JEPXJIIKCIIYVKBA

AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM Y KIPOBOI'PA/ICBKIN OBJIACTI
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KepiBHHKaM anTedyHux ta
JIKyBaJIbHHUX 3aKJIadiB 061acTi

Jlo yBaru ynoBHoBakeHHX 0¢i0!

Hanaemo posnopspkenns JlepxaBHoi ciyx6u YKpaiHu 3 J1iKapchbKuX 3ac06iB Ta KOHTPOIIIO
3a HApKOTHKAaMH 110710 3a00pOHH 00iry JIiKapChbKHX 3ac00iB.

3a HasJBHOCTI, BKA3aHUX y PO3MOPS/DKEHHSX JiKapchKUX 3aco6iB, MOBioMuTH Jlep:kaBHY
ciyx0Oy 3 JiKapchKuX 3aco0iB Ta KOHTpOJIO 3a HapkoThkamu y Kiposorpajcekiii o6macti mpo
BXKMTi 3aXO/H INOJ0 BUKOHAHHS PO3MOPSIKEHb.

[ndpopmanito  HajaBatW HAa  7amepoBHX  HOCISX ~ MOMTOK, 33  ampecoio:
éya. Ilpeobpasicencoka, 2, m. Kponusnuuwvkuii, 25006, 3 nonatkamu:

a) IpH BMIlIEHH] B KADAHTHH JONAETHCA KOIIist MPUOYTKOBOT HAKIAIHOT;
0) Ipy NOBEPHEHH] NOCTAYATBPHHUKY JOAAOTHCS: KOMis MPHOYTKOBOT HAKIAAHOL;
KOIIisl HAKJIQTHOT Ha MOBEPHEHHS.
B) Y BHMINANKy Tepefadi BiIXOAIB JHKapchKoro 3acofy Ha YTHIi3amiio aGo 3HMINEHHS,
Y IBOTHIKHEBH# CTPOK noindopmysatu JlepkaBHy cityx0y 3 mikapchkux 3aco6iB Ta KOHTPOJTIO 3a
HapkoThkamu y KipoBorpascekiii o6acTi Ta HagaTi Komito npubyTKOBOT HAKIIAIHOI.

IIpy HAacTymHHX mocTaBKaX JiKapchKHX 3ac00iB, BKa3aHHX y PO3MOPAIKEHHAX, CYO’€KT
FOCIIOAPIOBAaHHs IIOBHHEH BXKHTH 3aXOiB INOAO 3amobiraHHs npuabGaHHs, peamisamii Ta
3aCTOCYBaHHs JIIKAPCHKHUX 3aC00iB, 3a3HAYEHUX Y PO3MOPSKEHHSIX.

Y BHDaaKy BiACYTHOCTI JiKapchbKHX 3aco0iB, BKA3aHMX y PO3MOPSIUKEHHSX 9H JIHCTAX
Jepxikemyx0Ou, BUINOBiAI B IHCHLMOBOMY BHIJIAI HA/1aBaTH He MOTPiOHO.

OnHo4yacHO HaraayeMo, IO 3 PO3MOPSDKEHHSMH Ta JMCTaMu JlepiKimiKcIy)OH MOXHa
o3HaoMuTHCS Ha odiuiiiHomy Bebcaiiti JlepxaBHoi ciyx6u YkpaiHu 3 JTikapchKHX 3acoGiB Ta
KOHTpomo  3a  Hapkotukamu  (http:/dls.gov.ua/) B  posmini  PO3IIOPSA/DKEHHS
JEPXIIIKCITYXXBU.

OkpiM TOro, 03HalOMMTHCS 3 MOBIZOMJIEHHSMH PO BCTAHOBJEHHS 3a0OpOHH Ta
MOHOBJIEHHsI 00Iry JiKapchKuX 3acobiB, ski BumaHi Jlepkmikciyx6010, MoXHa Ha odimiiiHoMy
BeOcaiiti JlepkaBHOi Ciyx6u 3 JiKapchKMX 3aco6iB Ta KOHTPOMIO 3a HApPKOTHKAMH y
Kiposorpancekiit o6macti (muB. et Bix 28.05.2019 Ne 320/03-19).

Honarox: 1. Konist Posnopsmkennst JlepxkaBHoi cityx6u Ykpainu 3 TikapchKHX 3ac06iB Ta
KOHTpPOJIIO 3a HapkoTukamu Bin 09.04.2020 Ne 2747-001.1/002.0/17-20 na 1 apk.
2. Komist Posnopsmkenns JlepxaBHoI cinyGu YKpainu 3 TikapchKHX 3aco0iB Ta
KOHTpPOJIO 3a HapkoTukamu Bin 08.04.2020 Ne 2748-001.1/002.0/17-20 na 1 apk.

B.o HauanbHHEKA cyKOH % Haranias MYP3AK

[OepxaBHa cnyx6a 3 nikapcbkux 3acobiB Ta KOHTPONIO
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Ha Ne BiJ
ygﬁ Jf' KepiBaukam cy6’exri rocrnojAapoBaHHs, AKI
7' 3afiMaloTbes  peadisamielo, 3GepiranHam i

3aCTOCYBAHHSAM JIiIKapCchbKHX 3ac00iB

KepiBuukam  Teputopianbhux  opranis
Hepanikenyxou

PO3IMOPSIXKEHHS

Bianosizuo 1o Koneruryuii Ykpainu, crareit 15, 22, 55 3akoHy Ykpainu "OcHoBH
3aKOHOJABCTBA YKpaiHW MPO OXOpOHY 3M0poB's", cTaTeil 15, 21 3axony Ykpaiuu "Ipo
mikapeeki 3aco6u", TTonokeHHs npo [lepxkasuy ciyxGy Ykpainu 3 JKapChKUX 3acobiB Ta
KOHTPOJIIO 32 HADKOTHKAMH, 3aTBEPDKEHOTO MOCTAHOBOKO KaGinety Minictpis Ykpainu Bix
12.08.2015 Ne 647, TTopsaaky 3xificHeHHs ACPIKaBHOIO KOHTPOJIIO AKOCTI JTiKapChKUX 3aC06iB,
IO BBO3ATBCA B YKpaiHy, 3aTBEPKEHOrO [OCTAHOBOO KaGinery Minictpis Vipainu
Bix 14.09.2005 Ne 902, TTopsinky BcTaHOBIeHHS 3a60OpOHHM (TMMHYACOBOT 3a00poHM) Ta
TIOHOBJICHHS 0OIry JiKapchkUX 3acobiB Ha TEPUTOPIT YKpaiHH, 3aTBEp/LKEHOr0 HaKa3oM
MinicTepeTBa 0XOpOHH 3710pOB'S Ykpainu Bix 22.11.2011 Ne 809, 3apeECTPOBAHHM B
MinicrepcTsi tocThuii Ykpaiau 30.01.2012 3a Ne 126/20439, Tlopsiaky KOHTpomO sKOCTi
TKapChKUX 3aco0iB mix yac onmToBoOi Ta pO3ApiOHOI TOpriBi, 3aTBEpIKEHOro HakazoM
MiHicTepcTBa 0XOpOHH 310poB's Ykpaiuu Bix 29.09.2014 Ne 677, 3apEECTPOBAHUM B
Minictepetsi toctuuii Yipainn 26.11.2014 3a No 1515/26292, Tlpasua yrunizauii Ta
SHUUICHHS JIIKApCHKUX 3ac0GiB, 3aTBEPIKEHNX HAKA3OM MiHicTepcTBa OXOPOHH 370pOB's
Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBanuM B Minictepetsi toctunii Yipainn
18.05.2015 3a Ne 550/26995, Ha mizcrasi indopmauii Bix TosoBHOro ympasminus o
Oopotebi 3 Kopynmiewo Ta OpPraHi3oBaHOK 3JIOYMHHICTIO Cnyx6u Besneku VYxpainu
BiZ 31.03.2020 Ne 14/3/1-6312 mono peatizallii Ha TepuTOpii Y KpaiHu JikapchKix 3acoGis 3
MAapKyBaHHIM iHO3EMHOK) MOBOI, 3 METOK aKTHBHOI ~ MpPOTHAIT  NOWMpEeHHIO
HE3apeeCTPOBAHUX JIIKAPCHKUX 3ac06iB Ta TAKUX, 10 0QiLiffHO He BBO3MIKCE Ha TEPUTOPIIO
Ykpainu:

3ABOPOHSIIO peanizaio, 30epiraHHs Ta 3aCTOCYBAaHHA BeiX cepiil 3a3HaueHx
HIJKYC HE3apEECTPOBAHMUX JTiKAPCHKUX 3aC06iB:

Ha:u_;a g e : ®opmé-‘ni‘1¢épc£xofo 3acoly BupoGuuk
3acoby = Sy e :
Arava® 20 mg film tablet SANOFI
Clonex® 100 mg tablet ADEKA
Cotellic® 20 mg film kapli tablet Roche
Flutamid EGIS 250 mg tabletki , Aepqsna crya s MGEPHR SECOOI Tar KRR
w2 [epwnikenyiba Ne122/0/02.12-20 Bing 13.04.2020
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HepBest™ Tablets 25 mg Mylan
Imatinib Mesylate tablets IP 400 mg NOVARTIS
Kapeda 500 mg Film Tablet KOCAK FARMA
Lamisil® 250 mg 28 tablet NOVARTIS
Plavix® 75 mg 90 Film Tablet SANOFI
RESOF™ Tablets 400 mg Dr.Redd’s
RILUTEK® 50 mg Film Tablet SANOFI
SABRIL 500 mg SANOFI
Sebivo 600 mg Film Kapli Tablet NOVARTIS
Tenvir Tablets IP 300 mg Cipla
TENVIR-EM Tablets Cipla
THALIX-100 Capules Natco Pharma Ltd., India
Truvada® 200 mg/245 mg GILEAD
Tykerb™ 250 mg film-coated tablets NOVARTIS
Vidaza® 100 mg Celgene
Xenical® 120 mg 42 sert kapsul Roche
Zoldria Injection IP 4 mg Cipla
nHoduIN3aT s
AaamMTa® TIPUTOTOBJICHHS PacTBOpa Ui Lilli
uHy3mit, 100 mr
KetocTepua® 100 TaGrerox, HOKpBITI:IX AQ "Bunodapm", Poccus
TUICHOYHOH 060J104KOM

Cy6’extaM rocrojapioBanHs, SKi 3iHCHIOIOTH peamisauiio, 30epiraHHs Ta
3aCTOCYBAHHA JTiIKAPChKHUX 3aC00iB, HEBIAKIAMHO Mic/Is OJIEPIKaHHS JIdaHOTO PO3NOPS/KEHHS
NEpeBipUTH HASBHICT BKA3AHMX JIKAPCHKHX 3ac0O0iB, BIKHTH 3aXO/H LIOJA0 BHIIYYEHHS iX 3
00iry UIAXOM 3HHIIEHHS, TIPO MO MOBIZOMUTH TepUTOpianbHuii opran Jepikiikeayxon. Y
pasi 3HULIEHHS BiZXOMiB IPENapaTiB B ABOTHKHEBUIA CTPOK HANpaBUTH 10 TEPUTOPIATBLHOIO
opray JlepkIiKcayxGu KOIIio akTa po 3HUILEHHS BiXOIIB JIIKapChKHUX 3ac00iB.

KOHTpOIIb 32 BMKOHAHHSM NaHOTO PO3NOPAIKEHHS 3iHCHIOITE TEPUTOpia/bHi
opranu JlepxcTikes1y:xOu Ha BiAMOBIiAHii TepuTopii.

HeBrKoHaHHS TaHOTO PO3NOPAIKEHHS TATHE 3a COBOKO BiJMOBI/TBHICTB 3T /(HO 3
YMHHHM 3aKOHOJABCTBOM Y KpaiHH.

Konii 1anoro posnops/ukeHHs HanpasieHi:

MiHicTepcTBO OXOPOHH 310pOB'st YKkpainu;
AT "[lepkaBuuii excriepTHUI LeHTp MiHictepcTsa 0XOpoHHU 310poB's Ykpainu".

Poman ICAEHKO

TIosoBa

lOnis Kesauy 422-55-76
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30epiraHHAM i 3aCTOCYBAHHAM JIIKAPCbKHX
3acobiB

Kepisnukam TepHTOpiaJbHHX OpraHis
Jepaaikeaykou

PO3IOPSIKEHHS

Binmosiano o Konctutyuii Vkpainu, cratedt 15, 22, 55 3akoHy YkKpaiHu
"OCHOBH 3aKOHOJaBCTBa YKpaiHu Mpo OXOpoHy 310poB's", crared 15, 21 3akony
Vkpainu "TIpo nikapcebki 3aco6u”, Tlonoxenus npo HepxasHy ciyxOy YkpaiHu 3
NikapchbKUX 3acobiB Ta KOHTPO/IO 32 HapKOTHUKaMH, 3aTBEpXKEHOro INOCTaHOBOIO
KaGinery Minictpis VYkpainu Bix 12.08.2015 Ne 647, Tlopsnky 3aifCHEHHS
JIep)KaBHOTO KOHTPOJIIO 32 SKICTIO JIIKAapChKUX 3ac00iB, 110 BBO3ATHCS B YKpaiHy,
3aTBepKeHOro noctaHoBow KaGinery MinicTpis Ykpainu Bin 14.09.2005 Ne 902,
[TopsiaKy BCTaHOBJIEHHsS 3aGOpOHM (THM4YacoBoi 3a00pOHM) Ta TMOHOBJEHHS 0OIry
nikapchkuX 3aco6iB Ha TepuTopii YkpaiHu, 3aTBep/keHOro HakasoM MiHicTepcTaa
OXOpPOHH 3710poB st Ykpaiuu Bixg 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTBi
rocthLii Ykpainu 30.01.2012 3a Ne 126/20439, TTopsiiky KOHTPOJIKO SKOCTI JIIKApChKUX
3acobiB mix wyac omnToBoi Ta po3apiOHOi TOpriBil, 3aTBEPIXKEHOTO HaKa3oM
MinicTepcTBa oxopoHH 310poB s Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHMM B
Minicrepersi roctunii Ykpainu 26.11.2014 3a Ne 1515/26292, INpasun yrumisaiii ta
3HUILEHHs JiKapchKUX 3aco0iB, 3aTBepKEHHX HakazoM MiHicTepcTBa OXOPOHHM
310poB’s Ykpainu Bia 24.04.2015 Ne 242, 3apeectpoBannM B MiHicTepcTBi 0CTHLI
Vkpaiaun 18.05.2015 3a Ne 550/26995, Ha mincrasi indopmauil Big I'010BHOro
ynpaBliHHS 10 60poThGI 3 KOpyINuiew Ta opraHizoBaHoio 3nounHHicTiO Ciryxow
Besnexu Ykpaiau Bim 31.03.2020 Ne 14/3/1-6312 Ta 3 MeTOl0 aKTHBHOI IMPOTHAII
MOIIMPEHHIO HEeSKICHMX JIIKapChKUX 3ac00iB Ta TakuX, 10 0diLifHO HE BBO3KIUCH HA
TEePUTOPIIO0 Y KpalHu:

3ABOPOHSIO peanizauito, 30epiraHHs Ta 3acToCyBaHHs Bcix cepii
HIIKYEe3a3HAUYEHHUX JIIKapChKUX 3ac00iB 3 MapKyBaHHAM iHO3EMHOIO MOBOIO:

[epxasHa cnyxba 3 nikapcbkux 3acobiB Ta KOHTPONO
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3aco0y AEAOhc
10 mg/ml, 500 mg infuzyon Lilli

Arimidex® | mg Film Tablet AstraZeneca

Aromasin® 25 mg Kapli Tablet Pfizer
BRILINTA™ 90 mg Film Kapli Tablet AstraZeneca
CERTICAN® 0,75 mg tablet NOVARTIS
Diovan® 80 mg Film Tablet NOVARTIS
FASLODEX™ 250 mg/5 ml AstraZeneca

Labesfal Laboratorios

Ketosteril® 100 film-coated tablets Almiro, S.A., Portugal
myfortic® 360 mg enterik kapli tablet NOVARTIS
Votrient® 400 mg 30 Tablets NOVARTIS
Zytiga® 250 mg tablet Janssen

Cy6’extam  rocnonapchbkoi NiSMBHOCTI, fKi  3MiMCHIOIOTE peasizauiio,
(TopriBimo), 36epiraHHs Ta 3aCTOCYBAaHHS JIIKAPCBKUX 3ac06iB HeBIAKIAAHO [icis
OZLepXKaHHS PO3NOPSHKEHHS:

- TePEeBIPUTH HAaSBHICTh BUILE3a3HAYCHHUX JiKapChKHUX 3ac00iB;

- TIpH BHSBIIEHHI BXHTH 3aXODH WIOJO BUIyYeHHS 3 0O0Iry musxom
PO3MIILIEHHS B KAPAHTHH, [IOBEpPHEHHS NOCTa4anbHUKY, ab0 yTHITi3awii/3HUIeH S

- TOBIIOMHTH  TEpHTOpiaNbHUi opraH /[lepxuitikcayx6u 3a  wmiciem
PO3TaLyBaHHA IPO KiJIBKICTh JIIKAPCHKOTO 3ac00y, MOMIILEHOro B KapaHTHH, a6o
TTIOBEPHYTOr'O MOCTa4aNbHUKY ab0 YTHII30BaHOTr0/3HHUIIIEHOTO.

KoHTpob 3a BKkoHaHHSM naHOro PO3MOPSKEHHA 3AIMCHIOIOTh TEPUTOPIaIbHI
opraiu Jlepxxiikcayx6u 3a MicueMm pO3TallyBaHHs.

HeBukoHanHs maHoro PO3NOPA/KEHHA TATHE 3a CO0O0K BiAMOBIZAIBHICTE
3TIAHO 3 YUHHUM 3aKOHOJABCTBOM VYkpainu.

Komnii nanoro posnopsmkenns HallpaBJIeHi:

MiHicTepcTBO 0XOpOHH 370pOB's YKpaiuu;
AI1 " IepsxaBHuUM ekcriepTHHUIA ueHTp MiHicTepcTBa oxopoHn 310poB's Ykpainu",
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HOnis Kesnuy 422-55-76

Poman ICACHKO



