JEPXNIKCIYXBA
AEPIKABHA CIIYKBA 3 JJIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPONETPOBCHKIMA OBJACTI

Huinpo, nn.Cobopra,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.goy.ua, Kog €IPIIOY 37070665

BHUCHOBOK .
Npo AKiCTL BBE3eHOro B YKpaiHy nikapebKkoro 3acoby
18.10.2021 N 60772/21/0411
TFEMIIMTABIH MEJAK

(naimenysaHBa Tikapcekoro 3acoBy rigHo 3 peecTpauifHuM MOCBITMEHAAM)
NOpPOIIOK AIA NPHIOTYBAHHS PO34HHY s indys3il, 38 mr/mi, mo 1500 mr ; 1 ¢aaxon 3
IOPOIKOM Y KaPTOHHIi Kopobi

(popma BUITYCKY, NO3YRAHNA, BHR NAKYBAHHA JTiKapCHKOTo 3acoby)
Howmep peectpauiftsoro moceimuenns UA/11640/01/03 crpok nii peccrpauitinoro nocsinuenns 01.01.2099
Cepis nixapcskoro 3acofy Ne H190502A Kinbxictb BBe3cHOTO JTiKapcekoro 3acoby 6

Menak I'esensimadr ¢rop kninime Hneniansnpenapare M6X,

Bupo6uuk .
£ Himeuunna
(naliMenyBanNs BUPOGHHKA MTiKAPCEKOTO 3ac00y, KpAiHA MOXOMKCHHNA)
BeeseHo B YkpaiHy ToBapucrso 3 oGMexenoto Bianosinamsnicrio "BaJlM", inenr. xon:

31816235

(nakiMenyranua Ta kox 3a €JIPTIOY opuaitanoi oco6u afo npiseuiLe, im's, N0 GaTekoBi |
thisranol ocobu - nianpuemny, if Micue npoXusanns Ta peectpauiitnmi HoMep 06iKoBOT
KapTKH IUIATHHKA NIOAATKIB abo cepin Ta HoMeD nacmopTa) .

Npotokos pisyansnoro kourpomio Bin 18.10.2021 Nz 03-01/3431/2.

3a pesynnTaTaMH JEPXKABHOIO KOHTPOMIO BCTAHORIEHO, IO nikapcekui  3aci6 Beesemo B Vkpaimy 3
AOTPHMAHHAM BAMOT 3aKOHOIABCTRA (010 3a0e3MeYeHH s AKOCT] NiKAPCHKHX 3aC06iB,

B.o. HavaneHuKa [lepxaBHol cyx6H 3

JKapchKUX 3acoBiB Ta KOHTPOIIO 3a
P . PO 3 €rop BOJIKOB
HapKOTHKamH y J[HinponeTposchkii
obnacTi
(mocanosa ocoba oprax JERIEQBHOIO KOHTPOMO) %}ﬁnnuc‘) {iniviam Ta npissuiue)

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




Nixapcbkuii saci6
Drug product

FEMUUTABIH MEOAK

Geselischaft flr kilnlsche
Spezialpriparate mbH

Mopolwok 4ns NpUroTysanHA PoauuHy Ans iHobysii (38 Mr/mn) no 1500

mr, 1 ¢hiakoH 3 NOPOLLKOM B KBPTOHHIN KopobLf
GEMCITABIN MEDAC

Powder for solution for infusion (38 mg/ml) 1500 mg, 1 vial with powder

In carton package
Ditoua pevosuHa Femuurabin
Active Ingredient Gemocitabin
Homep ceplf H180502A
Batch number
[ara supo6Huyrea 28.08.2019 Tepwin npugaTHocTi 28.08.2024
Date of manufacture Expiry date
[NOKA3HWK , ADIKALLI PESYINIbTAT
TEST PARAMETER SPECIFICATION AHANI3Y
| TESTRESULT v
Onuc Bina abo maitke Gina niodinsHa maca, Bianosiaae sumoram
| Appearance ywjineHeHa B Tabnerky. Complies
White or almost white lyophilised mass
compacted into a tablet,
Yac posunHeHHsn He 6inbLue 1 xB. 28 cex./ sec.
Time for reconstitution Not mare than 1 min. ,
OpHopigHicTs Macu He GinbLue aBox iHguBiayansHux mac MOXyTh Bignosigae sumoram
BIAXMNATUCL Bif cepefHLol Ginblue Hbk Ha 10%. Complles
Mpw ysomy xopHa iHgusiayansHa maca He
NOBWHHA BIAXUNATUCH BiA CepeaHbol macu
Uniformlly of mass GinbLue Hix Ha 20%,
Not more than 2 Individual messes deviates from
the average mass more than 10 %.
No individual mass deviates from the average
mass more than 20 %.
Mposoplete PosuuH npenapaty 3a ¢TyneHem KanamyTtHocTi He | Bianosigae Bumoram
Clarity NOBUHEH NepeBuULLYBaTY eTanoHHui posunH il Complles
The solution must not exceed the standard
solution Il by the degres of turbidity. ,
Konip PosuuH npenapary nosuHeH 6yTu He Bignosigae sumoram
Colour iHTeHCUBHILLKIA eTarnony BYs, Complies
. Not more than BYs.
Buanmi yacTu Bugumi yactky nosutHI Gyt NpakTUHO BiACYTHI. | BiANOBIRAE BUMOraM
Visible particles Practically free from visible particles. Complles
MexaHluul BknioveHHn He Ginbwwe 6000 uacrok Ha koHTeliHep = 10 Mkm. | 50
Sub-visible particles NMT 6000 particles/cont. 2 10 um.
He 6inbiue 600 4acTok Ha KoHTeliHep = 25 Mkv, | 3
NMT 600 particles/cont. 2 25 um.
pH 22,0. 3,0
pH =20,
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Qesellschaft flir kiinlsche

the chromatogram of test solution prepared for
the test "Assay", must comply with the retention
time of the gemcitabine peak in the
chromatogram of reference solution,

Speziaipréparate mbH
TEST PARAMETER SPECIFICATION AHAM3Y
TESTRESULT

laeHTudikawin
Identiflcation
Y®-criektp A. YnetpadioneTosuit cnekTp nornuHaHHs Bianoslaae sumoram

sunpoBysaxoro possuky B obnacrti sig 200 g0

400 HM NOBUHEH MaTU MaKkCUMyM npi Tilt ke

AOBXKUHI XBUMI, WO | CNEKTP posumHy cranaapty. | Complies
UV-spectrum A. The UV absorption spectrum of test solution in

the range from 200 to 400 nm should have a

maximum at the same wavelength as the

spectrum of standard solution. ‘
BEPX B. Yac yTpumysaHHs niky remuurabura Ha Bianosigae Bumoram

Xpomarorpami BunpoBysaHoro posuuHy,

npurotosanoro Ans sunpoBbyBanHs «KinbkicHe

BUSHAYSHHS», NOBUHEN BignosigaTy vacy

yTpumyBsaHHs niky remyuratiHa Ha xpomaTorpami

PO3UUHY NOpIBHAHHS,
HPLC B. The retention time of the gemcitabine peak in Complies

I9enmucpirauia: xnopudu

Identification of chiorides

C. flicHa peakyls Ha xnopuau.

C. Qual(tatlve reaction for chlorldas:

Bignosigae sumoram
Complies

CynyTHi pomiwky

Assay

Related substances
Uurosun (nomiwka A) He 6inbwe 0,15 %. <0,02 %
| Cytosine (Impurity A) NMT 0.15 %.

bByab-sika InguBiayansHa He Ginbwe 0,10 %. < 0,056 %

AoMiwka

Any unknown single NMT 0.10 %.

impurity

3aranbHuit BMicT Zomiwok | He Ginbiue 0,5 %, <0,18 %

Total impuritles NMT 0.5 %.

CrepunuHicTs MpenapaTt noBUHEH BYTY CTEPUMBLHIM. Bianosigae sumoram
Complies

Sterility Solution must be sterlle. ,

BakreplanbHi eHgotokcunu | He Ginbwe 0,10 MO/wr- Bignosigae sumoram
Compliss

Bacterial endotoxins NMT 0.10 IU/mg. .

Bopa He Ginblwe 2 %. 1,0%

Water NMT 2 %. .

KinkkicHe BusHaueHHs Big 95% go 105% Big sassneHol KinbkocTi. 99,0 %

95 - 105 % of the declared content.
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Qesellschaft {Or kiinische
Spezialpréparate mbi

Lieit espruchikar sacsiguye, wo L cepin rilkapesioro sacoby npofiuna nepesipky sinnosiaHe e GMP ra
sareepaKeHnX npoLsayp koHTpomo. Jlikapeskuit 3aci6 signosigae scim Bumoram cneyudikayir.

It Is hereby certifled that this product batch has been analyzed in compliance with GMP and with the written

eontrol procedures. The product meets all requirements of the spegi
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8am. HavankHuka oraena kOHTPOna kavscrsa ]

Deputy Head of Quallty Control
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Hara/Date 10.01.2024
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CEPTH®IKAT BIATIOBITHOCTI / CERTIFICATE OF CONFORMITY Mo 163557

Hasea npenapary

FEMIIMTABIH MEJAK

Npoaaxun T'm6X,
HimMeuuunua

Em ®apmanapxk, 06861
Heccay-Pocenay,

Himeuunna Manufacture of drug
product, primary and
Oncotec Pharma Produktion secondary packaging

nikapeekoi $popmu,
NEePBUHHE Ta BTOPHHHE
NaKyBaHHS

Name of product INopowok ans npurotysanus posunny ana indysiit (38 mr/mn) no 1500 mr,

1 gnaxon 3 nopowkom B kaprornuil kopoSui

GEMCITABIN MEDAC

Powder for solution for infusion (38 mg/ml) 1500 mg, 1 vial with powder in

carton package
Kpaina-imnoprep Yxpaina Peectpauiiine nocsinuenns Ne | NeUA/11640/0
Importing country Ukraine MA No 1/03
Bnacaux PIT Menak I'ezenbuiagr Homep cepii H190502A
MA Holder brop kninime Batch number

Mlnenianenpenapare

M0X, Himeuuynna

Medac Gesellschaft fur

klinische

Spezialpraparate

m.b.H., Germany
Cuna nii / AxtuesicTs reMunTaGin Jlixapceka dpopma NOPOLIOK
Strength / Potency gemcitabin Dosage form powder

38 mr/mn (mg/ml)
Hara snpoGuuursa 28.08.2019 Tepmin npuaataocti 23.08.2024
Date of manufacture Expiry date
Poamip nakysanns onuH ¢makon, 1500 mr | Tun nakysauus bnaxkonu 3i
Package size Package type cKna

single vial, 1500 mg glass vials
Po3wmip cepii Hara peniay
Batch size 2000 yn/pe. Date (i" release 22.06.2020
Haiea i agpeca ainsnox Eran Bupo6uunrea Ne niuensii na Bupo6uuurso Hpizsume
BHPOGHHNTBA i KOHTpPOMO | Stage of No of manufacturing license YNOBHOBAXKEH
SKOCTI manufacturing of ocobu
Name and address of Name of
manufacturing site(s) Qualified

Person

Menak Iezensmad duop BropunHe nakysauns, DE_SH_01_MIA_2019_0020 Christoph
Kainime HAHECEeHHS 3aXHCHOI Miihlenbrock
Hineniansnpenapare m6X | muieku ua ¢dnakon
Tearepwirpacce, 6, 22880 (Heobos’s3k0Be) TA
Benean, Himeuunua BHNYCK cepii
Medac Gesellschaft fur Secondary packaging,
klinische Spezialpraparate sleeving (optional) and
mbH batch release
Theaterstrasse 6, 22880
Wedel, Germany
Ounxorex ®apma Bupo6Gunurso rorosoi DE_ST_01_MIA_2018_0004 D. Herfurth
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CEPTH®IKAT BIANOBIZIHOCTI / CERTIFICATE OF CONFORMITY \o 183557

GmbH, Germany
Am Pharmapark, 06861
Dessau-Rosslau, Germany

Ium ceptudpixaTom 3acsimuyemo, WO BHIIEBKA3aHa inpopmauis € nocrosipxoio i Tounow. Llx cepis
nikapcekoro 3acofy Oyna BuroToBNeHa, BKIIOUAIOYM NAKYBAHHA/MAPKYBAHHA Ta KOHTPONh AKOCTI Ha
BHINeBKA3aHif nminsHui (RinAHKax) B NOBHIM BigmoBimHOCTI N0 BHMOL GMP, scraHoBneHux Micuesum
PEry/aTOPHUM OPraHoM, i y BIANOBIAHOCTI N0 cneundikauilt Toprosoi niuewnsii kpaiuu-imnoprepa. [Tpotoxonu
BUPOGHHUTBA, YNaKoBKH i ananisy cepii Gyno PO3TAAHYTO | BU3HAHO BiANOBiAHUME 1o GMP,

Buesxasana cepis cxpanena mm peanisauii.

We hereby certify that the above information is authentic and accurate. This barch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in Jull
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 fo be in compliance with GMP.

Above mentioned batch is released for market.

Hara/Date  19.01,2021
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