JIEPXKJIIKCITYJKBA
JNEPKABHA CJIY/KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCbKIN OBJIACTI

npocnekT Banepis JloGanosebkoro, 51, m. Kuis, 03110, ten/axe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
npo sikicTh BBe3eloro B Ykpainy JiKapcbKoOro 32¢00Y

15.06.2021 Ne 31238/21/10

EHJIOKCAH® 1 T’

(HaiiMeHyBaHHs JiKaPCLKOrO 3ac00y 3CIAAHO 3 PEECTPALLIFHIM NOCBIAHCHHAM)
NOPOIIOK [JIsl PO3HMHY sl ir'exuiii mo 1 r; 1 ¢prakon 3 NOPOMIKOM Y KapToHHiii Kopooui

((popma BUNYCKY, 103YBAHH:, BIIL MAKYBAHHA AiKapesKoro 3ac00y)
Homep peecTpauiiiHoro nocsitueHHA UA/0027/02/03 ctpok aii peecTpalliitHoro nocBiAeHHA 01.01.2099
Cepis fikapcbkoro 3acoby No 0J230A KinbKicTh BBe3eHOMO Nikapebkoro sacody 120

BHpoGHHK Bakcrep Ounkonomki [mOX, Himeuuina
(HaiiMEHYBaHHA BUPOOHHKA AikapeLKOro 3acody, KpaiHa MOXOAHCHHH)

Bee3eHo B YRpaiHy Chifablie YyKPainCbKO-eCTOHCBRC nignpuemMcTBo y GopMi TOBApHCTBA
3 0GMesKeHOI0 BiANOBIAAILHICTIO "Onrima-®apm, JIT/A", inent. koa:
21642228

(HaiiMcHYBaHHA Ta KO 33 EAPMOY 1opuanuHoi 0cotH abo npisBHLLe, IM'A. 110 GATLKOBI () i3NUHOT
0COOH - NiANPHEMUS, i1 MICLE HPOZHBANHA TA peectpattiiiniii HoMep 00A1KOBOT KAPTKH MIATHHKA
[oAATKIB 200 Cepif Ta HOMEP nacnopra)

[pOTOKO Bi3yabHOIO KOHTPOIO BiA 04.06.2021 Ne 1898/5.

3a pesy/bTaTaMH ACpAKABHOrO KOHTPOJKO  BCTAHOBIEHO, AULO nikapcbkuit  3acid  BBE3CHO B Vkpaidy 3
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Ceprudirat ananisy /Hozomun Baixcmep
(Baxter)/
Engoxkcan® 1 r, mopoinok A po3uHHy AN iH’ exmii
Jlara Bupo6HuuTsa / JlaTa npoBeaeHHS aHaNizy KouTpons akocTi Ne
22.10.2020 H/3
[MpuaaTHu# 10 Cepis Ne
09.2023 0J230 A
IMapamerpn Meton Mexi PesyaeTaT
BHIIPOGYBAHHSA
1. Onuce Bizyanenuii ornaa Kpucraniuna peyoBuHa 011010 Konsopy y BifnoBigae
(nakoHax 3 Mpo30poro ckya MicTkicTio 75 Mn 3
CipOr0 MYMOBOK) MPOOKOID Ta KORNAUKOM (prin-od
3 IMCKOM KOHTPOIIIO NEPLIOro BIAKPUTTA
(cipuii/antominieBuii)
2; InenTugirauis
2.1 BEPX Metoauka dipmu [To3utHBHa (4ac yTpuMyBaHH4 1 ¢opma nnoui BiAnoBinae
niky uukinodocdaminy Ha xpomarorpami
BUNPOOORYBAHOTO PO3UMHY iIEHTHYHI Yacy
yTpUMyBaHHA Ta Gopmi niky uuknodocdamiay Ha
XpoMaTorpami CTaHIApPTHOTO PO3UHHY )
2.2 IY-crektp €D, TecT A [MozuTHBHA (CHEKTp PO3UMHY 3pa3zKa MOBHHEH BiAToOBiAaEe
(2.2.24) BIAMOBIAATH CTIEKTPY CTAHAAPTHOIO PO3YHHY)
Maca HanoBHeHH
3.1 OnHopinHicTb MacH €d2.9.5 18 + 10 % Bim cepenHbOi MacH BiAmoOBiIaE
20 + 20 % Bia cepenHLOi Macu BLAMOBiZAE
3.2 Cepenns maca Metoauka tipmu 1017 - 1124 mr/(pnakon 1070
Mr/tnakoH
4, Yucrora
4.1  Po3uMHHICTb MeToauka (ipmu [ToeHicTto po3uHHHEA BifmoBinae
PEUOBHHM
42  Ilposopicts 2% €h 221 He 6ineire 3.5 0,1 NTU
BOJHOIQ PO3UHHY
(NTU)
43  pH (2% BomaHoro MeToauka dipmu 4,0-6,0 pH =47
PO3YHHY)
3 MexaniuHi
BEK/IIOYeHHs (2%
BOJAHUH PO3UHH)
5.1 Buaumi 4acTku OCHIA/€D 2.9.20  [IpakrHyHo 0€3 BUOAUMHX YaCcTOK BiZMOBiNAE
5.2 HeBumumi 4acTkH OCIIA/E€D 2.9.19  He dinbure 6000/dnakox 119/¢naxox
> 10 MKM
5.3 HeBuuumi yacTkn OCIIA/ED 2.9.19  He 6inbwe 600/dnaxon 0/thnakon
> 25 MKM
6. KinekicHe BH3-
Hauenns (BEPX)
Luknodocdamin Metonuka ¢ipmu 950 — 1050,0 mr/dnakon 995,1
Gezsoanuii mr/IakeH
e Mikpo6ioaoriuna
YHCTOTA
7.1  CTepuIBHICTD €D 2.6.1 CrepuibHo CTEPHIIBHO
7.2 bakTtepiansHi €D 2.6.14 He oinbue 0,0625 EO/mr < 0,01 EO/mr
EHJ1I0TOKCHHH
Crenndikania Ne Burnyweno
/lmann: Bakemep Oukonodxci Im6X, Kanmwmpacce 2, 33790 ['anne/Becmepanen/
3rigno 3 3T Jionue/
Ianne/Becrdanen, 25 mororo 2021 p.  Jlp. Boaneptyn Konrponn axoeri I
Bakcrep Oaxonomki I'm6X, Kantmrpacce 2, 33790 Tanne/Becrdanen, Himeuunna
Z\Produkte'0] _Analysenzertifikate\Manuell\63xx + 66xx (Baxter eigene Onko-Produkie)\EndoxantN 1000 mg — 66383066 + 663830781202010J230MA - Ukraine (own form).doc §Sa
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bakerep Onxonomsi 'moX a/c 11 12 — 33788 anne /Beerdianen

Ceprudikar sikocTi

Hasea npenapary:
Kpafua-iMmnoprep: Vkpaina

HJosyeanns/K-cTe girouol
Pe4YOBHHH:

Unxnodochaminy
MoHoriapaty 1069 mr
€KBiBaJIGHTHO
yknodocaminy
0e3BOHOMY

1000 mr/dnakoH

1 dhnaxon y
KapTOHHiH kKopooLi

Posmip ynakoBkim:

Homep nponykry BAKCTEP:  2638B3662
Homep cepii BAKCTEP: 0J230A
JlaTta BurotroreHHs/ 10.2020

Exnpokcan® 1 r, MOpONIOK [7ist pO3UMHY JUist iH’ €Kit

PeecTpanifine
noceigyenns//Jo3pin na
NpoBe/IeHHsA KIiHiUHOT O
Jociigxenns Ne
Jlikapeska gopma:

Poszmip cepii:

Homep npoaykry kJjicHTa:
Homep cepil kaienTa:

[MpugaTHHIT D0:

/TMozomun Baxemep (Baxter)/

T +49 5201 711-0
@ +49 5201 711-1516
www.baxter-oncology.com

UA/0027/02/03

ITopourok ans po34uHy
7T 10 €Ki

38640 kopobok

He 3acTocoByeTnes
He 3acTocoByeThes

09.2023

BHPOOHHUTBA:

Hassa ta agpeca BuroroBHuka(ie) / Bupotnuka(in):
baxctep Onkonompki ['M6X / Baxter Oncology GmbH
KanTinrpacce 2 / Kantstrafle 2

33790 l'anne /Bectdanen / 33790 Halle/Westfalen
Himeuuuna / Germany

Homep no3eoay Ha BupoGHHNTBO / BupoGuuuoi Jlinensii;
Ne 24.31.01.01
Crneuudikaiis npenapary: [us. Ceprudikar ananisy

3asBa npo ceprudikamniio:

[lum 3acBiuyto, 110 HaBeAeHa BHINE iH(OpMallis € JOCTOBIPHOIO Ta TOYHONK. BHpOGHHMLITBO/BUIOTOBICHHS
cepii, BKJIFOYAKOUH MaKyBaHHA Ta KOHTPOJE SKOCTI, Ha BHINECBKA3aHill BUPOOHUYIH AIMBHMLI 3AIHCHIOETECS B
MOBHIH BIAMOBIAHOCTI 10 YuHHUX BUMOT HanexHol BUpoOHUYOT NPaKTHKH MICLIEBOTO PEryisiTOPHOrO OpraHy
Ta 3rifiHo 3i cneundikauiimMu, 3aTBEpIKEHUMHI PEECTPALiHHUM TOCBIJYeHHAM KpaiHu-iMropTepa, ado Jocke-
cneuudikauiamMu Ui 1OCIKYBaHUX JTIKAPChKUX 3ac00iB.

3anucu 3 BHUPOOHHWITBA, MAKyBaHHA Ta aHamizy cepil OyJI0 MEperyisHyTO Ta BHU3HAHO TaKUMH, IO
BiANOBI1aIOTb YMHHUM BUMOraM HanesxHol BUpOOHHYOT NPaKTHKY i 3aTBEP/IKEHUM crieldikaLisaM.

Bynab-ski BIAXUIEHHS/HEBIIMOBIAHOCTI 1IOIO BHILEBKA3aHWX BUMOT OyJI0 BHUNpaBISHO, 3a0KYMEHTOBAHO,
NeperisHyTO Ta 3aTBEP/DKEHO.

Komenrapi / 3ayBaskenns:
He 3acrocosyerbest
[l mamn: Baxemep Ouionodci Im6X, Kannmumpacce 2, 33790 Fanne/Becmpanen!
P. Bonnepryu (R.Vollerthun)
VYnosuoBaxkena ocoba Biamosiano mo Hupextusu 2001/83/€C

Mlidnuc/ 25.02.2021 p.

T+495201711-0 > +49 5201 711-4711
Peectpanifina manara: I'otepeno (Giitersloh) HRB 6882
Paxynok No: 091556100

IpisBunie ta iv’a:
Hocaga:

Hara / linnue ynopHopa:xenoi ocodu:

baketep Onkonomxi ['m6X, Kanrwrpacce 2 33790 Fanne/Becrdanes
l'enepansunii qupekrop: Mpanx ['edepouxi bepurapa Accic
bankipepki peksizuti: Deutsche Bank Frankfurt Kon Ganky: 50070010
SWIFT: DEUTDEFFXXX IBAN: DE19500700100091556100

QS SO 23406d/19 Honarox 5a Ceprudikar Axocti (Bupobuuk : Bakerep)
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| JIHmpo,ImCOGOPHa,éf X 601-605 49005, e, (066)3454171 | 2
E-mail; dls. dp@dls gOV. ua,h_ 08/ /W, ls JoV.ua, Kon GIL'PI'IOY 3707066

BI/ICHOBOK :
npo sIKicTh Bneaenoro B Yxpamy mxapcbxoro 3ac06y

11.01.2023 .N'ﬂ 5421’23/0411

EHI(OKCAH@ i

(naitvenypanns NiKaPCLKOro 3ac06y 3riaHO 3 peecTpauiiHIM nocsmqeuum)

HMOPOIIOK AJISl PO3MMHY /A iH exmﬁ i1 dmaxou 3 HOPOIIKOM Y. xap'mm{m xopoﬁm RN
(tpopma BI&I’I}’CR}', ,aoaysamm, BUJ naxyBaHHa mxapcmcoro 3ac06y) ’ e

Howmep peecTpaLifHOro NoCHi THEHE. UA/0027/ 02/03 c*rpox .un peec'rpamﬁnoro nocsmqeﬂng 01 01 2099

Cepis nikapeskore 3acofy Nﬂ 1F246A %= 0 Kmuacn, BBesenoro nixapcsxoro 3a006y 360

Bupo6uux Baxcrep OHKOJ'IO,II)I(l FM6X Hmeqqnﬂa e

(Hanmeuysaﬂun Bupoﬁﬂmca JIIKapCLKO).‘O 3ac06y, Kpama HOXO,I{)KCHHSI)
. Bsesero B Vipainy Toaapucmo 3 oﬁmemeﬂom anonmaaniCTm "Bal[M", i;lem" k'o.u
' 31816235 A : ‘ : ,

(HaﬁMeHynaHﬂsl T8 KO/ 34 CII,PHOY mpn,ammo; ocoﬁyr abo nplsaw.ue, iM's, IO Gamcom tlmuqﬂol _
ocoﬁn nmnp‘nemua, ii Mlcue npoxcnnamm Ta: pcecrpaumnuﬁ HOMEp oﬁmxonon xapnm TIATHHK
i mmancm aﬁo cepm T2 HOMED nacnopfra) i e, :

‘ Hporoxon BisyannHoro lconTpomo ‘BiA IG 01 2023 J\ﬁa 07-01/19/4

3a pesynwTaTAMH nep;xaBHoro'” ‘Koin'pomo' Bc"raﬂonheﬂe mo Jmcapcbkuﬁ 3a016 Bneae}lo n Yxpamy 3 -
AOTPHMAHHAM srMor 3aKOH011aBCTBa H.:o,uo 3a6¢3nequH5f aKoch JIlKaPCLKPlX 3a00613

- Havanenuk depixaBHOi Cly:k0H 3 - -

TiKapchKUX 3acoBiB Ta KORTPOMO3a - A | IOm;I OBT-IAPEHKO :

HAPKOTHKAMH Y IIHIIIpOHCTpOBCBKIPI _
-~ obmacti e | _
(nocazoBa 0coa Oprauy EPKABHOTO KORTPOMO) - % o s o '_(ii_glim;iah:u';'r.afnpiiBm;};é)‘ g




Ceprixat ananizy

/TTozomun Bakcmep

(Baxter)/
Eupoxcan® 1 r, nopoulok A8 po3unny ana in’exuii
Jara supoGauurea / Jlata npoBefeHHA aHaMi3y Kontpons akocti Ne
22.06.2021 B-210609-125
TIpyaaTHuil Ao Cepia Ne
05.2024 1F246A
ITapameTpn Meron Mewxi PesynnTati
punpobyBanHA
1. Omne Bisyanshnii oraan  Kpucraniuea pedosHHa 6inoro xonbopy y BinoBinae
(IaKOHAX 3 TIPO3OPOTO CKMA MICTKICTIO 75 M 3
CipoIo IYMOBOIO TIPOGKOIO Ta KoBnaykoM ¢ain-od
3 HHCKOM KOHTPOJIK [EPLIOro BiAKpHTTA
(cipuit/anioMitieBuit)
2. laeurddixauis _
2.1 BEPX MeTtoauka dipMu [MoaxTHBHA (Yac YTPHMYBaHHA i GopMa nnomi BifnOBiTaE
miky uHrnodocdaminy na xpoMaTorpami
BHIPOGOBYRAHOLO POIUHHY iACHTUYHI vacy
YTpHMYBaHHA Ta GopMi miky mHKnodochamiay Ha
XpoMaTorpaMi CTaHZAPTHOrO PO3YHHY)
2.2 [Y-cmextp €D, TecTt A To3uTHBHA (CIEKTP pO34HHY 3pa3Ka NOBHHEH BLANOBLIAE
(2.2.24) BiNOBiZaTH COEKTPY CTAHAAPTHOIO PO3YHHY) :
3.  Maca ramoBHeRHA
3.1 OQOapuopignicte Macu €0 2.9.5 18 + 10 % pia cepemuroi MacH BiAIOBiAAE
20 + 20 % »pixg cepenHbOT MacH piamosigae
3.2 Cepenna maca MeTommka dipMu 1017 - 1124 mri¢pnaxon 1073
Mr/uIaxoH
4. Yucrota
4.1 PozumnuicTs MeTtoauka dipMu TToBHicTIO po34NHHA BiamoBigae
pevOBHHH
4.2  TIposopicte 2% €Pp 221 He Gimemie 3,5 0,1 NTU"
BOJHOTO PO34HHY
(NTU)
43 pH (2% Boonoro Meroauka pipmu 4,0-60 pH=47
pO3UMHY)
5. Mexanjpqmi
BKAKMeHHA (2%
BOAHHH PO3YHH} ;
5.1 Buaumi yacTkn PCIIA/CD 2920 TIpakTHuHO He3 BHIHMHX HacTOK Bifnosigac
5.2  Hepuaumi vacrn OCIIA/CD 2,919  He Gimse 6000/ pnaxon 162/pnakon
> 10 mxm
5.3  HeBnouMi 4acTKH GCIIA/ED 2.9.19  He Ginsime 600/ hnaxon O/dbrakok;
= 25 MKM
6. KinbkicHe BH3-
Havenua (BEPX)
Unknodocdamia Metoauka dipMa 950 — 1050,0 Mr/¢nakon 999.6
Gespogunii Mr/dnakon
7. Mikpodionoriana
YHCTOTA
7.1  CTepAmBHICTE €D 2.6.1 CrepunsHo CTepHIbHO
7.2 DBakrepianeni €P26.14 He 6insure 0,0625 EQ/Mr < 0,01 EOfmr
CHIOTOKCHEH '
CIIel.l}l(l)iKal.[i}l MNe B]-myu_[e}]o
Allmamn: Baxemep Owronodxci Tm6X, Kanmwmpacce 2, 33790 Fanne/Becmpanen/
Irimso 3 3TA Aionuc/
Ianne/Becrdanen, 24 sepecus 2021  JAp. Bonneptyn Kontpouas akocri I
(Dr. Vollerthun)
Baxcrep Ouxonoaxi I'méX, Kanminrpaccee 2, 33790 Canne/Becthaned, Himewunna
Z:\Produlceyt] _Anal tifikatetManuell'63xx + $6xx (Baxter cigene Onka-Produkte REndoxaniy 1000 mg - 66383066 + 66353078202 1LIF246\A - Ukraine {own forn).doc Ef




/Mlozomun Baxcmep (Baxter)/

Baxctep Cuxonomki [M6X a/c 11 12 — 33788 Tanne /Becrdancn
T +49 5201 7110
@ +49 5201 711-1516

www baxter-oncology.com

Ceprudikar axocri
Ha3Ba npenapary: Eumoxcan® 1 r, MopoIUoK uis pO3YHRY ANA iR eRuit
Kpaina-imnoprep: YxpaiHa PeccTpamiiine UA/027/02/03

nocpizvennga/No3ein ma
NpoBedeHAA KiiniuHoro

Rochimxenus Ne
Hosysauna/Kinukicts gitooi  Iuxitodocdaminy Jikapcoka dopmas IMTopoweox ana posdsumny
pevyOBHHH: MoHoriapaty 1069 Mr JUIA iH€KUif
€KBiBaJIeHTHO
uuknotdochamizy
GessoaHOMY
1000 Mr/dnaxos
Po3Mip ynakoBKH: 1 ¢naxoH y Poamip cepii: 2350 xopobok
KapToHHiit kopoOni
Homep npoaykry BAKCTEP:  2638B3662 Homep npoaykTy kiienra: He sacrocosyernea
Honmep cepii BAKCTEP: 1F246A Homep cepii knieura: He 3acTocoByeThea
JaTa BUrOTOBJICHHA/ 06.2021 HpugaTauii 1o: 05.2024
BHPOGHHOTEA:
Ha3zsa Ta anpeca Burotopuuka(is) / BHpobuuKa(is):
Baxcrep Oukonomki ['M6X / Baxter Oncology GmbH
Kantmrrpacee 2 / KantstraBe 2
33790 I'anne /Becrdanen / 33790 Halle/Westfalen
Himegunna / Germany
Homep no3poay na pupofunuuree / Bapodumuoi Jinensii:
Ne 24.31.01.01
Cnenudixania npenapary: Jus. Cepradikat aHamisy

3ansa npo ceprudikanio:

LluM 3acBiguyo, MO HaBeJeHA BHIIE iHQOPMALlid € AOCTOBIPHOIO Ta TOYHOK, Bupoﬁnm.[mofsuroroancm
cepii, BKIIOYAIOYM MAKYBAHHA/MAPKYBAHHA T4 KOHTPOJIb AKOCTI, HA BHINEBKa3aHiii BHpOOHHuYIR AiNBHUL
3AiliCHIOETECA B MOBHIH BiANOBiXHOCTI A0 uMHHHX BuMOT Hanexxnoi BHpOOHM4YOI MpaKTHKH MiCLEBOTO
PEryagTOpPHOTO OpraHy Ta 3rigHo 3i cneuHgiKalisMH, 3aTBEPIKEHHMH PecCTpaLiifHHM MOCBiO9eHHAM
KpaiHH-iMIopTepa, abo nocke-crieuMdiKamisMy A JOCT IKYBAHUX JIKapChKHX 3ac00iB.

3anHcn 3 BHpOOHMUTBA, MAKYBAHHA Ta aHanily cepii Oyno nepermaHyTo Ta BM3HAHO TAKUMH, ILO
BIAMOBiAAIOTE YUHHHKM BHMoraM HanexxHol BHpOOHHH0T NIPaKTHKH 1 3aTBEPIKESHHM CHICIHbIKATIAM.

Byas-fxi BIAXWICHHA/HEBIAMOBLAHOCTI OO0 BHINECBKA3RHHX BHMOTr OyJl0 BHIpaBIcHO, 3aHOKYMEHTOBRHO,
NEpErIAHYTO Ta 3aTBEPIKEHO. :

Koueu'rapl / 3ayBaxenHa:

He 32CTOCOBYETRCA
Hlmamn: Baxcmep Ouxonooxci Fm6X, Kanmuwmpacce 2, 33790 Nanne/Becmgpanen!
Hpissrine Ta im’x: O-p. Ponaug Bomnepryy (Dr. Roland Vollerthun)
Iocaga: YnoeHoBa:KeHa ocola pignosinro no Mupextusn 2001/83/€C
Hara / Iliamuc ynopHoBaxeHoi ocobn: Alignuc/ 27 sepecus 2021
Baketep Onxonoaxi Tn6X, Karmrmpacce 2 33790 Taane/Beootdanen T +49 5201 7110 & +49 5201 711-4711
Femepammii anpextop: Jl-p Crext PemmepBax Peectpanitina nanara: IN'otepeno (Gitersloh) HRBE 6882
Banxivceki pexsizuru: Deutsche Bank Frankfurt Kon Ganxy: 50070010 Paxytok Ne; 091556100

SWIFT: DEUTDEFFXXX IBAN: DEI95007001(91556100
QS5 50 234064721 Jogatox Sa Ceprudirar Axocti (Bupobink ; Bakerep)
Cropinka 13 1



JEPKABHA CIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JHIITPOIIETPOBCBKIH OBJIACTI

Huinpo, nn.Cobopna,4, k. 601-605, 49005, Temn. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €J/IPTIOV 37070665

BUCHOBOK

Npo AKICTH BBe3eHOro B Y KpaiHy JikapcbKoro 3aco0y

02.04.2023 Ne 15140/23/04

EHJIOKCAH® 1T

(HaliMeHyBaHHs Jikapcexoro 3acoly 3riHo 3 peecTpalliiiHAM TOCBIAHEHHAM)
MOPOIMIOK AJIA PO34YHHY s iH'ekniii, 1 r, 1 ¢uiakon 3 mopomikoM y KapToHHIH KopoOui

(popma Bunmycky, n03ysaHHs, Bu/J NakyBaHHs Nikapcekoro 3acoy)
Homep peectpauiitnore nocsinuenna UA/0027/02/03 crpox aii peectpauitinoro nocsiguenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne 21284 F Kinskicts BBE3€HOTO Nikapcekoro 3acody 1080

Bupo6HHK bakctep Onkonomki 'mM6X , HiMmedunna

(HaiiMeHyBaKHA BUPOOHMKA niKapceKoro 3acofy, KpaiHa noXoaKeHHS)

BeeseHo B YkpaiHy Torapucrso 3 oGMexeHo10 BinnosinaanHicTio "ha/IM", igenr. xoa:
31816235

(HaiimeHyBaHHA Ta ko 3a €JIPTIOY opuauuHoi ocobu abo npissuiLe, iM's, 1o baTekosi izuuHol
0co0d - nianpuemus, i Micue npoxusaHHs Ta peectpauifiHui nomep 06IKOBOT KAPTKH NMIATHHKA
nozarkis abo cepin Ta HOMEp NacropTa)

Ipotokon sisyansuoro koarpomw sin 01.04,.2023 N 07-01/861/1.

3a pe3ynpTaTaMH  CPKABHOIO KOHTPOMIO BCTAHOBJEHO, MO Jikapcbkuid 3aci6  BBezeHo B YkpaiHy 3

AOTPHMAHHAM BHUMOT 3aKOHOJABCTRA IHOJO 3a0e31IeueHHR AKOCTI NikapeekuX 3aco0iB.

Hauvanenuk JlepkapHoi cnyx0u 3
TMiKapchbKHX 3ac00iB Ta KOHTPOIK 34 )
P . AROITIe [Onis OBUAPEHKO
HapKOTHKaMH y JIHimpomeTpoBChKiit
obOnacri

(nocaaoBa ocofa opraHy AEpPKABHOIO KOHTPOITIO) (ni,ﬂ;nn\cy (iniuianu Ta npizsMie)
: . AR o

Kouropuikosa HOnis +38(066)345-41-71



Ceprudixar anaizy /Hozomun Baxcmep
(Baxter)/
Eunpokean® 1 r, nopowox 418 po3vHny i in’exniii
Jata eupoGrmicraa / Jlata nposenesHs anamisy KouTpons axocti Ne
29.09.2022 B-220916-131
[Tpugathuii xo Cepin Ne
08.2025 21284 F
IlapameTpn Meroa Mexi PesyanTaTn
BUNPOGYBAHHA
1. Omue Bizyamnuufi orman ~ Kpucraniuea pegoBuHa Ginero koasopy y Bignosinae
thnaxoHax 3 MPO30POro CKAA MiCTRICTIO 75 MAI 3
¢IpoIc IYMOROIO NIPOGKOIG Ta KobnaukoM durin-od
3 IMCKOM KOMTPOJIO OEPIIOTO BiAKPHTTA
(cipuit/amominiesnit)
2.  Inewrndixanin
2.1 BEPX Meroaura dipmu HNozutHeHa (Mac yrpumyBanHs i dopma mromi BiATIOBifaE
mixy muknodochaminy Ha XxpoMarorpami
EHNPOoOOBYEAaHOrO PO3THHY iEATHTHI Yacy
yTpuMyBaHHA Ta hopumi miky nuxnodochaminy Ha
XpOMAaTOTPaMi CTAHIAPTHOrC PO3UHHY)
2.2  IY-conextp €0, Tect A TosuTuena (cnieKTp po34HHY 3pasKa [IOBHHECH BigmoBigae
(2.2.24) BIATIOBiZATH CNEKTPY CTAHAAPTHOIO PO3UMHY)
3.  Maca HanoBHeHHS
3.1 OnHopigmicts Macu €D 2.9.5 18 1 10 % nix cepepsnol Macu Bianosizae
20 + 20 % 8if cepenEnol MacH Bixnosinac
3.2 Cepenus maca MeTomuka dipmm 117 - 1124 Mr/pnakon 1074
Mr/tnakeH
4, YucroTa
4.1 PosunnHicTh Metonuxa Gipuu TTorHicTHO pOIYHHHA Biznosixae
PEUOBUHA
4.2 TIIposopicts 2% €P2.21 He 6inbwie Hix 3,5 0,1 NTU
BOAHOTO PO3YKHY
(NTU}
43 pH (2% soanero Meroauka dipMu 40-6,0 pH=48
posuHHY)
5.  Mexanmiani
sxModenns (2%
BOAHMH pO3vIHH)
5.1 BunuMi 9acTKH OCHIA/ED 2920  [IpakTeaHo Gc3 BHAHMUX YaCTOK BiiNORINIAE
5.2 Hesuaumi wacru OCHIA/ED 2.9.19 He 6inmbme Hix 6000/paakon 131/¢naxon
> 10 mrm
53 Hepuaumi yacTKu OCUIA/CD 2.9.19  He Ginnme nix 600/pnaxon 1/tnaxon
> 25 MKM
6. Kinbkicne Bu3-
navyenun (BEPX)
Hexnodochamia Meroauxa dipmn 950 — 1050,0 mr/¢pnakon 10035,7
Gessommmit Mr/dnaxon
7. Mixpofionorizna
THLTOTA
7.1  CrepunsHicTs €D 2.6.1 CrepuibEO CTEPHIEHO
7.2  Baxrepianesi €D 2614 He Gimeme 0,0625 EO/Mr < 0,01 EOMmr
EHIOTOKCHHY
Cnem{q:ixauis Ne B][nyme][o
3rigno 3 3T /ionuc/
Ianne/Becrdanen, 18 ciunn 2023 p.  Ip. Dorr KoBTpoak axocti

Baxcrep Ouronomxi I'm6X, Kanrmrpacce 2, 33790 T'anne/Bectdaned, Hiveuunna

Q:\Produktet0 ] _Analyuenrertifikate\Manuel 6 Ixx + 86xx {Baxter sigene Onko-Produkte)\Endaxanih 1000 mg — 66383066+ 6633 M1 72022 20234F - Ukryine (own form).doc Se




Lozomun baxcmep (Baxter)/
Bakctep Ouxonoaxi MmEX

Kanmurpace 2
33790 I'ane /Becrdanen, Himewausa

Ceprudikar axoeri

Hasga npemapary: Enpokcan® | r, nOpomok I posuuHy 1A i1’ €KIiH

Kpaina-imnoprep: Ykpaina Peecrpaniiine UA/0027/02/03
noceiguennsa/Mo3sin na
npoBeNeHHd Kiainiunoro
pocmimxenns Ne

Josysanna/K-¢1n girouoi Huxnodocdamiay Jlikapenka dopma: INopowok a4 po3gHEY
PEIOBHHN: MoHorinpaty 1069 mr JUIA iR’ eKOiH
eKBiBAICHTHO
uniodochaminy
OesBoAHOMY
1000 mr/¢makon
Posmip ynakosiu: 1 pnaxon y Poamip cepii: 2400 xopobok
KapToHH{#! Kopobui
Homep nponykty BAKCTEP: 2638B3662 Homep npoaykry kienta: He 3acTocoByeTsca
Homep cepii BAKCTEP: 21284F Homep cepii knicnra: He 3acTocoByeThea
HaTa BuroroBaeHus/ 09.2022 pmaaThnii no: 08.2025
BHPOOHHITRA!

HaaBa Ta agpeca euroropHuka(ir) / BupoGunka(ir);

Bakerep Onkonomxi 'mM6X / Baxter Oncology GmbH

Kanrmtpacce 2 / Kantstrafle 2

33790 I'anne /Bectganen / 33790 Halle/Westfalen

Himeuunua / Germany

Homep po3poay Ha eupofuunTBo / Bupo6uuyol Jlimenzii:

Ne 24.05.01-020 _

Cnenndixauis npenapaty: Jus. Ceprudikar aHanisy

3anBa npo ceprudixanino:
Ilum 3acBiadyio, L0 HaBeAeHA BHINE iHpoOpMaIis € ZOCTOBIPHOK TA TOYHOK. BUpoOHHITEO/BHIOTOBNEHHA

© cepii, BKNIOYAIOYH [AKyBaHHA/MapKyBaHHA Ta KOHTPOJbL AKOCTi, HA BUINCBKA3aHIA BHUpOOHMYIN IMimsHHMII

IMACHIETCE B MOBHIX BiAMOBiIHOCTI R0 uMHHWX BAMor HamexxHoi BHpPOSHHTOI MpakTHKH MiCICROTO
pPETYNATOPHOTO OpraHy Ta 3rigHOo 3i crneludikarliiMH, 3aTBEP/DKCHHMH pPEECTPAIiHMM IMOCRiqUEHHAM
KpaiHH-IMIopTepa, a60 nocke-crnenudikaniamMy I AOCIUIXYBaHHX JIKApCLKHX 3ac00iB.

3amucH 3 BUpOOHHMIITRA, NAKYBaHHS Ta aHami3y cepii Oymo mepernaHyTO Ta BH3HAHO TAKHMH, IO
BiOMOBiRaI0OTh YHHHHM BHMoraM Hanexnoi BUpoSHUYO1 MpakTHKM 1 3aTBepIKEHUM crierudikaIiiaM.

Bynp-fKi BIAXMICHHA/HERIATOBIAHOCTI MIOA0 BHINEBKAZaHMX BHMOr OYyJIO BHIIPABICHO, 38A0KYMEHTOBAHO,
NEpErIAHYTO Ta 3aTBEpIDKEHO.

KomenTapi / 3aypamennsn:
He 3acTocoByeThea

Ipizeuime Ta im’a: U-p PoMan @ort (Dr. Roman Vogt)
Ilocana: YroBHOBaKeHa ocoba BianosigHo no Mupextusn 2001/83/€C
Hara / ianue ynosnosaxenol ocobu: 18 civua 2023 p.  /llionuc/

QS FO 23406d-05/03 Nonarox la Ceprudirar Axocti ans Yxpatun (Xeperennep Baxcrep) Cropitka 131

Buxignniy goxyment: QS S0 234064
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