBIPUTH HAsBHICTD BKA3aHOIo JKapCHKOTO 3ac00y, BKUTH 3aX01u
LUION0 BWIYYEHHS MHoro 3 o0iry uuisxom SHHINCHHSA, IPO INO IOBiHOMHUTH
TEPUTOpiabHUA OpraH Hepxikemyx6u. V pasi SHHINEHHS BiIXOiB mpemapary B
ABOTHXXHEBUH CTPOK HANPaBHTH 70 TEPHTOPIAILHOIO OpraHy Hepsxixemysx6u kormiro
aKTa TpO 3HUIIEHHS BiIXOAIB JTiKapChKOro 3aco0y.

Kontpons 3a Bukonanmsm naxoro PO3NOPA/UKEHHS 31iHCHIOIOTS TepUTOpiansHi
opranu Jlepxikcimys6u Ha BiAmosi muiit TEPHUTOPII.

Hesnkonanns panoro POSTIOPS/DKEHHS. TArHEe 3a COGO BiAMOBiMANBHICTE

3TiIHO 3 YHHHHUM 3aKOHOZaBCTBOM YKpaiHu.

Komii nanoro posnopsmxenns HanpaBJIeHi:
MisnicTepcTBo oxoponu 37I0pPOB s YKpaiHu;
AI1 " [lepxaBHuit ekciepTHuit ueHTp MinicTepcTsa oxoponu 3M0poB s Ykpainu",

I'onosa Poman ICAEHKQ

Maputa Tapan 422-55-76
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AEPKABHA CJIVKBA YKPAIHM 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM

(HAepacaikemy:x6a)
npocniekt I[lepemorn, 120-A, m. Kuis, 03115, ten/akc: (044) 422-55-77, e-mail: dis@dls.gov.ua
http://www.dls.gov.ua, Kon €JIPTIOY 40517815
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KepiBHnkam Teputopiansuux oprauis
Hepactikenyxou

PO3MOPSIVKEHHS

BinnoginHo no Komcrutynii Vkpaiuu, crateit 15, 22, 55 3akony Vxpaiuu
"OcHoBu 3aKkOHOZABCTBA YKpaiHHM NPo OXOpOHY 310poB's”, crateii 15, 21 3aKoHy
YKpamH “Ipo nixapceki 3aco6u", ITonoXkeHHs mpo I[epxcaBHy cayx0y Ykpaihu 3
JNiKapchKUX 3acobiB Ta KOHTPOJIIO 33 HapKOTUKaMH, 3aTBEPIKEHOrO MOCTAHOBOIO
Kabinery Minictpis Vkpaimm Big 12.08.2015 Ne 647, Ilopsaky 3aiicHGHHS
ACPXaBHOIr0 KOHTPONIO 32 SIKICTIO JIIKApCHKMX 3aco0iB, IO BBO3ATECA B YKpaiHy,
3aTBepIkeHoro nocranoBoro Kabinery Minictpi Vkpainu Bixm 14.09.2005 No 902,
Iopsinky BcTanoBIeHHs 3a60pOHM (THM4YacoBOi 3a60pOHHM) Ta MOHOBIEHHS OBIry
nikapcKkuX 3acobiB Ha TepuTopii YkpaiHH, 3aTBepAXeHOro HakasoMm MiHicTepeTBa
0XOpoHH 3710poB's Ykpaiuu Bix 22.11.2011 Ne 809, 3apeectpoBanum B MinictepcTsi
rocruuii Yxpainu 30.01.2012 3a Ne 126/20439, ITopsiaiKy KOHTPOJIO AKOCTI JIKapCHKHX
3ac00iB Mg 4Yac onToBOi Ta pO3APIGHOI TOPriBNi, 3aTBEPIKEHOr0 HAKA30M
MinicrepcTsa oxoponu 310pos’s Ykpainu Big 29.09.2014 Ne 677, 3apeectpoanim B
MinicrepeTsi rocTunii Ykpainu 26.11.2014 3a Ne 1515/26292, TTpasun yTunisanji ta
3HUINEHHS JIKapCHKUX 3aco0iB, 3aTBEp/DKEHMX Haka3oM MiHicTepcTBa OXOpOHM
3n0opoB’s Ykpainu Bixg 24.04.2015 Ne 242, zapeectporanum B Minictepctri roctumit
Ykpainu 18.05.2015 3a Ne 550/26995, ta Ha miacrasi indopmanii Bix [epxaBHoi
CITyO6H 3 JTiKapCchKUX 3ac00iB Ta KOHTPOJIIO 32 HAPKOTHKaM B OfieckKiii 06acTi niog0
BHUSBJICHHA Ha TepUTOpili YKpailHH BBe3€HOro 3 NOPYLIEHHAM 3aKOHOAABCTBA
nikapcekoro 3aco6y "FEMARA, 2,5 mg ta6nerkn Ne 30", cepii SLX78, Bupo6HHUIITEa
"Novartis Pharma", TypeyuuHa, 3 METOI0 aKTHBHOI MIPOTH/IT MOIMPEHHIO HEAKICHUX,
HE3apeeCTPOBaHMX JIIKAPCHKHX 3ac00iB Ta Takux, mo odimiiHO He BBO3MWJIHCH Ha
TEPUTOPiI0 YKpaiHu:

HepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPoOno
M2 3a HapkoTUkamu y I(lpoaorpa.ucmu 06na<'n
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3ABOPOHSIIO peanizaniro, 30epiranHs Ta 3aCTOCYBaHHS JIIKapCBKOro 3acoby
"FEMARA, 2,5 mg Tabnetku Ne 30", cepii SLX78, BupobuumTa "Novartis Ph a",
Typeuunna.

Cy6’exram TOCIIOapChKO] MisTBHOCTI, SIKi 3MiCHIOIOTE peanizaniro, 36epirgqus
Ta 3aCTOCYBaHHs JIKapCBKHX 3aco0iB, HEBIAKIAZHO mMicis OJIEpXAHHA JaHOTO
PO3NOPSAOKEHHS MEPEBIPUTH HASBHICTH BKA3aHO] cepii Jlikapcbkoro 3aco0y, BXHUTH
3aXOMH IIOAO BHJIyYeHHs 11 3 06iry muisxom SHUIICHHSA, NP0 L0 IOBIJOMHUTH
TEPUTOpiaIbHUN OpraH Hepxuikemyx6u. V pasi suumenss BIIXOZIB Nperapary B
ABOTHXXHEBHH CTPOK HAIIPAaBHTH 10 TEPUTOPIaIbHOTO OpraHy Hepxuixcnyx6u kormiro
aKTa PO 3HMILEHHS BiZXOMIB JiKapChKOro 3aco0y.

~ KOoHTpoJIb 32 BUKOHAHHSM AAHOTO PO3NOPSDKEHHS 3MIHCHIOIOT TepHTOp]

opranu Jlepxurikciyx6u Ha BifmosiqHis TEPHUTOPII.

HeBukonanua manoro PO3NOPA/DKEHHS TATHE 3a COOOIO BiNOBifANBHICTE
3TiJHO 3 YUHHUM 3aKOHOLABCTBOM Vkpaiuu.

Komnii nasoro posnopsipkenns nanpaseni:
MiHicTepcTBo oxoponu 3x0pos’s Vipainu;
A1 " [lepxaBruii ekcriepTHuil 1ieHTp MinicTepcTBa 0X0poHHM 310pOB s Ykpainn'|.

I'osioBa Poman ICAEHKO

Mapuna Tapan 422-55-76
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AEPXKABHA CJIY)KBA YKPAIHH 3 JIKAPCBKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
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Kepipnukam  Tepuropiasbuux  oprauis
Hepaaikenyxkou

PO3IOPSIVKEHHS

Bignosigno no Koucruryuii Ykpainu, crateit 15, 22, 55 3akony Ykpainu
"OcHOBH 3aKOHOZAaBCTBa YKpaiHH Npo OXOpOHY 310poB's”, crateil 15, 21 3akony
Yxpainn "IIpo nikapceki 3aco6u", ITonoxenHs npo depxaBHy ciyxOy YkpaiHu 3
JIKapChKMX 3ac00iB Ta KOHTPOJIIO 33 HAPKOTHKAMM, 3aTBEPKEHOTO MOCTAHOBOIO
Kabinery MinicTpiB Vkpainu Bix 12.08.2015° No 647, Ilopsnky 3aificHeHHs
AEpPXKaBHOTO KOHTPOJIO SKOCTI JIIKApPChbKMX 3aco0iB, IO BBO3ATBCS B YKpaiHy,
3aTBepXkeHoro rnocraHoBowo KabGinety MinicTpiB Ykpaiuu Big 14.09.05 Ne 902,
Ilopsinky BCTaHOBNEHHs 3a00pOHHM (TMM4acoBOi 3a6OPOHM) Ta MOHOBEHHS 06iry
JIKapChKUX 3aco6iB Ha TepuTopii YkpaiHu, 3aTBepkeHOro HakasoM MinicTepcTBa
OXOpOHH 310poB's Ykpainu Bia 22.11.2011 Ne 809, 3apeectpoBarum B MiHicTepcTBi
roctuutii Yxpainn 30.01.2012 3a Ne 126/20439, I[Topsiaky KOHTPOJIO SKOCTI JIIKAPChKUX
3acobiB Mg wYac onrToBoi Ta po3ApiOHOI TOPriBji, 3aTBEP/KEHOrO HAaKa3oM
MinictepcTBa 0XopoHH 310poB's Ykpaiuu Bix 29.09.2014 Ne 677, 3apeecTpoBaHHM B
MinicTepcTBi tocTHLIT Ykpainu 26.11.2014 3a Ne 1515/26292, TTpaBun ytunizauii 1a
3HUILEHHS JIIKapChbKUX 3aco0iB, 3aTBEpPKEHHX HakazoM MiHicTepcTBa OXOpPOHH
310poB's Ykpainu Big 24.04.2015 Ne 242, 3apeecTpoBaHuM B MiHicTepCTBi 1OCTHILIT
Ykpainu 18.05.2015 3a Ne 550/26995, ta Ha niacrasi iHpopmauii Bin JepxkaBHol
ciyx0H 3 JliKapchbKUX 3ac001B Ta KOHTPOJIIO 3a HapKoTHKaM B OechKiil 06J1acTi Woa0
BUSBJICHHS Ha TEPUTOPIii YKpaiHH He3apeecTPoOBaHOro Jiikapchkoro 3acoby Rispolept,
po3uuH opainbHuii, | mr/mn no 30 mn y d¢nakoni, cepii JBB2100, Bupobuuutsa
"Janssen-Cilag, Belgium", 3 MeT0i0 akTUBHOT MpOTHIIT MOLIMPEHHIO HEAKICHUX,
HE3apeeCTPOBAaHMX JIIKAPCHKUX 3aco0iB Ta Takux, w0 odiLiiHO He BBO3WIIMCH Ha
TepUTOpIl0 YKpaiHu:

M2 [lepxnikcnyxba HepxasHa cnyx6a 3 nikapcbkux 3acoBig Ta KOHTPONIO
TP
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BABOPOHAIO peanizauilo, 36epiranHs Ta 3aCTOCYBaHHS BCIX cepii
nikapcekoro 3acoby Rispolept, posunn opanbhuit, 1 Mr/ma o 30 mi y (rakoHi,
BUpoOHKMLTBA "Janssen-Cilag, Belgium".

Cy6’exTaM rocrnomapioBaHHs, sKi 34iHCHIOIOTH peaii3auito, 30epiranHs Ta
3aCTOCYBaHHs JIIKAPCBKMX 3ac00iB, HEBIAKIAAHO TMiCas OZEPXKAaHHA AAHOMO
PO3MOPSAKEHHS NIEPEBIPUTH HASBHICTh BKA3aHOTO JIIKAPCHKOTO 3aCO0Y, BXCHUTH 3aX0/IH
UION10 BWIY4YeHHs #oro 3 o6iry UUISXOM 3HHLIEHHSA, NpO IUO [OBiJIOMHTH
TepUTOpiaibHUi opran Jlepxikcayx6u. Y pasi 3HHLIEHHs BiAXOMiB mpemapaty B
ABOTHXXHEBH CTPOK HAMNPABHTH [0 TEPUTOPiaIbHOro oprany Jlepxikcayx6u komito
aKTa Mpo 3HULIEHHS BiAXOMIB JiKapchKoro 3acofy.

KOHTpOJIb 32 BUKOHAHHAM JaHOTO PO3NOPSIKEHHS 3 HCHIOIOTE TePUTOpiabHi
opranu JlepxnikciyOu Ha BiAMOBIAHIH TepUTOpIT.

HeBuKoHaHHA 1aHOro pO3MOPS/DKEHHS TATHE 3a COOOK BiAMOBiAANBHICTD
3riZIHO 3 YHHHUM 3aKOHOAABCTBOM Y KpaiHH.

Konii 1aHoro po3nopsimkeHHs HanpasieHi:

MinicTepcTBO OXOPOHH 310pOB’st Y KpaiHu;
JI1"IepxaBHuUii excnepTHUi LeHTp MiHicTepcTBa 0XOpOHH 310poB’s Ykpainu'.

l'onosa W " Poman ICACHKO

lOnis Kenny
422-55-76



