JNEP)KABHA CJYXKBA 3 JIKAPCLKUX 3ACOBIB TA KOHTPO.JIO 3A
HAPKOTHKAMMH
Y AHINPOIIETPOBCHKII OBJIACTI

IOrinpo, nn.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BHUCHOBOK
po AKiCTHL BBE3eHOro B YKpaiHy JiKapchbKoro 3acody

30.05.2024 Ne 26878/24/04

EHIOKCAH® 500 MI'

(HaliMeHYBaHHA Nikapchkoro 3acofy 3rinHo 3 peecTpaunifiHuM MOCBIIIEHHAM)
NOPOINOK /IS PO3UMHY st il ekmiid, S00 Mr 1 ¢1aKoH 3 MOPOLIKOM ¥ KapToHHiil Kopobui

(opma punycKy, NO3YBAHHA, BUJ TIAKYBaHHA NikapcEKOro 3acoly)

Homep peectpauifisoro nocsimuenns UA/0027/02/02 ctpox nil peecTpauifiHoro nocBifueH A 01.01.2099

Cepis gixapcrroro 3acoby Ne 3J193B KinkkicTs BBe3eHOTO Mikapchkoro 3acoSy 1080
BrpoGHHK Bakcrep Onkonomxki I'M6X., HiMeuunna
. {(HaliMcHyBaHHA BUPOGHHAKA AiKapeskoro 3acoly, KpaiHa MOXOIKEHHA)
Breseno B YKpainy ToBapHCTBO 3 00MekeHO0 BinnoBigannuicrio "baJIM", inent. xon:
31816235

(HaiiMenyBanua Ta kog 3a €JIPTIOY oprankrol ocobu aGo Tpissuiue, iM'4, 10 GaThKOBI (isn4HOI
0co0H - NiANpHEMLA, Tl Micle IpOXUBAHAS Ta peecTpalliiHuii Homep 00nikoBoT KaPTKY NIIATHHKE
nozarkie a6o cepif Ta HOMEp MacnoepTa)

[IpoTokon Bisyanbuoro KouTpomo in 27.05.2024 Ne 07-01/1330/4.

1 "IlenTpannia 1aGopaTopis 3 aHalisy AKOCTi TiKapCEKHX 3aco6iB i MeaHYHOT TPOAYKLIT"
(M.Kuis, By;. Kyapascska 10r m.Kuis, By:1. Kyapssceka 8B Kuipceka o6nacts, ¢. Hosi
Terpinmi, Bys1. IBania Opanka, 19) '

(HaiMEHYBaHUA Ta MiCLe3HAX0KeRRA TaGopartopi, 10 Npokena nabopaTopHHil aHani3 AKOCTi)

BHCHOBOK LIOZIC SKOCTI JIiKapckKoro 3acoby, Butanuii nabopatopieio six 03.05.2024 Ne 0897

Pe3y:sTatH 1a60paTOPHOTO aHANi3y SKOCTI ITiKapchkOro 3acofy 3a mepeBipeHUMH MokasHukaMi BUIIIOBLIA0Th
BAMOTaM METOJIB KOHTPONEO RAKOCTi (aHaNI THHO-HOPMATHBHO] JOKYMEHTALIT). ;

3a pesynbTaTaMH JEPHKABHOTO KOHTPONIG BCTAHOBNCHO, IO mikapchkui  3aci6 BBe3eHO B YKpaiHy 3

B. 0. HauansHKKa JepixaBHOI cryx0H 3
MKAPCHKHX 33C0O0IB Ta KOHTPQ AT "
naproTHkamu y Jainporesd
obmacti ' LAY,

gl - gt
b

o ";“/.
7[1@,!_1;‘1 \'I‘\&yﬁzmme)
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dipa MU

(mocanosa ocoGa opravy ncgge

Bumnsarosa Kapina  +38(066)345-41-71



Cepradikar ananizy lozomun Bakcmep
(Baxter)/
Eupoxcan® 500 mr, nopowok i poswany ans in’exkuiit
Hata purotosnents / JlaTa nporefeHHA aHanizy KonTtpons zxocti Ne
18.10.2023 B-231010-178
Tepmin npupaTHOCTI Cepin Ne
09.2026 3]193B
IapameTpu Merog Mexi PesyneraTH
BANPOGYBAHHA
1.  Onme BizyansHuii ormag Kpncraniqsa pesosuaa Ginoro xonnopy y Bignosinae
: (raKoHaX 3 MPO30POro cKiIa MicTkicTio 50 Mn 3
cipolo ryMoBoie npobKOIO | Haknaaxoo guin-od
3 JUCKOM KOHTPOIIK) TIEPIIOTD BifkpUTTs
{uepBoBHi/amMOMIRICBHIT)
2.  lgenrujixayin
2.1 BEPX Meroauka dipMu TMosuTHpHAH (4ac yTpuMyBanua i opma Tiomi  Bianosigae
: nixy ouknodocdaminy Ha xpomarorpami
BUNPoGOBYBAHOTD PO3YHHY ineHTHYR] Jacy
YTpuMyRaHHA Ta dopmi niky wwiodocdamiy
Ha XPOMATOTPaMi CTAHIAPTHOrO Po3umIy )
22 M-cnektp €, Tecr A (2.2.24)  TosutusHuii (cnexTp BUNPOGOBYBAHOTO PO3MAHY  BiANOBiNAE
TOBMHEH BiAMORIgaTH CIeKTPY pedepeHTHOTO
posunHY)
3. Maca HanoBHeHHS
3.1 Maca emicty €D295 18 + 10 % Bin cepenupol Macu BiANoBiNae
dnaxona 20 + 20 % Bin cepeannoi Macu Bimmosinae
3.2 Onmopimmicts Macy  Meroauka dipmu 508—562 mr/pnaxon 536
mr/dnakoH
4. YuctoTa
4.1 Po39HHHICTE Mertonuka dipmu IMoBHiCTHY pO3YHHAA BLIIOBITAE
cyOcTannil
4.2  TIpozopicts 2% €0 2.2.1 He Giteme 3,5 0,1 NTU
BOAHOTO PO3UUHY
(NTU)
4.3 pH (2% sogHoro Metonuka GipMu 4,0--6,0 pH=49
poO3THHY)
s. Mexaniani
BKI04EHAR (2%
BOOHHIT PO3YHH)
5.1 Buausi wacTeH GCHIA/ED 2.920  MpaxTuyHO BIMEHAT BiX BHAMMHX JACTOK BiAnoBigae
5.2 Hesunumi uacrxn OCUIA/CD 2.9.19  He Ginswe 6000/pnaxon 81/pnaxon
> 10 MM
5.3 HeeranMi uacrkn GCUIA/ED 29.19  He Ginsme 600/¢pnakox O/dmaxon
> 25 MEM
6. Kinnkicae B3~
nauenng (BEPX)
HMuxnodocdamig Merozuka dipmu 475,0~525,0 mr/dnaxon 499.8
Bearogunit Mr/tnaxon
7. Mikpofionoriuna
qHCTOTA o _\
7.1  Crepumenicts €D 2.6.1 B\R\ CTEPHILHRIH
7.2 Baktepiami €D 2.6.14 2\ <0,01 EO/Mr
CHIOTOXCHHH \: |
Creundikanis Ne Buiymeso /3 /
=
3riano 3 3TA
Tanne/Becrdaien, 24 cians 2 "N KouTpons sxoeti
Baxerep Onkonomsi 'm6X, l(mrrm'rpacce 2, 33790 I'anure/Bectidanen, Himeuanua
ZAPradults0_Analyvemzoctifikate ManucTG3xx + 66xx (Buxier fgene Duko-Produbiel EadesariN 0500 my - 66383064 + S63830 162050119 7E - Ukrane (own form) doo 553




Haipa npenapary;

Kpaina-immoprep;

Hoaysanna/Kinbkicts gilogoi
PEOBHHH:

Posmip ynaxosxn:

Homep npenapaty BAKCTEP:
Hamep cepii BAKCTEP:

JAaTa BRHTOTORAECHHA:

LATozomun Baxcmep (Baxter)/

Bakerep Ouronomsi Tm6X

Kanrurrpacce 2
33790 I'anne /Bectdanen, Himeuuanna

CepTudikaT axocTi

Ermokcan® 500 Mr

VYkpaiHa

rxnogocdamiy
MoHOriApaty 534,5 T,
100 BiJIIOBigaE
naKnogochaminy
HespogHOMY

500 Mr/¢akon

1 dmakon y xaproHmii
Kopobii

2638B3661
1J193B

10.2023

PeceTpauiiine

nocBiguenns//Io3sin Ha
OpOBeAeHHA KiiHiuHoro

aocaimxenns Ne

Jlixaperka gopma:

PoimMip eepil:

UA/0027/02/02

IMopo1ok asns pozuHEy
JnA iH' exuid

10200 xopobox

Homep npemapary kaicata: He 3acrocosyerses

Homep cepii knicnra:

Tepmin npupaTocTi:

Ha3zsa Ta agpeca N0k BHPOGHANTEA Ta KOHTPOIIO AKOCTI:
Baxcrep Onxonoski I'm6X / Baxter Oncology GmbH

Kanrurrpacce 2 / KantstraBe 2

33790 I'anne /Becrdanen / 33790 Halle/Westfalen

Himeuuuna / Germany

He 3acTocoByeThca

09.2026

Homep no3Boay na BupoSuuuTso / ceprudikary siinosignocti ginsnox supoGuuuTEa T2 KOHTPOJII0 SKOCTI
BrMoraM Hanexnol BHPOSHHYOL NpaKTHIH:

DE_NW_02_MIA_2020 0023
DE_NW _02_GMP_2023_0003

Crenndixanin npenapary:

3aana upo ceprudivauiio:

Hus. Ceprudikar aranizy

Llum saceindyro, mo Hasenena mumre indopmania € aoctosiproio Ta TouHoto. L Cepif MpenapaTy BUIOTORIEHA, BKIKYAYH

NaKyRAHHA/MADKYBAHHA T2 KOHTPONG AKOCTi, HRZ BHIIRKAIAH
YuHEHX BuMor Hamewnol BHpoGHHYOI mpaxTuxs Micnepors

PpeecTpanifinnM MOCBiYeHHSM KpalHu-iMnopTepa, a6o ad thaiuf

3anucH OAO BMPOGHMLITRA, NAKYBAHHA T aHAMIY
Hanexnoi pupoGurrao] npakTuxsy i 3aTBepseHm ¢
Byns-aki BimxuIeHAA/HeBinDORIAHOCTI WO BHIfE

3aTREPIKEHO.

KomenTapl / 3aysaxenua:
He 3actocoByernea

Im*s:

ITocana:

Hara / [Tianuc ynornosamxenoi
oco0H;

Ny, =

¢, Roman Vogt)

ii(vx) rupoGHWTIH(MX) AinbHMNI(MX) B MOBHiH BigmOBimHOCTI X0

CEYIATOPHOrO OpraHy Ta A0 cnenudikanifi, saTeepmmeHHME
iRQUii Mpenapary Ui JOCHiNKyRAHUX MiKAPCHKHX 300065,
T0 T4 BM3IHAHO TAKHMH, LIQ BiAMORIMAIOTE BEMOTAM

4 9HHOM 3aX0KYMEHTCOBAHO, IMEPErAIHYTO T4

Alionuc/ 24 mpaens 2024

:00a BiZTIOBIAHO A0 Jupexruru 2001/83/€C

QS FQ 234064-05/03 loratok 1a Ceprudikar Axocti anst Yxpairm (supoGtink Bakctep)

Hoxymeny Homep: QS SO 234064

Cropinka 13 |



JEPKABHA CJIYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y THIIIPOIIETPOBCHKIN OBJIACTI

Juinpo, nn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dis.dp@dls.gov.ua, Koa € IPTIOY 37070665

BHCHOBOK
Npo AKICTh BBe3eHOro B YKpaiHy JiKapcbKoro 3acody
18.03.2025 : Ne 12101/25/04
EHJOKCAH® 500 MT

(HaliMeHyBaHHy Nikapcekoro 3acoby 3rigHO 3 peecTpauiffiHHM NOCBiA4CHHSM)
MOPOIIOK A1 Po3uHHY M in'exuii, 500 Mr 1 ¢1axoH 3 NOpomWKoOM y KApTOHHIH KopoOui

(dopma BHOYCKY, SO3YBAHHA, BUI MAKYBAHHA Aikapckkoro 3acoly)

Howmep peectpauiiinoro noceinuenns UA/0027/02/02 crpok nii peectpauitinoro nocsizuenra 01.01.2099

Cepis mixapcekoro 3acoby Ne 41210A KinbkicTh BBE3¢HOTO fTikapchkoro 3acoby 360
Bupo6rux bakcrep Onkonomki 'M6X., HiMeuunna
(naifiMeHyBaHHA BUPOOHHKaA JliKapchKoro 3aco0y, KpaiHa NoXoaKeHHA)
Bee3eno B YxpaiHy ToBaprcTBo 3 06MesxeHoI0 Bianosiganabnictio "baJIM", ixent. koa:
31816235

(HaliMenyBaHHA Ta kol 3a €JIPITOY opianyHoi ocobH abo npizeuue, iM's, no GaTekoa]
thiznaHol ocobn - nianpHeMId, Ti Micue NpoXUBaHHEA Ta peecTpauifHWA HomMep obnikoBol
KAPTKH NMNaTHHKA MOOATKiB abo cepis Ta HOMEP nacnopra)

TMpoTokon eisyansuoro koutpomo ein 11.03.2025 N 03-01/545/3.

3a pesyIbTaTaMH [EPAABHOIO KOHTPONIO BCTAHOBAEHO, (MO nikapebkHii 3aci® meeleHo B VYkpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOIABCTBA IOAC 3a0e3ne4eHRA AKOCT] NIKapeChKHX 3ac0bis.

T.B.0. HauanbHUKa HdepxxaBHoi ciyxOH 3
TiKapchKHX 3aco6iB Ta KOHTPOJIIO 32
HapkoTHkamH y JlHinponeTpoBebkii
obnacri

Aua APATAH

(iniuianu Ta upiseHLLe)

Hikitiuesa Oxcana +38(066)345-41-71



CeprudikaT anajnizy

Aozomun Baxcmep

(Baxter)/
Enpoxcan® 500 mr, noponiok 118 pozvunHy 108 in’ekuiii
Hata BuTOTOBNICHN / [laTa NpOBEAeHHA aHaNiTy Kourtpons skocti Ne
11.09.2024 B-240827-117
Tepmin npHAATHOCTI Cepia No
08.2027 412104
Napamerpr Mevog Mewi PeaynsraTn
punmpobysanna
1. Onuc Bizyanenuii ornag Kpucraniana peyosuHa Ginero xoneopy y Bianoeizae
tnaxoHax 3 npo30poro ckma MicTKICTIO 50 M7 3
¢ipo1o ryMoBoio npobkor i Haknankoio dnin-od
3 JIKCKOM KOHTPOITIO TIEPIIOTO BiAKPHTTA
{(sepronuil/amoMidieBHil)
2. Tnewtndikaunia
21 BEPX Meronanka dipmu HosurupnHi (4ac yTpuMyRaHHS i dopma muomi EifnoRigae
nixy unknogocdaminy Ha xpomatorpami
BRHAPOOOBYBAHOTO PO3UHHY ITEHTHIHI vacy
YTPEMYBaHH Ta dopmi niky muxnodocdamizy
Ha XpoMAaTOrpaMi CTAHAAPTHOTC POIYHHY )
2.2  IM-cnekrp €0, TecT A (2.2.24) TMosuTHBHEH (CIIeKTP BUNPOBOBYBAHOTO POSYHMKY  Binmosinac
TIOBMHEH BiANOBIAATH CNEKTPY pethepeHTHOrD
PO3YHHY)
3.  Maca HanoBHeHHS
31 MacaeuMicry CP295s 18 + 10 % ®in cepeannol macu RiAMOBigae
uaxona 20 + 20 % Bin cepenHeoi macu BimmoBinae
3.2  OpHOpiaHicTE MacH Meronuka dipmu 508562 mr/¢nakon 539
mr/dnakoH
4. Yucrora
4.1 Po3unHHICTE Meroauxa ¢ipmu IMoBnicTIO po3THHHA BifNoBigAE
cyBerannii
4.2 [Iposopicte 2% €221 He 6insme 3,5 0,2 NTU
BOJHOTO PO3IYHHY
(NTU)
4.3 pH (2% sozuoro Mevomuka dipmu 4,0-6,0 pH=135,0
PO3YHEHY)
5.  Mexaniunui
BEJTIOUEHAY (2%
BOAHUI po3uuH)
5.1 Bupumi vacTen OCUIA/EP 2.9.20  IIpakTH4HO BiTHHHI BiX BHAHMHX YaCTOK BinoBinae
5.2 Hepuaumi vacTu OCIA/T 2.9.19  He Ginsure 6000/ pnaxon 128/dnraxon
> 10 MM
5.3 Heenanmi uacTen GCHIA/CD 2.9.19  He Ginsmre 600/dmakon 1/dnakor
> 25 MM
6. KinwkicHe Bui-
navenns (BEPX}
Huxnodochanmia Meromuka dipmu 475,0-525,0 mr/pnaxon 502,2
Ge3pogunii Mr/duraxon
7. Mikxpo6ioaoriuna
YHETOTA
7.1  CrepunnuicTts €D 2.6.1 Crepunsuuit CTEPHALHUH
7.2  Bakrepiansui €b 2614 He 6ineme 0,0 < 0,01 EQ/Mr
SHAOTOKCHHU
Crieundricaiia Ne Brmymero

s ]

3rigso 3 3T/ Taane/Becrpanen, 10 rpyass 2024 poxy \\’k Ap. Borr (Dr. V Kontpoas akoeti
w
Bakerep Oukoronxi F'm6X, Kantin Nﬁgo\ﬂgml crqla.rlen, Himedunna
ZAPradukte\]_Anal ifikeateAManucliié3xx + 66xx (Baxter eigene Onke-Produkte)\EndoxantN 0500 mg — : .’ r;a'f&?é\zam:zlm Ukraing (own form).decx %Sa




fHozomun Baxcmep (Baxter)/

Bakerep Onxonomxi TmGX
Kanrwitpacee 2
33790 Fanne /Becrdaned, HiMewunaa

Ceprudikar axocTi

Hazpa npenapary; Engoxcan® 500 mr
Kpaina-iMmnoprep: VYkpaina Peecrpaniiine UA/0027/02/02
noceiguenna//loiBin ua
NpoBEAEHHA KIiHIYHOTO
Aocaimkennn Ne
Aosysanna/Kinbkicts aftowoi  uknodocdamixy Jlikapenka dhopma: [Topourok ans po3urHy
Pe4OBHHH: MOHOriIpaTy 534,5 M, Jutd {6 ki
1[0 BiAnosigae
muknogochamiy
Oe3BOAHOMY
500 Mr/daxon
Poamip ynaxosxu: I dnaxoH y kaprouniit  Po3mip cepii: 4395 xopobok
Kopobii
Homep npenapaty BAKCTEP: 2638B366! Homep npenapary kiienTa: He sactocoByersed
Homep cepii BAKCTEP: 41210A Homep cepif xnienTa: He 3acTocoByeThes
JlaTa BHroTOBICHHA: 09.2024 Tepmin npumaTHocTi: 08.2027

Hazpa ra appeca gingnox BHPOSHHITBA Ta KOHTPOTIO SAKOCTI:
Bakcrep Ouxonozxi I'm6X / Baxter Oncology GmbH
Kantmitpacce 2 / Kantstrafle 2

33790 I'anne /Becrdamen / 33790 Halle/Westfalen

Himeqanna / Germany

Homep o3poay Ha BupoGuruTEe / ceprudiKary sizmosinnocti pinsnok BrpoSunnTea T2 KOHTPOJII0 SAKOCTI
euMoraM Hanexcuol Bupobuugoi npakraxu;

DE_NW_02 MIA_2024 0010

DE_NW_02 GMP_2023 0003

Cnenudixanis npenapaty:

. nasd

3asna npo ceprudikanio: NOKYMEHTIB
Hum zacrinuyle, wo Hasenena Buie indoph
TIAKYBAHHA/MAPKYBAHHA T4 KOHTPONL SKOCT]

HHHHUX BHMOT Hanemao'i Bupoﬁmiqm TAXH MICLEBOTO perymar

LIy fcepu Gxnpx/é{ﬁfzr
HanexHol eHpoGHIMO] rrpmuxni:*.a‘rncpmenu \ frixatgiam,

Bynme-sxi Bigxunenua/HeBIATOBLIHOCTI MOOO BHINCBRAGAHAY. Bir m" 6yno HameXHHM MHHOM 33X0KYMEHTOBAHO, MEPETNAHYTO Ta
3ATBEPAKCHO.

e .uocro 'g ]
E ) Bﬂpp Hnmiﬁ(ux) RINEHALI{SX) B MOBHIi BII[HOBII[HOCTI o

YHOTC OpraHy Ta Ao cueunrblxamﬁ 33TBEPLKCHHMH

ii npemapaty AN ROCHIIKYBaHUX NiKapCBKHX 3ac0GiE,
T4 BH3HAHO TAaKMMH, IO BiAMOBIAAIOTL BHMOTaM

SNy

Komenrapi / 3aysaxenns:
He 3acrocomyerscs

Im’s; {Dr. Roman Vogt/ ([{oxmop Poman Bozm)

Hocaga: VioeHoBaxkeHa ocoda BiAnoBiaHo g0 Jnpextusu 2001/83/€C
Hata / Tlianuc ynosHoBaxenof

ocobu: Alidnue/ 10 2pydus 2024 poxy

QS FO 23406d-05/03 Jozatak la Cepradixar Axocti anx Yipaiun (Bupobuuk Bakcrep)
Jokyment vomep: QS S0 234064
Cropinka [ 31
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