JAEPKABHA CIHYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KHIBCBHKII OBJIACTI

npos. Ceitnnanol Haaii, 3, m.Kwis, 02099, tes/take: (044) 363-06-50
E-mail; dls ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
IpO AKICTH BEE3EHOT0 B YKpaiHy JiKapchKoro 3acofy

14.12.2023 Ne 62094/23/10

JOHETAKCEJ-BICTA

(nafiMeHyBania Aikapeskoro saceby 3rinuo. 3 PeccTpaliiium mocsimcHaM)
KOHHENTPAT IS PO3THHY Aast indysiit, 20 nr/aur; mo 7 max (140 mr) y daakonis o 1 diakoHy
B KApPTOHHIH Kopobui

(opma BIMYcKy, HOIYBAHHA, BRI NAKYBAHHA TiKapCHKEOIC 3aco8y)

Hosep peectpauniiisioro nocaigaenss UA/13982/01/01 crpox aii pecerpauiiinoro nocsizuenss 01.01.2099

Cepin aixapchkoro sacody Me DF23002A KinexicTs BBe3eHoro dikapcsroro sacofy 100
Bupobuk Cingan ®apma C.P.JL., Pymynis
(waitverysannd supoGiuka Mikapcekoro 3acoly, kpaita NoXOTRERHS)
Breseno B Yxpaliy Cninpne ykpaincbro-ecToRCEKe THAMPHEMCTBO Y Gopni ToBapucTB2
3 o6meskenom BianorinansuicTo "OnriMa-Mapn, JITH", inenr. xoa:
21642228

(natiMenysauna Ta ko 3a EOPTIOVY ropuarunof ocofit aBo npizspwe, iM's, 0 GaTLKOBI im0l
-ncobit - nianpuesua, 1 Micfie RpoxuBasag T2 peecTpantifiint nomep oGMiKOBOT KAPTKHE WIATHEKA
nogatkis 360 cepia Ta RoMep facnopra)

HOpoToxon Bizyaanuore xkontponw iz 13.12.2023 nx 3968/2.

3a pe3YABTATAMU HEPKABHOTO KOHTDOMK BCTAROBAEHO, IO nikapepiani  3acif BBesemo B Vrpainy 2
JAOTPHMAHHAM BimMor 3aK0H0AZBCTEA NIOAO 3a0€3I1EYCHHSE SKOCTT nixapceKHX 3acobin,

Biraniit BOHIAPEHKO

(iwinians Ta npispnue)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHOIKAT AHANI3Y CEPIE AIKAPCLKOT'O 3ACOBY

Ne: §/PF/1443/23
Date: 03 October, 2023

s

Name of product / HalimenyBauus npogywry
(strength, dosage form, package size and type /
D03YBaHHA, nikapcuka Gopma, pO3MIp ta Tin

YRaKoBH)

20mg/ml, 7mi (140mg) in vials Ne 1/

DOCETAXEL~VISTA, concentrate for solution for infusion,

AOUETAKCEN-BICTA, ROHUSHIPAT ANA POIUNKY MR
indyaii, 20mr/mn, 7aan (140mr) y daavoni Ne 1

Active substance / fliloua pevoauta

Docetaxel 20mg/mi / Aouetakcen 20mr/mn

Name and country of manufacture /

5.C. Sindan-Pharma S.R.L., Romania /

Hazsea Ta kpaiva supobymka Cinpan ©apma C.P.J1., Pymynin

MA number / Homep PT1 UA/13982/01/01

Batch number and size / Homep cegii Ta Tt poamip DF23002A/ 3500 vials
DF23002A/3500 dnakonis

Date of manufacture / fata BupoBbruuTaa 09,2023

Expiry date / Cpox npuparvacti 09.2025

Address of manufacturing site / Aapeca BUpoGHm0i

AinbHULi

$.C. Sindan-Pharma 5.R.L., B-dul lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania / Cingax ®apma C.PJL., Gyn.
lona Muxanaue, 11, cextop 1, 011171, Byxapecr, Pymysia

License number of manufacturing site / Homep.

nieHsit BupoBHUYOl gintbHmuui 027/2018/R0
_— s Result /
Test / Tecr Spedification / Cnieumdivauin Peayasyay
Appearance [ Onuc Clear, oily, pale yellow solution / Mposopuit macaanuit | Complies /
POIYHH CBITAO-MOBTIOTC KORLORY Bignosinac
Particulate matter. Visible particies / Solution must be free of visible particles / Posunn Complies /
MexaHiudl sracvenna Buanmi vactiu F0BMHER BYTH BINLHMIE BiZ BUAYMEAX HACTHROK Bignoginae
Particulate matter. Sub-visible particles / : "
MexaHizni BRIIOYeRHA Hesnaumi YacTKK
-2 10mem /2 10 mrm Not more than 6(0)0/vial / He Sinbwe §8000/dnaxon 19
-2 25 mem / 2 25 mum Not more than 600/vial / He Ginuiwe 600 /dGraron 1
Coloration / 3a6apenenicrs Must be able to compare with reference solution Ya/ | Complies /
lToewHen BuTpUMyBaTw AOPIBHAHMA 3 eTanonnum | Blonoeiaae
po3unHom Y3 :
Clarity / Ppozopicr The solution must be clear / Pozums mae Gym | Complies /
Npo30pHM Binnosinae
pH {1:10 o/o sogHuii posuni} 3,0-4,0 3,0
Water {K.F.} / Boga {3a K.diwepom) Not more than 3% / He Ginswe 3% 1,5%
Extractable volume /
Ob'em, uio BUTAraETLOA
- 140mg/7ml Not less than 7,0 ml/
140mr] 7ran “{He mene 7,0 mn
Identification / igenmndixanin
~TLC / mevop TCX Complies with Rf of reference substance
Bianosigae Rf cranpaprHoro posunny
- HPLC / merag BEPX Complies with Rt of reference substance {appro AW
minutes) / Bianosigas Rt cranpaptHoro posunmy Bianosigae
{npuBnu3ano 18 xsunnm) _
Assay of docetaxel / Kinbricne 19,00 ~ 21,00 mg/ml {20,00 mg/mi + 5%) / 20,03 mg/mlf
SMIHAYCHHA AoUeTaNceny 19,00 — 21,00 sarfmn (20,00 mr/ma + 5%) 20,03 mrfmn
Assay of alcohol / Kinbsicne Busnavesnn (360,00 - 440,00 mg/mi (400,00 mg/mi + 10%) / 408,30 mg/mil/
CHMPTY ETMNOBOID 360,00 - 440,00 sr/man 400,00 mr/mn £ 10%) 408,30 mr/mn
1/2
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BAYCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHOIKAT AHANI3Y CEPIl NIKAPCHKOTO 3ACOBY

Ne: S/PF/1443/23
Date: 03 October, 2023

Name of product / HalRmeHyBIHER NPOAYKTY
{strength, dosage form, package size and type /
A03yBausa, Aikapcoia Gpopma, poamip 1a Twn
YyNakoskn}

DOCETAXEL-VISTA, concentrate for solution for infusion,
20mg/mi, 7ml (140mg) invials Ne 1 /
JAOLETAKCEN-BICTA, HOHUEHTPAT AAH POIYKHY AR
indy3itt, 20Mmr/mn, Tran (140mr) ¥y dnaxoni Ne 1

Active substance / [lhova pedosuna

Docetaxel 20mg/mi / lowevaucen 20mr/mn

Name and country of manufacture /

S.C. Sindan-Pharma S.R.L.,, Romania /

Hazea 1a xpaiHa supobHuKa Cinpan ®apma C.PJ., PymyHin

MA number / Homep Pl UA/13982/01/01

Batch number and size / Homep cepil 1a 71 poamip DF23002A/ 3500 vials
DF23002A/3500 $nakonis

Date of manufacture / Aava snpoSuursa 09.2023

Expiry date / Cpok npugathHocti 09.2025

Address of manufacturing site / Aapeca enpofunvoi
AinsHuL

S.C. Sindan-Pharma S.R.L., B-du! lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania / Cisgan ®apma C.PJ, Bya.
lona Muxanaqe, 11, cexrop 1, 011171, byxapecr, PymyHin

License number of manufacturing site / Homep
nuensii supobrnmol ainbrnui

027/2018/RC

Related substances HPLC / CnopigHesi

pevosuHu BEPX

-10-oxo-docetaxe] / 10-oxco-gouerancen Maximum 0,3 / He Ginbuwe 0,3 <iloQ

-Epi-dacetaxel / eni- goueTakcen Maximum 0,3 / He Ginbive 0,3 0,05

-7-epi-10-oxo-docetaxel / Maximum 0,2 / He Binbiwe 0,2 0,03
7-eni-10-0Kco-NONeTaRcen '

- Other impurities, individuat / Maximum 0,20 / He 6ianine 0,20 < 0,05
i gomiwke, inaveiayansno

- Total impurities / Cyma pominon Maximum 1,5 / He Giabwe 1,5 0,1

Bactesial endotoxins / Bakrepianuni Mot more than 0,3 Ev}/mg docetaxe / <03

CHOAUTORCHHM He Ginwe 0,3 MO/ mr pouerakceny <03

Sterility / Crepmnsuicn The solution must be sterile / Sterile /

Pa3uns mae By crepuasHrm CTepunbHin

The batch meets the requirements of QCM for MA Ne UA/13982/01/01 /
Cepin signosigac sumoram MKA ao PI1 Ne UA/13982/01/01.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/tabeling and quality control at the above mentioned site{s} in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP / Liwm a aaceiguyio, wo
HaBeleHa BMIe IHGOPMAUIA € AocToBipHoe 12 ToMHOW. Us cepis npoyxTy “Oyna sufoToBAEHa, BRAKMAOMH
NAKYBAHUA/MADIYEIHEA T3 KOHTPO/L AROCH Ha BUeIaaHauenii{nx) pinsHmui{ax) 8 nosiik signosigsoct ao skwmor GMP
MICLLEBOTD DEIYMICIONOTe apravy Ta A0 cneuwdikauiil y peecTpauifHomy A0CbE kpaiHnu-imnoprepa. 3anvck npo cepifiny
obBpobKy, nakysaHHA Ta aHanis Gym nepesipeni Ta BU3NRHI TAkMHK, WO elanosinawTs GMP

Compiled by / Nigrorosneso
Quality Control / Kowrpons sk
{Fulf name, position, si?namre

Tuom JMhta [HE
Date f fata: O3 /0 Joa

issued by / 3aTsepmkeHo
Qualified Person / Ynosxosamena ocoba:
{Fuli name, position, signature)

Apradde grr/ f
Date/Aara:  p4/A0fpn3
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