JIEPYKJIKCITYKBA YKPATHI
NEPKABHA CJIYIKBA 3 JIKAPCBKHX BACQEIB TA KOHTPOJIIO 3A
HAPKOTUKAMMN Y KNIBCHKIU OBJIACTI

npocnext Banepis JloGaHosebKkoro, 31, v. Kuis, 03110, Ten/dake: (044) 2753030
E-mail: dls.ko@dls.gov.ua. Kon E€NPTIOY 37078774

&

BUCHOBOK
Npo siKicTh BBE3enoro B YKpaiiry JAiKapcHLKOro 3acody

13.02.2020 Ne 5341/20/10

FEMUMTABGIH MEJAK

(HaitMenyBaiis AiKapeLKOro 3acody 3Tl 3 PECCTRAILAHIM NOCBLIYELHsM)
MOPOLIOK /AJIsl NPHTOTYBAKHS PO3UIHY /Il ingysiit (38 mr/mur) no 200 ymr; 1 daaxon 3
MOPOLIKOM Y KaPTOHHIii KopoOui

((hopara BHAYCKY. 103y BaIIHs. BHA NAKYBais AIKAPCLKOTO 3aco0y)
Homep peectpauiittoro nocsinuents UA/11640/01/01 crpok aii peectpauiiitoro nocsiauennsa 01.01.2099
Cepis nikapcbikoro 3acody Ne G190435C KinbKicTh BBE3EHOTO Jikapchkoro 3acody 150

BiipoGHIK Menax I'ezensiadr Qiop kainime Llneniansnpenapare M6X, Hiveuduna

(nadisenynaiiis BHPOBIHKEA NIKAPCLKOFO JACO0Y. KPAiNg NOXOIACHs)

Baeseno B Ykpaity Chijibiie YKpaillcbK0-eCTONCHKE [AMNPHEMCTBO Y dbopmi TOBAPICTRA
3 oGyeskenono pianosinanbuicrio 'Onriva-Mapy, JITA", izent. won:
21642228

(HaiivenyBaiis Ta ko 3a CAPIIOY opuantiiol ocodn abo npisBuiILe. iM'a. no GaTLROBL (i3I0l
OCODH = MLANPHE L. 1T MICHE TPOKHBAIIE T4 PECCTPALINNA LoMED 00A1KOROT KAPTRH HAATHIER
noJAarkin ado cepls Ta HoMep nacnopri)

Mpotoxon sisyaasioro kourpomo sin 07.02.2020 Ne 0376/1.

3a pesyabTatamMn  JIEPKaBHOrO  KOHTPOIO  BCTAHOBICHO,  LLO nikapcbkuil  3aci® BBeseHo B YKpaiHy 3

AOTPHMAHHSIM BiMOT 3aKOHOAABCTBA LLOIO 3a0e3neHeHHs AKOCTI JIKAPCHKIIX 3aCO0IB.

3acTyNHUK HAYATbHUKA BIULLILY

JlepikaBHOT CyKOM X KHx 32c001B o
_ ] > % : 3y6apesa H.B.
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CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 145806

Nikapcbkuia aacit
Drug product

FrEMUUTABIH MEBAK

2

$artn 102813_G190435C_101895Y20 005 001.gif

Gaesellschaft fiir klinische
Spezlalpraparate mbH

lopOoLIOK ANs NPUIrOTYBAHHA PO3UMHY ANA iHy3ii (38 Mr/Mn) no 200 mr,

1 naKkoH 3 NOPOLUKOM B KAPTOHHIN KopobLyi
GEMCITABIN MEDAC

Powder for solution for infusion {38 mg/mi) 200 mg, 1 vial with powder in

carton package

Ailoya peyoBuHa Memumrabin

Active ingredient Gemcitabin

Howmep cepii G180435C

Batch number

Harta supobuuyrea 25.07.2019 TepMiH npuaaTHocTi 25.07.2024

Date of manufacture - Explry date

MOKA3HWK CIIELIMOIKALLIA PE3YNILTAT

TEST PARAMETER SPECIFICATION AHANI3Y
TESTRESULT

Onuc Bina abo maitxe 6ina niodinsHa maca, Bignosinae sumoram

Appearance yuwlinbHeHa 8 Tabnetky. Complies

White or almost white lyophilised mass
compacted into a tablet.

Yac posunHeHHR
Time for reconstitution

He Binkwe 1 xs.
Not more than 1 min.

13 cex./ sec.

OpgHopigHicTL Macu

Uniformity of mass

He 6inbliie 4BOX IHAVBIAYANbHUX MAC MOXYTh
BiAXUNATUCH Bi cepefHboT Binblue Hix Ha 10%.
lNpu ysomy xoaHa ingueigyansHa maca He
NOBUHHA BIAXWNRTWCE BIJ CepefHLOT Macy
6inbwe Hix Ha 20%.

Not more than 2 individual masses deviates from
the average mass more than 10 %.

No individual mass deviates from the average
mass more than 20 %.

Bignosigae sumoram
Complies

Not more than BYs.

MNMpoaopicts Po3uuH npenaparty 3a cryneHem kanamyTHOCTI He Bianosinae sumoram
Clarity MOBUHEH NepeBULYBaTA ETANOHHUIA PO3YMH Il Complies

The solution must not exceed the standard

solution il by the degree of turbidity. (
Konip Po3uuH npenapaty nosuHeH 6yTu He Bianosigae sumoram
Colour IHTEHCUBHILLWIA eTanoHy BYs. Complies

Bugumi yactimn

Bugumi yacTku nomHHi 6yTy NPakTMUHO BiACYTHI.

Bianosigae sumoram

Visible particles Practically free from visible particles. Complies
MexaHiuHi BKNoYeHHA He GinbLue 6000 yacTok Ha koHTelHep = 10 MkM. | 5
Sub-visible particles NMT 6000 particles/cont. = 10 um.

He BirbLue 600 yacTok Ha KOHTeNHEp = 25 MKM. 1

NMT 600 particles/cont. = 25 um. '
pH = 2,0. 3,0
pH =2,0.

>

_ Bra. 4990 oF 050890
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EP T AK CE A 9 06 m @ ©1J @ @
Gesellschatt flir klinische
Spezialprdparate mbH
NOKA3HUK CNELIM®IKALLIA PE3YNbTAT
TEST PARAMETER SPECIFICATION AHANI3Y
TEST RESULT
lneHTudgikauin
Identification
Y®-cnektp A. YnbTpadionerosuit CNeKTp NOrMUHaHHA Bignosigae Bumoram
sunpoBysaHore posyuHy B obnacrti sig 200 po
400 HM NOBUHEH MATW MaKCUMYM NIPK Till e
ROBXMHI XBUNI, WO | CNeKTp po3umHy craHgapty. | 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 remuutabuHa Ha Bignosinae sumMoram
xpomarorpami Bunpo6yBaHoro posymHy,
npuroeToBaHore ans eunpobyeanHA «Kinbkicye
BU3HaYeHHs», NOBUHEH BigNoBigaTn Jacy
ytpumMyBaHHA niky remuyutabiia Ha xpomaTorpami
PO34YKHY NOPIBHAHHA.
HPLC B. The retention time of the gemcitabine peak in | Complies

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.

Idenmudpixauin: xnopudu

C. AkicHa peakUis Ha xnopugw.

Bignosigae sumoram

Complies
Identification of chiorides C. Qualitative reaction for chlorides.
CynyTHi goMilukn
Related substances
LuTtoauH {gomiwka A) He 6inbwe 0,15 %. < 0,02 %
Cytosine (Impurity A) NMT 0.15 %.
Byns-sxa inguBiayanbHa He Ginbwe 0,10 %. 0,07 %
AoMillKa
Any unknown single NMT 0.10 %.
impurity
3aranbHuii BMICT AOMILLIOK He 6Ginblwe 0,5 %. <0,14 %
Total Impurities NMT 0.5 %.
CrepuntHictb fpenapat nosuHeH ByTH CTEPUNBHAM. Bignosigae Bumoram
Complies
Sterility Solution must be sterile.
BakrepianbHi engorokeuHn | He Ginbwe 0,10 MO/vr. Bignosigae suMoram
Complies
Bacterfal endotoxins NMT 0.10 1U/mg.
Bona He Ginbwe 2 %. 1,1%
Water NMT 2 %.
KinbKicHe BM3HauYeHHA Big 95% go 105% Bin, 3aABneHol KiNbKOCTI. 100,6 %

Assay

95 - 105 % of the decfared content.
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CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne_145806

Gesellschatt fiir klinische
Spezialpraparate mbH

Llen ceprudikar sacsiguye, wo us cepia nikapcbkoro sacoby npoiiuna nepesipky signosigHo Ao GMP Ta
sareepApkeHnux npoueayp KOHTponio. Jlikapchkui 3acib Bignoeigae BciM BuMoram crieyudikauyii.

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 specification.

HauansHuka oTaena koHTpons kavecrsa
Head of Quality Control
Hara/Date 17.12.2019

Dr. Lothar Plaggenborg

cTop. 333

-
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CEPTH®IKAT BUIIOBIHOCTI / CERTIFICATE OF CONFORMITY Ne 145806

Hassa mpenapary
Name of product

TEMIOUTABIH MEJAK
TTOpOIIOK /Uis MPUTOTYBaHHA po3yuuny Juia indysid (38 mr/mi) no 200
mr, 1 (pakoH 3 MOPOIIKOM B KapTOHHIH kopoOui
GEMCITABIN MEDAC :
Powder for solution for infusion (38 mg/ml) 200 mg, I vial with powder

in carton package

Ipogaxmu 'm6X,
HiMeuunna

Em ®apmanapxk, 06861
Hdeccay-Poccaay,
Himeuuuna

Oncotec Pharma Produktion
GmbH, Germany

Am Pharmapark, 06861
Dessau-Rosslau, Germany

rOTOBOI JIKapCHKOT
thopMHM, TEPBUHHE Ta
BTOPHHHE
NaKyBaHHS

Manufacture of drug
product, primary
and secondary

packaging

Kpaina-imnoprep Vkpaina Pecctpauiitne noceimuenns | NeUA/11640/01/ 01
Importing country Ukraine Ne
MA No
Bnacuuk PT1 Menak I'ezensinadr | Homep cepii G190435C
M4 Holder ¢brop kiiHime Batch number
: Illneuiansnpenapare

m6X, HiMeyunna

Medac Gesellschaft

Jur klinische

Spezialpraparate

m.b.H., Germany
Cuna giji / AXTUBHICTS reMuuTadin Jlikapceka dopma IIOPOLIOK
Strength / Potency gemcitabin Dosage form powder

% 38 mr/mn (mg/ml)

Hara BapoOHHIITBA 25.07.2019 TepMiH npUAaTHOCTI 25.07.2024
Date of manufacture Expiry date
Posmip nakysaHHs onuH (prakoH Tun nmakyBaHHs ¢naxoHH 31 cxaa
Package size single vial Package type glass vials
Poswmip cepii Jlata pemisy
Batch size 2501 yo/pe. Date of release 16.12.2019
Hasea i aapeca ainsgnok Etan supoGuuursa | Ne ginensii Ha HpisBume
BHpOOHMUTBA | KoHTpONw | Stage of BHPOOHHMILTBO YHOBHOBAMKEHOT
AKOCTI manufacturing No of manufacturing ocodn
Name and address of license Name of Qualified
manufacturing site(s) Person
Meaak IeseabadT diop Bropunse DE_SH 01_MIA_2015 0020 | Christoph
Kirinime NAKYBaHHA, Mihlenbrock
IMueniansnpenapare M6X | HAHECEHHS 3aXHCHOI
Tearepwrpacce, 6, 22880 ILUTIBKH Ha (prakoH
Beaenn, Himewauna (neoGoB’A3K0BE) TA

BHITyCK Cepii
Medac Gesellschaft fur
klinische Spezialpraparate Secondary
mbH packaging, sleeving f
Theaterstrasse 6, 22880 {optional} and batch
Wedel, Germany release
Onkorex Papma BupoOHHIITBO DE ST 01 MIA 2018 0004

D. Herfurth

crop. 132
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Ium ceprudixaTom 3acsigdyemo, o BHIMEBKazaHa indopMauis € nocTosipHoo i Tourow. ITx cepis
NiKapchKOro 3acoby Gyna BUrOTOBICHA, BKIOYAIOYH YIIAKOBKY i KOHTPOJIb AKOCTI HA BULIEBKa3aHil AiisHLi
(minsiHKax) B MOBHik BinnosigHocTi Ko BuMor GMP, BCTAHOBIIEHHX MICLIEBUM PETYJISTOPHMM OPraHoM, iy
BiAnosigHoOCT! 10 creuubikanil Toprosoi ninersii kpainu-imnoprepa. IIpoTokoTu BHPOGHUITEA, YIAKOBKY i
aHamisy cepii 6yJI0 posrisiHyTO i BU3HaHO BianoBiAEMMH 10 GMP.

BumeskasaHa cepis CXBaJIeHa [T peari3anii.

- We hereby certify that the above information is authentic and accurate. This batch of product has been
mamufactured, 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.

Hara/Date  17.12.2049
/i

crop. 232
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AEPXIIIKCITYKBA
AEPKABHA CJIYKEBA 3 JIKAPCBKHUX 3ACOEBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMH Yy KHIBCBHKIN OBJIACTI

fipocriext Banepis Jlo6anoscbkoro, 5 1. m. Kuig, 03110, Ten/taxc: (044) 363-06-50
E-mail; d[s.koi_{ﬁ-dIs.gov.ua.bﬂps:.-".-"\m'\\'.dIs.gov.ua. Kon €JIPIIOY 37078774

BUCHOBOK
Npo AIKICTh BBe3eHOIo B Ykpainy JiKapcLKoro 32C00y

05.03.2021 Ne 7673/21/10

TEMIHWTABIH MEJAK

(HaHMeHyBaHHS ikapcskoro 3aco0y 3rinHo 3 PCECTPALIiHUM NnOCBiT4CHHAM)
MOpOmMOK 115l NPHIOTYBaAHHSA Po34uRny 1uis indysiii (38 Mr/mut) o 200 mr; 1 ¢aaxon 3
MIOPOMIKOM y KAPTOHHI# Kopo6mi

(hopma BHOYCKY. 103YBAHHS. BH] TaKyBaHHs JliKapcekoro 3acoby)

Howmep peectpaniiinoro nociguenns UA/] 1640/01/01 ctpox nii PeecTpauiitoro nocsimuenns 01.01.2099

Cepis nixapcbkoro 3aco6y No G190435E Kinskicts BBesenoro nikapcskoro 3acoby 29
BrpoGruk Menak I’ esenbadt drop kiinime [Ineniansnpenapare mM6X. Himeuunna
(HalMeHyBaHHs BHPOOHHKA Nikapcekoro 3aco0y. Kpaiua MOXOIKEHHS )
Beesero B Vxpainy Cninene YKpPaiHChbKo-eCTOHChbKe MiANPHEMCTBO y dbopmi ToBapucTRa
3 00MeKeHoI0 BiAnoBizansmricTio "Onrima-fbapm, JTH'", inent. kon:
21642228

(HaHMeHyBaHHA Ta koj 3a EPIIOY tOPUIHYHOT 0c06H aGo npizBuiLe, im's. mo GaTbKkoBi (hisuyHoi
OCOOH - MiANPHeML. ii MicLe TNPOKHBAHHSA T4 peeCTpaliHHKi HOMED 00/1iK0BOT KapTKkH MaaTHKKA
10/1aTKiB abo cepis Ta HOMep nacnopra)

IlpoTokon Bisyannhoro KonTpomo Bix 24.02.2021 Ne 0477/2.

3a  pesynsratamu ACPKABHOTO  KOHTPOJIIO  BCTAHOBIIEHO. WO  JiKapchku# 3aci6 BeeseHo g Vkpainy 3
AOTPHMAHHAM Bumor 3aKOHOJABCTRA 11010 3a6e3nedenns AKOCTI TiKapchkHX 3ac06iB,

o Omexciit COJIOJIPATA

(minnuc) (ininiann Ta npizsume)




CEPTUGIKAT AIKOCTI / CERTIFICATE OF ANALYSIS Ne 147573
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Nikapcekuir 3acid
Drug product

Gesalischaft fir klinische
Spezlalpréparale mbH

FrEMUMTABIH MEOAK

MopoLUoK ANA NPUIOTYBAHHA PO3vMHY AN indpysii (38 mr/mn) no 200 wmr,
1 ¢hnakoH 3 NOpoLUKOM B KAPTOHHIN kopobui

GEMCITABIN MEDAC

Powder for solution for infusion (38 mg/mi) 200 mg, 1 vial with powder in
carton package

Hiloua peuornHa emunTabin
Active ingredient Gemcitabin
Homep cepii G190435E
Batch number
Lata supobHnyrea 25.07.2019 Tepmid npuaaTHoCT 25.07.2024
Date of manufacture Expiry date
NOKA3HWK CNEUV®IKALIA PE3YIIETAT
TEST PARAMETER SPECIFICATION AHANI3Y
o TEST RESULT

Onuc Bina abo matie 6ina niodineHa maca, Bignogigae sumoram
Appearance yulinbHeHa B TabneTky. Complies

White or almost white lyophilised mass

compacted into a tablet.
Yac po3unHeHHs He Ginbuie 1 xa. 13 cew./ sec.

Time for reconstitution

Not more than T min.

OpHOopIgHICTE Macut

Uniformity of mass

| mass more than 20 %.

8ianosigae sUMoram
Complies

He Ginblue 080X iHAUBIAYANEHUX MAC MONYTh
BigXMNATUCE Bif cepeaHbol Binslue Hik Ha 10%.
Mpu UsoMy kogHa ipusigyansHa maca He
NOBUHHA BiAXMIATUCE Big CepeiHbOl Mach
GinsLue Hik Ha 20%.

Not more than 2 individual masses deviates from
the average mass more than 10 %.

Ne individual mass deviates from the average

Mposopicts Po3sunH Npenapary 3a CTyneHem kanamyTHocTi ve | Bignosigae sBumoram
Crarnity MOBUHEH NepeBULLYyBaTH eTanoHHWKA poayuH (Il Complies
The solution must not exceed the standard
‘‘‘‘‘‘ solution li! by the degree of turbidity. _
Konip PosuuH npenapary nosukeH OyTy He Bianosigae sumoram
Colour iHTE@HCMBHILLWA eTanoHy BYS:, Complies

Not mere than BYs.

Bugvmi 4acTtku

Visible patticles

Bugumi YacTkv NOBWHHI BYTU npakTu{HO BigcyTHi. | Bignosigae sumoram
Practically free from visible patticles. Compfles

MexaHivyHi BRNOYEHHRA
Sub-visible particles

He Binslue 6000 YacTok Ha KOHTeWHep = 10 mMkm. | §
NMT 6000 particles/cont, = 10 pim.

He Ginbwe 600 yacTok Ha KOHTEWHep = 25 Mim, 1
NAMT 600 particles/cont. = 25 pm.
pH 22 0. 3,0
pH z 2.0

vy s ez G 1707 acy
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 147573

Gesellschaft fir Kinische
Spazialpréparate mbH

FOKASHUK COELV®IKALISA PE3YNLTAT
TEST PARAMETER SPECIFICATION AHARNIZY
TEST RESULT

lgeHTudbikayin
identification

Y®-cnekrp

UV-spectrum

HPLC

‘spectrum of standard solution.

A. YneTpadioneToemii CnekTp NornuHaHHA
BunpodysaHoro posvury B obnacti sig 200 o
400 HM NOBUHEH MATH MAKCUMYM MR Tl e
OOB)NMHI XBUNI, WO | CNEKTP po3umnHy 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

Binnosigae sumoram

Complies

B. Yac yrpumysanHs niky remuuradbuqa Ha
Xpomarorpami sunpobysaHoro posymHy,
npuroTosaroro gns sunpobysanHa «KinbKkicHe
BU3HaYeHHA», NOBWHEH BiAnoBigaTy vacy
yTpUMYyBaHHA niky remumrabida Ha xpomarorpami
PO3YKHY 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
chromatogram of reference solution.

Bianosigae sumoram

Complies

iSenmudpirayis: xnopudu

Identification of chlorides

C. AxicHa peakuin Ha XTOpWAK.

C. Qualitative reaction for chlorides.

Binnosigae sumoram
Complies

CynyTHi gomitiku
Related substances

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

Byjab-sika iHoMBigyanoHa He 6inbwe 0,10 %. 0,07 %
Aomiwka

Any unknown single NMT 0.10 %.

impurity

3aranbHuil BMICT [OMILLIOK He Ginbwe 0,5 %. 50,14 %
Total impurities | NMT 0.5 %,

CrepunesHicTb

Sterility

MpenapaT noBUHEH BYTU CTEPUMEHUM.

Sojution must be sterile.

Bipnoeinae sumoram
Complies

BaxrepiarntHi eHAOTOKCHUHN

He Ginbwe 0,10 MO/wr.

Binnosigae Bumoram
Complies

Assay

95 - 105 % of the declared content,

Bacterial endotoxins NMT 0.70 IU/mg.

Boaa He Binblue 2 %. 1.1 %
Water NMT 2 %,

KinbricHe BU3HAYeHHA Big 95% a0 105% Big 3asBneHol KiNnkiocTi. 100,6 %
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 147573

medac

Gesellschaft fiir klinische
Spezlalprdparale mbH

Llen ceprudikat sacsiguye, Wo U cepis nikapcbioro 3aacofy nporwna nepesipky BignosigHo o GMP Tta
3aTBepMKeHNX NpoLeayp koHTpomo. Jlikapckiwi 3acit signosigae scin sumoram cneuuirayii.

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

control procedures. The product mests all requirements of the specificatior.
G ’

alarsy

Bam. HauanbHuka otaena koHTPOIS KavecTsa /'Qﬁ:“f NS /¥
Deputy Head of Quality Control } £ i MY A7 o X Sonja M’Hamdi
[ata/ Date 31.01.2020 \

M medac I

N GmbH s

& o

\C’E} 5???-”
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CEPTH®IKAT BIIITOBLIHOCTI / CERTIFICATE OF CONFOR MITY No 147573

Haana npenapary
Name of product

| - e
Kpaina-imioprep
Importing country

FEMITHTABIH MEJIAK

Hopowok juis npurorysanis posauny s mysifi (38 mr/v) no 200
ME, 1 pIakon 3 HoponikoM B KapTonnii kopobii
GEMCITABIN MEDAC

Powder for solution for infusion (38 mg/ml) 200 mg, 1 vial with powder

in carton package

Yxpaina
Ukraine

Peecrpaiiiine nockijucins

No
MA No.

BEE%GE! ni P11
| MA Holder

fir Klinische

Mepax lesensmadyr
drop kainime
[eniansnpenapare
MOX, HiMeuwmnia
Medac Gesellschaft

Spezialpraparaie

Craa it / AKTHRHICTE
Strength / Potency

reMiuTabin
gemcitabin
38 mr/mn (mg/ml)

m.b.H, Germany

NeUA/11640/017 01

Homep cepil
Baitch number

G190435E

Jlikapebka dopya
Dasage form

HOPOHIOK
powder

Hata supodincrsa
Date of manufacture

25.07.2019

Posmip naxysans
Puackage size

OIHH hiakon
single vial

Lxpiry date

Tepsin upuianiocri

Twn naxysaus
Package type

Posmip cepii
Batch size

Hazia i agpeca pimmok
BHPOGHHIITRA | KOHTPOIG
SIKOCTI

Name and address of

| manufacturing site(s)

2000 yn/pe.

Jlara penisy
Date of release

| glass vials

25.07.2024

(paxoHR 31 cKia

29.01,2020

manufacturing

Menak Iesenpiradyr gop
KJrinine
Hlncaiansupenapare moX
Tearepmrpaccee, 6,22880
Bejpens, Himeuunma

Medac Gesellschaft fur
klinische Spezialpraparate
mbH
Theaterstrasse 6, 22880
| Wedel, Germany
Onrorex Mapya
Hpopaxma I'M0X,
Hismeuunna
En @apmanapk, 06861
Jeceay-Poceaay,
Hismeuunmna

Oncolee Pharma Produktion
GmbH, Germany
Am Pharmapark, 06861

{ Dessau-Rosslan, Germany

Bropuune

Eran supobunirrea
Stage of

Ne srivensit ma
BHPOHHHITBO
No of manufuacturing
license

IMpizae
YIOBHOBAMKCHOT
ocodu

Name of Qualified
Person

HAKyYBans,
HAHECCHHS 3aNHcHOT
I BKH Ha IIAKOH
(Heobor sxone) 1a
BMILYCK cepil

Secondary
packaging, sleeving
(optional) and baich
release

DE SH_01 MIA 2019 0020

Christoph
Mithlenbrock

Bupobuuirrso
roTOBROT JIKAapCBKOT
(hopMu, nepeiHNC TA
BTOPHHHE

IaKy Ranis

Manifacture of drug
product, primary
and secondary
packaging

| DE ST 01_MIA 2018 0004

D. Herlurth
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[ ceprndriarom sacsijtyeso, He suuienkasasa iidopsaitis ¢ loctoripnoio i tounoto. g cepis
JHKAPCHKOTo 3aco8y Oylia BHIOTOBIACHA, BKIIOUMOUR YIAKOBKY 1 KOHTOIL SKOCT 1A BHUEBKataniit insmi
(stiax) B nosRiil sianoesiguocti ao suyor GMP, BCTaHOBACHIX MICUEBAM PCryISTOPITHM OPraloM, i y
BLORLOCT] 10 cnenudiraniii Toprosol nitensii kpaiun-ismoprepa. Hporokosu BupoOHHIITEA, YHAKORKH i
ananizy cepii Gyno posrusiiny o | susHano sijosiuisu o GMP.

Bumenkazana cepist cxpasena juis peajisauii.

We hereby certify that the above information is authentic and accurate, This bateh 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 baich is released for market.

Java/ Date  31.01.2020
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