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CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 147573

Gesellschaft Ur klinische

Spezialpréiparate mbH
MNOKA3HUK CIE PE bTAT
TEST PARAMETER SPECIFICATION AHANI3Y
TEST RESULT
lneHTudpikadin
Identification
Y®-cnexrp A. YnbeTpad)ioneToBuil CNeKTP NOrnuHaHHA Binnosigae sumoram

UV-spectrum

sunpobyeaHoro po3uuHy 8 obnacrti sig 200 go
400 HM NOBUHEH MaTKk MaKCKUMYM NpK TilA ke
AOBXUHI XBWNI, LLO | CNEKTP PO3YMHY CTaHAapTy.
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.

Complies

BEPX

HPLC

B. Yac yrpumysaHHs niky remuurabuHa Ha
Xpomarorpami BunpobysaHoro poavuny,
NPUroToBaHoro Ansa sunpodyeaHHA «KinbkicHe
BWU3HAYEHHA», NOBUHEH BiANOBIAaTK Yacy
yTPUMYBaHHS Niky remuutadiHa Ha xpomarorpami
PO3YUHY NOPIBHAHHA.

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

Bianoeigae sumoram

Complies

I8enmucpinayis: xnopudu

Identification of chlorides

C. AkicHa peakuis Ha xnopuan.

C. Qualitative reaction for chlorides.

Bignoeipae sumoram
Complies

CynyTHi AOMILLIKA

Related substances

Lintoaun (aomiwia A) He Ginbwe 0,15 %. < 0,02 %
Cytosine (Impurity A) NMT 0.15 %.

Byab-saka iHauBiayansHa He Ginswe 0,10 %. 0,07 %
Aomiwka

Any unknown single NMT 0.10 %.

impurity

3aranbHuiA BMICT J0MILLOK He Ginbwe 0,5 %. 0,14 %

Total impurities

NMT 0.5 %.

CrepunbHicTL

Sterility

MpenapaT NnoBuHEH BYTH CTEPUNBHUM.

Solution must be sterile.

Bianosigae sumoram
Complies

BakrepianbHi eHAOTOKCUHN

He Ginbwe 0,10 MO/mr.

Bianosigae sumoram

KinbkicHe BU3HaYeHHA
Assay

Bacterial endotoxins NMT 0.10 IU/mg.
Bopa He GinbLue 2 %. /: /1% \%
Water NMT 2 %. I3 epig \ o

E

Big 95% a0 105% Bia 3aABneHol KinkKkocTi
95 - 105 % of the declared content.
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AT TIFICATE OF LYSIS Ne 1 3

Gesellschaft fiir klinische
Spezialpréparate mbH

Llett cepTuchikar 3acsiguye, Wo ys cepis nikapcbkoro 3acoby npoiiwna nepesipky signosigHo 4o GMP Ta
sarBepAKeHUx npoueayp koHTponto. Mikapeskuii 3acib signosigae scim sumoram cneuudpikayil.

it is hereby certified that this product batch has been analyzed in compliance with GMP and with the written
control procedures. The product meets all requirements of the specificatio

3am. HavanbHuka araena KoOHTPOrA Ka4ecrea
Deputy Head of Quality Control
Nara / Date 31.01.2020

Sonja M'Hamdli
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CEPTH®IKAT BIINNOBIAHOCTI / CERTIFICATE OF CONFORMITY No 147573

Haspa npenapary

I'EMIIMTABIH MEJIAK

Name of product

Kpaina-imiroprep
Importing country

in carfon package

[Topotok s npurorysanis po3auny juis indysii (38 mr/mn) no 200
Mr, 1 (pJIaKOH 3 TIOPOIIKOM B KapTOHHIIt KopoOri
GEMCITABIN MEDAC

Powder for solution for infusion (38 mg/ml) 200

mg, 1 vial with powder

Yipaina
Ulraine

Peectpantiiine nocsijiacnns
No
MA No

Bnacuuk PIT
MA Holder

Menak INesensinadr
(rop kiinime
[Inerjansnpenapare
MOX, HiMewunna
Medac Gesellschaft
fur klinische
Spezialpraparate
m.b. 1., Germany

NoUA/11640/01/ 01

Howmep cepii
Batch number

G190435E

- Cusa i / AKTHBHICTD
Strength / Potency

remiTatin
gemcitabin
38 mr/mn (mg/mi)

Jlikapcbka dopma
Dosage form

IOPOIIOK
powder

Jara supobuuirrsa

25.07.2019

'l'ép.;filt Ilpu,zIaTiidC'l'i

25.07.2024

Poamip cepit

Date of manufacture - Expiry date o
Posmip nakysaniis onun (hrrakoH Tur nakyBauns (pmakonm 3i cxua
Package size ) | single vial Package type | glass vials

JlaTa penizy

Hinewiansnpenapare moX
Tearepurrpacee, 6, 22880
Benenn, Himeuunna

Medac Gesellschaft fur
klinische Spezialpraparate
mbl

Theaterstrasse 6, 22880
Wedel, Germany

Oukorex Mapma
[Iponaxnn ['M0X,
Himenanna

Em Mapmanapi, 06861
Jleccay—Pocenay,
Himeuunmna

Oncotec Pharma Produktion
GmbH, Germany
Am Pharmapark, 06861

HAHECEHHST 3aXHCHO1
IUHBKH HA (UIAKOH
(HeoboB A3KOBE) TA
BHILYCK cepii

Secondary
packaging, sleeving
(optional) and batch
release

Batch size 2000 yn/pe. Date of release 29.01.2020
Hazsa i aapeca jisinok Eran supobunirsa | Ne jrinensii na Ipizsyime
BHPOOHUITBA | KOHTPOJIIO Stage of BHPOOHHITBO YIHOBHOBAMenoy
SIKOCTT manufacturing No of manufacturing ocobu
Name and address of license Name of Qualified

- manufacturing site(s) o o Person |
Mepak I'esenbadgt giop Bropuune DE SH 01 MIA 2019 0020 Christoph
KJinime HaKyBauis, Mithlenbrock

Bupobuuirso
rOTOBOT JIIKAPCHKOT
(popMH, HIEPBUHHE Ta
BTOPHHHE

I ﬂKynal 1HA

Manufacture of drug
product, primary
and secondary
packaging

Dessau-Rosslau, Germany |

DE ST 01_MIA_2018 0004

D. Herlurth
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[lnm ceprudikarom 3acBiauyemo, 110 BHILEBKa3aHa ingopmaiis € 0cToBIpHOIO 1 Tounoto, Lls cepis
niKapebkoro sacoby Oylia BAroToBEHa, BKIHOYAKOUH YIIAKOBKY 1 KOHTPOJIL AKOCTI Ha BHIEBKA3AHIH JUTISHIL
Uliiuuucaw) B HOBHIN BIuI0BiiHOCT J10 BUMOr GMP, BCTaHOBICHAX MICHEBHM PEryJISTOPHHM OPraHoM, 1Y
BijtnosijocTi 1o umumplxaum Toprosoi ninensii kpainu-iMnoprepa. I poTokosn BUpoGHHIITBA, YITAKOBKH i
ananizy cepii 6ys10 posrignyTo i Bu3Hano sianosiunmu go GMP.

BuieBkasana cepist cxBajieHa Juis peasizanii.

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging 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.

Above mentioned batch is released for market.

Jara/ Date  31.01.2020
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CEPTU®DIKAT AKOCTI / CERTIFICATE OF ANALYSIS N2 147573

Nikapcbkui 3acid

FEMUWTABIH MEOAK

Gesellschaft fiir klinische
Spezialpriparate mbH

Drug product MopoLuok ANs NPUroTyBaHHA Po3vuHy AN iHdysii (38 mr/mn) no 200 mr,
1 chnakoH 3 NOPOLLKOM B KapPTOHHIW Kopobui
GEMCITABIN MEDAC
Powder for solution for infusion (38 mg/mi) 200 mg, 1 vial with powder in
carton package
[itoua pevosuHa FemuuTabin
Active ingredfent Gemcitabin
Homep cepii G190435E
Bateh number
[arta BupoGHuyTBa 25.07.2019 TepmiH npuaarHocTi 25.07.2024
Date of manufacture Expiry date
A CNEUM®IKALIA PE3YNBTAT
TEST PARAMETER SPECIFICATION AHAJIZY
- TEST RESULT
Onue bina abo maike 6ina niothinbHa maca, Bignosigae sumoram
Appearance yuwjincHeHa s Tabnerky. Complies
White or almost white lyophilised mass
compacted into a tablet,
Yac po3uuHeHHs He GinbLue 1 xs. 13 cex./ sec.

Time for reconstitution

Not more than 1 min.

OpHopigHICTL MacK

He Ginble ABOX iIHAUBIAYaNLHUX Mac MOMYTh
BIAXMNATUCDL Big cepedHbol BinbLue Hixx Ha 10%.
Mpwu LbOMYy XOAHA iHAUBIAYanbHA Maca He
NoBUHHA BIAXWNATUCH Bif cepeaHLOl macu

Bignogignae sumoram
Complies

Uniformity of mass GinbLue Hix Ha 20%.

Not more than 2 individual masses deviates from

the average mass more than 10 %.

Ne individual mass deviates from the average

mass more than 20 %.
MposopicTte Po3unH npenaparty 3a cTyneHem kanamyTHocTi He | Bianosigae sumoram
Clarity NOBUHEH NEepPeBULLYBaTH eTanoHHKi posyuH Il Complies

The solution must not exceed the standard

solution lll by the degree of turbidity.
Konip Po3uynH npenapaty nosuvHeH 6yt He Bianoeigae sumoram
Colour HT@HCUBHILWWIA eTanoHy BYs. Complies

Not more than BYs.

Buaumi yactim
Visible particles

Buaumi yactki noBUHHI BYTW NPaKTUYHO BIACYTHI.
Practically free from visible particles.

Bipnosigae sumoram
Complies

MexaHiuHi BKNIOYeHHA
Sub-visible particles

He 6inblue 8000 YyacTok Ha KoHTelRHep = 10 MK,

NMT 6000 particles/cont. = 10 pm. s

He Ginblue 600 yacTok Ha KOHTelHep = 25
NMT 600 particles/cont. =z 25 um.

pH
pH

=20.
z20.




JIEPXJIIKCITYXKBA
JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM
Y JHIONPOIIETPOBCHKIN OBJIACTI

Huinpo, nn.Co6opHa,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €EAPTIOY 37070665

BUCHOBOK
Npo AKICTh BBE3eHOro B YKpaiHy JiKapchbKoro 3acody

18.06.2021 Ne 34388/21/0411

TEMIIMTABIH MEJAK

(HaliMeHyBaHHA NiKapcbKoro 3aco0y 3rilHo 3 peecTpauiHHUM MOCBIIYEHHAM)
MOPOLIOK /IS IPHIOTYBAHHSA po3unHy Aas indysii (38 mr/mur) mo 200 mr; 1 draxon 3
MOPOIIKOM Y KapTOHHIH KopoOii

((hopma BHnycKy, 103yBaHH#, BHJ NAKyBaHHA Jikapcekoro 3acoly)

Howmep peectpauiiinoro nocsimuenns UA/11640/01/01 erpok ait peectpauiitnoro nocsiauenns 01.01.2099

Cepis nikapeskoro 3acoby Ne G190435E Kinbkicts BBe3eHOro nikapebkoro 3acoby 15
Menak ['esensmadT ¢rop kninime Inenianbnpenapare M6X,
BupoGHuk i
Himeuunna
(nalimenypanng BUpoOHHKA NiKapehkoro 3acoly, KpaiHa NoxXoUKeHHA)
Baeseno B Ykpainy ToBapucrso 3 00MexkeHO BinnosinaapuicTio "Benta JIT/I", inenr.

xon: 21947206

(Hadimenysanna Ta koa 3a €IPTIOY opranunoi ocobu abo npissuiue, iM'a, no Barbkosi
(pisuanoi ocobu - mianpuemils, if Miciie npokuBanHa Ta peecTpauliinuit Homep 0bnikoBoi
KapTKH MJaTHHKa nojaTkis abo cepid Ta HOMEp nacnopra)

IpoTokoa BisyansHoro koutposo six 17.06.2021 Ne 03-01/1950/2.

3a pesyiabTaTaMH JIepKaBHOrO KOHTPOJNIO BCTAHOBJIEHO, IO Jlikapcekui  3aci0 BBeseHo B VYkpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBa OO 3a0e3NneUeHHA AKOCTI TiKapchKHX 3ac00iB.

B.o. navaneauka JlepxaBHoi ciyx6u 3
JIKapCHKHUX 3ac001B Ta KOHTPOJIIO 3a
P . 2 iy €rop BOJIKOB
HapKOTHKaMH# y JIHIpONeTpOBCHKiM
obuacTi

(rocanosa o HOTO KOHTPOJIO) (mianuc)

;}n’t}; i %
Huy ok )
\i?@-ggv_z_wy

Csitnana BouaprikoBa +38(066)345-41-71
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