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JEPXKXABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM Y KIPOBOT'PAJICBKINA OBJIACTI

By [IpeoOpaxeHchka, 2, M. KpormmuBHuLBKMIA, 25006, Ten/dakc: (0522) 32-14-41, ten. 32-13-85
e-mail: dls.kr@dls.gov.ua Kox €JIPIIOV 37059505
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KepiBHnKaM anTe4Hux Ta
JIKyBaJbHHUX 3aKj1a1iB 00acTi

Jlo yBaru ynoBHOBa*eHHX 0ci0!

Hanmaemo posmopsixeHHs Ta jucT JlepxxaBHoi cmyxOn YkpaiHu 3 JlikapchbKHX 3aco0iB Ta
KOHTPOJIIO 32 HAPKOTHKaMH JOTIOBHEHHS 10 PO3MOPSIKEHHS IOA0 3a00pOHHM Ta IIOHOBJIEHHS 00iry
JTKapChKHUX 3ac00iB.

3a HajABHOCTI, BKa3aHUX y PO3MOPSKEHHSIX JIKapChKUX 3ac00iB, MOBIIOMUTH JlepikaBHY
cnyx0y 3 JIKapChKUX 3aco0iB Ta KOHTPOMO 3a HapkoTukamu y KipoBorpancekiit obmacti mpo
BXHTI 3aX0JTH IIOJI0 BAKOHAHHS PO3MOPSIKEHB.

Indopmariro  HagaBaTH  Ha  MANepoOBHX  HOCIAX ~ MOMMTOK, 32  aJpecoro:
eyn. Ilpeobpascencovka, 2, M. Kponuenuyvkuii, 25006, 3 nonatkamu:

a) P BMIIEHHI B KAPAHTHH J0JAE€ThCS KOst IPHOYTKOBOI HAKJIaIHOT;
0) mpu OBEpHEHHI MOCTAYaIbHUAKY JI0JAI0THCS: KOsl TpUOYTKOBOI HAaKJIaIHOT;
KOTIiSl HAKJIAJHOT Ha TTIOBEPHEHHS.
B) Y BHWNAJKy Iepeladi BiIXOMiB JiKapchKoro 3aco0y Ha yTWimizamiro abo 3HMINEHHS,
y JIBOTHXKHEBHI CTPOK moiHGopmyBat JlepxaBHY ciryx0y 3 JiKapchKHX 3ac00iB Ta KOHTPOJIIO 3a
Hapkotrkamu y KipoBorpaacekiii o6iacti Ta HajaTH KOMito NpruOYyTKOBOI HAKIIAIHO].

[Ipy HACTYMHHMX IIOCTaBKaX JKAPCHKHUX 3ac00iB, BKa3aHHX Y PO3MOPSIKEHHSX, CY0’€KT
rOCIIOJapPIOBaHHS TOBHHEH BXXHWTH 3aXOMiB IMOA0 3amobiraHHs mnpuabaHHS, peawi3aiii Ta
3aCTOCYBaHHS JTIKAPCHKHUX 3aC00iB, 3a3HAYCHUX Y PO3IOPSDKEHHSX.

Y BUmanKy BiJICYTHOCTI JIIKAPCHKHX 3ac00iB, BKa3aHWX Y PO3MOPS/DKEHHAX YM JIMCTAX
JepxmikcimyOu, BIAMOBI/Ii B THCEMOBOMY BHTJISI/Ii HalaBaTH HE MOTPiOHO.

OIHOYACHO HAraayeMo, IO 3 PO3MOPS/DKCHHSAMH Ta JMCTaMH JIepiJIiKCay 0 MoXXHa
o3HaliomuTHCs Ha odimiiiHoMmy BeGcaiiti JlepxxaBHOI cimyxOu YkpaiHu 3 JikapchKHX 3aco0iB Ta
koHTpomro  3a  Hapkotukamu  (http:/dls.gov.ua/) B posmimi  PO3IIOPSAJDKEHHS
JEPXJIIKCIIYKBU.

OkpiM TOro, O3HaHOMHTHCS 3 TIOBIIOMJICHHSIMH TIIpO BCTAHOBJICHHS 3a00pOHHM Ta
NOHOBJIEHHsI 00iry JikapchbKuX 3acobiB, siki BumaHi Jlepixrikcmyx06o0i0, MoxHa Ha odimiiHOMY
BeOcaiiti JlepkaBHOI CIy)xOW 3 JKapchKHX 3aco0iB Ta KOHTPOMIO 3a HApPKOTHKAaMH Y
Kiposorpazcekiit o6macti (zus. mmcrt Bix 28.05.2019 Ne 320/03-19).

Jomarku:
1. Komis po3nopsmkenns JlepxaBHoi ciryx0On YKpaiHu 3 JTiKapchKHX 3ac00iB Ta
KOHTPOJIXO 3a HapkoTuKaMu Bix 14.02.2020 Ne 1195-001.1/002.0/17-20 ra 1 apk.
2. Komis posnopsipkenns J{epyxkaBHoT ciryx0u YKpaiHu 3 TiKapchKuX 3aco0iB Ta
KOHTPOJIIO 3a HapkoTukaMu Bix 14.02.2020 Ne 1196-001.1/002.0/17-20 ra 1 apk.

Haga bHHUK CIyK0H / Jinis TIAH®LIOBA

) [epxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPOMIO
Harauist I'y3oBcbka 32 M2 dd Hapkotukamu y Klpoaorpa,q.cbxm oﬁnacn
Ne56-01/03/05.12-20 Big
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BignosinHo no Koncturymnii Ykpainm, crateit 15, 22, 55 3
"OcHoBH 3aKOHONABCTBAa YKpaiHM 1PO OXOpOHY 370poB's”, cTaTeit

Yxpamn "IIpo nikapceki 3aco6u”, Tlonmoxenus mpo JlepxaBHy ciy
JIlKapCBKHX 3aco0iB Ta KOH’I‘pOJIIO 3a HAapPKOTHKaMHU, 3aTBep,zm<eHoi

Kabinery MinictpiB Ykpaimu Bin 12.08.2015 Ne 647, ITopsx
AePXXaBHOTO KOHTPOJIIO SKOCTI JIKAPCHKUX 3aC00iB, 1[0 BBO3STE

3aTBEp/DKEHOro nocraHoBoro Kabinery MiHictpiB Vkpainu Bin 14

nyHkty 3.2.2. Tlopsaky BcTaHOBiIEHHS 3aGOpPOHM (THMYAacoBOi
NOHOBJIEHHS. 00iry JiKapchkMX 3aco6iB Ha Tepuropii VkpaiHu,
Haka3oM MiHicTepcTBa OXOpPOHHM 310poB's VYkpainm Bim 22.11
3apeectpoBanuM B Minictepetsi roctumii Yxpainm 30.01.2012 3a
ITopsaxy KOHTPOMIO SIKOCTI JiKapchKMX 3acoBiB MiA 4Yac ONTOBOI
TOPTiBI, 3aTBEP/KEHOr0 Haka3oM MiHiCTepcTBa OXOPOHH 370pOB
29.09.2014 Ne 677, 3apeectpoBannm B MinictepcTsi roctumil Yipain

Ne 1515/26292, TlpaBun yTrnisauii Ta 3HAIEHHS JTIKapCHKUX 3ac00iB,

Haka3oM MiHicTepcTBa OXOpOHHM 310poB's Ykpainum Bim 24.04

KepiBHuKaM TepuTOpiaabHy

IX Oprasis

AKOHY YKpaiHu
15, 21 3akony
KOy Ykpainu 3
[0 TIOCTaHOBOKO
Ky 3A1MCHEHHS
cs B VYKpaiHy,
.09.05 Ne 902,
3abopoHH) Ta
3aTBEPAXKEHOr0
2011 Ne 809,
Ne 126/20439,
Ta po3apibHoi
A YKpaiHu Bif
1 26.11.2014 3a
3aTBEpIKEHUX
242,

2015 Ne

3apEECTPOBAHUM B Misictepcetsi toctuuii Ykpainu 18.05.2015 3a Né 550/26995, Ha
nmifcraBi iHbopmauil Odicy FeHepanLHoro IIPOKYpOpa, 3 METOIO aK'I‘I/IBHOI NpOTULT

NIOUIMPEHHIO HE3apEECTPOBAaHUX JIIKAPCHKUX 3aC00iB Ta TaKuX, II
BBO3MJIMCH HA TEPUTOPiI0 YKpaiHu:

3ABOPOHSIIO peamizaniro, 30epiraHHs Ta 3acTOCYBaHH
He3apeecTpOBaHOr o Jlikapcehbkoro 3acoby "KEYTRUDA, 50 mg", Bupa
Sharp & Dohme GmbH", Himeuunna.
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ikapcbkux 3acobis Ta KOHTPONIO
M2 3a HapkoTukamu y Kip| aorpa,qcaxm oGnac‘n
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Cy6’ektaM rocnopaproBaHHs, fKi 34iMCHIOIOTH peanisarliio)
3aCTOCYBaHHS JIiKapCBKHX 3ac00iB, HEBiAKIamHO Ticls oxep

30epiraHHs Ta
XaHHA JaHOIo

PO3MNOPAKECHHA nepempmn HasBHICTh BKa3aHOTO Jm(apcm(oro 3a006y, BXXHTH 3axX00U
moao BI/IJI}“ICHHSI Horo 3 061Fy [JIAXOM 3HHUIIEHHA, HpO 11(0) HOBIIIOMI/ITI’I

TepuTopianbHuii opran Jlepxiikcayx6u. VY pasi 3HHIIEHHS Bimxo

iB npenapaty B

JABOTHXXHEBUH CTPOK HalpaBuTH /10 TEPUTOPIATIEHOTO OpraHy JlepiIikciyx6u Komiko

aKTa Mpo 3HUILICHHA BiXOMIB JiKapChKOro 3acoby.
KoHTpOI1b 32 BAKOHAHHSM JaHOTO PO3MOPSAIKEHHS 3/1iCHIOI0
oprauu [Jlepxxikcimyx6u Ha BiANnoBigHiN TepuTOpii.

b TEPUTOPIaANIbHI

HeBukoHaHHA [aHOro pO3NOPAIKEHHS TATHE 3a COOOM BiAMNOBIAAIBHICT

3TiJHO 3 YUHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komnii 1aHOr0 po3nopsmKkeHHs HallpaBleHi:
MinicTepcTBO 0XOpOHH 310pOB s YKpainy;

HI1 " JlepxaBHuii ekciepTHUi HeHTp MiHictepcTsa OXOPOHH 3/0POB s Ykpainu";

TOB "MC/J] Yxpaina".

TI'onoBa L e Pom

Mapuna Tapan 422-55-76

an ICA€EHKO
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npocnekr Ilepemoru, 120-A, m. Kuis, 03115, Ten/dake: (044) 422-55-77, e-mail: dis@dls. ov.ua,
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Bignosinno no KoHcturtyuii Vkpainu, crareit 15, 22, 55 3akoHy YKpainu
"OcHoBK 3aKOHONABCTBa YKpaiHuM NMPO OXOpOHY 310poB's", crareii 15, 21 3aKoHy
Ykpainu "[1po nikapcbki 3aco6u”, TonoxeHHs mpo HepxaBHy cnyx0y Ykpainu 3
JIKapChKUX 3aco6iB Ta KOHTPOJIO 3a HApKOTHKAMH, 3aTBEPDKEHOr0 IOCTAHOBOIO
KaGinery MinicTpiB VYkpainu Bin 12.08.2015 Ne 647, [Topsiaky 3mitficHeHHs
AEPKaBHOIO KOHTPOJIIO 38 fAKICTIO JIIKAPCBKHUX 3ac00iB, 110 BBO3AThCSA B YKpaiHy,
3aTBEPIKEHOro rnocraHoBoto Kabinery MinicTpiB Ykpaiuu Big 14.09.2005 No 902,
Ilopsinky BcTaHOBJIEHHS 3a00pOHHM (TUM4acoBOi 3a00pPOHH) T IOHOBJIEHHS obiry
JiKapChKHMX 3ac00iB Ha TepuTopii YKpaiHH, 3aTBEPIKEHOTO HAKa3oM Minicrepcra
OXOpOHM 310poB’s Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBanum B MiHicTepcrsi
toctuuii Ykpainu 30.01.2012 3a Ne 126/20439, TTopsiKy KOHTPOJTO SKOCTI JKapChKUX
3aco0iB Mg 4ac onToBoi Ta po3apiGHOI TOPriBMi, 3aTBEPKEHOrO0 HAKA3OM
MiHictepcTBa 0XOpoHH 310poB’s Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBatuM B
MiHictepctsi tocTuuii Ykpainn 26.11.2014 3a Ne 1515/26292, IpaBun yTunizauii ta
3HHUIIEHHS JIIKapCbKMX 3acobiB, 3aTBepIkeHMX HakasoM MiHicTepcTBa OXOpOHH
310poB’st Ykpainu Bia 24.04.2015 Ne 242, 3apeectpoBanuM B MiHicTepeTsi tocTuuii
Ykpainn 18.05.2015 3a Ne 550/26995, y 3B'si3Ky 3 HaaXo[mKeHHAM iH(OpMaLii
Bil TOB "I'makcoCwmitKnsaiin ®apmacsioTikanc Ykpaina" W0f0 BUABIEHHS (BakTy
peanisauii Ha TepuTopii Ykpaiuu cepii R865838 nikapchkoro 3aco6y "RELVAR
ELLIPTA, 92 microgrammi/22 microgrammi, GlaxoSmithKline S.p.A., Italia", 3
MapKyBaHHAM ITaJlIHCHKOIO MOBOIO, BUpoGieHoi komnaHieo GlaxoSmithKline S.p.A.
nist puHKy ITanii, 3 MeTo akTuBHOI NPOTUIT MOWMNPEHHIO HESKICHUX JIIKAPChKHX
3ac00iB Ta Takux, WO oilliiHO He BBO3WIIMCH HA TEPUTOPit0 YKpaiHu:

[epxasHa cnyx6a 3 nikapcbkux 3acobie Ta KOHTpOn0
M2 3a HapkoTukamu y Kiposorpagchkiil 06nacri

uz [epxaikcnyx6a N259/0/02.12-20 Bin 17.02.2020
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3ABOPOHSAIO peanisauito, 30epiraHHs Ta 3aCTOCYyBaHHA BCiXx cepiit
nikapcbkoro 3aco6y "RELVAR ELLIPTA, 92 microgrammi/22 microgrammi,
GlaxoSmithKline S.p.A., Italia" 3 MapKyBaHHAM iTaliHCbKOIO MOBOIO.

Cy6’exTaM rocrnoJapchKoi AisabHOCT, SKi 31i ICHIOIOTB peaJtizalito, 30epiraHHs
Ta 3aCTOCYBaHHA JIiKapchKMX 3aco6iB, HEBilKIaNHO micns OJepXKaHHs J1aHOoro
PO3MOPSDKEHHS NEPEBIPUTH HasBHICTb BKA3aHOTO JiKapchKOro 3acoby, BXUTH 3aX0/1H
oo BuJIydeHHs Horo 3 00iry UOuIAXoM 3HHIUCHHS, TMpo MO MOBIIOMHUTH
TepuTopianbuuii opran Jlepxnikcayx6u. Y pa3i 3HMIIEHHS BiIXOAIB Tpenapary B
JBOTHXKHEBHI CTPOK HAMPaBUTH [0 TEPUTOPIALHOTO OpraHy JepxnikemyxOu Komito
aKTa Npo 3HUILEHHS BiAXOAiB JiKapcbKoro 3acoly.

KoHTposb 32 BUKOHAHHAM JI@aHOTO pO3MOPsHKEHHS 31IHCHIOIOTh TepUTOpialbHI
oprauu Jlepxikciyx0u Ha BiANOBIAHIA TEPUTOPII.

HeBUKOHAHHS JAHOTO PO3NOPAMKEHHS TATHE 3a CO00I0 BilNOBiAANIBHICTH
3TiZIHO 3 YMHHMAM 3aKOHOJABCTBOM Y KpaiHH.

Komii ZaHOro po3MOps/IXKeHHs HarpaBJieHi:
MiHiCTEpPCTBO OXOPOHH 310POB's Y KpalHH,;

JI[1 " [lepkaBHHUM ekcriepTHuit LeHTp MiHiCTepcTBa OXOPOHH 310poB's YkpaiHu'";
TOB "TnakcoCmitKnaiin ®@apmacstoTikanc Ykpaixa'.

Fonosa g Poman ICAEHKO

[0Onis Kesnuu 422-55-76



