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CEPTUDIKAT AHANIZY

NpoayKT: LINCNAIATUH-TEBA xoHueHTpaT AAa Po3un HY AnA iHdy3in 0,5 mr/mna 100 Wn 1-
bn.

ID naprii:’ A511495

Homep cepii: 23A28KA

JlaTa BUpo6HULITBA: 28 ciyna, 2023

KpaiHa: YKpaiHa
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A. Npo3opicTb Bianosinae Npo3opuii
B. 3abapBneHHs Bianosgipae CBITN0-KOBTUIA PO3UNH, HE NepeBULLyE 3a
IHTEHCUBHOCTIO 3abapBAeHHA eTaIOHHOrO
po3uuHy Y6 €sp. P,
C. MexaHiutii Bk1o4eHHs 1 Bignosigae NPaKTUYHO BiNbHWUI BiA, CTOPOHHIX BKITIOHEHD |
BUAUMI YACTUHKM ' HaCTUHOK HEPO3YWMHEHOT PEUYOBUHM, 33
| BUKAKOYEeHHAM Bynbbawok nositpa (BisyanbHo) N
IAEHTUDIKALIA
BEPX 3a 4acom yTpumaHHs floanTuBHa Bianosipae Tecty
Y®-cnekrpomeTpis [MoauTuBHA Binnosigae Tecry
pH 3.5 3.2-35
OB'EM WO BUTATAETBCA 100.0 mn 2 100,0 mn

MEXAHIYHI BK/YOYEHHA
HEBUMAWMI YacTKM
Yactku > 10 mkm
HacTku 2 25 mkm

200 vacrok/dnakoH
0 yacrok/dnakou

< 6000 yactok/dpnakoH
< 600 vacTtok/dpnakoH

LLMICHICTb YIAKOBKW

Bianosigac Bianosigae tecty

KISIbKICHE BUSHAYEHHA HATPIV 0.90 % 0.85 — 1.00% m/06
XJ1I0PNAOY | |
BMICT TPUXNOPAMIHNAATUHATY 0.1% <10%
CYNYTHI 1OMILLUKK

Unc-TetpaxnopauamiHnnatnnar <0.1% <0.2%

TpaHcnnatui He sHanpeHo £0.5%.

byab-AKa iHwa gomituka. He sHanaexo <0.2%

3aranbHUM BMICT CYNyTHIX

. AOMIIIOK 1 <01% <05% o

KINIBKICHE BUSHAYEHHA LIWCNAATUHY | 99.8 % 95.0 - 105.0 % Big, 3aaBAeHOT KinbKocTi
(BEPX)
CTEPU/TBHICTD CrepunbHbIiA CTepunbHbIK

BAKTEPIAMTbHI EHAOTOKCHUHU

e —

BunyuileHo:
J.Rijks, M.Sc,

< 0.24 EO/mr

<1.9 EQ/mr
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CepTudikar sBunycky cepii

YHaKoBaHUW NpoayKT:

Hassa npoaykry: UNCHAATAH-TEBA KOHUEHTPaT ANnA posunny s indy3id
0,5 mr/mn 100.mn 1 .

Homep cepii: 23A28KA

Kog ToBapy: 51639380

farta supobHuLTea: 28 ciyng, 2023

‘Tepmin npunaaTHOCTI: ciueHb, 2026

Kpaina, BianosiganbHa 3a BUnyck: Higepnauau

Ha3sa 4itoyoi peuosmHu: UWNCNAATAH

KinbKicTb: 511

KpaiHa npusnaveHnus: YkpaiHa

Homep PIN: UA/7552/01/01

I'padiyni maTepiann: Bepcia: H NloT: P106432 Honiep: 93101436 — DSSP CISPL..0,5MG/ML 100ML UA.

Bepcis: H flot: P206673 Homep: 93101436 — DSSP CiSPL. 0,5MG/ML 100ML UA.
Bepcia: G Nlot: PO07798 Homep: 93131080 — BYSL CISPLATIN INJ UA.

Bepcia:. F flor: P106454 Homep: 93150436 — ET CISPLATIN 0,5MG/ML 100ML UA
Bepcia: flot: P206561 Homep: 93183023 ~TE LABEL TRANSP. 32MM RAFLEX

Bci 3a3Haveni npoaykT Byau BUroTOBREHI, YiakoBaHi, NPOKOHTPOALOBAHI i BUNyWenT Papmaxemi B.B.; CeeHcser
2, 2031 GA Xapaem, Higepnanam.
Homep BupobHuuoi Nlinensii 4094 F, Ceprudikar signosigHocri GMP: NL/H 18/2003994 ta NL/H 21/2031762A.

HaHnm A MiATBEPAKYHO, L0 NoAaHA BULLE IHbOpMaLLiA € A0CTOBIPHA Ta TOUHA. lla cepia npoaykry 6yna surotosneka,
BKAKOWAIOUN YRAKOBKY/MapKyBaHHA i NPOBEAEHUI KOHTPOMb AKOCTI HAa BKasaHiii BUPOBHUUIN AiNBHULI Y NOBHI
‘BIANOBIAHOCTI A0 BUMOr GMP, BCTaHOBAEHUX MICUEBUM DPEryfaTOPHUM OpPraHOM, a TaKoX y BignosigHocTi ao
‘cneyudikaLil peecTpauinHoro nocsigyeHHn Kpaiku-imnoprepa. MpoTtokonn snpo6HuUTBa, YNaKOBKW | aHanizy cepii
byau nepesipeHi i BU3HaHI Takumy, Wwe BIANOBiAaTL YMOBam GMP.,

Nianuc:

J.Rijks, M.Sc.
DapmauesT, YrosHoBaXkeHa 0coba
®Papmaxemi b.B., 14 ksitHa 2023

N D511544
B., Hiagpranmu.
www.tevapharmachemie.com |




JEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KRIBCBKIN OBJIACTI
npocnext Banepis Jlobanorcekoro, 51, M. Kuis, 03110, Tein/akc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox CAPTIOY 37078774

BUCHOBOK
po SIKiCTh BBe3eHOro B YKpainy jiKkapenkoro 3acoby

18.07.2023 Ne 34381/23/10

i (Hﬁﬁméﬁygaﬂﬂﬁ JKAPCHKOTE 3ac00Y 3ringo 3 pe E:{:Tpauiﬁﬁﬁa% HD{}B.i,;El‘IE HHAM)
KOHUEHTPAT i po3uuny Ais indysii; 0,5 mr/vn: o 100 My duraxoni; o 1 ¢paaxkony y
- naun

(hopma BHH}*’EK}'_; ﬂozyﬁﬁﬁﬁﬂ_?]nm.ﬁaﬁyn AHHA JKapceroro 3acofy}
Homep peecrpaiitioro nocsinuerns UA/7552/01/01 CTPOK AT peectpaniitioro nocsimyenns 01.01.2099
Cepis nixapcekoro 3acoby Ne 23A28K A Kutpkicts apesenoro nixapeskoro sacoby 511

Bupobuuk dapuaxemi B.B. , Hitepnangn

{HAMMEHYBAHHA BUPODHUKA JRAapCEKOro 3acofy, Kpata TIOXCIUKCHES )

Beesexo B Vipainy ‘ToBapucrso 3 oOmeskeHOW BiNHOBiNANLHICTIO "TeBa Yxpaina',igeur.
kom: 34770471 — e
(Hafimenysanna ra xof 3a CJIPTIOV ropuasunol ocobu abo TPI3BHILE, iM'A, TI0 GaThkosi dhisvuyuol
ocodn - n’izxﬂpnemuﬁ_', HEN WIS FIPOHUBAUIT Ta pe eCTpAiiTHuiA HOMep 00 KoROL KapT Ky iaTHEKa
NoAaTKIB abo Cepis Ta HOMeEp rracHopTa)

TIporoxoir BisyanLHOro KOHTPOo Bil '_ '1'4;{37-.2023_ Ne 2198/2.

3a PEIYILTATAMU  JICPHKABHOIO  KOHTPOIIO ‘BCTAHOBNEHO, 1O JIKApCekHit 3acid BReseno ® ?ﬁp&i’ﬁy' 3

JOTPUMAHHSIM BiMOr 3aKCHOIABCTEA MO0 3abe3neyens SKOCTI NIKAPCEKHX 3ac0BiB.

Korposa JLB.

T T ———




