AEPAUIHKCIY b A
AEPIKABHA CJIYIKBA 3 IIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI
BY:L bepesnskineska, 29, Kuip. 02098, rea./pake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: s kyivi@dls.gov.ua,https://www.dls.eov.ua, Ko CUPITIOY 37079055

BUCHOBOK

PO SIKICTEL BBE3¢HOTO B Y KpaiHy JiKapebKoOro s3acoly

02.04.2021 Ne 16822/21/26

TEMUWTABIN-BICTA

(Hafvietysal

HOL BIRAPCLIOIO 3aC0BY 31O 3 peecTpatt Hina TOCBIAYCHHSIM)
HOpomoR Jiodgiaisopannii s posanny yus ludysiit no 1000 mr, 1 ¢puaxon 3 HOPOMIKOM B
Kaprouuii kopobui

(opya BunyCRY, N03YBANIA, B NAKY BLTHA AIRAPCHLEOTO 3a¢00Y)

Homep peectpauitivoro nocsizvenus UA/14136/01/02 etpox aii pecer DALLITTHOTO MoCBiLAYeHA HEOOMEIKEH U
Pl I } f | !

Cepist nikapeskoro sacoby Ne 09K 5131 Kiapkicrs sresenoro nikapeskoro sacoby 1000
BupoGuiik Axrasic Iraxia Coa AL, Tradis

CHAIMEHYBIHNS BUPOOH KA JRAPCLKOrO 3aco0y, KpaiHa 11OX0KeHHA)

Beeseno s Yipainy Tosapuerso 3 o6mesxenoto BiosiaapHicT o
"OAPMALEBTHYHA KOMITAHISI BICTA", ixent. vox: 37642513

cHaliveuyBanis Ta ko 3a CJPTIOV foprantHol ocobn abo mpissuiie, i's, 10 Gatskoni GizHunOT
OcoBi - alupuesus, I sicie npokiBan s 1a peecTpauiitnmni Homep 00aikoB0OT KapTRH NAATHKA
aoAaTKi ado Cepls ra HOMEP nacropTa)

Hpororoa sisyaasnore wonrpomo six 02,.04.2021 Ne 1034/1.

3a pesyanTatamu AepEKaBHOro ROHTPONO — BCTAHOBACHO, MO JiKapcbkii  3aci®  BBeseHo B Yipainy 3
HAOTPHMAHHSAM BHMOT 30KOHOAABCTREA OO 3a0e3MeUSHHS SKOCT] AHKAPCLKHX 3ac00iB.

B.o. mavampigpkas

Hrovrna CTOPOKEHKO

(MOCALOBAOCOBH Oprapy 4eprasiore i;‘gWTp\"):zm) _,5/1 (Initiaan Ta npispuine)
RN S L
! 1 i 55
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FEMUUTABIH-BICTA, 1000 mr/daakon, nopouiok siodisizoBanuii s PO3UHHY Julst IH( Y3,

Koo: 120004802

Onuc:

Cepis Ne N9KS5131
Hama suecomogaenns 02-2020
Tepyin npudamuocmi 02-2023
Homep cepmupixamy sikocmi 1039567

[Mopomtox 6intoro abo maiike 6inoro xosbopy. Miakonu 3aKynopeni Kopkami 3 OpomOyTHIKAYUyKY Ta 3aneuaTani
AMOMIHIEBHMH KPHIICHKAMH 3 BIAPHBHIM A31UKOM Ta MOJIIPOIUICHOBHM JIHCKOM.

HHAPAMETP, IO NTEPEBIPSICTLCS OJIMHHILII BIUMOTH CTIEHMUMIKALLT PESYJIBTAT
BUMIPY i
SOBHIUITH BHILsLL [Topotuok Ginoro abo maiixke 6ijnoro Binnosinac
KOJILOPY.
Lenrudikauis lemunrabiny (BEPX) Bianosijgac snavenusim Rt crajonnoro [osurusnuii
- 3paska
Lienrudixanis FemunraGiny (YD) Bianosijac criekTpam eTajonHOro 3paska [TosurHBHMi
Batier Bojin % He Ginbun nin 2,0 ) 00
Omopignicrs OJMHNLL 103y BaHHS Y BIOBIOCTE JI0 MOTOUITHX BUMOT Bimnosijae
(Crponciichka dapmakories) Crponeiichkoi Mapvaxkornei
Kinbricnuit smicr TemunraGiny HC (8 gopmi M1/ 950-1050 (95 = 105)% Bia 3aasaenoi 998
octiosn | 'emunrabiny (BEPX) Konuenpauii o
|Aomiurca A (Lnrosun) (BEPX) % He 6inbim ik 0,1 0,0
Hominika B (anna-anomep) (BEPX) % He O ik 0,1 0,0 N
Jominnca C (2°-Jlesokei-2", 27 -udyropypujinin) % He Ginbi nix 0,2 0,0
(BEPX) R ) S
Koo s innnnx jomimox (BEPX) Yo He Ginpi niue 0,1 . 0,03
Baticr imnnx gomiwok, saransunii (BEPX) Y He Ginbi nin 0,3 0,0
SoBHIIH BHIISL BUIHOBICHONO po3UHIlY Iposopuii abo onaneciuorounii posain, Bijosijae
- Oe30apBHMii a00 3/1CTKa KOBTYBATHI
_ ) Posunn 6e30apHnii abo CBITIO-KOBTOrO - A
Koumip BIUOBICHOTO pO3Uunmy Bisnosinae
B ’ KOJIbOPY
Konip sumosnenoro posuniy BY He Ginbur inrencusnnii 3a crynens BY S Bijuiosinac
MposopicTs bis . [TposopicTs posuniy B MeKax craiaprioi : e
PO30PICTDL BIAHOBICHOIO PO3YHITY e Bijmoninac
S _ — _Myrnocri 111 "
Yac pozunnents B 0,9% poszunni NaCl CCK. He 6inpu wix 60 27
pH sittossieHoro posuniy 2, 3,3 3.1
HassHicTh BHIUIMIX CTOPOHHIX YacTOK y PO3UHH HE MICTHTB BHJIIMIX CTOPOHHIX Binnoginac
BILHOBJIETIOMY PO3HHHI 4aCTOK
BMicT HEBHANMHX HaCTOK po3mipom > 10 K-CTh / (1 He 6inbni nin 6000 150
Mikpou ,
Baticr nesnanmnx qactok posmipom > 25 K-CTh / (pJ1 He Gutbin nine 600 0
MIKpOH - o
BaicT GakTepiaabHIX CHIIOTOKCHIIB EO/mr He 6istbin vik 0,05 Binnosinae
CrepritbirieTn Crepunpiniii CrepritbHuii

Crop. 131

Hama opyry: 08-04-2020

KOHTPOJIb AKOCTI
JAOKYMEHT 3ATBEPIDKEHUH
Jlyizeana Bienami

(nionuc)
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CEPTH®IKAT SIKOCTI BUPOLHUKA

Hasnza nponykry I'EMLIMTABIH-BICTA

Konuenrpauist/smicr Iemimradin, (40mr/mir) 1000 mr/duiakon
Jlikapcenra dopma, ckitaj HOPOLIOK N0 UIIB0BAHUK 1S pO3UHHY JUls THY3iH
Tun ta pmict ynakopkn CKJISTHUH (pI1aKoH

Homep cepii 09KS131

Jara suroroniienus 02/2020

Tepmin npuaarnocti 02/2023

Kpaina-imoprep Ykpaina

Homep pecerpaniiinoro nocesiguenus UA/14136/01/02

Homep sinensii na BupoduunTso aM-142/2019

Hassa womnanii Ta ajgpeca pupoduuka  Axrasic Itanis C.iA.,
Bia ITactep, 10
20014 Hepsiano, Minan, Itasis

PesyabraTu anajiszy Ceprugikar aKocTi 101aHui
Komenrapi: /
¢ Kinbkicre ognnunb 2998

Yes lokymenTaiis Ha 3asnadyeHuit suie npojykr Oyia repesipena, JOKyMeHTallis Bifnosigae maiicrep-
JOKYMEHTaM BUPOOHHITBA, 3a3HAUCHNX B OTIHCAliii METOMIII.

Jexnapauist npo ceprugirxaniio

Ilime st mizrsepuKyto, uio iHdopmaris, HaBeieHa BUILE, ¢ dBTCHTHYHOIO Ta MPABMILHOIO, 3a3HaucHa napris
1poJyKTy Oyiia BUTOTORIIENA, BKJIIOUHO OTICpallisiMK 3 YIIAKOBKH Ta KOHTPOJIIO SKOCTI, 11a BUILIE3a3Ha4Yeii (-
uX) pinsnui (-xax), y nouiii Bijnosignocti 1o sumor Hanexnol BupoGuuuoi Ipakrukn (GMP) Ta sumor
micuepnx Perynaropunx Opranis, a Taxox cremudikaitiii, skasanux y Peecrpauiiinomy Ilocsijpuenni,
HaJlaHUM B KpaiHi-IMIIOpTepI.

[Ipouecy BupoGienns mapTii, yrnakoBKH Ta 3BITH 11PO Pe3yibTaTh aHanizy Oyjin nepesipeni, nijxrsep/uKeHo,
1O BOHW BIAMOBIIAI0TE BUMoram GMP,

(nionuc)
Menezkep i3 KOHTPOJIIO SIKOCTI Nerviano 08/04/2020
Llunyus Manmoesani



Actavis Italy S.p.A. a socio unico

A Teva company - Capitale sociale € 120.000,00 i.v.

Sede Legale e stabilimento: Via Luigi Pasteur, 10 - 20014 Nerviano (Ml)

Registro Imprese di Milano - C.F./P.IVA 09193481000 - REA MI-1867004

Tel. +39 0331 583111 - Fax +39 0331583455 - PEC actavis, certifiedmail@actavis, telecompost. it

GEMCITABINE-VISTA 1000 mg/vial powder lyophilized for solution for infusion

Code: 120004802
Batch n, 09KS131
Mfr date 02-2020
Exp date 02-2023

Description:

Analysis certificate number: 1039567

White or almost white powder. The vials are stoppered with a bromobutyl rubber stopper and sealed with aluminium snap cap

with polypropylene disk flip-off cap.
Appearance
Identity Gemeitabine (HPLC)
[dentity Gemcitabine (UV)

Water %

Uniformity of dosage unit (Ph.Eur)

Assay Gemcitabine HCI (as Gemeitabine base) (HPLC) mg/flc

[mpurity A (Cytosine) (HPLC) %
Impurity B (Alpha-anomer) (HPLC) Y%
Impurity C (2-deoxy-2,2-difluorouridine) (HPLC) %
Each other impurities (HPLC) %
Total impurities (HPLC) %

Appearance of reconstituted solution

Colour of reconstituted solution

Colour of reconstituted solution BY

Clarity of reconstituted solution

Dissolution time in 0.9% NaCl solution sec
pH of reconstituted solution

Visible particles on reconstituted solution

Sub-visible particles on reconstituted solution >= 10 n°/vl
micron
Sub-visible particles on reconstituted solution == 25 n°/vl
micron

Bacterial Endotoxins EU./mg

Sterility

Supplier ScinoPharm - batch n, 71357AA05]

Page L of 1
Printed on: (8.04-2020

White or almost white powder

Complies with Rt of refercnce

standard

Complies with the spectrum of

reference standard
N.M.T.2.0

Conforms to current Ph.Eur
requirements

950-1050 (95-105)% of L..C.
N.M.T. 0.1

N.M.T. 0.1

N.M.T. 0.2

N.M.T. 0.1

N.M.T. 0.3

Clear to opalescent solution

Colourless to pale yellow
solution
N.M.T. Degree 5

Solution within the limit of
standard opalescence [1I

N.M.T. 60
2.4 33

Solution free of visible
particles
N.M.T. 6000

N.M.T. 600

N.M.T. 0.05

Sterile

QUALITY CONTROL

APPROVED BY
Luisella Vignati

Complies

Positive
Positive

0.0

Complies

998
0.0
0.0
0.0
0.03
0.0
Complies

Complies

Complies

Complies

27
3.1

Complies
150
0

Complies
Sterile



All documentation for the above mentioned product has been revi
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MANUFACTURER’S BATCH CERTIFICATE

Name of product

Strength/Potency

Dosage form

Package size and type

Lot number

Date of Manufacture

Expiry date

Importing Country

Marketing Autorization number
Manufacturer Authorization number

Name and address of manufacturer

Results of analysis
Comments:
¢« Number of units

GEMCITABINE-VISTA
Gemeitabine, (40mg/ml) 1000mg/vial

powder lyophilized for solution for infusion

glass vial

09K S131

02/2020

02/2023

Ukraine

UA/14136/01/02
aM-142/2019

Actavis Ttaly S.p.A.

Via Pasteur, 10

20014 Nerviano MILAN, ltaly
Attached is Certificate of Analysis
/

2998

the master production documents described in the above methods.

Certification statement

ewed and found to be in compliance with

| 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.

N § 5O T .
Qualified Person

Dr.ssa Cinzia Mantovani Nerviano 08/04/2020
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