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KepiBHUKAM Ta YTIOBHOBAKEHHM ocobaMm
anTeYHHX Ta MeIHYHHX 3aKIajiB
KipoBorpaacbkoi o6.1acTi

Jlo yBars YHOBHOBaKeHHX ocif!

HamaeMo po3NOpA/UKEHHS YKpaiHChKOro (hapMaleBTHYHOTO areHTCTBA INOJO 3a00poHH
06iry JgikapcbKoro 3acody.

3a HasBHOCT, BKa3aHHX y pO3HOPS/UKEHHI JIKApCHKHX 3acobiB, IIOBLIOMHIH
TepHTOpianbHHIT opran YKpaiHCBKOTo (papMareBTHYHOro areHtcta y KipoBorpazchkiil obnacti
PO BXKHTI 3aX0IH [0I0 BHKOHAHHS PO3NIOPSKEHHS.

IndopMarriro HaJJaBaTH Ha AllEpPOBHX HOCIAX TOINTOM, 3a aipecolo: éy. IlpeodpasicerncoKa, 2,
». Kponusnuyexuir, 25006, 3 JoJaTKaMH:
a) OpH BMillleHHi B KAPAHTHH JI0A€ThCs KOIIis IpUOYTKOBOI HAK/IATHOI;
6) mpH MOBepHEHHI OCTAYANBHIKY JOMAAKOTHC: KON MPHOYTKOBOI HAKIIAIHOI;
KOITis HAKIaZHO1 Ha ITOBEPHEHHS.

B) Y BHDAKy mepenadi BiIxoJiB JiKapchkoro 3acofy Ha yTHi3alifo abo 3HHIIEHH,
v IBOTHOKHEBHIT cTpok moindopMyBatH TepuropiansHiil opral YKpaiHChKOro (papManeBTIIHOTO
areHTcTBa y KipoBorpanchKkiil o6acTi Ta HaZaTH KOMi0 MPHOYTKOBOT HAKTaTHOI.

[IpH HACTYNHHX [OCTaBKaX JIKapchKHX 3aco0iB, BKa3aHHX Y DO3NOPSIDKEHHSX, CYO'eKT
TOCIONAPIOBAHHS TOBHHEH BKHTH 3aXOiB INOZO 3amoOiraHHs NpHAGAHH#, peamisamii Ta
3aCTOCYBAHHS JiKapChKHX 3ac00iB, 3a3HAYEHNX Y PO3NOPSDKEHHAX.

V_BHDajKy BiICYTHOCTi MKapchKuX 3aco0iB, BKa3aHHX Yy PO3MOPSIKEHHAX TH JIHCTAX
VxpapMareHTcTBa, BiANOBIAl B MICLMOBOMY BUTJISUT HAaaBATH He noTpioHo.

OJIHOYACHO HAraJyeMo, IO 3 DO3NOPADKeHHSMH Ta JHCTaMH YKpdapMareHTCTBa MOKHa
osHaitomuTHCS Ha odimifiHomy BeGcaiiti  YKpaiHCBKOro  (papMaUEBTHYHOIO  areHICTBa
(https:/iwww.dls.gov.ua/) B po3aini PO3IOPSUKEHHS YKPOAPMATEHTCTBA.

Jonpatkm:
1. Komis posnopsukeHHs YKpPaiHChKOTO (apMaleBTHIHOTO areHTcTsa Bix 23.10.2026
Ne 528-001.1/002.1/17-26 na 1 apk.;
2. Komist po3nopspKeHHs YKpaiHchKoro hapMaleBTHIHOro arenTcTsa Big 23.10.2026
Ne 531-001.1/002.1/17-26 na 1 apk.;
3. Komist po3mops/keHHs YKpaiHChKoro dapManieBTHUHOTo areHTcTBa Bix 23.10.2026
Ne 532-001.1/002.1/17-26 Ha 1 apk.,

HavalbHHK ' Jijis HAH®ILIIOBA
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Ne Ha Ne BIJL
KepiBHUKaM cy6’exTiB
rocnojapioBanHs, AKi 32iMalOThCH
peaJizauieio, 30epiranHaM i
32¢TOCYBaHHAM JiKApCbKHX
3ac00iB
KepiBHHKaM TEePUTOPIAJILHUX

opratiB Y kppapMareHTcrsa
PO3IOPATKEHHS

BiamoBiago A0 Konctutyii YKpaisu, crateit 15, 22, 55 3akoHy VYkpainu
«OCHOBY 3aKOHOJIABCTBA Y KpaiHH IIPO OXOPOHY 370POB'D», crareii 15, 17,21 3axkoHy
Yxpainu «I1po nikapchKi 3acobw», T1010KeHHA HPO Vxpaincpke (papManeBTHiHe
ATEHTCTBO,  3aTBEPIKEHOTO  MOCTAHOBOIO KaGinetry MisicTpis VkpaiHu
Bin 12.08.2015 Ne 647, Tlopsaky 3JCHEHHs IepPXKaBHOIO KOHTPOIIO SIKOCTI
mikapchkux 3aco0iB, IO BBO3ATHCA B YKpaiHy, 3aTBEpKEHOIO [IOCTaHOBOIO
KaGinery Minictpi YKpaiHu Bijt 14.09.2005 Ne 902, 1. 4.3. IMopsaKy BCTAHOBIIEHHS
3a00pOHHU (TMM4acoBO1 3a00pOHH) Ta IOHOBJICHHA 00iry JniKapChKuX 3ac001B
Ha TepuTOpii YKpaiHH, 3aTBEPIDKEHOTO Hakasom MO3 VYxpainu Bin 22.11.2011
sa No 809 (3i 3miHamu), 3apeeCTPOBAHOTO MigicTepcTBOM FOCTHLLT Ykpainu
Bix 30.01.2012 3a Ne 126/20439, TTopsiaKy KOHTPOJIO SKOCTi JiKapChKHUX 3aco0iB
Hix yac OInToBOI Ta po3apidHo1 TOpTiBi, 3aTBEPIKEHOTO HAKA3OM MO3 Vkpainu
Bix 29.09.2014 Ne 677, 3ape€eCcTPOBAHOIO MinicTepcTBOM FOCTHIIT Ykpainu
Big 26.11.2014 3a Ne 1515/26292, TIpapun yTtamizamii Ta SHUIICHH niKapChKuX
3ac00iB, 3aTBEP/KEHAX HAKa30M MO3 VYxkpaiad Bij 74.04.2015 3a Ne 242,
3apeecTpOBaHOro MiHICTEPCTBOM roctamii Yipainu Big 18.05.2015 3a Ne 550/26995,
y 3B’A3KY i3 3aKiHYEHHSM CTPOKY THMYACOBOI 3200 pOHH:

3ABOPOHSIIO peanizaiito, 30epiraHHs Ta 3aCTOCYyBaHHI peajiizanio Ta

3aCTOCYBaHHS JIKapChKHUX 3aco6is, supobmuiura Jeadapm IlosHaHb C.A,
Hoabma: UB  Teputopiabhuit opran

YxpaiHcpKoro
M2 YkpdapmareHicraso

No528-001.1/002.1/17-26 Bia 23.10.2026 (bapmaneBTHHOrO
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- cepii FKRM NiKapChKOTO 3aco0y JTAMIKTAJ, Tabaerky,
mo AMcHepryorhes, MO 100 wmr; mo 14 Ta0aeToK Y Gaicrepi
3 noniBiﬂi.nx.ﬂopmxy/noniBiHinnenxnopuuy/nanepylaaniﬂieao’i donbru
i3 3aXMCTOM BiJ BiIKpUBAHHI NiTpMH; 1O 2 GaicTepu B KapTOHHIH KopoOui
(peecTpauiiine noceiguenHs Ne UA/0452/01/04);

- cepii FTKG NKapChKOTO 3aco0y JTAMIKTAJI, TaljeTKH,
mo AMCHepryoThes, MO 50 wmr; no 14 raGuerok |y Oaicrepi
3 noniBiHiJlx.rlopuny/noniBiﬂi.rlzleﬂx.nopnzlylnanepy/amoMiHieBO'i doapru
i3 3aXHMCTOM Bil BiIKpHBaHHi aiTbMu; no 2 Oaicrepn B KapTOHHIA KopoOui
(peecTpaniiine pocsiguenHs Ne UA/0452/01/03).

Cy0’extaM FOCIIONApIOBAHHS, SIKi 3/11IACHIOIOTh peanizailiio, 36epiranis
Ta 3aCTOCYBaHHs IIKapChKUX 3ac06iB, HEBLIKIAIHO, MCA ofilep>KaHHs [aHOTO
pO3MOPAIKEHHS, niepeBipUTH HasABHICTH BKA3aHUX CEPi JiKapCHKOTO 3ac00Y, BKHUTH
saxoqu . OO  BHIYdCHHI ix 3  o0iry  HUIIXoM MOBEPHEHHSA
ocTadalbHUKY/BAPOOHUKY 260 3HUIIEHHHA, PO MO MOBIIOMUTH TepuTOpiabHIH
oprax YKp(papMareHTCTBa. VY pa3i 3HALIEHHA BigXOMiB Mpenapary B JIBOTIKHEBUH
CTpOK HanpaBuTA 110 TepuTOpiabLHOro Oprafy VkphapMareHTCTBa KOIIi}0 aKTa mpo
3HULLCHHS BiX0/1iB MKapChKOTO 3ac00y.

KonTpon, 33  BAKOHAHHAM NIAHOTO  PO3MOPSKCHHS 3CHIOIOTD
TepuTOpiaNbHi oprani VxpdapMareHTCTBa Ha BimoBiAHi# TepATOPIL.

HesnkonaHHsA [1aHOTO PO3IIOPS JUKCHHS TsirHe 3a CcOD0Or0 BiJIOBIAANBHICTD
3T1AHO 3 JPHHIM 32KOHOIABCTBOM VkpalHH.

Korii 1aHoro po3nopsiKeHHs HaIpaBIeHi:

MinicTepcTBO OXOPOHH 3710poB'st YKpainy;

U1 «JlepxaBHuH eKCIIepTHAN LEHTP MinicTepcTBa OXOPOHH 3[I0pOB's
Vkpainn»; \

TOB «naxcoCMiTKIsiiH @apMaCBmTiKé}ﬁC YxpaiHay.

e

i
&

T.B.o. I'osioBH s Tapac TPOHIB

Onena BA3OBCHKA, ren.(044) 422-55-76 (127)
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Ne Ha Ne Bil
Kepieaukam cy0’ekTiB
rocrnogaproBaHHs, AKi
3aiMalThCS peaJiizauielo,

36epiraHusiM i 3acTocyBaHHAM
JiKapcLKHX 32c06iB

Kepisaukam  TepuTOpiagbHHX
Ooprasis Yxkppapmarentcrea

PO3ITIOPAKEHHS

Bignosinao no Koucrurynii Ypainu, crateit 15, 22, 55 3akony Vkpainu
«OcHOBY 3aKOHONABCTBa YKpaiHu [IPO OXOPOHY 310pOB's», cTateit 15, 17, 21 3aKoHY
Yxpaiuu «IIpo mikapceki 3aco6uy, Ilonoxerns mpo Vkpailckke (apmaneBTH4HE
areHTCTBO,  33aTBEP/DKEHOro  NOCTaHOBOK  KabGimery  MinictpiB  Ykpainm
Bix 12.08.2015 Ne 647, Ilopsanky 3milfiCHEHHS IEP)KaBHOIO KOHTPOJIO SKOCTI
JKapPCHKUX 3aCO0iB, IO BBO3SATECS B YKpaiHy, 3aTBEpKEHOTO IOCTAHOBOKO
Kab6inery Minictpie Vxpainm Bix 14.09.2005 Ne 902, mymxty 3.2.3 Ilopsaumky
BCTaHOBJICHH: 3a00pOHH (TUM4YacoBOi 3a00pOHH) Ta MOHOBJIEHH:A 00Iry JiKapchKUX
3ac00iB Ha TepuTOpii YKpaiHu, 3aTBepIKeHOro HakazoM MiHicTepcTBa OXOPOHH
3popoB’ss Ykpaimu Big 22.11.2011 Ne 809 (3i 3miHamu), 3apeecTpoBaHOrO
MinictepcTBoMm rfoctmmii Yxpainum Big 30.01.2012 3a Ne 126/20439, Ilopsaxy
KOHTPOJIIO SIKOCTi JIIKAPCBKMX 3aco0iB IiJf 4ac ONTOBOI Ta po3apiOHOI TOpriBii,
3aTBepIKeHOro HakasoM MiHicTepcTBa 0X0OpoHH 3/10poB's Ykpainum Bix 29.09.2014
Ne 677, 3apeectpoBanoro MiHictepcTBoM locTHIii Ykpainw Bim 26.11.2014
z3a Ne 1515/26292, IlpaBun yrtwmiisauili Ta 3HWIIEHHS JIKapchbKuX 3aco0iB,
3aTBEpIDKEHHMX  HakasoM  MiHicTepcTBa  OXOpOHM  370poB’s  YkpaiHu
Blzx 24.04.2015 Ne 242, 3apeectpoBanux MiHicTepcTBOM Ulé)cpnﬁmpmg( aiHu

1 Opran

Bix 18.05.2015 3a Ne 550/26995, Ha mifcTaBi HAIXOMHKEHHS Mm%ﬁ APTHEOTO

(apMarleBTUYHOT O
M2 YkpchapmareHTcreo arcHTCTBa y
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TIOBi TOMJIEHHS Bif peryiaropuoro oprany ITonsuii PL/I1/166/01 CTOCOBHO BIAKJIHKY
3 06iry mikapcbkux 3aco0iB, BUpo6HUIITBA Merckle GmbH, Himeuyuna, Y 3B’S3Ky 3
OTpUMaHHAM  iHdopManii  moxo HEBIATOBIAHOCTI  BHMoram HOPMAaTHBHUX
JOKYMEHTIB (HasABHICTb JOMIIIKIB N—HiTpO30-I[ieTI/IJIaMiHy).
3 METOIO aKTHBHOI IPOTHAIT TOWKpPEHHIO JNKapCHKHX 3aC0061B, 3 OTJIANY Ha Te,

IO TaKa MpolyKuis € HeGe3NeTHO Ta MOXKe HeCTH 3arpo3y XHUTTIO Ta 370pPOB 10
HaCeJleHHS:

3ABOPOHSIO peanizaniro, 36epiranus ta 3aCTOCYBaHH JIIKAPCHKUX 3ac06iR,
BUPOOHUIITBa Merckle GmbH, Himeyunna:

- cepii  C51789A, C51790A JiKapcChKOro 3acoby OLFEN MAX
(Diclofenacum natricum), 20 mg/g, ress B Ty0i 50 r;

.- cepiii B72256A, B72257A, B72688A, B72475A, B72476A, B72563A,
B72562A, B72687A, B72255A, (C53995A, C53834B, C53835A, C54087A,
C54088A, C53996A, C54216A, C54215A, C54217A JKapChKOTo 3aco0y
OLFEN MAX (Diclofenacum natricum), 20 mg/g, rean B Ty6i 100 r;

- cepiit B70993C, B70994A, C53137A, C53136B, C53039B JiKapchKOTo
3acoby OLFEN MAX (Diclofenacum natricum), 20 mg/g, rein B TYy0i 150 r.

Cy6’ektam rocnonaproBanms, sk 3MIACHIOIOTE peatizaliio, 30epiraHas ta
3aCTOCYBaHHS JIiKapChKUX 3acoGiB, HEBIKIAMHO  ITiC/Is ONIEPXKaHHS JIaHOT'O
PO3IOPSIKEHHS EPEBIPUTH HASIBHICTD BKA3aHUX cepiit mikapchkux 3aco6iB, BKUTH
3aXOM M0N0 BMIYYEHHS iX 3 06iry musxom TIOBEPHEHHS  [IOCTAYAIBHUKY
ab0 3HUIIEHHSY, TPO IO MOBigOMUTH TeputTopianbHuit oprad Ykphapmarentcrsa,
V pasi saumenns BIAXOMiB 3a3HAYEHUX Cepiif TiKapcEKUX 3acobiB B ABOTH)XKHEBU I
CTPOK HANpPaBHTH A0 TEPUTOPIaNbHOIO Oprany YKp¢apMareHTCTBa KOmilo akrTa
TIpO 3HUIIEHHS BIAXOIB JIiKapCHKOTO 3aco0y.

Kownrpons 3a BukonanusM namoro PO3TIOPSOKEHHA 3/IHCHIOIOTH TEPUTODIiaNbHi
opranu YkpdapMareHTcTBa Ha BI/IIOBI THIl TepuTopii.

Hepukonanns pamoro POSIOPADKEHHSA TATHE 3a COGOIO BinmOBimambHiCTH
3TiIHO 3 YHHHUM 3aKOHOIABCTBOM YKpaiHu.

Komii fanoro posnopsmkenns HallpaBJIeHi:

MinicTepctBo oxoponu 3110pOB's YKpainu;

AI1  «[epxaBruit CKCIIEPTHUH I1eHTp MinicTepcrna OXOPOHH 3/I0POB's
Vkpaiuuy.

T.B.0. TostoBH f} // Tapac IIPOHIB

Onexcanpa CABUEHKO, 1en.044-422-55-04, s i09_ " |
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No Ha Ne Bif
KepiBHukam cy0’ekTiB
rocnogaproBaHHs, AKI
3aMMaloThCA peaJizauicio,

30epiranHaAM i 3acTocyBaHHSIM
JiKapcbKHX 3ac00iB

KepiBaukamMm  TepuTopiajbHuX
oprasiB Yxkpdapmarenrcraa

PO3NOPA/UKEHHS

Bignosigao mo Koncrurynii Vkpaiam, crareit 15, 22, 55 3akoHy YKpainu
«OcHOBH 3aKOHO/IaBCTBa Y KpaiH¥ [1p0 0XOPOHY 3[40pOB's», cTaTeil 15, 17, 21 3aKoHYy
Ykpaiau «IIpo sikapceki 3aco6m», ITonoxxenns mpo YkpaiHchbke (papManeBTHUHE
areHTCTBO,  3aTBEp/PKCHOro  moctaHoBoro  Kabimery Minictpis  Ykpaian
Bix 12.08.2015 Ne 647, Ilopsiaky 3mificHeHHsS AepHKAaBHOrO KOHTPOJNIO SKOCTI
JIKapChKMX 3aco0iB, IO BBO3ATHCS B YKpaiHy, 3aTBEpIKEHOrO IIOCTAHOBOIO
Kabinety Minictpis Vkpaimu Bix 14.09.2005 Ne 902, mymkty 3.2.3 Iopsaxy
BCTAHOBJICHHs 3a00pOHH (TUMYacoBOI 3200pOHYU) Ta IIOHOBJIEHHS O6Iry MTiKapChKUX
sacobiB Ha Tepuropii YkpaiHm, 3aTBepluKeHOro HaxasoM MiHicTepcTBa OXOpoHH
3m0poB’st  Ykpainu Big 22.11.2011 Ne 809 (31 3minamu), 3apeectpoBaHOrO
MinictepctBoM roctunii Vkpaimm Bim 30.01.2012 3a Ne 126/20439, Ilopsaxy
KOHTPOIIIO AKOCTI JIKapChKUX 3aco0iB IiJ 4ac ONTOBOI Ta pO3Api6HOI TOPTiRIi,
3aTBEPPKEHOr0 Haka3oM MiHicTepcTBa OXOpOHH 3A0pOB's YKpainu Bix 29.09.2014
Ne 677, 3apeectpoBanoro MinicTepcTBoM tocTuilili Ykpainm Bim 26.11.2014
3a Ne 1515/26292, IlpaBun yTtwiizauii Ta 3HMINEHHS JIKapChbKHX 3acoOiB,
3aTBEP/KCHMX  Haka3oM  MiHicTepcTBa ~ OXOpOHM  3[0pOB’s  YKpaiuu
Bix 24.04.2015 No 242, 3apeectpoBanux MiHicTepcTBOM Uéocmui'i Ykpainu

TepuTopianbHUii opran

Big 18.05.2015 3a Ne 550/26995, nHa mincraBi HagXOmKEHHS MDKKSPOEEATO

bapMaIeBTUIHOTO
M2 YkpdhapmareHTcTso ) aI‘eHTCTBayW
N2532-001.1/002.1/17-26 Big 2 2026 KipoBorpazcekiii
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TOBIIOMJIEHHS BiZl PETYIATOPHOTO oprany Cayniscekoi Apasii KSA/II/2026/18/01
CTOCOBHO BIAKIMKY 3 06iry cepii  BF25008690 JMKapChKOro  3acoly
KRABEVA 400 mg (Bevacizumab), 25 mr/mi, KOHIEHTPAT I PO3YUHY ISt
iHOYsid y Qnaxoni, Bupo6uuLTBEA Biocon Limited India, y 38’s13Ky 3 OTPUMAaHHSIM
iH(opMarii momo HEBIIIIOBIAHOCTI BUMOTraM HOPMAaTHBHHX JOKYMEHTIB.

3 METOI0 aKTUBHOT pOTHAIT HNOUTMPEHHIO JIIKAPChKUX 3aC00iB, 3 OTJISANy Ha Te,
IO TaKa MPOAYKLiA € HeOE3MEYHOK Ta MOXe HECTH 3arpo3y KUTTIO Ta 370pOB 10
HaCeJICHHS:

3ABOPOHSIO peaunizarizo, 30epiranus T2 3aCTOCYBaHHA
cepii BF25008690 ixapcekoro 3aco0y KRABEVA 400 mg (Bevacizumab),
25 mr/mu, KoMUeHTpaT asi po3uuHy anst indysiii y duiakoni, BHPOOHHUITBA
Biocon Limited India.

Cy0’extam TOCIIOAAPIOBaHHA, fAKI 3MIHCHIOIOTH peatisalito, 36epiranss Ta
3aCTOCYBaHHS JIIKAPCHKUX 3aCOBiB, HEBiAKTAamHO micig OJIEp)XaHHS JaHOTO
PO3NOPSPKEHHS IEPEBIPUTH HASIBHICTH BKA3aHO] cepii JiKapchKoro 3acoby, BXKUTH
3aXOfM IIOAO BHJIYYEHHA i 3 06iry WUIIXOM IOBepHeHHs TIOCTAa4YaIbHUKY
abo0 3HUINEHHS, PO INO MOBiTOMUTH TepUTOpialbHUii opraH YkpdapMareurcTsa.
Y pasi 3HMIIEHHS BiIXOMiB 3a3HAYEHO] cepii NiKapchKoro 3aco6y B NBOTHKHEBHIA
CTPOK HAIpPABUTH N0 TEPUTOPIANbHOIO OpraHy YKp(apMareHTCTBA KOMiko aKTa
IIPO 3HUIIEHHS BiAXOMIB JTiKapChKOTO 3aco0y.

KoHnTposr 3a BukoHaHHSM naHoro PO3HOPAKEHHS 3M1CHIOIOTE TEPUTOPiaIbHI
oprasu YkphapmarentcTsa Ha BixmnosiqHiit TEPUTOPIT.

HeBUKOHAHHA NaHOTO PO3MOPSKEHHS TATHE 32 COBOIO BIJIIOBi NAIBHICTH
3riIHO 3 YUHHUM 33KOHOAABCTBOM Ykpainu.

Komii faHoro posmopsmxenns HanpagJeHi:
MiHicTepcTBO OXOPOHH 370pOB'S YKpainy;

AIl  «lepxaBuuit excneprauii UeHTp MiHicTepcTBa OXOpOoHM  370pOB's
Yipaium». - :

T.B.0. I'osioBH : Tapac ITPOHIB

Onexcanapa CABUEHKO, Ten.044-422-55-04, BH.109



