JEPXJIIKCIIYKBA

JEPXABHA CJIYKBA 3 JIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH Y KIPOBOT'PAJICBKIN OBJIACTI

Bya. [TpeoGpaxenchka, 2, M. KponuBauipkuit, 25006, Ten/dakc: (0522) 32-14-41, ten. 32-13-85
e-mail: dls.kr@dls.gov.ua Kox €IPTIOY 37059505

L. S AOTE  Ne KJ//[U ’/‘%’p Ha Ne Bij

KepiBHHKAaM aniTe4HHX Ta
JIKYBAJIbHHX 3aKJIAJIB 00/1aCTi

Jlo yBaru ynoBHoBa:keHHX 0ci0!

Hanaemo posmopsmkenHs Ta nuct JlepxaBHoi cayx0u YkpaiHH 3 JlikapchKuX 3aco0iB Ta
KOHTPOITIO 33 HAPKOTHKAMH JIOTIOBHEHHS 10 PO3IOPSIKEHHS 1010 3a00POHH Ta MOHOBJIEHHS 00iry
JKapChKUX 3ac001B.

3a HAsBHOCTI, BKa3aHUX Yy PO3IOPSDKEHHSX JIIKapChKUX 3ac00iB, NOBIIOMUTH JlepKaBHY
cmyx6y 3 JiKapchbKuX 3aco0iB Ta KOHTpOJO 3a HapkoTHkamu y Kiposorpajcekii obmacti mpo
BYKUTi 3aXOJIH II0/I0 BUKOHAHHS PO3NOPSIKEHb.

[ndbopMarito  HajJaBaTH __ HA  [aOepOBHX  HOCISIX  IOIITOK, 338  aJpecoro:
sya. Ilpeobpasicencoka, 2, m. Kponusnuyvkuii, 25006, 3 jonatkamu:

a) IpH BMIIllEHHI B KAPAHTUH J0AAETHCS KOMis NpUOYTKOBOI HAKIIAIHOT,
6) IIpH OBEPHEHHI NOCTAYAIBHUKY JA0AAIOTHCS: KOMis MpUOYTKOBOI HAKIIAIHOI,
KOITisl HAKJIaJIHOT Ha TIOBEPHEHHS.
B) Y BHIAAKy Mepeiadi BiAXOJiB JiKapchkoro 3aco0y Ha yTuiizauiro abo 3HMINCHHS,
y JIBOTH)XHEBHIA CTpOK moiHdopMyBaty JlepkaBHy CIyk0y 3 JiKapchbKUX 3ac00iB Ta KOHTPOJIIO 32
HapkoTukamu y KipoBorpa/cekiii o6nacTi Ta HaJaTH KOIiro MpuOyTKOBOI HAaKJIaHOL.

[Ip¥ HACTYNHHX TOCTaBKaX JiKapChKHX 3aco0iB, BKA3aHHX Y PO3MOPS/DKEHHAX, CY0’'eKT
OCIONAPIOBAHHS TIOBHHEH BXKHTH 3aXOAiB IMOAO 3amoOiraHHs npunbaHHs, peanizauii Ta
3aCTOCYBaHHS JIIKAPCHKUX 3aC00iB, 3a3HAYECHUX Y PO3MOPS/DKCHHSIX.

VY BHOAJAKY BIiJICYTHOCTI JIKapChKHX 3ac00iB, BKa3aHHX Yy PO3MOPS/DKCHHAX 9H JIMCTax
Jlepxctikcimysx6u, BiAMOBi B IMCHMOBOMY BHIJIAI HAJIaBaTH He MOTPiGHO.

OJHOYACHO HAragyeMo, IO 3 PO3MOPS/DKEHHSAMH Ta JHCTaMH JlepiKiikemyKOu MOXHA
o3HaiiomuTHCsT Ha odiniliHomy BeGcaiiTi JlepkaBHOI ciry:On YKpaiHu 3 JIKapChKHX 3aco0iB Ta
koHTpomo  3a  Hapkortmkamu  (http:/dls.gov.ua/) B posnim PO3ITOPAXKEHHA
JIEPXXJIIKCJITY KBMU.

OkpiM TOro, O3HAHOMHMTHCA 3 TIOBIIOMJICHHSMH IpPO BCTAHOBICHHS 3a00OPOHH Ta
OHOBJEHHS 00iry Jikapchkux 3aco0iB, siki BuAaHi Jlepxmikciayx00i0, MOXKHA Ha odimifiHOMY
BeGcaiiTi JlepkaBHOi CayxOM 3 JiKapchKHX 3aco0iB Ta KOHTPOJIO 3a HApKOTHKaMH y
KipoBorpascekiii o6macti (aus. muct Bix 28.05.2019 Ne 320/03-19).

Jlopatku:

1. Komis posnopsmkenns JlepxaBHoi ciny:kOi YKpaiHu 3 JikapchKuX 3ac00iB Ta
KOHTPOJIIO 3a HapkoTukamu Bix 21.11.2019 Ne 8658-001.1/002.0/17-19 ua 2 apk.
2. Komist posnopsmkenns JlepkaBHoi ciyx0un YKpaiHu 3 jTikapchkux 3aco0iB Ta
KOHTPOJIIO 3a HapkoTHKamu Bix 21.11.2019 Ne 8659-001.1/002.0/17-19 ua 2 apk.
3. Komis posnopsmkenns JlepkaBroi ciry6u YKpaiHH 3 JTiKapchKHX 3ac00iB Ta
KOHTPOIO 3a HapkoTukamu Big 21.11.2019 Ne 8660-001.1/002.0/17-19 ua 2 apk.
4.  Komist po3nopsKeHHS llepmaBHo'f cinyk6u YKpainu 3 JiKapchKuX 3ac00iB Ta
KOHTPOJIIO 32 HapkoTHKamH Bizf 21.11.2019 Ne 8662-001.1/002.0/17-19 na 2 apk.

[epxasHa cnyx6a 3 nikapcbkux 3aco6iB Ta KOHTPOIHO
M2 3a HapKOTMKaMM y KpOBOFpaACbKIM obnacri
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5. Komnis po3nopsmkenns Jlep)xaBHo1 ciyx0u YKpaiHu 3 TiKapchKuX 3aco0iB Ta
KOHTPOJIIO 32 HapkoTHKam#u Bijx 21.11.2019 Ne 8663-001.1/002.0/17-19 Ha 2 apk.
6. Komis posnopsmxenss JlepxaBHoi ciyx6u Ykpainu 3 gikapcbkux 3aco0iB Ta
KOHTPOJIIO 3a HapkoTukamu Big 21.11.2019 Ne 8664-001.1/002.0/17-19 ua 2 apk.
7. Komis posnopsimkenHs JlepxaBHoO1 ¢y Ou YKpaiHu 3 JTiIKapChKUX 3ac00iB Ta
KOHTpOJIIO 3a HapkoTuKamu Bix 21.11.2019 Ne 8665-001.1/002.0/17-19 Ha 2 apk.
8.  Komis posnopsimkenHs JlepxaBHo1 ciy0u YKpaiHu 3 JTiKapchKHUX 3aco0iB Ta
KOHTPOJIIO 3a HapkoTHKamu Big 21.11.2019 Ne 8666-001.1/002.0/17-19 Ha 2 apk.

HavaabHuK c1y:x0H % Jlinis [TAH®IJIOBA

Jlronmuna umok 32 14 41
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JEPXKABHA CJOYIXBA VYKPAIHH 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMHA
(Mepatikenmysx0a)
npocnekr [Tepemory, 120-A, m. Kuis, 03115, ten/dake: (044) 422-55-77, e-mail: dls@dls.gov.ua
http://www.dls.gov.ua, Kon €JIPTIOY 40517815

Ha Ne Bif

W/ / iy o A KepiBHuKaM cy0’€KTiB rocrnojapioBaH
AKI 3aiMaIOThCs peaJizani
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KepiBHHKaM TepHTOpiaJbLHUX oprarﬂis

Jepautikeyx0u

PO3IIOPSUKEHHSI

Bignosigso mo Komcruryuii Yxpainm, crareit 15, 22, 55 3akony YKp

(HsI,
€10,

HX

alHHU

"OCHOBH 3aKOHOJABCTBA YKpaiHM IPO OXOpOHY 37opoB's", crareid 15, 21 3akony

Vipaiau "TIpo mikapcski 3aco6u", TTonoxenns mpo JlepiasHy ciyx0y VYxpai
JMKapCcHKUX 3ac00iB Ta KOHTPONIO 32 HApKOTHKAMH, 3aTBEPKCHOrO MOCTAHC

HHU 3
BOIO

KaGinery Minictpip Vkpainu Bix 12.08.2015 Ne 647, Tlopsaky 3MIHCHEHHS
JIep’KaBHOTO KOHTPOJIIO SKOCTi JIKapchKuX 3acobiB, IO BBO3ATHCA B Vkpainy,
902,

3aTBepIuKeHoro nocraHosolo KaGinery MiHicTpiB Ykpaiiu Big 14.09.05 Ne
ITopsiIKy BCTaHOBJIEHHS 3a00poHM (THMYacoBOI 3a00pOHH) Ta IOHOBJIEHHS (
JMiKapchKUX 3ac06iB Ha TepuTOpii YKpaiHH, 3aTBEPDKECHOr0 HaKa3oM MinicTep
OXOpOHH 3710p0B's YKpainu Bix 22.11.2011 Ne 809, 3apeecTpoBanuM B MiHicTef

3aco0iB I dac ONmTOBOI Ta pO3ApiOHOL TOPriBJIi, 3aTBEPIPKEHOrO HAaK;
MiHicTepcTBa OXOPOHHU 310poB's YKpainu Bix 29.09.2014 Ne 677, 3apeectpoBaH
MinicrepcTsi roctuuii Yxpainu 26.11.2014 3a Ne 1515/26292, Ipasuin yTunizal
SHULIEHHS JIiKapchbKuX 3aco0iB, 3aTBEP/UKCHHX HaKa3oM MiHicTepcTBa 0XOf
3fopoB's Ykpainu Bin 24.04.2015 Ne 242, 3apeeCTpOBaHIM B MiHicTepcTBi 10C1
Vkpainu 18.05.2015 3a Ne 550/26995, Ta Ha mincrasi iHdopManii Bix Jlepxa
ci1y6u 3 JIKapCHKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKAM B OnechKiit 06acri
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roctumii Yxpaiau 30.01.2012 3a Ne 126/20439, ITopsiiky KOHTPOIIO SIKOCTI nixapm;;cnx
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BUSBJIEHHS Ha TepuTopii VYKpaiHd He3apeecTpOBaHOIo JiKapChKOro  3ago0y
I Tuxnodepon, 125 mr/v o 2 Mt Ne S (ammym)», cepii 371218, supoGuunrea «QOO
"HTO® [Tomcan"y, Pociiicbka Pefepalis, 3 METOI0 aKTHBHOL NPOTHAIT MOLIKPEHHIO
HesIKICHUX, HEe3apEecCTPOBAHMX JIKApCHKUX 3acoDiB Ta TakuX, LIO odimiiiHo He

BBO3HJIMCE HA TEPHTOPIIO0 YKpaiHU:

OepxaBHa cnyx6a 3 nikapcbkux 3acobis

M2 nepmmma M2 3a HapkoTukamu y Kiposorpaachbkin obnacyi

N28658-001.1/002.0/17-19 Bia 21.11 .20W22°2’°’ 11-19 Bin 26.11.2019
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3ABOPOHAIIO peanisamifo, 36epiranHs Ta 3acToCyBaHHS BCIX Ce
nixapckoro 3acoby «L{uxmodepor, 125 mr/mi o 2 Mt Ne 5 (ammmyin)», BHpoGHHIL
«O00 "HTO® INonucan"», Pociiiceka Oenepariis.

Cy6’exram rocropaproBanHs, sKi 3AiHCHIOIOTH peanisaliio, 36epiraHHs
3aCTOCYBaHHs JIIKaPChKMX 3aco0iB, HEBIAKIAAHO IMiCIs ONEpXKaHHA JIaH

piit
TBa

Ta
Ooro

PO3MOPAKEHHA NIEPEBIPHTH HAABHICTb BKa3aHOTO JIIKAPCHKOTO 3200y, BIKHTH 3aXPIH
OO0 BHWIYYEHHS HOro 3 oOiry IUIAXOM 3HHINEHHS, NPO IIO0 IOBiIOMHTH
TepUTOpiaNbHUA oprad JlepkikcmyxOn. VY pasi 3HHIUEHHS BifXOZiB mpenapaty B
ABOTHXKHEBH# CTPOK HAIIPaBUTH JI0 TEPUTOPIaJIbHOTO oprany JIepiikciry 6y Koo

aKTa [IpO 3HHUILEHHS BiIXOiB JIIKapChKOro 3acofy.

KoHTpOoIb 32 BUKOHAHHSM JJAHOTO PO3NOPADKEHHS 311 CHIOITH TEPUTOpialbHi

oprauu Jlepxutikcimy> 6 Ha BiIIOBiHi TepuTOpii.
HeBukoHaHHS [aHOrO pO3NOPSPKEHHS TATHE 3a CO0OI0 BiANOBiZaIbH
3T1/JHO 3 YAHHUM 3aKOHOJABCTBOM YKpaiHH.

Komii ganoro po3nopsmkeHHs HallpaBJIeHi:
MiHicTepcTBO OXOPOHH 3/10pOB’S YKpaiHu;
JUIT " lepxaBHuii excriepTHUHM eHTp MiHicTepcTBa OXOPOHU 340poB’s YKpaiHu".

Poman ICAEHE

TI'onoBa

Onena lllesuenko 422 55 76
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HAEPXKABHA CJIY)XXBA YKPAIHHU 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH
(MAepxnikcnyx6a)
npocnexT [Tepemorn, 120-A, M. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: d dls@dls.gov.ua,

http://www.dls.gov.ua, Kon €JIPTIOY 40517815

Ha Ne BiJ
' KepiBunkam cy6’exriB rocnogapioBanns,
/4/ tlee S AKi 3alMal0TbLCS peaJtizauicro,
oA o o ..o  30epiraHHAM i 3aCTOCYBAHHAM JIiKapCLKHX

/p 3aco0iB
9/ AE 47 £5 KepiBuukam TepnTopiasbHux opramnis
Hepacikciryxou
PO3IOPAI’)KEHHS

Bignosinno mo Koncrutyuii Vkpaimu, crareit 15, 22, 55 3akoHy YkpaiHu
"OcHoBH 3akOHONABCTBAa YKpaiHH PO OXOPOHY 370poB's", crareii 15, 21 3aKoHy
chpaum "Ilpo mixapceki 3aco6u”, ITonoxenns mpo JlepxapHy ciyxOy Ykpainu 3
JNiKapChKUX 3acobiB Ta KOHTPOJIO 32 HAaPKOTHKAMH, 3aTBEP/KEHOTO NOCTAHOBOK
Kabinery MinictpiB Ykpainu Big 12.08.2015 Ne 647, Ilopsaky 3nilicHeHHs
JIepXKABHOTO KOHTPOMIO SKOCTi JIKAapCBKHX 3aco6iB, 1[0 BBO3STHCH B Ykpainy,
3aTBepAXKeHoro nocraHoBoro Kabinery MiHnictpiB Vkpainm Big 14.09.05 Ne 902,
Iopsinky BcTaHOBNEHHS 3a6OpOHM (THM4YacoBOi 3aGOpPOHHM) Ta IOHOBJIEHHS 06iry
NKapCHKAX 3aco6iB Ha TepuTOpii YKpaiHH, 3aTBepIkeHOro HakazoM MiHicTepcTsa
OXOPOHH 3/10poB'st Ykpainu Bix 22.11.2011 Ne 809, 3apeectposanum B MiHicTepcTsi
roctunii Yxpainu 30.01.2012 3a Ne 126/20439, TlopsaKy KOHTPOIIO SKOCTi JTiKapChKHX
3aco0iB mix 4Yac onToBOi Ta pO3APiGHOI TOPriBNi, 3aTBEPIKEHOr0 HAKA30M
MinictepcTsa oxoponu 310poB's Ykpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHHM B
MinictepcTsi roctuuii Ykpainu 26.11.2014 3a Ne 1515/26292, IIpasun yrunizanii Ta
3HHMILEHHA JIIKapChKMX 3aco0iB, 3aTBEpI)KEHHX Haka3oM MiHicTepcTBa OXOPOHH
300poB's YKpainu Bix 24.04.2015 Ne 242, zapeectposanuM B MiHicTepcTsi ocTHIIT
Yxpainu 18.05.2015 3a Ne 550/26995, Ta Ha migctasi inpopmanii Bin JlepxaBHoi
ciTyx0H 3 JlikapchKHX 3ac00iB Ta KOHTPOJIIO 3a HapKoTHKaM B OziechKii o6nacTi oo
BUSBJICHHS Ha TepUTOpii VYKpalHH He3apeecTPOBAHOrO JIKapchKoro 3acoly
«kETOSTERIL-TABLETS, Ne 20 (tabnerku)», cepii 18R4420, BHpoGHHMITBa
«FRESENIUS KABI GmbH», HiMeunHHa, 3 METOI0 aKTHBHOI IIPOTHAT IIOIIMPEHHIO
HEAKICHHX, HE3apeeCTPOBaHMX JIKapChKHX 3aco0iB Ta Takux, WO oQiliiHO He
BBO3MJIUCH HA TEPUTOPII0 YKpaiHu:

HepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPOS, 0
M2 i
M2 [flepwnikcnyxsa 3a HapkoTukamu y Kiposorpaachkiti oﬁnaCTx

Ne8659-001.1/00 N22203/0/11-19 Big 26.11.201
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SABOPOHAIO peanizauifo, 36epiraHHs Ta 3acTocyBaHHS BCiX cepiil
nikapcpkoro 3acoby «kETOSTERIL-TABLETS, Ne 20 (tabmetku)», BUPOGHHMIITBA
«FRESENIUS KABI GmbH», HimeunnHa.

Cy6’extam rocmozapioBaHHs, fKi 3AIHCHIOIOTH peaisaiiio, 36epiraHHs Ta
3aCTOCYBaHHA JIIKAPCBKMX 3aco0iB, HEBiKIAAHO TICJAS OJEPXKaHHA JAHOrO
PO3MOPSIKEHH IEPEBiPUTH HASBHICT BKa3aHOT'O JIIKapCHKOro 3acoby, BXUTH 3aXO0/H1
IO0 BHIYYEHHS HOro 3 oO6iry NUIAXOM 3HHINEHHS, [P0 IO IOBiJOMHTH
TepuTopianbHuii opraH Jlepxrikcmyx6u. Y pasi 3sHHINEHHS BiIXOAIB IIpenapary B
JBOTH)XXHEBHM CTPOK HAIIPaBHTH O TEPUTOPIaTBLHOrO Oprany Jep IiKciay 01 KOl
aKTa IIpo 3HHUIIEHHS BiIXO/IB JIIKapChKOro 3aco0y.

KoHTpoI1b 32 BUKOHAHHAM JaHOTO PO3NOPSKEHHS 30IHCHIOIOTh TEPUTOPiaTbHi
opranu Jlepxtikcimyx6u Ha BiIOBiHi# TepUTOpii.

HeBHKOHaHHA AAaHOro pPO3MOPAIKEHHS TATHE 3a COOOK BiANOBIJAIBHICTD
3TiZHO 3 YAHHUM 3aKOHOAABCTBOM YKpaiHH.

Komii janoro po3nopsykeHHs HanpasleHi:
MiHicTepcTBO OXOPOHH 30pOB’s YKpaiHu;
JI1 " lepxaBHuii excriepTHHUi HeHTp MiHicTepcTBa OXOPOHH 340pOB’s YkpaiHu".

I'osioBa Poman ICAEHKO

Onena lllesyenko 422 55 76



JNEPKABHA CIIYXBA YKPATHU 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(depaxaikenyxoa)
npocnekT [Tepemoru, 120-A, m. Kuis, 03115, ten/dpakc: (044) 422-55-77, e-mail: dis@dls.gov.ua.
http://www.dls.gov.ua, Koa €JIPTTOY 40517815

Ha Ne BIJl
Z/Z/Lcw e ol Kepisunukam cy6’€xTiB rocrnoaapoBanis,
/p o Y/ S K] 3aHMaThCH peaJizauicio,
30epiraHHsM i 32CTOCY BAHHSM JIIKAPChKHX
7/ Lat-dd 3ac00iB
KepiBHukam TepHTOpiaJibHHX OpraHis
Hepatikeaykon
PO3INOPA’KEHHS

BianosigHo no.Koucruryuii Ykpainu, crareid 15, 22, 55 3akony Ykpaiuu
"OCHOBM 3aKOHOJABCTBa YKpaiHM [P0 OXOpOHY 310poB's", crareil 15, 21 3akomy
Vpainu "TIpo mikapeski 3aco6u, [Tomoxenus npo [epxasHy ciyx0Oy Ykpainu 3
NiKapchKMX 3aco0iB Ta KOHTPOJIO 3@ HAPKOTHMKAMM, 3aTBEPIKEHOTO MOCTAHOBOKO
KaGinery MiunicTpiB VYkpainu Bix 12.08.2015 Ne 647, Ilopsnky 3aificHeHHs
JIEPXKABHOTO KOHTPOJIIO 32 SIKICTIO JIiKAPChKUX 3ac00iB, IO BBO3AThCA B YKpaiHy,
3aTBep/KeHOro mocratoBoio KaGinery MinictpiB Ykpainu Bix 14.09.2005 Ne 902,
Ilopsiaky BCTaHOBNIEHHs 3a00poHM (THMMYacoBOi 3a00pOHHM) Ta TOHOBJIEHHS 00Iry
. NMKapchKUX 3acobiB Ha TepuTopil YKpainu, 3aTBep/UKeHoro Hakazom MinictepeTsa
OXOpOHH 3710poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBanuM B MiHiCTepCTBI
roctuiil Yipaiau 30.01.2012 3a Ne 126/20439, [Topsaky KOHTPOIO SIKOCTI JTIKAPChKKUX
3aco0iB  Mmig dYac onToBoi Ta po3apiOHOI TOPriBii, 3aTBEP/UKEHOIO HAKa30M
MinictepcTBa 0XOpoHHU 310poB’s Ykpainu Bia 29.09.2014 Ne 677, 3apeecTpoBaHiM B
Minictepetsi toctuuii Ykpainu 26.11.2014 3a Ne 1515/26292, [TpaBun yTuiszauii ta
3HULIEHHS JIIKAPCBbKUX 3aco0iB, 3aTBEp/UKEHMX HakazoM MIHICTEpPCTBA OXOPOHH
3710poB’s YKpainu Bix 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHiCTEpCTBI 10CTHLLIT
Vkpainu 18.05.2015 3a Ne 550/26995, ta Ha mincrasi indopmauii Bij [lepikaBHoi
¢ty K0u 3 JIIKApChKUX 3aC06iB Ta KOHTPOIIO 3a HapkoTHKaM B Oneckkiit 06acTi oo
BUSBJIEHHs Ha TepUTOpii YKpaiHH BBE3eHOTr0 3 MOPYUICHHSIM 3aKOHOIABCTBA
nixapcwkoro 3acody KCEHUKAJI®, kancynu o 120 mr Ne 84, cepii M2294M1P07,
BupobHuuTBa Pomr C.mA., Itanis, 3 MeTOl0 aKTHBHOI NPOTHIII MOLIKPEHHIO
HESKICHHX, He3apeeCTPOBAHMX JIiKApChbKMX 3aco0iB Ta TakuX, 1O O(INIAHO HE
BBO3WJIUCH HA TEPUTOPil0 YKpaiHu:

3ABOPOHSIIO peanizaniio, 36epirants Ta 3acTOCYBaHHS JIIKApChKOro 3acoly
KCEHUKAJI®, kancyau mo 120 mr Ne 84, cepii M°294M1P07 BpoOHULTBa Polul

y [epxaBHa cnyxba 3 nlxapc X 3acobiB Ta KOHTPONIO
C.H.A., [Tanis. M2 3a HapkoTukamm y Kipoorpaachkiit obnacri
M2 nepmmxcn Ne2204/0/11-19 Bia 26.11.2019
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Cy6’exram FOCIIOAAPCHKOT NisIIBHOCTI, SIKi 31 HCHIOIOTE peai3auiio, 36epiranus
Ta 3aCTOCYBAaHHS JIKapChbKHX 3acobiB, HeBimKIamHO mMicis OJIEpXKaHHS JIaHOIrO
PO3MNOPSAJUKCHHS MEPEBIPUTH HAsBHICTh BKA3aHOI cepil JIiKapchKOro 3acoby, BIKHTH
3aXO[M OO0 BWIyYeHHS 11 3 00iry IIIAXOM 3HMILEHHS, npo IO [OBIAOMHTH
TepuTOpianbHuii opran JlepxiikciyxGu. Y pasi 3HMLIEHHA BiIXOAIB mpernapary B
ABOTHXKHEBHH CTPOK HANPaBUTH 0 TEPUTOPIALHOTO oprany Jlepxuikciyx6u korito
aKTa MpO 3HULIEHHS BIIXOIB JlikapchKoro 3acofy.

Koutpons 3a Bukonanusm namoro PO3MOPAKEHHS 31HCHIOIOTH TEPUTOPialIbHi
opranu [Jlepxxnikenyx6u Ha Binmosiamiit TEPUTOPIT.

HeBukOHAHHS NaHOrO pPO3MOpSDKEHHS TArHE 3a COGOO BiAMOBINAJIBHICTh
3r1IHO 3 YUHHHUM 3aKOHOMABCTBOM Ykpainu.

Komii naHoro po3nopsiukenns Hanpasiieni:

MiHicTepeTBO 0XOPOHH 3/10poB s Y kpaiHu;
JIT" lepxaBuuii excriepTHuit LeHTp MisictepcTBa oXopoH# 310poB’s Ykpaitn'.

I'osioBa g ,/i B // Poman ICA€HKO

lOﬁiﬂ Kesnuy
422-55-76



JAEP)KABHA CJIY)KBA YKPATHU 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(Aepxnikenyxoa)

npocnekr [Tepemorwu, 120-A, m. Kuis, 03115. Te/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ual.

http://www.dls.gov.ua, Kon €JIPTIOY 40517815
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Kepisnukam  teputopiansnnx opr4
Hepaxiikenyxon

PO3IOPSIXKEHHSI

Bianosigno no Koucrutynii Vipainu, crareit 15, 22, 55 3akony Yxp
"OcHOBH 3aKoHOIaBcTBa YKpaiHu PO OXOpOHY 310poB's", crareh 15, 21 3a
Ykpainu "TIpo mikapceki 3aco6u”, ITonoxeHHs npo [lepxasHy ciyx6y Ykpai
JMKapchKUX 3aC0BiB Ta KOHTPOMIO 3a HapKOTHKaMH, 3aTBEPIDKEHOI0 MOCTAH(
Kabinery Minictpis Vkpaiun six 12.08.2015 No 647, Tlopsinky 3niiicn
ACPXKABHOTO KOHTPOJIIO 3a AKICTIO JIKAPChKMX 3acO6iB, 110 BBO3STHCS B Ykp
3aTBeplkeHoro rnocranoBoto Kabinery Minictpis Vkpainu sig 14.09.2005 Ne

HIB
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HU 3
)BOLO
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ATIzy,
902,

ITopsinky BcTaHOBNEHHS 3a00pOHK (TUMYAcOBOT 3a00pOHM) Ta MOHOBJEHHS (Oiry

JIKApChKUX 3acOGiB Ha TepuTOpil YKpaihH, 3aTBep/KEHOr0 HaKa30M Minicrep
OXOpOHHM 310pOR'st Ykpainu Bij 22.11.2011 Ne 809, 3apeccTpoBaHUM B MiHicre
roctuuii Yipainu 30.01.2012 3a No 126/20439, Hopsiky xonrposmo sikocTi stikape
3aC00iB Mmifx wyac omToBoi Ta po3apiGHOi TOPIiB/i, 3aTBEPKEHOr0 HaK
MiHicrepcTBa oxoporu 310poB’s Yipainu Big 29.09.2014 No 677, 3apeecTpoBan
Minicrepctsi roctuuii Vipainu 26.11.2014 3a Ne 1515/26292, [TpaBuit yTumizar
3HMINEHHS JIIKAPCHKUX 3aco0iB, 3aTBEPIKEHHX HAKa3oM Minicrepera 0xo0]
310poB’s Ykpainu Bin 24.04.2015 Ne 242, 3apeecTpoBaHuM B MiHicTepeTsi 1oc
Ykpainn 18.05.2015 3a Ne 550/26995, Ta Ha mijgcrasi indopmauii Bin Jlepika
CIyxOH 3 JikapchKHX 3ac06iB Ta KOHTPOMO 3a HapkoTHKaM B Ofechkiil o61acTi 1
BUSB/ICHHS Ha TEpUTOPil YKpaiHM BBC3CHOr0 3 MOPYINEHHSM 3aKOHOJAB
Jikapebkoro 3acoby Velaxin, karicysu o 75 mr No 28, cepii R58X0917, Bupo6uu
"Egis Pharmaceuticals PLC", Vropiuna, 3 MeTolo akTHBHO] POTHAIT 1101IKpE

CTBa
OCTBI
hKUX
A30M
UM B
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DOHHU
[ULIT
BHOI
OJ0
CTBA
LITBa
HHIO

HeSIKICHUX, HE3apPEECTPOBAHMX JIKAPCBKUX 3acOBIB Ta TaKHX, IO OQILIAHO He

BBO3HMJIUCE HA TEPUTOPIIO Y KpalHu:
3ABOPOHAIIO peanizauito, 36epiranns Ta 3aCTOCYBaHHS JIIKAPCHKOTO 3
Velaxin, kancymu mo 75 mr Ne 28, cepii R58X0917, Bupobuuursa '

Pharmaceuticals PLC", Vropuuiia. € 331 mommaten e e
M2 Lepyaiikenyxda _ N22205/0/11-19 sin 26.11.2019
Ne8662-001.1/002.0/17- A1.
e [T T
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Cy6’exTam FoCnonaperKol AisuibHOCT] » SIKI 30 HCHIOIOTE peamisariio, 30epiranmg
Ta 3aCTOCYBaHHs Jiikapchkux 3aco0iB, HeBimKiIamHO micys OLepXaHHs RaHoro
pPo3nopsmkeHHs IIePEBIPUTH HasBHICTH BKa3aHoI cepii nikapcrkoro 3acoby, |BKUTH
3aXONW IIOJNO BHWIIYYEHHs ii 3 00iry uursxom SHUILEHHA, MPO LI0 MOBiJOMHTH
TEPUTOpiaNnbHuii oprau Hepxctikenyx6u. V Pa3i 3HHILEHHS Bigxonis nperiapary B
ABOTHXXHEBHH CTPOK HAIPABHTH 110 TEPUTOPIATBHOTO oprany Jlepxutikenysx6mu|korito
aKTa PO 3HMILEHHS BiAXOMNiB JiKapCchKOro 3aco0y.

Koutpons 3a ukonanusm AAHOI0 PO3NOPAIKEHHS 3AiHCHIOIOTE TEepPUTOPiaJIbHI
opranu Jlepxikenyx6u na BIUIOBIIHi it TEPUTOPIT.

Hesukonanns nanoro PO3NIOpsiIKEHHs TsirHe 3a coBoro BiJIIOBI AN pHICTh
3TiJHO 3 YHHHHUM 3aKOHOIAaBCTBOM Ykpainu.

Kormii nanoro PO3IOPSAIOKEHHS HarpaBJieHi:
MinicrepcTro OXOpOHH 32(0poB s YKpaiuu;
HIT " [lepsxaBuuit CKCTepTHUM ueHTp MinicrepcTsa OXOPOHHM 310pOB’st Y kpaiHH".

Tonoga Poman ICACHKO

HOnis Kenuu
422-55-76




JNEPKABHA CJIYKBA VKPAIHHU 3 JIIKAPCBKUX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH
([depaxikeyxba)
npocnekt [lepemory, 120-A, M. Kuis, 031185, ten/akc: (044) 422-55-77, e-mail: dls@dls.gov.ua.
htp://www.dls.gov.ua, Kox €EIPITOY 4051 7815 .
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KepiBuukam cy0’€KTiB rocnoaaplosanis,

/0 e % < i 32iiMa0ThCs peaJizauieio,
36epiraHHeAM i 3aCTOCY BAHHAM JIKapChKHUX
7/ P e 3acobiB
KepiBHukamM  TepHTOpIaibHHX opramis
JepairikcryKk0u
PO3NOPSAKEHHSI

BinmosizHo o Kowcruryuii Yipainu, crateii 15, 22, 55 3akonHy YKpaiHH
"OcHOBH 3aKOHOIABCTBa YKpaiHW PO OXOPOHY sjopoB's"”, crare 15, 21 3akony
Vipainu "TIpo JikapceKi 3aco6u", TTonoxenHs npo [epxaBHy cyxOy Ykpalhu 3
nikapchKMX 3aco0iB Ta KOHTPOIO 33 HApKOTHKaMH, 3aTBEPJUKEHOr0 I110CTAHOBOIO
Ka6inery MinicTpiB Ykpainu Bil 12.08.2015 Ne 647, llopsaxy 31ifiCHEHHS
[IepXKABHOTO KOHTPOJIO AKOCTI JIKAPChKHUX 3ac00iB, 1O BBO3AThCS B YKpaiHY,
saTBepkeHOro mocraHosoio KaGinery MinictpiB Ykpainu Bia 14.09.05 Ne 902,
[opsiaky BCTaHOBJEHHS 3a00pOHM (TiMuacoBoi 3a6OpOHM) Ta TOHOBICHHA 00iry
nikapehKUX 3ac06iB Ha TepuTOpii YKpaihu, 3aTBCP/LKCHOTO HakazoM MiHicTepcTBa
OXOpOHH 310poB's Ykpainu Bia 22.1 12011 Ne 809, 3apeectpoBanum B MiHicTepcTBi
roctuuii Ypainu 30.01.2012 3a Ne 1 26/20439, [TopsaKy KOHTPOJIO AKOCTI JIIKApChKHUX
3acoBiB Mix uac ONTOBOI Ta pO3APIOHOI TOpriBlli, 3aTBEPIKEHOr0 HaKa3oM
MinicTepcTBa OXOPOHHM 3[0POB's Vkpainu Bix 29.09.2014 Ne 677, 3apeecTpPOBAHUM B
MinictepcTsi toctulii Ykpainu 26.11 2014 3a Ne 1515/26292, IMpaua yTuiisaiii ta
IHUIIEHHS JKApPChKUX 3aco0iB, 3aTBEPLKEHMX HAKA3OM MiHicTepcTBa OXOPOHH
snopoB's Ykpaiuu Bin 24.04.2015 Ne 242, 3apeecTpOBaHUM B MiHicTepcTBi HOCTHLLT
Vkpainn 18.05.2015 3a Ne 550/26995, Ta Ha mincrasi iHpopmauii Bis JlepaBHOT
ci1y»61 3 JTiKapehKHX 3aC00iB Ta KOHTPOIIO 338 HAPKOTHKAM B Opnechbkiil 00nacTi OO
BHSBIGHHS Ha TepuTopii YKpaiHn He3apeccTpoBaHoro JKapCHKOro  3acoly
KCEHMKAJI, xancymu mno 120 mr Ne 21, cepii M2341MPOS5, BHUPOOHHIITBA
YennagapM ApLHAAMUTTENDb m6X, HimMeuuuHa, 3 METOI0 AKTHBHOI npOTHALT
MOMIMPEHHIO HEsAKICHUX, He3apeeCcTPOBAHUX nikapchbKMX 3aco0iB Ta TaKMX, 11O
o(iLiffHO He BBO3MJINCH HA TEPUTOPIIO Ykpainu:

3ABOPOHSIO - peanizauito, 30epiraHHs Ta 3aCTOCYBaHHA BCIX ceplid
nikapebkoro 3acoby KCEHHMKAIJL kancyin Q| 20 mr Ne 21, BupoOHMUTBa

KaBHa cnyxba 3 nikapcbkux 3acobis Ta KOHTPON

Yenmadapm Apunaimutresb I'MOX, HiMeuunnaY? sa sapkomiamn y ki in :
REERRADLITE B No230810/ 1110 oo 26 11 2078

aariuoozortzao s 210NN il

N28663
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Cy6’ekTaM TOCMOJApIOBaHHS, SKi 3IMCHIOIOTH peaizaLito, 30epiranHs Ta
3aCTOCYBaHHS JIIKApCBKWUX 3acoBiB, HEBIIKJIAAHO MiC/s OJePIKaHHS  JIaHOro
PO3MOPAIKEHHS [IEPEBIPUTH HABHICTh BKA3aHOTO JIIKapChKOro 3ac00y, BIKHTH 3aX01H
IOAO0 BHWIYYEeHHs Horo 3 oO0iry WUISIXOM 3HHIICHHSA, [pO 110 [OBIJIOMHUTH
TeputopiansHuii opran epitikcenyxOu. Y pasi 3HHIICHHS BIAXO/IB Ipernapary B
JBOTHKHEBHUI CTPOK HAMPABUTH JI0 TEPUTOPIAILHOrO OpraHy JepakitikeinykOu Korito
aKTa Mpo 3HUILEHHS BIZIXOMB JiKkapchKoro 3acoy.

KOHTpOJIb 32 BAKOHAHHSM JIAHOTO PO3MOPAIKEHHS 3MiHCHIOIOTH TEPUTOPIANIbHI
oprauu JlepxIiiKciy0u Ha BiANIOBIAHIA TepUTOopii.

HeBUKOHAHHS [aHOTO PO3TOPSUKEHHST TArHe 3a o000 Bi/INOBIIAJIBHICTD
3riJHO 3 YMHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komii laHOTO PO3TOPSLKEHHS HAIPaBIIeH!:

MiHicTepCcTBO OXOPOHH 3/10pOB ‘s Y KpaiHy;
T " JlepsxaBHuii ekcriepTHUi LeHTp MiHicTepCTBa OXOPOHH 3710poB’s YKpaiuu'.

TosioBa Poman ICA€CHKO

1Onis Keauu
422-55-76
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JAEPIKABHA CJIYKFA YKPAIHHU 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(Mepacrtikcayxoa)
npocnekr Iepemory, 120-A, M. Kuis, 03115, Ten/thakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua, Kox €IPTIOY 40517815
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KepiBHHKaM TepHTOpiabLHHX OpraHis
Hepanikenyxou

PO3IOPSIKEHHS

BigmosizHo no Koncrutynii Vkpaiuu, crareir 15, 22, 55 3akony Yxpaiuu
"OcHOBH 3aKOHOAABCTBa YKpaiHHM MO OXOpOHY 340poB's", ctateit 15, 21 3akoHy
Ykpaiau "IIpo nikapceki 3acobu", ITonoxeHHs mpo I[epmaBHy ciyx0y Ykpainu 3
JNIKapChKHUX 3ac00iB Ta KOHTPOJIO 3a HAapKOTHKaMH, 3aTBEPKEHOr0 MOCTAHOBOIO
KaGinery MinicTpiB VYkpainu Big 12.08.2015 Ne 647, Ilopsaky 3ailicHeHHS
JEPXXaBHOrO KOHTPOJIO SIKOCTi JKapChbKUX 3aco0iB, IO BBO3ATBCA B YKpaiHy,
3aTBep/UKeHoro nocranoBoro Kabinery MinictpiB Vkpainu Big 14.09.05 Ne 902,
ITopsinky BcTaHOBNEHHS 3a060pOHM (THMM4YacoBOi 3a00OpPOHHM) Ta INMOHOBJIEHHSA 00iry
nikapcekux 3acobiB Ha TepuTopii YKpaiHH, 3aTBEpIKEHOro Haka3oM MiHicTepcTBa
OXOpOHH 3710poB's Ykpainu Big 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTBi
roctuuii Ykpainu 30.01.2012 3a Ne 126/20439, I[Topsiaxy KOHTPOJIIO SKOCT JIiIKapChKHX
3acobiB mig vac omToBOi Ta po3ApiOHOI TOpriBi, 3aTBEpPKEHOro HaKa3oM
MinicrepcTBa 0XOpoHH 310poB's Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHUM B
Minicrepcrsi locTuuii Ykpainu 26.11.2014 3a Ne 1515/26292, ITpaBun ytunizauii ta
3HUILEHHS JIIKapChKUX 3aco0iB, 3aTBepDKEHHX Haka3oM MiHiCTepcTBa OXOPOHH
3nopoB's Ykpainu BiJ 24.04.2015 Ne 242, 3apeectpoBanuM B MiHicTepcTBI FOCTHLIT
Ykpainu 18.05.2015 3a Ne 550/26995, Ta Ha miactaBi iHdopmauii Bij JepxaBHOi
ciryx6H 3 JTiKapchKHX 3ac00iB Ta KOHTPOJIIO 32 HapKoTHKaM B OpeckKiii 06aacTi mozo
BUABJIEHHS Ha TepuTopil YKpalHH He3apeecTpPOBAaHOro JIiKapchkoro 3acoly
«Keroctepun, Ne 20 (Tabnetku)», cepii 18R2670, BupobuunrBa «k FRESENIUS KABI
GmbH», HiMeuuHHa, 3 MeTOI0 AaKTHBHOI IPOTHAIl IOIIMPEHHIO HEAKICHHX,
HE3apeECTPOBAHUX JIIKAPCHKHX 3ac00iB Ta TakuX, 10 O(DIliifHO He BBO3WIMCH Ha
TEpPUTOpil0 YKpaiHH:

[epxasHa cnyxba 3 nikapcbkux 3acobis Ta KOrTPOMIo
M2 33 HapkoTukamm y K|posorpaACme obnacri

M2 [lepxnikcnyx6a N22207/0/11-19 Big 26.11.2019

et o | 1T T T

02.0



3ABOPOHSIO peanizamito, 30epiraHHs Ta 3acTOCYBaHHA BCiX cCepid
nikapcbkoro 3acoby «Ketoctepmi, Ne 20 (tabnerku)», Bupoonunrsa «FRESENIUS
KABI GmbH», HimeynHHa.

Cy6’exTaM TIOCIOApIOBaHHs, fAKi 3AIHCHIOIOTH peaisamiio, 36epiraHHs Ta
3aCTOCYBaHHS JIIKAPCHKUX 3aco0iB, HEBIAKIANHO TMiC/s OACpXaHHA JaHOro
PO3IOPSIKEHHS IIEPEBiPHTH HASBHICTh BKa3aHOTO JIIKapCHKOr0 3ac00y, BKHTH 3aX01H
OO BHIy4eHHs #oro 3 o6iry LUISXOM 3HHMINEHHS, NpO IO IOBiJOMHTH
TepuTopianbHUil opran JlepxiikcayxGu. Y pasi 3HHIIEHHS BIAXOAIB Ipenapaty B
BOTHIKHEBUH CTPOK HANPaBUTH JI0 TEPUTOPIANBHOr0 oprady Jlepxikcmyx6u Komiio
aKTa IpO 3HUIIEHHS BiIXOAiB JIIKapchKoro 3aco0y.

KOHTpOJIb 32 BUKOHAHHSM JAHOTO PO3NOPSKEHHS 3MiHCHIOIOTh TEPUTOPialbHi
opranu JlepxItiKciy>Ou Ha BiAIOBi/IHiI# TEPUTOPIL.

HeBHKOHAHHS [JAHOTO PO3NOPSADKEHHS TATHE 3a COGOK0 BiMOBiJANBHICTE
3TiZIHO 3 YUHHHM 3aKOHOJIABCTBOM Y KpaiHH.

Komii JaHOTO pO3NOPSIKEHHS HalPaBJIeHi:
MiHicTepCTBO OXOPOHH 3[I0POB’sl Y KpaiHH,
JIIT " [{eprxaBHuit excriepTHUH HeHTp MiHicTepcTBa OXOPOHH 3710poB’st Ykpainu".

I'osioBa Poman ICAEHKO

Onena LlleByenko 422 55 76
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AEPKABHA CJIYKBA YKPATHHU 3 JIIKAPCHhKHUX 3ACOBI§
TA KOHTPOJIIO 3A HAPKOTUKAMM .
(Jepxnikcy:x6a) :

npocnekt [lepemoru, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: d Is@dls. goy ua,
" http://www.dls.gov.ua, Kog €ZIPTIOY 40517815 i
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PO3NOPSPKEHHSI

Bignosiguo no Koncturynii Yxpainu, crareit 15, 22, 55 3akony VYikpainu
"OcHOBM 3aKOHOJABCTBa YKpaiHM IPO OXOpOHY 310poB'a", crateit 15, 21 Bakony
YKpalHH "TIpo mixapceki 3acobu", ITonoxenns npo [JepxaBny ciyxOy Ykpainu 3
JKapChKUX 3aco0iB Ta KOHTPOJIO 3a HapKOTHKAMH, 3aTBEPIKEHOTO ITOCTAHOBOIO
Kabinery MinictpiB Ykpainu Bim 12.08.2015 Ne 647, Ilopsaxy 3HiﬁtHeHH}1

JePXKaBHOTO KOHTPOJIIO SKOCTI JIIKapChKUX 3aco0iB, IIO BBO3ATHCH B YKpaiHy,
3aTBeppKeHoro mnoctaHoBoio KaGinery MinictpiB Ykpainu Bixg 14.09.05 No 902,
Hop;uncy BCTAHOBJICHHA 3a6op0Hn (TumMuacoBoi 3a60OpoHH) Ta rxonormermg obiry
nikapchKuX 3aco6iB Ha TepuTOpii YKpaiHW, 3aTBepKEHOro HakazoM MinicTepcTsa
OXOPOHH 3710poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTsi
foctunii Ykpaiau 30.01.2012 3a Ne 126/20439, ITopsiaKy KOHTPOIIIO IKOCTI nixaﬁ)crﬂmx
3ac00iB mifg Yac onrToBoi Ta po3ApiOHOI TOpriBii, 3aTBEPAXKEHOrO H$1Ka30M
MinicTepcTBa 0XOpoHH 370poB's Ykpainu Bit 29.09.2014 Ne 677, 3apeecTpOBaHIM B
MiHicTepcTsi roctunii Yipainu 26.11.2014 3a Ne 1515/26292, ITpasun ymni:j:ui'i Ta
3HUMIIEHHS JIiKapChbKUX 3aco0iB, 3aTBEp/PKEHMX Haka3oM MiHicTepcTBa OXOPOHH
3m0poB'ss Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHiCTEpCTBI IQCTHIIIT
Yxpainu 18.05.2015 3a Ne 550/26995, ta na mincrasi indopmanii Bix JlepikaBHoi
ciryx0w 3 JTiKkapchKuX 3ac00iB Ta KOHTPOIIIO 332 HApKOTHKaM B Ofechkii 006nacTi oo
BUABIEHHA Ha TepuTOpii YKpaiHM He3apeecTpoBaHOro JiKapchbkoro 3acoly
«Adenuric, 80 Mr Ne 28 (tabmerkm)», cepii 98029, BupoGHHUIITBA «#Berlin-
Chemie/Menarini Polska», 3 MeTO aKTHBHOI MpPOTUIIl MOLIMPEHHIO HESKICHUX,
HE3apeeCTPOBAHMX JIIKAPCHKUX 3aco0iB Ta TakHX, WO OMINiHO HE BBO3WIHCH Ha
TEPUTOPiI0 YKpaiHH:

[epxasHa cnyxba 3 nikapcbkux 3acobiB TA KOHTPOMO

M2 3a HapkoTUKamu y Kiposorpa,qcn:xiﬁ obnacti

M2 ﬂe N22208/0/11-19 Bin 26.11.2019

5-001 1/002.0/17-19 Bin 21.11 201
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3ABOPOHSIIO peanizanito, 30epiraHHA Ta 3aCTOCYBAHHA Bcix cepid
nikapcbkoro 3acody «Adenuric, 80 mr Ne 28 (tabneTku)», pupobuuuTBa «Berlin-

Chemie/Menarini Polska».

Cy6’exTaM rOCIOfaproBaHHs, aKki 3ificHIOOTH peanisaiiio, 36epiraHHs Ta
3aCTOCYBaHHsS JIIKapCHKAX 3acobiB, HEBIIKNAJHO ICNs ONEePXaHH: JIaHoro
PO3TOps/KEHHs NIEPEeBiPUTH HASBHICTH BKA3aHOTO JIIKapChKOTo 3ac00y, BXUTHU 3aX0/H

MO0 BWIYYeHHs HOro 3 OOIry ILIIXOM 3HHIICHHA, Ipo IO TOBiIOM
TepUTOpiabHUM OpraH Jlepxtikcyx6u. Y pasi 3HUILCHHA BiIXO/IiB mpemnapal
IBOTMOKHEBHH CTPOK HAIPaBUTH 10 TEPUTOPIaIbHOTO OPraHy Jepoxtikemy0u Ko
aKTa [PO 3HUILEHHS BiXO/iB niKapchKOro 3aco0y.

UTH
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KoHTpoJ1b 32 BAKOHAHHIM JJaHOTO PO3MOPSIKEHHS 3AIHCHIOIOTD TepHUTOpiaibHI

oprauu JepxiKkciyxou Ha Bi/IOBIIHiM TEPUTOPII.
HeBHKOHAHHS JAHOTO DO3MOPSKEHHsS TATHE 33 co0010 BiANOBIIAIEH
3riJIHO 3 YMHHYM 3aKOHOJaBCTBOM Vxpaisu.

Kormii JaHOro po3rmopsiKEHH HanpaBJeHi:

MiHicTEpPCTBO OXOPOHH 370poB’s YKpalHu;
JIT1 " [eprxaBHUH excriepTHui neHTp MiHicTepCTBa OXOPOHH 3710poB’ st YKpainu'}

T'osi0Ba

Onena LlleBueHko 422 55 76

iCTh

Pomaun ICAEHKO




JEPKABHA CJIYKBA YKPAIHHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(depxaikciyxbda)
npocnekt [lepemoru, 120-A, m. Kuis, 031135, rea/pake: (044) 422-55-77, e-mail: dls@dls.gov.ua.
http://www.dls.gov.ua, Koa €JIPTIOY 40517815
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KepiBnukam TepuTopiaibHuX oprauis
Hepauikenyxomn

PO3INOPAKEHHS

Bimnosizro no Koncturyuil Ykpaiuu, crareit 15, 22, 55 3akony Ykpaiuu
"OCHOBH 3aKOHOJI@BCTBA YKpaiHHM NPO OXOPOHY 30poB's", ctateii 15, 21 3akouy
Ykpainn "I1po nikapceki 3aco6u", INonoxenus npo Jepxkasry cnyx6y Ykpainu 3
JIIKApChKUX 3acO0iB Ta KOHTPOJIO 338 HAPKOTMKAMH, 3aTBEPKCHOTO MOCTAHOBOIO
Kabinetry Minictpip Vkpainu Bix 12.08.2015 Ne 647, [lopsaky 3miiicHeHHs
JIEPIKABHOTO KOHTPOJIIO SIKOCTI JIKAPChbKUX 3aco0iB, 110 BBO3ATHCS B YKpainy,
3aTBeplKeHOro rnocraHoBoio Kabinety Mimictpis Vipainu Bin 14.09.05 Ne 902,
[lopsiaky BcTaHoBNeHHsS 3a60poHM (THM4acoBOi 3aGOPOHM) Ta MOHOBJEHHS 00iry
JiKapchKUX 3aco6iB Ha Tepuropii YkpaiHu, 3aTBepIKeHOro HakazoM MiHictepeTsa
OXOPOHHM 3/10poB's YKpainu Bix 22.11.2011 Ne 809, 3apeectpoBarum B MinicTepeTni
toctruii Ykpainu 30.01.2012 3a Ne 126/20439, ITopsiaky KOHTPOJTIO IKOCTI JliKapehKHX
3ac00iB Mg 4ac onrtoBoi Ta Po3ApiOHOI TOPriBN, 3aTBEPMKEHOr0 HAKA30M
Minictepctsa 0XOpoHHU 310poB's Ykpaitu Bix 29.09.2014 Ne 677, 3apeecTpoBaniM B
Minictepersi toctuuii Ykpainu 26.11.2014 3a Ne 1515/26292, Ipasus yrusizauii ta
BHUILLIEHHS JIIKAPCHKUX 3acobiB, 3aTBEp/UKEHMX HakaszoM MiHicTepcTBA OXOPOHH
310poB'st YKpainy Bin 24.04.2015 No 242, 3apeectposanum B Minictepetsi octuii
Ykpainu 18.05.2015 3a No 550/26995, Ta na nincrasi indopmauii Bia JlepxkasHoi
CiykOu 3 JlikapChKUX 3ac00iB Ta KOHTPOJIIO 33 HapkoTHKam B Onechkiii 061acTi 11010
BUABJICHHS Ha TepUTOpIl VYKpailW He3apeccTPOBAHOIO JIKAPCHKOrO  3acoly
Encephabol 100 mg, tabnetku Ne 50, cepil 142418C, BupobuuiTea "Merck KGaA",
HimeunHa, 3 METOIO aKTHBHOI NIPOTUAIT NOLIMPEHHIO HESIKICHUX, HE3apecCTPOBAHMX
JIKApChKHX 3ac00iB Ta TakMX, 110 0QiLiiHO He BBO3WJIMCH HA TEPHTOPIIO Ykpaiuu:

3ABOPOHSIIO  peanizauiio, 30epiranHs Ta 3acTOCYBaHHS BCiX Cepiil
nikapeskoro 3acoby Encephabol 100 mg, taGnerku Ne 50, BupoGuirsa "Merck
KGaA", HimeuuuHa.

[epxasHa cnyx6a 3 nikapcbknx 3acobis Ta KOHTPOMKo
M2 3a HapkoTukamu y Klpoaorpa,chm oﬁnacn
" ﬁi%”é’é‘é‘.‘é’é‘? 1/002.0/17-19 sia 21.11. 201”"2209/0/11 Al
TR i iy

S UURURRIOO T O




Cy6’ekTaM ToCTOAapioBaHHs, fKi 34IMCHIOOTH peanizamito, 30epiranHs Ta
3aCTOCYBAaHHS JIIKAPChKMX 3aco0iB, HEBIAKIAJHO [MIC/s  OJEpXKaHHS JIaHoro
PO3MOPSAKEHHS MEPEBIPUTH HAsBHICTh BKA3aHOTO JIIKAPCHKOrO 3aC00y, BKUTH 3aX0/11
U040 BMIyYeHHs Horo 3 o6iry MUISXOM 3HHMIUEHHHA, TMpO IO [OBIJOMUTH
TepuTopiansHuil opran Jlepxiikcayx6u. V pasi 3HHMIIEHHs BIAXOAIB npenapary B
BOTH>KHEBHil CTPOK HANPaBUTH JIO TEPUTOPiabHOrO oprany Jlepiikeryxbu Kormiio
aKTa Mpo 3HUILEHHS BiIXOJiB JlikapchKoro 3aco0y.

KoHTpok 38 BHKOHAHHSAM AHOTO PO3NOPSLKEHHS 3MICHIOIOTH TePUTOpialbHI
oprauu Jlepiikeny>kOn Ha BiNOBi/IHI i TEpUTOPIT.

HeBMKOHAHHS [AHOTO PO3MOPSIUKEHHS TArHe 3a COBOI0 BijOBIAANBHICTH
3MiHO 3 YAHHHUM 3aKOHOJ/IaBCTBOM Y KparHH.

Komii 1aHoro po3nopsiJuKeHHs HanpaBneHi'

MiHicTEPCTBO OXOPOHH 3/10pOB‘ Y KpaiHH;
JIIT "JleprkaBHuii excrniepTHui entp MiHicTepcTBa OXOPOHH 3J10pOB’st YKpaiHu'.
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