NEPYKABHA CJYXKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMMA
Y JHINPONETPOBCHKINA OBJIACTI

Jninpo, m.CoGopHa,4, k. 601-605, 49005, Tes. {066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €JIPTIOY 37070665

BUCHOBOK
Npo AKicTH BBE3eHOro B YKpaiHy JiKapcpKoro 3aco0y
28.05.2024 Ne 26882/24/0411
EHJOKCAH® 200 MI'

(naliMeHyBaHHs NiKapCEKOTO 3ac00y 3riHO 3 peccTpalliiHuM NOCBICHHAM)
[OPOLIOK IS PO3THHY A iH'exulii, 200 mr, 1 ¢1aK0K 3 MOPOMIKOM Y KAPTOHHIH KopoOui;
no 10 xkapToHHHX KopoGoK y 6anaepoi 3 INIIBKH

(hopMa BHMYCKY, AO3YBAHHA, BHI NAKYSaHHA nikapchkoro 3acoly)

Howmep peectpauisnoro nocsizuenns UA/0027/02/01 ctpok aif peectpanifinoro nocsizuenna 01.01.2099

Cepis mikapcskoro 3acoby Ne 2J577L KibKicTh BEE3GHOrO TikapesKoro 3acoby 74
BupoGHHK Baxcrep Ouxonomki 'M6X , HiMeuunna
(akmerysaHHs BHPOOHMKA TIKAapCRKOTO 3acoBy, KpaiHa [IOXOIKEHHH)
BeescHo B YkpaiHy ToBapHCcTBO 3 06MeNkEHOI0 BilnoBitANLHICTIO "BaJIM", inent. xon:
31816235

(ualiMenysannd Ta kox 3a €JIPIIOY fopuaHuHOi 0co6H ab0 Mpi3BHLLE, iM'A, 110 GareKoBi
isuunol ocobH - MiANpHEMLE, i MicLE TPOXHBAHHA Ta peecrpauiitauii HoMep o0nikoBol
KApTKH MNaTHHKA noaTxis abo cepist Ta HOMEP NACHOpPTa)

TpoToKon BisyabHOP0 KOHTPOIO BiA 27.05.2024 N» 07-01/1330/8.

3a pesyibTaTaMH ACPKABHOTO KOHTPOIIO BCTAHOBJIEHO, IO Jikapchkuil 3acifé BBe3cHO B YxpaiHy 3
AOTPAMAHHAM BHMOT 3KOHOIABCTEA moao 3abe3nedeHHA AKOCTi NKAPCHKHX 3aco0iB.

B. 0. HaganbHAKA JlepxaBHOT CIyxOH 3
NiKapcHKHX 3ac001B T4 KOHTPOIIIO 32 Mapis BPE3ILIBKA
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Ceprudikar ananizy

[Hozomun Baxcmep

{Baxter)/
Engoxcan® 200 mr, TIOPOIIIOK /ISl PO3YHHY JUIN iH' €Ki
Jata rApoOHIITTEA / J[aTa IPOBCACHAA AHATITY KoHTpons axacti Ne
19.10.2022 B-221007-233
IIpanaTHAEI fo Cepis N
09.2025 215771
IMapamerpn MeTon Mexi Pe3ynbTaTH
BHNPOOYBAHHS
1. Onec Bizyannamit ormay KpHCTANITHA PeT0RAAA Oinoro Xonsopy ¥ $nakoHax  BiJmomifac
3 IPO30POTo CKIIa MicTKiCTIO 20 M1 3 cipolo
TYMOBOIO Ipobkoio T KoBnadkoM ¢imin-od 2
JIACKOM KOHTPOIIO IEPINOTO RiKpUTTS
{cHHil/a TFoMiHICRAH)
2. InenTRgixanis
21 BEPX Metomuxa dipMr TNOIMTHEHNI {Jac yTpuMyBaHu4 i opMa nomi BLNOERi KA
nixy muknodochamMiny Ha XpoMaTorpamMi
BHNIPOOOEYRAHOIC POIIHHY iICHTUYHI 9acy
YTpHMYBaHHA Ta thopmMi miky mknodochaMiny Ha
XpoMaTorpaMi cTAHJAPTHOTO POIIHHY )
22  Td-cmextp €d, TecT A (2.2.24) TOIUTHEHHI {CIIeKTp PO3IHHY 3pazKa IOBHHGH BiORiNaE
BiIOORITATH COEKTPY CTAHAAPTHOTO POITHHY)
3. Maca HaNOBRCHRS
3.1 Oj\opinHICT: MacH €D 2.9.5 18 + 10 % Eix cepeaAboi MacH BiIORi KA
20 + 20 % Eix cepeankoi MacH BLNOERi KA
32  Cepemaa Maca Metomuxa dipMr 203 — 225 mr/dnakon 218 mr/dmakon
4. Yucrora
4.1 Po3UNHHICTE peioBMAM MeTomuxa tipMa TIOBHICTIO PO3THHAA BiORiKaE
4.2  TIpozopicts 2% €b221 He 6imeme nixk 3,5 0,2 NTU
BOJIHOTO POITHHY
(NTU}
43  pH (2% sommmii poyum) MeTomuxa tipMa 4,0-6,0 pH=4,6
5. MexaniqHi RKAIOTEH-
B (2% BOJHMI PO3THH)
5.1 DBuaami 3acTKH SDCIA/ED 2.9.20 npakTHIaG 662 BAMUMHX JacToK BiIOERiKaE
52  Cyb-BupamMi 9acTkH @CIA/ECD 2.9.19 He 6inrme Hix 6000/dnakon 31/ makon
> 10 MEM
5.3  Cyb-BupamMi 3acTikH @CIA/ED 2.9.19 He 6inrme Hik 600/haakon 0/ draxon
> 25 MEM
6. KinekicHe RH3-
nagcnas (BEPX)
ITrxnodocdamin Metomuxa dip 0H 200,7 mr/haakon
bezroxHAH A \
7. Mikpobionoritaa g |
qHCTOTA ;T'I
Iy
7.1  CrepuneHICTE €D 26.1 / CTEpHIILHMI
7.2 BaxrepianeHi €p2.6.14 ,0625 EQ/MT < 0,01 EO/Mr
€HI0TOKCHHH
Crenmdixanis Ne BHOYmeH0o
/Iramn: Bakcrep Onkonoaxi I'M6X, Karmnrpacce 2, 33790 Tamne/Becrdaren/
3rigmo 3 3T/, Hidnuc/
Tanne/Becranen, 15 Tepeaa 2023 poxy JAp. Bort (Vogt) KoHTpoIs AKOCTL

Baxcrep Onxonomai I'm6X, Kasrmrpacce 2, 33790 Famne/Becripanen, Hivewunna
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/Jlororen Bakcrep (Baxter)/
Baxctep CEEODOMME TMOX

acce 2

33790 I'anne /Becrdanen

Hinmewauna

Ceprudikar axocrti

Ha3zpa npenapary: Engoxcan® 200 mr
Peecrpaltiiine
Kpatiia-iinopiep: Vicgiaiia nocnmqennﬂfl[(-m-;m HA UA/0027/02/01
IIpoBeNAeHHA KIIHIYHOTO
nocaimkenns Ne
IMuxmodocpamigy
MOHOTiIpaTy 213,8 Mr,
2 g Mo BiAmoBiiac ITopomok A po34nHY
Aogymanii K crs iodor nuknogochaMiay Jlikapcrka thopma: JUIA iH €Ki
PE€Y0BHHH:
GezpoaHOMY
200 Mr/pnakon
10 ¢pmakonis y
Po3mip yIaKoRKH: Gannepomi Po3mip cepii: 216 bamaeponeit
Homep npoayknii BAKCTEP: 2638B3660 HoMep OpoAYKNil KIE€EATA: He 33CTOCOBYETBCH
HomepeCpilbARISERES 2I577L HomMmep cepii xirienTa: He 3aCTOCOBYETBCH
JlaTa BArOTORICHHN/
EHPOOHHEITTEA: 10.2022 Jiicanil go: 09.2025
Hazpa Ta aipeca BHroToRAAKA(IB) / BHpobHAKA(IB):
Bakcrep OHKomomKi
Kantmrpaccee, 2
33790 I'anne/Bectdanen
HiMedgaraa
(Baxter Oncology GmbH
Kantstrafie 2
33790 Halle/Westfalen
Germany)
Homep fo3RoaY HA RAPOSHANTEC / BHpoOonnvol minen3ii
Ne 24.05.01-020
Coemudikanis npogykiii: JuB. CepTHdikaT aHATIZY

3anra Opo cepTadikaniro:
ITuM 3acBiMyI0, N[0 HABCACHA BHINC iHGOPMAIIN € JOCTOBIPHOIO T4 TOYHOK. BHIOTOBICHHA, B TOMY YHCI
naxyna}mnfmapxyna}ms Ta KOHTPOIL AKOCTL mici cepil TPOJIYKTY Ha Bnmcnxaaamn Bnpoﬁmmm JLUIBHHAIT Wcmoemcn

JATBCP/KCHO.

KomenTapi / 3ayBaxeHns:
He 3acToCcOBY€ETBCA

Mpizpame T4 iM’a: Poman Bort (Roman Vogt)

HHocana: VrosHOBaxkeHa ocoba BimosiaHo Ao Jupextnen 2001/83/EC
Jdata / Iligmuc yHOBHOBAKEHOL

0cCoDH: Hlionuc/ 13 aucmonada 2023 p.

Q5 50 23406d-05/03 Jomarox 5a Ceprudinat seocti Vipaina (sepobemx Banctep)
Houep aouymenta: (S S0 234084 cTopimua 131
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