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AEPKABHA CJIYKBA 3 JJIKAPCBKUX 3ACOBIB
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Byn. IIpeoGpaxeHncrka, 2, M. Kponueruubkuii, 25006, Ten/dakc: (0522) 32-14-41, ten. 32-13-85
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KepiBHukam anTeunnx ta
JIKYBaJIbHHX 3aKJIaaiB 06acTi

Jlo yBaru ynoBHoBaxkeHHx oci0!

Hanaemo posnopsmkenHs ta muct JlepxkasHoi cinyx6u Ykpainu 3 JKapchKHX 3aco0iB Ta
KOHTPOJIO 332 HAPKOTHKAMHU JIONOBHEHHS 10 PO3NOPSDKEHHS 010 3a00POHH Ta IIOHOBJIEHHS 06iry
JKapChKUX 3aC00iB.

3a HAjBHOCTI, BKa3aHUX y PO3MOPSDKEHHSX JIKapChKUX 3acoliB, moBiomuTn JlepkaBHy
cnyx<6y 3 JiKapchKUX 3ac00iB Ta KOHTPOJIO 3a HapkoTHKamu y KipoBorpaacekiit obmacti mpo

BXKHTI 3aX0/IH IOJI0 BAKOHAHHS PO3IOPSIKEHb.
InpopManito  HajaBaTH  Ha  manepoBMX  HOCISX — NOMTO, 33 ampecolo:
eya. Ilpeobpascencoka, 2, m. Kponuenuuywvkuii, 25006, 3 nonatkamu:
a) IIpH BMIllIeHHi B KAPAHTHH J0AAETHCS KOMisi IPHOYTKOBOT HAKIIAHOT:
0) Ipu NOBEPHEHH] NOCTAYANBHHKY JOJAIOTHCS: KOIIis IPHOYTKOBOT HAKJIaIHOT;
KOIIisl HAKJIAHOT Ha MIOBEPHEHHS.
B) Y BHNAJKy Iepejadi BiIXOJiB JiKapchKOro 3aco0y Ha YTHIi3alil0 a60 3HHINEHHS,
Y JIBOTHXXHEBHii CTPOK moiHpopmyBatu JlepxkaBHy cIyxO0y 3 JiKapchKuX 3ac0o0iB Ta KOHTPOIIO 3a
HapkoTukamu y KipoBorpajcekiif o6nacTi Ta HazaTi Kormixo mpruOyTKOBOI HaK/IaqHO.

Ilpn HacTymHMX moCTaBKaX JiKapChKHX 3ac00iB, BKA3aHHX Y DO3MOPSDKEHHSX, CY0’ €KT
rOCIOJAPIOBAaHHS TOBHHEH BXXMTH 3aXOJiB INOAO 3amoliraHHs npuaOaHHs, peamisamii Ta
3aCTOCYBaHHS JiKapChKUX 3ac00iB, 3a3HAYEHHX Y PO3NOPSIHKEHHSAX.

Y BHNANKy BiICYTHOCTi JIKApCHKHMX 3aCO0iB, BKa3aHHX y PO3NOPAKEHHSX UH JIHCTAX
Jepxikcimyx6u, BIANOBI/i B MHCEMOBOMY BHIIA/II HAIABATH HE MOTPIGHO.

OpHoyacHO Harajzyemo, IO 3 PO3MOPSDKCHHSIMH Ta JMcTaMu JIepKIiKCITyKOH MOXKHA
o3HaoMHTHCA Ha odiuiliHOMy Bebcaiiti JlepxkaBHOi ciyxOu Vkpainu 3 mikapchKuX 3aco0iB Ta
KoHTpo/mo  3a  Hapkotukamu  (http://dls.gov.ua/) B posmini PO3IIOPSJDKEHHS
JEPXIJIIKCITYXXBU.

OxpiM TOro, o03HaHOMHTHCS 3 MOBIJOMJEHHSMH IIPO BCTAHOBIEHHS 3a00pOHH Ta.
TIIOHOBJICHHS 00iry JiKapchKHX 3aco0iB, ski BumaHi Jlepikiikciyx6or0, MOXHAa Ha odimiHOMY
BeOcaiiti JlepaBHoi cmyOH 3 JKapcbKAX 3acOGiB Ta KOHTPONIO 3a HAPKOTHKAMH Y
KipoBorpancekiit o6nacti (qus. mmcrt Bix 28.05.2019 Ne 320/03-19).

Jonarku:

1. Komis posnopsmkenns JlepxaBHoi ciyx0Ou YKpainu 3 TikapchKux 3aco6iB Ta
KOHTPOJIIO 32 HapKoThKaMH Bix 21.11.2019 Ne 8642-001.1/002.0/17-19 ua 2 apk.
2. Komis po3nopsmkenns JlepxaBHoi ciryx0u YKpainu 3 JTiKapchKuX 3aco0iB Ta
KOHTPOJIIO 3a HapkoTuKamu Bif 21.11.2019 Ne 8643-001.1/002.0/17-19 ua 2 apk.
3. Konis po3nopsmkenns {epxxaBHoi ciyx0u YKpainu 3 TikapchKux 3aco6iB Ta
KOHTpOJIIO 3a HapKkoTHKamMH Bij 21.11.2019 Ne 8644-001.1/002.0/17-19 ua 2 apk.
4. Komis po3nopsmkeHHs I[epxcaBHo'i cayx6n YkpaiHu 3 JiKapchKuX 3aco0iB Ta
KOHTpOJIIO 32 HapkoTuKamu Bix 21.11.2019 Ne 8645-001.1/002.0/17-19 na 2 apk.

[OepxasHa cnyxb6a 3 nikapcbkux 3acobiB Ta KOHTPOMIO
M2 3a HapkoTukamu y KipoBorpapachbkiih obnacTi
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5. Komis posnopsmkenns [{epxaBHoi ciyx6u VYKpaiHu 3 mKapchKux 3aco6iB Ta
KOHTPOJIO 32 HAPKOTHKAMH Bix 21.11.2019 Ne 8646-001.1/002.0/17-19 na 2 apk.
6. Komis posnopsmkenns JlepxasHoi ciyx6u YKpainu 3 JTKapChKHX 3aC00iB Ta
KOHTPOJIIO 332 HApKOTHKaMH Bix 21.11.2019 Ne 8647-001.1/002.0/17-19 na 2 apk.
7. Komis posnopsmkenns JlepxaBHoi ciryx6u YKpainu 3 JTKapChKUX 3aco6iB Ta
KOHTPOJIO 32 HApKOTHKaMH Bia 21.11.2019 Ne 8648-001.1/002.0/17-19 ua 2 apk.
8.  Komis posnopsmkerHs JlepxaBHoi cinyx6m Ykpaitu 3 TKapChKUX 3ac00iB Ta
KOHTPOJIIO 32 HapKOTHKaMH Bix 21.11.2019 Ne 8649-001.1/002.0/17-19 na 2 apk.

HavanbHuK cryx0u /// Jlinis MAH®LJIOBA

Jlronmuna umoxk 32 14 41



AEPKABHA CJIYKBA YKPAIHHU 3 JIKAPCBKHUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM

(Hdepmaikeiy:xoa)
npocnekT [lepemorn, 120-A, m. Kuis, 031 15, Ten/hakc: (044) 422-55-77, e-mail: dIs@dls.gov.ua,
http://www.dls.gov.ua, Koa E€JIPTIOY 40517815
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KepiBuukam cy6’exris rocnoaaploBaHns,

W @»/ er e 9AKI 3aHMaKThCs peaJjizauicio,
30epirannam i 3acrocyBanuam JIKapebKHX
: / PO A 3acobiB
Kepisuukam  tepuropianbnux oprauis
Hepasikesnyxon ;
PO3IOPSIJUKEHHSI

Binnosixgno no Kouctutyuii Vipainu, crareit 15, 22, 55 3akony Ykpaiuu
"OcHoBH 3aKoHONaBcTBa YKpainu [IpO OXOpOHy 310poB's", crateit 15, 21 3akony
Ykpainu "[1po nikapceki 3aco6u”, [TonoxeHHs npo [lepxkasHy ciyx6y Ykpainu 3
JKapchkUX 3acobiB Ta KOHTPOJIIO 32 HApKOTHKAaMH, 3aTBEPIKEHOrO MOCTAHOBOIO
Kabinery Minictpis Vkpainu Bin 12.08.2015 No 647, llopsanky s3milicHeHHs
ACPXABHOTO KOHTPOJIO SIKOCTI JIIKAPCHKMX 3acO0iB, 1[0 BBO3ATHCS B Ykpainy,
3aTBEp/KCHOrO nocraHoBolo KaGinery MinictpiB Ykpaiuu Bin 14.09.05 Ne 902,
Iopsinky BeTaHoBIEHHS 3a00pOHH (TMM4ACcOBOI 3a6OPOHK) Ta MOHOBIIEHHS obiry
JIIKapChKUX 3acoBiB Ha TepuTOpii YKpaihH, 3aTBEp/KEHOr0 HaKa3oM Minictepcrna
OXOpOHH 310poB's Ykpaiuu Big 22.11.2011 Ne 809, 3apeecTpoBaHUM B MiHicTepcTBi
roctuuii Ykpainy 30.01.2012 3a Ne 126/20439, Ilopsiiky KOHTpOMIO SIKOCTI TiKapehKiX
3ac00iB mia wac omToBoi Ta po3apiGHOI TOPFIB/I, 3aTBEPIKEHOTO HAKa30M
MinictepcTBa 0OXOpoHH 310poB's Ykpaitu Bin 29.09.2014 Ne 677, sapecctpoBannm B
Minictepersi tocTuuii Yipainu 26.11.2014 3a No 1515/26292, TlpaBun yrumizauii ta
3HUIUEHHS JIKAPCHKMX 3aco6iB, 3aTBEPIKCHMX HAKA3OM Minicrepersa oxopouu
310poB'st Ykpaitu Bia 24.04.2015 No 242, 3apeectpoBanum B Minictepctsi ocThiT
Ykpainu 18.05.2015 3a Ne 550/26995, Ta Ha mijcrasi iHdopmarti Bix [lepxaHol
CITy’KOM 3 J1iKapChKHX 3ac00iB Ta KOHTPOJIIO 32 HapkoTHKaM B Opechkiii obacti oo
BUABNCHHSA HA TEPUTOPIi VYKpaiHn He3apeecTpoBAHOro JIiKapchKoro 3acoly
Wnrasupun, karncynau no 90 mr Ne 10, cepii 2320619, Bupo6HuuTRa "AO "Banenta
®apm", Pocilichka Mesepallis, 3 METOIO aKTHBHO] MPOTHLIT TIOLIUPEHHIO HEsKICHUX,
HE3apEECTPOBAHKX JIIKAPChKUX 3acO0iB Ta TaKHMX, 110 OQiLIHHO He BBO3WIMCHL HA
TEPUTOPItO YKpaiHu: '

[epxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPOMIO
M2 3a HapkoTukamu y Kiposorpagchkiii obnacTi

N22183/0/11-19 Bin 25.11.2019

M2 NepxnikcnyxBa
N28642-001.1/002.0/17-19 alm 21.11.2019 5 I
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3ABOPOHSIIO peanizawito, 30epiraHHs Ta 3acTOCyBaHHs BCiX —cepiil
nikapcekoro 3aco0y MuraBupun, kancymd mno 90 mr Ne 10, BHpoOHMITBa
"AO "Banenra ®apm", Pociiicska ®enepatiis.

Cy6’exTaM rocrnojapioBaHHs, sKi 3JiHCHIOIOTH peaiizaiito, 30epiraHHs Ta
3aCTOCYBaHHSl JIIKApChKUX 3aco0iB, HEBIJIKJIAJHO TMCIAsS OJEpXKaHHS JIaHOro
PO3NOPSKEHHS NEPEBIPUTH HasIBHICTh BKa3aHOT0 JIIKAPCHKOTO 3ac00y, BIKUTH 3aX0,/11
100 BHJIyHEeHHSI #Horo 3 oO0iry UUISIXOM 3HHIUEHHS, [pO LI0 MOBIAOMUTH
TepuTOpiaIbHUK opran JlepxiikeinykOu. Y pa3i 3HULIEHHS BiJIXOJIB Npenapary B
NBOTH)KHEBHH CTPOK HAIPABUTH JI0 TEPUTOPIAJIBHOTO oprany JlepkmiKkelykOu Koo
aKTa PO 3HUILEHHS BIIXOJIB JIIKapChbKOIo 3acoly.

KoHTposb 32 BUKOHAHHSM JITAaHOTO PO3NOPSIDKEHHS 3IACHIOIOTH TEPUTOPIa/IbHI
opranu [epximikceiyOu Ha BIANOBIAHIH TepHUTOpIl.

HeBUKOHAHHS NaHOTO PO3MOPS/DKEHHS TArHE 3a co0O0 BIANOBIANBHICTD
3riIHO 3 YUHHUM 3aKOHO/IaBCTBOM Y KpaiHH.

Kormii 1aHoro po3nopsi/keHHs HarpaBJieHi:

MiHicTepcTBO OXOPOHH 30pOB’s Y Kpainu;
JUII1"JlepkaBHuit ekcriepTHUH LieHTp MiHICTEpCTBa OXOPOHM 3/10poB s Y KpaiHu".

TI'onoBa Poman ICACHKO

1Onis Kesanu
422-55-76



AEPXKABHA CJIY)KBA YKPATHM 3 JIKAPCBKUX 3ACOFBIB
TA KOHTPO.IIO 3A HAPKOTUKAMMU

- (Mepxnikenymxba)
npocnext [Iepemoru, 120-A, m. Kuis, 03]15. rea/daxc: (044) 422-55-77. e-mail: dis@dls.gov.u
http://www.dls.gov.ua, Koz €JIPTIOY 40517815
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’ Hepzcnikenyxon
PO3ITOPSJIPKEHHSI

Bimmosinuo no Koncruryuii Vipaimy, crareis 15, 22, 55 3akony Ypaiuu
"OcHoBu 3akoHozaBcTBa YKpaitu 1IPO OXOpOHY 3/10pOB'a”, craredt 15, 21 3gkomy
Yxpainu "ITpo nikapcski 3aco6u”, IToNoxeHs npo [lepxkasny ciyx0y YkpaiHy 3
JIKAPCBKMX 3acO6iB Ta KOHTPOMO 3a HapKOTHKAMHM, 3aTBEPKEHOIO IOCTAHPBOIO
KaGinery Minictpis VYkpainn six 12.08.2015 No 647, Tlopsinky 3nificHenus
ACPXKABHOIO KOHTPOMIO SIKOCTI JIIKAPCHKMX 3acO0iB, 1O BBO3STHCS B Ykpainy,
3aTBEpIDKEHOro nmocraHoBolo Kabinety Minictpin Vipainm sin 14.09.05 No 902,
ITopsinky BcTaHOBNEHHS 3a00pOHM (TMM4YacoBOi 3a6OPOHM) Ta MOHOBJIEHHS oY
JIKAPCHKUX 3aco0iB Ha TepUTOpii YKpaiHu, 3aTBepIKEHOr0 HaKazoM Minictepcrra
OXOPOHH 310poB's Ykpainu Bin 22.11.2011 Ne 809, 3apeecTpoRanuM B MiHicTepcTsi
tocTunii Ykpainu 30.01.2012 3a Ne 126/20439, [Mopsinky koHTpOIIO iKOCTI MMiKApdhKIX
3ac00iB M 4Yac onTtoBoi Ta PO3APIGHOT  TOPTiBI, 3aTBEPIKECHOrO HaKa3OM
MiHicTepcTBa 0X0poHu 310poR'st Ykpaiuu Bix 29.09.2014 No 677, 3apeccTpoBanim B
MinictepcTBi woctuuii Yipainu 26.11.2014 3a No 151 5/26292, TTpasui yTwirizaiii Ta
3HMILCHHS JIiKApChKUX 3aco6iB, 3aTBEpPIKEHHX HAKA3OM Minicrepcrsa oxoponn
300poB's Ykpainu Big 24.04.2015 No 242, 3apeccTpoBanuM B MinicrepcTsi lOC[‘H[[iT
Ykpainu 18.05.2015 3a Ne 550/26995, Tta na miacrasi iHdopmauii Bin JlepixkdBHOT
CITy’KOH 3 JliKapchKKX 3ac06iB Ta KOHTPOJTIO 3a HapkoTHkaM B Oxeckkiit o0sacti 1110110
BUSIBJIEHHS HA TepUTOpii Ykpailin nezapecerpoBanoro nikapcekoro 3aco6y Alpha D3,
kancyni mno 1 mkr Ne 30, cepii A05793, BupoGuunTBa "Teva, Debrecen", 3 méroto
aKTHBHOI IIPOTH/IT MOLIMPEHHIO HesiKiCHUX, He3apeecTPOBAHHUX JIIKapchKHX 3ac0BiB Ta
TakuX, o oQiLiHHO He BBO3HIHCE Ha TepuTopito Ykpaiy:

3ABOPOHSIIO  peanizauilo, 36epiranns Ta 3aCTOCYBaHHS BCIX depiit
nmikapeekoro 3acoby Alpha D3, kancynu no I mxr Ne 30, supoGuuirsa "Teva,
Debrecen". .

[epxasHa cnyx6a 3 nikapcbkux 3acobiB Ta KOHTPONIO
M2 33 HapkoTukamu y Kiposorpaacbkivi obnagri

M2 [epxnikcnyxba N22184/0/11-19 Big 25.11.2019
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Cy6’extam rOCITOAapIOBaHHA, sKI 3JIHCHIOIOTE peanizauito, 306epirany
3aCTOCYBaHHs JIIKAPCBKMX 3aco6iB, HEBIIKIAZHO mic/s OJlepXKaHHS Jia
PO3TIOPAJDKEHHS MEPEeBiPUTH HASBHICTh BKA3aHOTO TiKAPCHKOro 3aco0y, BXKHTH 3a
MO0 BHIYHEHHA HOro 3 o06iry UIISXOM 3HHILEHHS, PO 1I0 MOBIJIO!
TepUTOpiaibHui opraH JlepxmikenysGu. YV pasi 3sHuIeHHS BIZIXOMIB Tperiapa
ABOTHXXKHEBHH CTPOK HANPABUTH JIO TEPUTOPIAILHOTO OpraHy Hepxnikenyx6u k
aKTa Mpo 3HMIIEHHS BiIXOMIB JIiKapChKOTo 3acoby.

KOHTpOJIE 32 BUKOHAHHSM JaHOT'0 PO3MOPSIKEHHS 30 CHIOIOT TEPUTOPIE
opranu Jlepxtikciy6u Ha Bifrosiguiii TepuTopii.

HeBUKOHAHHS NAaHOTO PO3NOPSAKEHHS TACHE 3a COGOIO BiIOBLAJL
3TIHO 3 YMHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komii ranoro posnopsiipkeHHs HanpapieHi:
MinicTepcTRO 0XOpOHH 310pOB s YKpaiHy;

AIT " lepxasunit excriepTimit nentp MinicTepcTBa 0XOpoHH 310poB s Ykpainu"|

-

Tonora

1Oais Kepany
422-55-76
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JEPKABHA CJIYKBA YKPAIHU 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH

(depaaikeiysxoa)
npocriext [lepemory, 120-A, m. Kuis, 03115, ren/akc: (044) 422-55-77, e-mail: dis@dls.gov.ua
http://www.dls.gov.ua, Koa €JIPTIOY 40517815
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Z-/é/ue/uo ¢c L//jf_/ Kepisuukam cy0’ekTiB rocrnoiapioBaHHs,
/@ m/%dgpf%d Kl 3afiMaloThes peasisanieio,
30epiraHHsM i 3aCTOCYBAHHSIM JIIKAPChKHX

: ' 3ac00iB
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KepiBHUKAM  TepHTOPIaAbHUX  Oprauis
Jlepxaikeayxou

PO3MOPSAKEHHSI

Bignosigao no Koucrutywii Ykpainu, crateit 15, 22, 55 3akony YkpaiHu
"OCHOBM 3aKOHOZABCTBA YKpaiHM Mpo OXOpoHy 370poB's”, cratedl 15, 21 3akouy
Vipaiau "Tlpo nikapebki 3acobn”, ITonoxents npo [epxkapHy ciyx0y Ykpainu 3
NiKapChKUX 3aco0iB Ta KOHTPOJTIO 33 HApKOTHKAMH, 3aTBEPKEHOr0 TNOCTAaHOBOKO
KabGinery MiuicTpiB pralHPI Bia 12.08.2015 Ne 647, llopsaky 3miicHEHHs
JIepIKAaBHOTO . KOHTPOJIO SIKOCTi JIIKApChKUX 3aC00iB, IO BBO3ATHCA B Ykpainy,
3aTBep/KEHOro mocraHoBolo Kabinery Minictpis Ykpaiuu Bin 14. 09.05 Ne 902,
TTopsaaKy BCTaHOBJEHHs! 3a00pOHHM (TMMHACOBOI 3a0OpOHM) Ta MOHOBIEHHS oGuv
niKapchKuX 3acoBiB Ha TepuTopii YKpaiiu, 3aTBep/ukeHoro HakasoMm MinicTepeTsa
OXOpOHH 30poB's Ykpaiuu Bix 22.11.2011 Ne 809, 3apeecTpoBaHUM B MiHicTepcTBi
FOCTHLLT VKpamn 30.01.2012 3a Ne 126/20439, Hopsmxy KOHTPOJIIO AKOCTI JIIKAPCHhKUX
3aco0iB M dYac ONTOBOI Ta pomploum TOPriBJi, 3aTBEPKEHOI0 HAKa3oM
MinicTepcTBa 0XOpOHH 310poB's Ykpainu Bin 29.09.2014 Ne 677, 3apecCTPOBAHHM B
MinictepeTsi toctuuii Ykpainu 26.11.2014 3a Ne 1515/26292, Ilpasun yTHilizauii Ta
3HHUILEHHS nixapcmmx 3aco6iB, 3aTBep/UKEHHX Haka3oM MIHICTEPCTBA OXOPOHH
3opo'ss Ykpainu B 24.04.2015 Ne 242, 3apeecTpOBaHIM B MiHicTepcTBI IOCTHILIT
Vipainu 18.05.2015 3a Ne 550/26995, Ta Ha niacrasi ingopmauii Bix JlepxaBHol
ci1y6H 3 JTiKapchKHX 3ac06iB Ta KOHTPOJIIO 3a HapkoTHKaM B OlechKii o0JacTi 1mo10
BUSBJCHHS HA TepuTopil YKpaiHH He3apeecTpPOBAHOIO JIKApChKOro 3acody
WuraBupuH, kancyi no 60 mr Ne 7, cepii 381117, BupoOuuirea "TTAO "Banenra
®apm", Pocilicbka Mejiepallisi, 3 MCTOIO aKTUBHOT MPOTUAIT MOLIMPEHHIO HESIKICHUX,
HEe3apeeCTPOBAHUX JIIKAPCHKMX 3acO0IB Ta TaKMX, 1O O(ILiiHO HE BBO3WIMCH Ha
TEPUTOpI0 YKpalHu:

[OepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPONIO
M2 33 HapkoTukamu y K'poaorpancmﬁ oGnacri

M2 nepmnlxcn N22185/0/11-19 Big 25.11.
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3ABOPOHSIIO  peanisauiso, 30epiraHHs Ta 3acToCyBaHHS  BCix cepiii
MKapchKOro 3aco0y Hurasupum, karncymt no 60 mr Ne 7, BupoGuuursa
"[IAO "Banenra ®apmMm", Pociiicbka Denepanis.

CyG’extaM rocroaapioBanns, ski 3iHCHIOIOTH peanizauito, 30epiraHns Ta
3aCTOCYBaHHSA JIKapChKMX 3acoBiB, HEBiAKIAZHO Ticis OJIEPXKaHHA  JIaHOro
PO3NOPSAIKEHHS MEPEBIPUTH HASBHICTh BKA3AHOI'O JliKapChKOTO 3ac00Yy, BKHTH 3aX0/11
HOA0  BUIyHeHHS HOro 3 06iry IUIAXOM 3HMINEHHS, Ipo 110 TOBIJOMHTH
TEPUTOpialbHUIl Oprau Hepxnikenyx6u. V pasi suumenns BIAXOMIB mpenapaTy B
ABOTHXXHEBHH CTPOK HANIPABHUTH 0 TEPUTOPIAIBHOTO oprany Jlepxuikciayx6u koriio
aKTa NP0 3HUILEHHS BiAXOMIB JIiIKapChKOro 3aco0y.

KouTposb 3a Bukonaumsim nanoro PO3MOPSIJUKEHHS! 3/IIHCHIOIOTH TePUTOPIia/IbHI
opranu JlepxnikciyxGu Ha Bixnosinuiii TEPHUTOPIT.

HeBukoHaHHs panoro PO3MNOPSLKCHHS  TATHE 3a CO0OI0 BiATMOBiIAIBHICTS
3FIIHO 3 YUHHUM 3aKOHOAABCTBOM Ykpaiuu.

Komii naHoro posmnopsikenns HarpaBJieHi:
MiHicTepcTBo 0XOpOHH 3710poB s Ykpainu;
AIT"IepkaBHu# ekcriepTHUi uenTp MiHicTepcTBa 0XOPOHH 3710poB s Ykpainu",

losioBa Poman ICACHKO

10siia Kesany
422-55-76



AEPKABHA CJIVIKEA YKPAIHU 3 JIKAPCHKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU
(l[epmixcnymﬁ,a)
Tipocniekt [lepemorw, 120-A, m. Kuis, 03115, Ten/paxc: (044) 422-55-77, e-mail: dis@dls.gov.
http://www.dls.gov.ua, Kon €IIPTIOY 40517815
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Kepisunkam TePUTOpPiaILHUX  opranis
Hepzxnixenyx6u

PO3IIOPSIDKEHHSI

Bianosigxo no Koncrurynii Yxpainu, crareit 15, 22. 55 3akony Vi
"OCHOBH 3aKOHOJaBCTBa Ykpainu npo OXOpoOHy 3110poB's", crareii 15, 21 3
Yxpainu "ITpo mikapcski 3acobu", Tlonoxenns mpo Hepxasny cityxGy Ykpaluu 3

Kabinery Minictpis Ykpainn Bin 12.08.2015 Ne 647, Ilopsaxy snilicHeHHs
ACPXKAaBHOTO KOHTPOJIIO SKOCTi JiKapCHKHX 3ac00iB, WI0 BBO3ATHECS B Ykpai
3aTBEP/DKEHOr0 IOCTAHOBOIO Kabinery Minictpis Ykpainn Big 14.09.05 No
Topsnky BcraHOBIEHHS 3a00poHH (TUMYaCOBO] 3a00pOHM) Ta NOHOBJIEHHS Oiry
JKapCEKHUX 3aco6iB Ha TEpUTOpii Yxpaiuu, 3aTBep/KEHOro Haka3oM MiHicTepcTsa
OXOpOHH 3110poB's Ykpainu Bix 22.11.2011 No 809, 3apeectpoBaruM B Minictepersi
rocTuii Yxpainu 30.01.2012 3a Ne 126/20439, Iopsiaxy KOHTPOJIIO IKOCT] JTiKapchKux
3ac00iB mix 4Yac omroBoi Ta po3api6bHoi Topripni, 3aTBEPJDKEHOI0 Hak
MinicrepcTsa oxoponu 310poB's Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBanum B
MinictepcTsi rocTuuii Ykpainn 26.11.2014 3a Ne 1515/26292, Mpasun yrumisanji ta
3HHUILEHHS JIIKApChKUX 3acobiB, 3aTBEP/DKCHNX Haka3soM Minictepcrsa OXOPOHH
3/10poB's Ykpainu Bixg 24.04.2015 No 242, 3apeecTpoBanuM B Minicrepersi rocmumii
Ykpainu 18.05.2015 3a No 550/26995, Ta Ha mincrasi iHdopmanii Bix Ilepxcalfuo'i
CIly>OH 3 JTiKkapchKuX 3aco6iB Ta KOHTPOJIIO 32 HapkoTHkaM B Opechkiii o6acti (¢
BUABICHHS Ha Tepuropii Vkpaiuu HE3apPEECTPOBAHOrO JiKapchKoro 3a o6y
«ZADITEN, 1 mMr Ne 30 (Tabretkn)», cepii KL500, Bupo6uunrsa «SANDOZ
NOVARTIS Istanbuly, 3 Meroro axTuBHO] NPOTHNI MOWMpeHHIO Hesikic X,
HE3apEeECTPOBAHKX JIIKAPCHKUX 3acoGiB Ta TakuX, WO OQiNiiHO He BBO3MIHCH Ha
TEPUTOPiI0 Ykpainu:

[epxaBHa cnyx0ba 3 nikapcbkux 3acobi Ta KOHTPOmio
M2 33 HapkoTukamu y KipoBorpaacbkivi obnacTi

Ne22186/0/11-19 Bin 25.11.2019

" Nededs Jur11002 0/17-19 sig 2 |
: ~17-19 Bin 21.11.201%
S ORUREREBRIEINT 1 fatrusnm




3ABOPOHSIIO peanizauifo, 30epiranfs Ta 3aCTOCYBaHHA BCIX cepidt

nikapcekoro 3aco0y «ZADITEN, 1 mMr Ne 30 (TaGneTkH)», BUPOOHUITBA «S
NOVARTIS Istanbul».

0Z

Cy6’€ekTaM TOCIOAApIOBaHHS, K 3iiCHIOIOTh peaizaliio, 30epiraHHs Ta

3aCTOCYBaHHs JIKApCHKUX 3aco0iB, HEBIKIAaJHO INCHs OJepXKaHHA JIaH
PO3IOPSKEHHSA NePEBiPUTH HASIBHICTh BKA3aHOTO JTiKapchKOro 3acoly, BXUTH 32X

[OI"'0
(1058

LIOAO BHIydeHHs MHoro 3 00iry IUIAXOM 3HHIICHHA, PO IO [IOBiIOMHUTH
TEPUTOPiAJIbHUM OpraH Jepxtikcayx6m. Y pasi 3HHIICHHS BiIXO/IiB mpenapary B

JBOTH)KHEBHIA CTPOK HAIPaBUTH /10 TEPUTOPiaIbHOIO OpraHy Jlepxmikeyx0Ou KQ
aKTa Ipo 3HMUIIECHHA Bi/IXO/iB JIIKapCHKOTro 3aco0y.

[iI0

KOHTpOJIb 32 BUKOHAHHSM JAHOTO PO3MOPADKEHHS 3/i/CHIOIOTh TEPHTOPiabHi

opranu {epiutikcinyx0u Ha Bi/IIIOBi/IHI# TepHTOPIi.

HeBUKOHAaHHSA HAHOTO PO3IOPSA/IDKEHHS TArHE 32 coboro Bi].lrIOBiJIaJII:lLIiCTB

3TiHO 3 YMHHAM 3aKOHOJABCTBOM YKpaiHH.

Komii faHOTO pO3MOPSAIMKEHHS HarpasJIeHi:
MiHICTEpPCTBO OXOPOHH 3[0POB’s VYkpainy;
III1 " Ilep>xaBHUM eKCIIEPTHHH IEHTP MiHicTepcTBa OXOPOHH 3[J0POB’S Ykpainu'.

Tosi0Ba

Poman ICAE}hKO

Onena I1leBaenko 422 55 76




AEPXABHA CIYXBA YKPAIHH 3 JIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU
' (ﬂepmikcnymﬁa)
fipocniekr Iepemory, 120-A, m. Kuis, 03115, Ten/akc: (044) 422-55-77, e-mail: dls@dls.gov.ua,

ht_tp://www.dls.gov.ua, Kon €IIPTIOY 40517815

Ha Ne BIZ
Z/Z E P -t/
/@ . % A e Ke.piBnmcaM“ cyﬁ’emiB l‘OCl‘lO}Iaplf)Bal.lHﬂ,
fKi 3aHMaIOThCs peaJiizauiero,
?/ ﬂ&”&\, /7. /3 36epiraHm|Mi3acT0cyBaHHaM.niKapcblcux
3aco0iB

KepiBuukam TEPHTOPiaJLHAX opranis
Hepaxcnikenyx6u

PO3IIOPSIIKEHHST

Bianosigno mo Koncrutynii Ykpainu, crarei 15, 22, 55 3akoHy Ykpaiuu
"OcHoBH 3aKoHOnaBCTBa Ykpainu npo OXOpOHY 3710poB's", crareit 15, 2] 3akoHy
Ykpaiuu "TIpo JiKapchKi 3aco6u”, ITonoxenHs npo JlepxaBny ciyx6y Ykpainu 3
JKapChKUX 3aco6iB Ta KOHTPOJIIO 32 HapKOTHKaMH, 3aTBepKeHOro NIOCTaHOBOKO
Kabinetry Minictpis Ykpainn Bin 12.08.2015 Ne 647, Tlopsaky 3milicHenHs
ACPXaBHOrO KOHTPOJIO SKOCTI JIKapChKHX 3aco6iB, 0 BBO3ATECS B YKpaiHy,
3aTBEPAXEHOr0 MOCTaHOBOIO Kabinery Minictpis Ykpainu Bixg 14.09.05 No 902,
Ilopsanky BcranoBnenus 3a060poHH (THMYacoBof 3a00pPOHH) Ta NOHOBJNEHHS o6iry
MKapChKUX 3acobiB Ha TepHUTOpii YKpainw, 3aTBEP/DKEHOTO Haka3oM MinicTepcTsa
OXOpOHHM 3110pOB's YKpaiHu Big 22.11.2011 Ne 809, 3apeecTpoBanum B Misicrepcrai
ocTHLii Yipainuk 30.01.2012 3a No 126/20439, Mopsnxy KOHTDOJIIO AKOCTI JIIKapChKUX
3acobiB min wyac omtoBoi Ta po3api6bHoi Topripi, 3aTBEP)KEHOTO0 HaKa3oM
Minicrepcra oxoponu 300poB's Ykpainu Bix 29.09.2014 No 677, 3apeecTpoBaHuM B
Minicrepersi rocTuuii Ykpainu 26.11.2014 3a No 1515/26292, Mpasun yrunisauii ta
3HHUIEHHS JIIKapChKUX 3acoGiB, 3aTBEPIDKCHUX HakasoM MiHicTepcrsa OXOpOHH
300poB's Ykpainu Bix 24.04.2015 No 242, 3apeectpoBanum B Minicrepersi rocTuuii
Ykpainu 18.05.2015 3a Ne 550/26995, Ta Ha mincrasi iHopMmanii Bix Jlepxasuoi
CITy>OH 3 JliKapchKHX 3aco6iB Ta KOHTPOJIO 32 HapKkoTHKaM B OpeckKiii o6acti mozo
BHABJIEHHSA Ha TEPHTOPIl YkpaiHu HesapeecTpoBanoro ikapcekoro 3acoy «LIVIAL,
2,5 Mr Ne 28 (Tabnerku)», cepii R005834, Bupo6HuuTBa «Merck SHARP Istanbul;
N.V  Organon», 3 wmeromo aKTHBHOI  NPOTHAIi  nomHpeHHIO HEAKICHHX,
HE3apeeCTPOBAaHHX JIIKAPCHKUX 3aCobiB Ta TaKHX, WO OQiliifHO He BBO3MIUCEH Ha
TEpPHTOPII0 YKpaiHu:

DepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPONIO

M2 3a HapkoTukamu y Kiposorpaachbkiii o6nacri

Ne2187/0/11-19 Big 25.11.2019
L

(T

M2 flepxnikcnyw6a
Ne8646-001.1/002.0/17- 1 1.20%9 "I
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3ABOPOHSIO  peanizauiio, 30epiraHHs Ta 3acTOCyBaHHA BCix cepii
JIKapchLKoro 3acoby «LIVIAL, 2,5 mr Ne 28 (tabnetku)», BupoGHHUTBAa «Merck
SHARP Istanbul; N.V Organony.

Cy6’ektam rocnogaproBaHHs, siki 31iHCHIOIOTE peanmisaniio, 3GepiraHus Ta
3aCTOCYBaHHA  JIKapCBKMX 3aco6iB, HeBiAKMAamHO micis OJEPXXaHHA JaHOro
PO3MOPA/KEHHSA NIEPEBiIPUTH HasABHICTH BKA3aHOIO JIIKapCHKOro 3aco6y, BXUTH 3aX0/IH
WOAC BUIY4EHHA HOro 3 06iry UUIAXOM 3HHIIEHHS, Npo 1ILO IOBiJOMUTH
TEPUTOpPIaJIbHUI OpraH Hepxikcmyx6u. Y pasi suumenns BIZIXOJIB IpemapaTy B
ABOTH)XHEBUH CTPOK HaNpPaBHTH 0 TEPHTOPIANBHOIO opraHy Jlepxnikciy6u Koriro
aKTa PO 3HUIIEHHSA BiAXOAIB JiKapchKoro 3acoby.

KonTposs 3a BuKoHaHHAM maHOrO PO3NOPS/OKEHHS 3A1HCHIOIOTH TEPUTOPiaNbHi
opraHu Jlepxxnikciy6u Ha BimoBiHiii TEPHUTOPIi.

HeBukoHauns paHoro PO3NOPA/DKEHHA TArHE 3a co0O0K0 BiAIOBiNANBHICTD
3TiIHO 3 YUHHHUM 3aKOHOAABCTBOM Yxpaiuu.

Konii fanoro posnopsmxenus HarpasJieHi:
MiHicTepcTBO OXOPOHH 3710pOB’st Ykpainu;
AT " JlepxaBHuii ekcriepTHuUiA LeHTp MiHicTepcTBa OXOPOHH 370poB’s Ykpainu".

I'osnoBa Poman ICAEHKO

Onena LlleBuenxo 422 55 76



JEPKABHA CJIY)KBA YKPATHHU 3 JTIKAPChKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(MAepxaikenyxba)
npocnekt [Tepemoru, 120-A, m. Kuis, 03115, rea/pake: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kon €JIPTIOY 40517815

Ha No : BiJl
Z ALLLQ( A KepisHukam cy0’eKTiB rocnoaapioBanus,
V@ T SN LY AKi 3aiimMalTheA peaJiizauieio,
30epiraHHAM i 32CTOCYBAHHSM JIKapChKHX
% A LS 3ac06iB
KepiBHukam  TepuTOpiaJibHUX  opranis
Jepaxiikenyxom '
PO3NOPAKEHHSA

BianosinHo 1o Koncruryuii Ykpainu, crareii 15, 22, 55 3akony Ykpainu
"OCHOBH 3aKOHOJABCTBa YKpaiHW MPO OXOpPOHY 310poB's", crtareit 15, 21 3akony
Yxpainn "Ilpo mikapeeki 3aco6u", [lonoxenuns npo Jlepxasry cnyx6y Ykpainu 3
JMKapChKUX 3ac00iB Ta KOHTPOJIIO 338 HAPKOTHKAMM, 3aTBEPDKEHOrO MOCTAHOBOIO
KaGinery MinicTpiB Ykpainu Bix 12.08.2015 Ne 647, Tlopaaky 3nificHeHHs
JepXKAaBHOTO KOHTPOJIIO AKOCTI JIIKAPCBKUX 3aco0iB, L0 BBO3SATHCA B YKpaiHy,
3aTBep/KeHOro mnocraHoBorw Kabinety MinictpiB Ykpainu Big 14.09.05 No 902,
[lopsinky BcTaHoBneHHs 3a60poHH (THM4YAacoBOI 3a00pOHHM) Ta MOHOBJEHHS 0Biry
JiKapChKUX 3ac06iB Ha TepuTopii YKpainu, 3aTBep/KeHOro HakazoM MiHictepeTra
OXOpOHHM 3110poB'st YKpainu Bij 22.11.2011 Ne 809, 3apeectpoBatium B MinicTepcTsi
roctuuii Yipainu 30.01.2012 3a Ne 126/20439, [Topsiiky KOHTPOTIO IKOCTI J1iKAPChKUX
3ac00iB MiA Yac onToBOi Ta pO3APiGHOT TOPriBii, 3aTBEPKEHONO HAKA30M
MinicrepcTBa oXoponu 310pos'st Ykpaiun Bijg 29.09.2014 Ne 677, 3apeccTpoBaHHM B
Minictepcrsi toctuiii Ykpainu 26.11.2014 3a Ne 1515/26292, TTpasua ytuizauii ta
3HULUEHHS JIIKAPCHKUX 3aco0iB, 3aTBEp/UKEHHX HakazoM MiHicTepcrBa OXOPOHHM
310poB's YKkpainu BiJ 24.04.2015 Ne 242, sapeectpoBannum B MiHicTepcTBi 10cTHILT
Ykpaian 18.05.2015 3a Ne 550/26995, ta na miacrasi iHdopmauii Bia JlepxkaBHol
ciyxOH 3 JIiIKapChKUX 3ac00iB Ta KOHTPOMO 3a HapkoTHkaM B Oziechbkiil 001acTi 110110
BUSIBJIEHHS Ha TepuTopii VYKpalM He3apeecTpoBaHOro JiKapchkoro 3acoly
bududopm, xancynm Ne 30, cepii X48407, supoGuuursa Ildaiizep Konchiomep,
Itamis, "OOO "ldaitzep Munosaumu", Pociiicbka Mesepariis, 3 MeTOI aKTHBHOI
MPOTHUIIT MOLIMPEHHIO HeSAKICHUX, HE3apeecTPOBAHNX JIIKAPCHKUX 3ac00iB Ta TAKMX,
o oilifHO He BBO3UIIMCEH HA TepuTOpilo Y Kkpainu:

AepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPONIO
M2 33 HapkoTukamu y K'poaorpa,qcbmu 06nacn

M2 Pepmnincnynt No2188/0/11-19 Bin 25.11. |||||”
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3ABOPOHSIIO  peanizauiio, 30epiraHHs  Ta  3acTOCYBaHHA  BCix cepii
JIIKapChKOro 3acoby Bududopm, kancymm Ne 30, BUpoOHHULTRA [Tdaiizep Koncsiomep,
ITanis, "O0O0 "Mdaiizep Wunosauuu", Pociiichka Denepanis.

Cy6’exram FrOCriolapioBaHHs, skl 3AIHCHIOIOTH peanizauito, 36epiranHs Ta
3aCTOCYBAHHA  JIKAPChKUX 3aco6iB, HEBIAKNAAHO  rTicis OJIEpXKaHHS  JIaHOTO
PO3NOPAIKEHHS IEPEBIPUTH HAsIBHICTh BKA3aHOIO JIIKapChKOTro 3acoby, BIKHTH 3aX01H
HIONO  BHIyYEHHS HOTOo 3 o6iry LUIAXOM 3HHIUEHHS, Npo L0 [MOBIAOMUTH
TepUTOpiaJbHUI OpraH Hepsxrikciryx6u. V pasi suumenss BIAXOZIB MpenapaTy B
ABOTHXKHEBHI CTPOK HANPABUTH JIO TEPUTOPIATBHOTO OpraHy Hepxikcenyx6u korio
aKTa MPO 3HHILCHHS BIJIXOAIB JiKapChKOro 3aco0y.

KoHTponk 3a BUKOHaHHAM 1aHOroO PO3NOPSIIKEHHS 3AIHCHIOIOT TePUTOPiaibH]
opranu Jlepxmikciny6u Ha Bignosinmiii TEPUTOPIT.

HepukoHnanus nanoro PO3IMOPSIIUKEHHS  TSArHE 3a co0O0I0 BiJNOBiIANBHICTE
3TIIHO 3 YHHHHM 3aKOHOaBCTBOM Ykpainu.

Komii 1anoro posnops mkenns HarnpasJieHi:
MiHicTepcTBO 0XOPOHH 3/10poB ‘5 Ykpainu;
JAIT"[lepxaBuuit ekcriepTHuii LeHTp MitictepcTBa 0XopoHH 310poB’s Ykpaiuu".

P

I'osioBa Poman ICACHKO

10nis Kesany
422-55-76



AEP)KABHA CJIYKBA YKPAIHHU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTHKAMH

mpocnex IT A o U—Iepmikcnymﬁa)
epemory, 120-A, m. Kwuis, 03115, Te/akc: (044) 422-55-77, e-mail: dis@dl
http://www.dls.gov.ua, Kox EJPTIOV 40517815 - S oldls.gov.ua,
Ha NQ Bi).‘[

%Z;/LL-LL@ w /L,/]

/C' e ilevea.» KepiBHHKAM cy6’ekTiB rocrnoJaproBaHHS,

AKI 3alMaloThLCs peaJizauiero,
(/ A 2703 359Pél:ammMlsacTocyBaHHﬂM JiKapCchKuX
3aco0iB

KepiBnukam TePHTOPIaJIbHAX  opramis
Aepacnikenyxon

PO3NOPSUKEHHS

"ocaofplfg;;;iiz aﬁ;ﬁl;;:ggg;xﬂéffp:gu; :’ra'rel‘fl 15, 22, 55 3axony Vipainn
Ykpainn "Ipo JiKapceKi 3aco6u” I'Idnoxce}P;H i Nkl 3' ]
JIKapChKUX 3ac06iB Ta KOHTpOJIK; 3a Ha L e bl e

| acoGis PKOTHKaMH, 3aTBEPKEHOI0 ITOCTAHOBOIO
KaGinery Minicrpis Ykpainu Big 12.08.2015 No 647, Tlopsaxy s3nilicHenHs
/ICPKABHOTO  KOHTPONIO AKOCTI JiKapCHKHX 3aC00iB, o BBO3ATBHCH B Ykpainy
3aTBEP/DKCHOrO MOCTaHOBOK Kabinery MinictpiB Vkpaiun sig 14.09.05 No ’
IIppsuucy BCTAHOBJICHHS 3a60poHK (THMYacoBoi 3a00pOHM) Ta MOHOBNEHHS O iry
JIKAPCEKHX 3acobiB Ha TepuTOpii Ykpainw, 3aTBEpIDKEHOro HakasoM MiHicTepeTBa
OXOPOHH 3710poB's YKpainu Big 22.11.2011 Ne 809, 3apeectpoBanmm B Minicrepersi
IOCTHI.UI Ylfpa'l'HH 30.01.2012 3a Ne 126/20439, Ilopsinky koHTpOITIO sTKOCTI JNIKapCHKUX
3a?o613 A Hac OMTOBOI Ta pO3APIOHOI TOpriBMi, 3aTBepmKEeHOr0 HaKAZOM
MinictepcTBa oxoponu 310poB's Ykpaitu Bin 29.09.2014 Ne 677, 3apeectposan
Minictepersi roctunii Yipainu 26.11.2014 3a Ne 1515/26292, TIpasun ytumizami
SHWIICHHS JKapChKMX 3acoGiB, 3aTBEpIKEHMX HakasoM MinicrepcTsa oxopﬁﬂn
310poB's Ykpainu Bix 24.04.2015 Ne 242, zapeectposanum B MinicTepcTsi rocTyil
Ykpainu 18.05.2015 3a Ne 550/26995, Ta Ha mixcrasi indopmauii Bix JlepxanHol
CITy0u 3 TKapChKUX 3ac00iB Ta KOHTPOIIO 33 HapKoTUKaM B Oneckkiii o6acri m&no
BUSIBIIEHHS Ha TEpUTOpii YKpaiHU He3apeecTpoBaHOro Jikapchkoro 3acoby «Imuran,
50 mr Ne 100 (TabGnerku)», cepii A877327, BuUpoGHHULITBA «Aspeny, 3 METOKO aKTUBHOT
NPOTHAi] MOIIMPEHHIO HEAKICHUX, HE3apeeCTPOBAHMX. JiKapChKHX 3acobiB Ta TaKuX,
1o opiLiliHO He BBO3WIKCH HAa TEPUTOPiI0 YKpaiHH:

[NepxasHa cnyx6a 3 nixabébxux 3acggia Ta KOHTPOMKO
M2 oTukamu y Kipoorpaacbkii obnacTi
N H231p§91011 1-19 Big 25.11 .2019‘30‘r

JUTTUTNT AR

Ne
M2 [epxaikcnywba “l
Ne28648-001.1/002.0/17-19 Bi 21.11.2010
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3ABOPOHSIIO peanizauito, 36epiramms Ta 3aCTOCYBaHHsS BCiX

JIIKapCEKOro 3aco0y «Imuran, 50 mr Ne 100 (Tabnerku)», BUpoGHUITRA «Aspeny.

cepii

Cy6’exram TOCHIONApIOBaHHsA, sKi 3HiIMCHIOIOTE peanizanito, 36epirapus Ta
34CTOCYBaHHS JIiIKAPCHKHX 3ac00iB, HEBIgKIAAHO mmiciis OZlepXXKaHHA |[TAaHOT'O
PO3MOPAKEHHS [IePEBIPUTH HASBHICTE BKa3aHOI0 JIIKapChKOro 3aco0y, BXXHTH Baxomu
LIOAO BHIIYYEHHS MHMOro 3 00iry mursxom SHHMIIEHHSA, TpPO IO NOBiJOMHUTH
TEPUTODIiaNbHHUIA Opran Hepxcnikcnyx6u. V pasi sammenms BIAXOJIB Npenapaty B
ABOTHXXHEBUH CTPOK HAIIPAaBHTH 10 TEPUTOPIiaNBHOIO Oprany Hepxmikenyx6u|korio

aKTa [P0 3HHIIEHHA BiAXO/iB JKapCHKOTro 3ac06y.

KonTposs 3a BukoHanHsM nanoro PO3NOPSKEHHS 301HCHIOIOTE TepUTOpiaIbHi

opranu Jlepxxnikciy6u Ha BianoBimmiif TEPUTOPIi.

HeBukonanus nanoro POSIOPAUKCHHA TATHE 32 COOOK BiAMOBImANpHICTS

3TiZHO 3 YHHHUM 3aKOHOJABCTBOM Ykpainu.

- Komii naroro posnopsmxenns HarpaBJieHi:
MiHicTepcTBo 0xoponu 310poB’s Ykpainu;

JIT " [lepxaBHuit excrniepTHui neHTp MiHicTepcTBa oXopoHu 30poB’s Ykpaiuu'".

I'onoBa

Onena IlleBuenko 422 55 76

Poman ICAEHKO
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JEPXXABHA CJIYXXBA YKPATHH 3 JIIKAPCHLKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMHM
(Mepacnikemyxoda)
npocnekt [Tepemorw, 120-A, m. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kox €IPTIOY 40517815

Ha Ne six

7/{//,L/L,¢,(_9[( // K '
epiBHHKaM cy0’€KTIiB rocrnoaaproBaHHs,
% 3 ‘74_ AL P A 4 p

AKi 3aliMaloOThCsA peaJisauielo,
30epiraHHsAM i 3aCTOCYBaHHAM JiKapPChbKHX
7/ A 20 2 3aco0iB
KepiBHHKaM TepHTOpiaJIbHHX oOpraHis
Hepacnikeayxon
PO3IIOPSIPKEHHS

BignosigHo no Konctutynii Ykpainu, crareit 15, 22, 55 3akony VYkpainu
"OCHOBH 3aKOHOJaBCTBa YKpaiHH NpO OXOpOHY 310poB's", crarei 15, 21 3akoHy
Yxpainu "[Ipo nikapceki 3acobu", Ilonoxenns npo [epxaBHy ciyxOy Ykpainu 3
JNIKapChKUX 3ac00iB Ta KOHTPOMIO 32 HAapKOTHKaMH, 3aTBEPIKEHOr0 MOCTaHOBOIO
Kabinery MinictpiB VYkpainu Bix 12.08.2015 Ne 647, Ilopsaaky 3aifCHEHHs
JEpXaBHOrO KOHTPOJIIO SIKOCTI JIiKapcChbKUX 3acobiB, IO BBO3ATHCA B YKpaiHy,
3aTBep/pKeHoro nocraHoBolro KabGinery MinictpiB Ykpainu Bix 14.09.05 Ne 902,
[Topsnxy BcTaHOBIEHHsA 3a00poHM (TUMYacoBOi 3a0OpOHH) Ta IMOHOBJEHHSA 00iry
JNikapchKUX 3aco0iB Ha TepuTOpii YkpaiHH, 3aTBep/yKeHOro Haka3om MiHicTepcTBa
OXOpOHH 3710poB's Ykpainu Big 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTBi
roctuuii Ykpaiau 30.01.2012 3a Ne 126/20439, [TopsiaKy KOHTPOJIIO SKOCTi JIiKapChbKUX
3acobiB mig wac onrToBoi Ta po3ApiOHOI TOPriBNi, 3aTBEPKEHOrO HaKa3oM
MiHicTepcTBa 0X0poHH 310poB's YKpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHHM B
Minicrepctsi rocTunii Ykpainu 26.11.2014 3a Ne 1515/26292, ITpasun yrunisauii ta
3HMILIEHHA JIIKapChbKHUX 3aco0iB, 3aTBep/P)KEHHX Haka3oM MiHicTepcTBa OXOPOHH
3n0poB's Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHiCTepCTBI IOCTHULIIT
Yxpainn 18.05.2015 3a Ne 550/26995, Ta Ha migcrasi iHQopmauii Bix JlepxaBHoi
cimyx6u 3 JlikapchKHX 3ac00iB Ta KOHTPOJIIO 32 HapKoTHKaM B OpiechbKiii 06:1acTi 1010
BUABJIEHHS Ha TepHTOpil YKpaiHH He3apeecTPOBAHOrO JIiKapchKoro 3acoly
«Cipralex, 10 mMr Ne 28 (Tabnetku)», cepii 1812030, BupobuunTsa «Pharma Vision San
Istanbul», 3 MeTOI0 aKTHBHOI NMPOTHJIi MOIIMPEHHIO HESKICHUX, HE3apeeCTPOBAHHUX
NiKapChKHX 3ac00iB Ta TaKuX, 110 OQiliiiHO He BBO3UJIUCH HA TEPUTOPiI0 YKpaiHH:

NepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTpoNo
M2 33 HapkoTUkamu y Kposorpagcu(m 06nac1'|
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3ABOPOHSIO peanizauito, 36epiraHHA Ta 3acTOCYBaHHA BCiX cCepii
nikapcekoro 3acoby «Cipralex, 10 Mr Ne 28 (tabnerxm)», Bupobuuursa «Pharma
Vision San Istanbul».

Cy6’exTaM roCTOZapioBaHHs, fAKi 3JilCHIOOTH peaiisauiio, 30epiraHHs Ta
3aCTOCYBaHHS JIKapChKMX 3aco0iB, HEBIKIAOHO TICIsA ONEpXaHHA JaHOro
pO3IIOpsKEHHS ePEeBiPATH HAsBHICTh BKA3aHOTO JiKapChKOro 3aC00Y, BXHTH 3aX01H
MOJO BWIy4eHHs #oro 3 o6iry LUISXOM 3HMINEHHS, NpO WO TOBiIOMHTH
TepuTOpianpHuil opraH JepiikcayxOu. ¥ pasi 3HHUIICHH: BiZIXOJIiB TIpenapary B
JBOTHXKHEBHii CTPOK HANPAaBHTH [0 TEPUTOPIiaIBHOTO OpraHy JlepxiKciyxou KOTIiIO
aKTa Tpo 3HHILEHHS BiAXO/IB JiKapChKoro 3acoly.

KOHTPOJIB 33 BUKOHAHHSAM JaHOTO PO3MOPS/DKEHHS 3AIACHIOIOTH TEPUTOPiaJIbHI
opranu JlepxtikciykOH Ha BiMOBiHIA TepHTOPIi.

HeBHKOHAHHS JAHOTO PO3NOPS/DKEHHA TATHE 3a Co0oro Bi/INOBIJAJIBHICTD
3riZJHO 3 YHHHHMM 3aKOHO/IaBCTBOM YKpaiHH.

Komii ;aHOro po3MOpsIXKeHHs HalpaBIeHi:

MiHicTepcTBO OXOPOHH 310POB’s YKpaiHH;
JIIT " lepskaBHuii ekcriepTHUH LeHTp MiHicTepcTBa OXOPOHH 370poB’s YKpaiHu".

T'onoBa , Poman ICAEHKO

Onena llleBuenko 422 55 76



