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CEPTU®IKAT AKOCTL/ CERTIFICATE OF ANALYSIS Ne 147384

TIOKABHUK
TEST PARANMETER

Letdhiauis
Identification ..

| CRELAGIALIA

SPECIFICATION

Gesellschalt fir Kinlssho
Spuzialpriparate mbH

PEVABTAT
AHAITIZY
TEST RESULT .

Yd-criexrp

UV -gpoactrum

A. YneTpahioneTopuii CnekTp NornuHaKHs
runpoByBaKtoro POsUNHY 8 oBnacyl sig 200 pgo
A00 HM NOBHEH MATH MAKCUMYM NPy TIA ke
LOBXUHI xBunl, WO | CNeKTP PO3UuHY CTanAapTy.
A, The UV absorption spectrum of test solution in
the range from 200 to 400 nin shouild have a
maximum at the same wavelength as the
spectrum of standard solution.

Bigrosinae Bumoraid

Complies

BEPX

HPLC

Idenmuhinawis: xnopudu

Icentification of chlorices

B. Yac yrpumysanHsi riky remuntaduna Ha
xpomarorpami Burpobysanoro posuuHy,
NPWIOTOBAHOIO A1 punpoBysarns «Kinbiiche
BUIHAYGHHS», MOBUHEH BIANOBIAATI Hacy
yrpUMyBaHHs niky remunTabina Ha xpomarorpami
POIUUHY NOPIBHAKHS,

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 gemeitabine peak in the
chromatogram of reference solution.

C. Sicra paartin Ha XNOPUAK.

o

. Qualitative reaction for chlorides.

Bigrosifae supmorat

Complies

Complies

CynyTHi pomiLKu
Related substances

Uurosun (nomituia A)
Cytosine (impurity A)

He Ginble 0,16 %.
NMT 0,15 %.

- 0’020); -

Byak-sa iHausiayansHa
DOMiLKa

Any unknown single
impurity

CrepuribHICTs

&

3aranbHui BMIGT qoMiLoK | He Ginbiwe 0,5 %.

Jotal impurities .

He Ginswe 0,10 %.

NMT 0.10 %.

< 0,06 %

NMTOS %

Fpenapar NOBUHEH ByTh CTEPUAbHAM. o

Solution must be sterite.

1 Binnosigac sumoram

< 0,12 %

Complies

eplarbHi eHA0TOKCMHI

Bacterfal endotoxing
Bona T
Water :
Kinbiiche suahatienist
Assay

ENMIT 2 R non o i)
Big 95% n0 106% sig sansnenol :(imbuom‘i.{
95 - 105 % of the declarad content. |\,

He Binvwe 0,10 MO/Mmr,

NMT 0.10 IUimg.
Me Girwwe 2 %.

Blmosmae BUMOTAM

)
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CEPTUOILAT SIKOCTL/ CERTIFICATE OF ANALYSIS Ne 147384

Gasellschalt {Ur kilnlsche
Spazialpriparate bk

bi,‘k o Y2 e e i w s ¥ “ Y
?.%oz,. copTdikar 3aceiguye, wo s cepis NHKAPCLROro 3ACobY NPONLLING nepepipry signosiauo Ao GMP ra
BATBEPANEHIR NPOLEAYP KOHTPOo, JTiapcuiwmi 3acio BiAnoBiAac neiv BuMoram cnetpikay,

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

L

i A NBEE S
Bam. Hauanshuga OTAGNE KOHTPONA KaJeCTBA fun s«:;ffc é/(’{" 4
Dapuly Head of Quality Control Ay oo fFTUIN { Sonja M'FHamd]
Nata/ Date 31.01,2020 srdes v b
P IeTat

N o
Fosrissamnee e
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CEPTHOIKAT BUUTOBUHOCTT CERTIFICATE OF CONFORMITY No 147384

[ assa npenapary
Nanze of product

Kpaina-innoprep
Imporiing country

_H!Vf ,HE

I | i { 3
C M Halde

Cra it/ Arusuicrs
Strengthy Potency

Jlara sapobrinrsa

| Wate of mamgaciie
!’mn\-;ipn:'n:.\fr;:ym‘f.l'syx u
Package size

r P‘xfl"-;;'\'l y copii

Baich size

Hassn i agpeen plasnor
BHPOMIIICTBR | KONTPOIG
ot
- Name and address of
manfuctioring site(s)
Mg Ueseanadyr (piop
wainime
Hnendaannpenapare moX
Tearepurrpacee, 6, 22880
Beean, Histeramna

Medae Gesellsehali fur
ldinisehe Spezialprapenate
bl
‘/}'n‘(’h‘é‘
Weodel, Germany.

wsirasse 6 22880
[ ()Hl\()](f!\ M qma
Hposaemn 'soX,
Hisiesann

Eat apyarapr, 06861
Jleceay=Poeeny,
Histesram

- Oneatec Pharma Produktion
G, Gerany
Aoy Pharmapark, 06861
Dessau-Rosslan, Germany.

TEMITABIH MIJIAK
HTOPOMIOK A HPHIOTY AL PO3HIITY JUBs! m:b\z i (38 midnn) no

ME, 1 GAAKOR % MOPOIIKOM B Kaprouiit kopodit
GEMCITABIN MEDAC

Poseder for solution for infiision (38 mg/mi)

1000

powder in carton package

Yipaiia
Ulraine

Megtar Uesennmdy
Jriop g

£ v
neniaasnpenapare

MOX, Hisenuma
Medae Gesellschafl

S klinische

Spezialpraparate

b AL, Germany

resrralin
gemcitabin
38 s/ (mg/ml)

09.09.2019

Pecerpantiitie noesiacin
Ny

MA No -

| hmcp ('\,mi

Bereh number

Hikapenka gopma

Dosage form

Tepsin npuaarHocT
lexpiry date

020 H (PAAKROH

single vial

1533y / pe.

Erar prpoluuirsa

Stage of
neanufacturing

Bropiiiie

HAKY BRI,
HAHCCEH IS 3UXHCHOT
iBKn Ha guakon
(reoGon’s3KkoBe) T4
BHITYCK cepil

Secondary
packaging, sleeving
toptional) and hateh

L release )
S By mmxmmm

POTOROT JHKAPCHKOT
(hapyim, epRuie Th
WropHHuIe
HAKYBUHHA

Manufacture of drug
product, primary
cond secondary
packaging

Ty rrarypasus

LPackage (ype

Jara penioy
Date of release

msr, |

Pt

28,01,

Ne ginensif na

BHpofHIITrBo
No of mamufacturing

license
DI_SH_01_MIA_2019_0020
DI ST 01 MIA

YHORY
ocobin
N

D

wicd sweith

NeUA/11640/017 02

11905198

HOPOIIOK
powder
09,0¢

}; RO 21 CRIla
glass vials

pispie

Person
Christoph
Muhlenbrock

5 _004;gif

1000

).2024

2020

LOBARCHOT

of Qualified

Herfurth
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LGt copridikrron Saenityeno, 1o BHINCRIAA Hopaatis € AOCTORIPIOIO Frounon, Lig n:a:;'),’ls} | '
Alkapenkoro sacoby Oyaa BHIOTORICHH, RICINIOUAOUH YHAKOBKY | KODTPOH: SIROCTT 1A BHICHKUSAHT RERIEY
(riasieax) Boronnii siaonbuiocti A0 wiior GMP, Beraiopicis SHCHCRIA PErYIBITOPHITM OPTaioM, 1Y
wonbmoett o erenngikaiit Toprosot sinensii kpainu-istoprepa. [parokoin RHPOGIHILTR, YITAKOBKI |
ARy Cepit OYII0 POBIAHIYTO T BHSHANO Binosizama o GMP.

B e RKABaTE Cepist CXBIeHa U peiisai,

We hereby certify that the abave information is authentic and acenrate. This baich of product has been
manyfachived, including packaging and quality control af the above sentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authovization of the importing country. The hatch processing, packaging and anadysis records weie reviewed
and fornd to be in compliance with M.

Ahove mentioned batch is released for marke.

Nava/ Date 31.01,2020

Heger B2

i R




CEPTUPIKAT SAKQCTI L CERTIFICATE OF /

fikaposian aacld
Drug product

Hiova pevosura
Aclive ingredient
Howep cepil

Batch number

Hara supobHuLrsa
Date of manufacture

TIOKASHMK
TEST PARAMETER

Onue
Appearance

pasin 102811 T190519B_103925Y20 005 001.gif

ANALYSIS Ne 147384

FEMUMTABIM MELAK

chall fir klinisela
préaparata mbt

FIOPOUIOKR Arist NPUIOTYBAKHS POSUVHY ANA imcpysiin (38 wr/tan) no 1000

K, 1 (PRAKOH 3 NOPOLLIKOM B KAPTOHHIN KopoOL|
GEMCITABIN MEDAC

Powder for solution for infusion (38 mg/mi) 1000 mg, 1 vial with powder

in carton pachage
emuurabin

Gina abo maiike Gira moct)lmma maca,
yilinbheHa s rabneTy.

White or almost white lyophilised mass
compacted into a tablot,

'“"Ci"é{‘&}“'“ﬁ‘do;L’i"i&'éi’é’i’i’i]ﬁ e
Time for recons ta‘t’ur’iun
O,mmplmm,m MacK

Uniformily of mass

Tiposopicts
Clarity

Konip
Colour
Buanmi vacrn
Visible particlas
Mexarivi BRAOUYSHHST

| mass more than 20 %,

Sub-visible particles |

He Ginewe 1 x8,
Not more than 1 min,
He Ginulie Aao‘( nmmmmyanwm MAC MONYT! b
BIAXMNATICH Bl CEPOAHLOT Binblie Hi Ha 10%.
[py LIOMY JKOARA IHAKBIAYANLHA Maca He
MOBUHHA BIAXUNATUCH BI CEPEAHBOT MacK
Binbute Hin va 20%.
Not more than 2 Individual masses deviates from
the average mass more than 10 %.
No indiviclual mass deviates from the average

PosuMi Npenapary 3a cTyneHem KANAMYTHOCTI He
NOBUHEH NEPEBULLYBATY ETANOHKNA POSUKH 1.
The solution must not excead the standard
_solution Il by the degree of turbidity,
Posuu npenapary nosuHeH Gyri He
iHreHcuBHilLWY eTanony BYs.
_Not more than BYs, iy
Bugumi vacrio noBUHHI GyTi npamvxqm siacyTHl.
Pmc:t/ca lty free from visible partfolas T
Mo Ginbie 6000 vacrok na konteiHep = 10 M.
NMT 6000 particles/cont, = 10pm.

NMT 600 particles/cont, = 25 pm.

2 2.0,
22,0

2’ CGK/3C*BC

“Bianopiaae suMoram

“Bianosiaae BuMoran

‘Bianosiaae sumoran

" Binnosinae sumoram
| Complies

He Binbiue 600 4actok Ha oHTeliHep & 25 MK

Gemceitabin
11905198
09.09.2019 TepMiH nPUAATHOCTI 09.09.2024
Explry date
T CHELUGIKALIS PEAVIILTAT
SPECIFICATION AHATIZY

T[f[‘{“FSULT L
Binnosinae awmomm
Complies

Complies

Complies

Complles




- JIEPKITIKCITY2KBA
JEPIKABHA CIOYXKBA 3 J?IRAPCI:KI/I‘( 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU
Y AHIIPOILE TPOBCBHKIN OBJACTI

Juinpo, mn.CoGopna,d, k. 601-605, 49027, 1. 0-56-745-23-86, 0-56-745-23-87
E-mail: dis.dp@dls.gov.ua, hitps://wwy.dls.gov.ua, Kon € ),.Ll’l”"l()y 37070665

BHCHOBOK
npo SKiCTH BBE3EHOro B YKpainy Jikapebroro 3acoly

06.10.2020 No 52244/20/04

IEMUMTABIH MEJIAK

(HARMCEHY BRI NTKAPCLKOTO 300Dy 3LIANO 3 peccTpatiiitim HOCIHTIEHHSIN)
TIOPOUIOK VISt IPUIOTYRAIHS PO3UMILY Atst indysii (38 mr/mir) 10 1000 mrs 1 piraont 3
HOPOUIKOM Y KapToHHii Kopobui

((‘)()f)?‘l[l BAIIYCRY, AOIYBARAHY, BH AL HAKYROMES :Hl(ilpbhklﬂ O ‘}(lb()i)\ )
Homep pecerpauiiinoro nocsipens UA/11640/01/02 erpox aif pecorpauiiinoro rnocpiauenna 01.01.2099
Cepia nikapesroro aacoty Ne 11905198 KinpkicTs BBesenOro Aikapehkoro sacoby 15

BHpoduuxk Menax Nesensadr Qrop kiimime Hlneuiaisnpenapare MOX, Himeyuuna

(nalisenynati BHPOGHHKS ARAPCLIOIO 3ac00y, Kpaiti HOXOKCHN )

Bpeseno B Yrpainy ToapueTro 3 0OMEKEHOK0 sinnosiansricro "Benra LT/, inenr.
ko 21947206

{ual smunyndmm Fa k0 s CHPTIOY topuaunol ocoGi alo npispiie, i, 1o Garnroni Qiskanol
QCOU « pranpaess, 1 MicHe )mu;hﬂ)mlll!ﬂ Tapee erpaniiingit novep OOMKOBOT KAPTRI THIRTHHRA
Hoarkin 400 cepin Ta HoMep naenopTa)

[porokos pisyanbioro wowrposio sin 05.10,2020 N 03-01/3135/1.

34 pesyARTTAMH  ACPKABHOIO  KOHTPOMO  BCTAHOBACHO, 1IN0 pikapebkudt  3aci®  peeseno 5o Yrpatny 3
ACTPHMAEIM BHMOT 3aK0OHOAABCTBA BIOM0 3aBeINCUEHH SKOCT NIKAPCLKUX 3acobin.

B.o. navanpuuka Jeprrasiol ciayixbu 3
JKAPCLKUX 3acoBiB Ta KOHTPONIO 34
HAPKOTHIAMIL Y JluinporerporehKii
oo nacri

Crop BOJIKOB

(nm HL(m 1 uw(’ Y o;zl \m) )u,p,xs‘umm (o] mulpoéxm) (ummc) o Chbdamg e npiapine)

M.IT. .
N

i 1
“Qwosuk 7 ?1‘:\

(. ot
«3 ’/ 4




JIEPKIIIKCITY KBA
NEPIKABHA CJIYKBA 3 JIKAPCHKMX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMMU
Y IJ,HIIIPOI‘IE”I"POBCBKIF! OBJIACTI

Iminpo, mn.Cobopua,4, k. 601-605, 49027, . 0-56-745-23-86, 0-56-745-23-87, +38(066)345-41-71
E-mail; dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37070665

‘ BUCHOBOK
NIpo AIKIiCTh BBE3EHOTO B YKpainy aikapesKoro 3acoby

05.01.2021 Ne 34/21/0411

TEMIHUTABIH MEJAK

(naktMenyanns JIiKapehKoro 3ac06y 3riAlo 3 peccTpatiiiunm TOCHIJCHHAM)
FIOPOIOK JISI IPHTOTYBAHHS PO3UMHY ISt indysii (38 mr/mu) no 1000 mr; 1 guraxon 3
IMOPOIIKOM Y kapTonniii kopobui

(hopME BHITYCKY, A03YBANIS, BIJLTAKY BATTI nikapenkoro zacofy)

Homep peectpauiiioro nocsiaueHis UA/11640/01/02 crpox aif pecctpaliiiiinoro nocaiaeHs 01.01.2099

Cepia nikapenkoro sacofy Ne 1190519B KinbKicTh BBE3EHONO JTiKapehkoro 3acoby 20
BupoBHuK Menax esenbiiadr drop kninime Hlneuianpnpenapare MOX,
HimMeyunna
(natiMenybaiiis BHPOBHHKA JKAPCHKOTO 3a¢00Y, KpaThia NOXODKCH )
Breaeno » Yxpainy TosapucTBO 3 0GMEKEHOIO sinnosianeuicrio "Benra JITLY, brenr,

wom: 21947206

(iaftvenysanna ta ko 33 €JPIIOY fopHaHIHOT 0co6H 460 npissrie, M1, 10 GaTbKOR]

(iasanior oco6u - tipnpuesiv, i Mictie npoxuBaIKS T8 pecerpauiiini nomep ofnikonol
KAPTKHU MIATIHKA NOAATKID 00 cepis ta voMep aciopTa)

I1poToKO BI3YAILHOIO KOHTPO/IO Bi) 04.01.2021 X 03-01/4533/5.

34 pesysbTATAMH  JICPA@ABHOIO  KOHTPOJMO BETANOBICHO, 10 JKApehKui  3acif  BBe3cHo B Yrpatay 3

JOTPHMAaH HAM BHMO 3aKOHOJAABCTBA LIOJO saGesreuen s SKOCTl JIHKapehKUX sacobin,

B.o. nauansruka Jepxasaol ciyxou 3
nikapebkux 3acoBiB Ta KOHTPOIIO 38
napioTuxamu y JlainponeTposebKi el
obnacti

€rop BOJIKOB

o
o ‘3 ¥ s

o g M,
,m"/:"\?'iun?ifi‘“:’»}x

ey 7 s
P o : ; . : : X
(nocanona 0 @gﬁmm%%gfmﬁu KOHTPOIIO) (nianue) ST TR NIPI3BHING)
§ :Jf.} Jg\g \‘«xf‘?‘s“ s, 8
) \\ A\
o .
| .§g £ r\ﬁ}; i \Q\x
W | JOKYMENTIB | X &
Bt e 1‘/
‘ 6
o

Critnana bouapuikosa +38(066)345-4 171



HEPHCIKCITY KB A

JIEPXKABHA CJIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTUKAMMU
Y JHIMIPONETPOBCHKIA OBJIACTI

Jninpo, m.Cobopha,g, k. 601-605, 49027, 7. 0-56-745-23-86, 0-56-745-23-87, +38(066)345-41-71
E-mails dis.dp@dls,gov.ua,https://www.dls.gov.ua, Kog EJAPTTIOY 37070665

BUCHOBOK
Npo sikicTh BBE3C¢HOIo B YKpainy jJikapebKoro 3acoly

19.01.2021 Ne 1254/21/0411

IF’EMUIHUTABIH MEJIAK

(nadiMeysanns gikapekkoro sacoly 3riuno 3 peectpatilinus noeniuenngm)
HOPOIIOK JUISE IPHTOTYBAHHS PO3YHNY LI mcbys"i (38 mr/mar) 1o 1000 sy 1 duraon 3
HOPOHIKOM Y KapToHuiil Kopobui

(bopMa BHILYCKY, J03YBAIIIA, BHA HARYBRONS JHKAPLLEOro 3aco0y)
Homep peecrpauiitnoro nocsisuenns UA/11640/01/02 crpox uif pecerpauitinoro nocsipuennn 01.01.2099
Cepin nikapeskoro sacoty Ne 11908198 © Kinuklers paesenoro nikapeskoro 3acoby 10

Menax Fesenpinadr Grop wiiniwe Lnewiansupenapare MOX,

Bupobuuk ;
IHimeyynna
(nakiMenynanist BUpOGHHKR AIKAPCLKOTO 3000y, KPATHR NOXOLKCHIN)
Bueseno s Ykpatuy Tosapucerso 3 odmexenor sixnosixaienicrio "Bewra JITH, inewr,

rou: 21947206

(Hadsenynatiis 1a cox 3a CAPHOY opuanunol 0colu aGo npissiue, is's, no Garskoni
(isvanor ocobu - mapresily, ¥ Micue NpoKUBANIA T8 peeeTpatiRuni nomep oGaikonol
RAPTRA THIATHHKA H0AarKiB a00 cepis 1& HOMEP racnopra)

Mporoxon sisyansuoro wowrposmo pig 18.01.2021 M 03-01/52/3.

30 pesysiLTATAMM  ACPIKABHOTO  KOWTPOJO  BCTAHOBICHO, WO  aikapehkull  3aci®  ppeseno B Yipainy 3
AOTPHMAHHSIM BHUMOT 3aKOHOJIBCTBA WOA0 3abe3neueHHs AROCTI Jlikapebkiix 3acobis,

B.o. navansunka depxannol cnymbu 3 _
JHKapehKuX 3ac006iB Ta KOHTPOJIO 34 2
uapx\oumar»w;y\ }fﬁmﬁ@pﬁu HOBCHKIH Cof
obnacti f""* yom! *x RN

- B A\

(now H0a opi;ﬁ)' neps @rﬁ) \o KOIMTPOING) (nianue)
‘:* z !zcw%ﬁ 28 |
l‘s ;i r &
2\ PRy
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)@\\\ a..
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N g ac;&*,\,)sfj‘/

Caitnana Bovaptiikona +38(066)345-41-71



JEPXKIIKCIHYIKBA .
JIEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU
Y AHIIPOIIETPOBCHKIN OBJIACTI

Huinpa, nn.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPIIOY 37070665

BUCHOBOK

PO SIKICTH BBE3CHOr0 B YKpainy JlikapceKoro 3acody

10.09.2021 Ne 51423/21/0411

IF'EMLIHUTABIH MEJAK

(nafiMeHyBaIHg AiKapeskoro 3acoBy 3riHo 3 peecTpaliiiinM MocsiaueHusA)
HOPOLIOK /Ui IPATOTYBAHIS posunny 1 indysii (38 mr/mu) mo 1000 mr; 1 duaxon 3
NOPOMIKOM Y KAPTOHHiH Kopobui

((hopma BUIYCKY, A03YBAHIA, BHL DAKYBARHS Rikapcexoro 3acody)
" Homep peectpauiiinoro nocsiguenns UA/11640/01/02 crpok aif peecrpauiiinoro nocsiguenun 01.01.2099
Cepis nikapcukoro sacody Ne [.190703A Kinbkicts BBE3etOro Nikapeskoro sacody 15

Menak Iesensmad ¢rop kainime Hlneuianenpenapare MoX,

BupobHuk ;
Himequuua
(naitmenypanns BUPOGHUKA RIKApChKoro 3acoly, Kpaiia noNoBKeNIg)
Beeseno 8, Yxpainy TopapucTBo 3 odmexeno10 Bignosinaapnicrio "baJlM", ixenr. koa:

31816235

{(uafiMeiyBainns Ta ko1 3a CJIPTIOY wpunuiol ocofu abo nipissuiue, iM's, no Sarukoui
dHznunoi ocobu - niunpuenmus, it Micue npokHBaLNA Ta pecerpauifiunit nonmep olnikonoi
KaPTKH IUIATHHKA H04aTKiB afo ¢epin Ta HOMCP Hacnopra)

lpoToxon sisyansiiore kontpostio iz 09.09.2021 » 03-01/2941/4.

33 pesyiLTETaMit  JIEPKABHOIO  KOHTPONK BCTAHOBACHO, WO Aikapebkii 3aciG  Bpezeno B Yipaniy 3

JOTPHMAHHAM BUMOr 33KOHOJABCTBA 11040 3a6e3neueHHs AKOCTI JikapehKix 3aco0is.

B.o. navansunka lepxapaol cnyxdu 3 b
jikapchbKuxX 3aco0i Ta KOHTPOIO 3a VA
P . : . e €rop BOJIKOB
naproTurkaMu y JlHinpornerpoBesxii AN IE P
obnacti kf &

Q0 KOHTPOMO} (nidusc) (iniuian Ta npissiue)

(110Gaa0Ra VCOS;
Ons

HOKYMEHTIB
%?)'2&_’/“)

-
9y qu"‘iHH'ﬁ wQ
§i307vE ¥

Csitnana Bouaphixosa +38(066)345-41-71
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CEPTUDIKAT SKOCTL / GERTIFICATE OF ANALYSIS Ne 158644

J'limapcblimﬁ aaci6

IEMUWTABIH MEOAK

Gesellschalt fOr ldinlsche

Spezalpriparate mbH

Drug product MNopowok AN NPUroTyBatHA POosHUEY ANA iticpyaiin (38 mr/mi) no 1000
: wr, 1 hRAKOH 3 NOPOLLKOM B KapTOHHIA KopooLy

GEMCITABIN MEDAC :
Powder for solution for infuslon (38 mg/ml) 1000 mg, 1 vial with powder
in carton package

Ditova pevosuHa [enmuprabin

Actlive Ingredient GemcHtabin

Homep cepil Li90703A

Batch number

Dara supobHutrea 05.11.2019 Tepmin npuaarHoct| 06.11.2024

Date of manufacture Expiry date

[IOKA3HWIK COEUMBICALIIF PE3VIILTAT

TEST PARAMETER SPECIFICATION AHANI3Y i

TEST RESULT
Onue Bina aBo maibie Gina niodinbHa maca, Bignosifjac eymoram :
Appearance yiinbHeHa B TaGneriy. Complias !

White or almost white lyophilised mass
compacted into a tablet.

Uac posunHerHA
Time for reconstitution

He Ginewe 1 x8.
Not more than 1 min.

20 cek./ sec.

OauopigHicTh Mack

He GinkLie Asox HAMBiAYanbHuX Mac MOy s
BiAXVNATICS Bif cOpeaHLOT Girblue HK Ha 10%.
Fipw LbonMy XOAHA iHAMBIAYarbHA Maca He
NOBWHHA BiAXUINATUCK Bif cepepHLOT Mack

Bignosigae suMoraM '

Complies

Uniformity of mass Binsie Hix va 20%.

Not more than 2 individual masses deviates from

the average mass mote than 10 %.

No individual mass deviates from the average

mass more than 20 %.
Mpe3opicTs PosuiH rpenapary 3a CTyneHem KanamyTHocTi He Bignosigae sumoram
Clarity MOBMHER NSPBEMLLYBATH ETANOHHUA PO3YMH 1N Compiies

The solution must not exceed the standard

solution il by the degree of turbidily. .
Konip PosuuH npenapaty NoBKHeH ByTu He Bignogigae BuMoram
Colour | tHreHonBHiLEY eTanoHy BYs. Complies ;

Naot more than BYe

Buaumi 4acTiy

Branmi H25Ti0s NOBUHH] GyTH MpakTU4HO BIACYTHE.

Bignosinac BUMOrant ;

BUNPOGYBAHORO POa4MKHY B obnacTi aip 200 po

Vistble pariicles Eractically free from visible particles. Complies
MexaHivHI BIFTHOUEHHA Fa Binblie 6000 uacrok Ha kouteiep = 10 Mkm. | 27
Sub-visible particles NMT 8000 pariicles/cont, = 10 tm.
' He Binbiue S00 yacTok Ha koHTeltHep = 26 MKkv. | 3
NMT 800 particles/cont. = 256 pm.
pH 220 3,0
pH 220
IneHTrdikauin .
{ identification
Y®-crierp A, YnwtpadioneTosuli crekrp MornMHaHHA Bianosiaas sumoram

crop.1a8
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CEPTUDIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 158644

Gasellschalft fir klinlsche

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

Spezlalpriparala mbH
AOKA3HNIK CTELIN®IKALIA PESVILTAT
TEST PARAMETER SPECIFICATION AHARIZY
TEST RESULT
400 HM NOBMHEH MaT MAKCMYM NpU Tif e
‘ AomiwvHi xeurti, 10 | cnexTp posunHy crangapry, | 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
spactrum of stantlard solution.
BEPX B. Yac yrpumysanHa niky reMuuratumga Ha Bianosigae Bumoram
xpomarorpami Bunpatysaroro posynHy,
ARUIOTOBAHOTO ANA BUNpoGYBaHHnA «linkiicke
BH3HAYEHHA», NOBUNEH sigriosigaTi Yacy
yTpumysarHa niky remyutabina Ha xpomarorpanm
PO3YMHY NOPIBHAHHA, ;
HPLC ¢ B. The retention time of the gemcitabine peakin | Compliss :

18enmucdchinayin: xnopudu

Identiffcation of chlotides

C. AlicHa pearuia Ha xnopuaw.

C. Qualltative reaction for chlorides,

Bipnosigae sumoram -
Complies

CynyTHi gomitga

Related substances

Lluroaun (nomiwxa A) He Ginblue 0,15 9. < 0,02 %
Cytosine {imputily A) NMT 0,15 %.

Byab-sika ingusinyansua He Ginsiwe 0,10 %, 0,07 %
Aomiwika

Any unknown single NMT 0.10 %.

imptirfty - .

3aranuHui BMICT AOMIIOK | He Ginbwe 0.5 %. <014 %
Total imptirities NMT 0.5 %.

CrepuvinkHicTh

Sterllity

Mpenapar noeuHeH Gyrit crepi--inbl-':;w.

Solution must be sterile,

Bignosljae sumoram
Complies

BaurepianbHi eHAOTOKCHHN

He 6inbwe 0,10 MO/,

Bianosigae sBumoram
Complies

KinbgicHe BU3HaYeHHA

Bacterial endoloxins NMT 0,70 IU/mg.
Bona He Ginelue 2 95. 04 %
Water NMT 2 %.

Bin 95% go 105% sig sanpneHol KinkKocTi, 98,9 %

95 - 105 % of the declared content.

Assay

cron. 2338
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CEPTUOIKAT AKOCT] / CERTIFICATE OF ANALYSIS Ne 158644

Gasellschatt flir kiinlsche
Spazislpriparate mbH

Uelt ceprirdiiar saceiguye, wo us cepis nikaposkoro 3acoby npotiuna nepesipky signosinHo 4o GMP Ta
SATBEPANKEHUX NPpoUeAYp KorTporIo. JTikapesiuii 3aci6 signosigae scim Bumoram cneuudykal.

3am. HauanbHuka oTgerna KOHTPona kayecTea
Deputy Head of Quality Control

Sonja M'Hamdi
Jara/Date 29.08.2020 .

crop. 333




CEPTHO®IKAT BIMOOBIAHOCTI / CERTIFICATE OF CONFORMITY Ne 158644

®ann 106927 _L190703A 72 8192Y21 005 004.gi.

Hazea npenapary
Namie of product

IFEMUHTABIH MEJAK
Iopomok ans nprrotysanss posuuny nis indysiii (38 mr/ma) no

1000 mr, 1 dnaxon 3 mopoiuxom B kapTouHiii kopobii

GEMCITABIN MEDAC

Porder for solution for ifusion (38 mg/mi{) 1000 mg, I vial with powder in

carton package

Hneuiansnpenapare
mOX, Himeyanna
Medac Gesellschajt
Jur klinische
Spezialpraparate
m.b.H., Germany

Kpaiua-imnoprep Vkpaina Peccapauiiine noceinuenns | NeUA/11640/01/ 02
Importing country Ukraine e
MA No
Baacuuk PIT Menax Pesenpuadr | Homep cepil L190703A
MA Holder diop xninime Baich number

Cuna pii / Axtupricrs
Strength 7 Potency

remuuTadin
gemcitabin
38 mr/mn fingrinl)

Jixapcska hopma
Dosage form

HOpOLWoK
powder

Hara eupobunnTea
Date of manufactire

05.11,2019

Tepmin npunarsocTi
LExpiry date

05.11.2024

Poamip naxysanyg

onun ¢Gnaxon

Tun nakyBanss

dnaxonn 3i ckna

lilneniansnpenapare M6X
Teavepmrpacce, 6, 22880
Beaemn, Himewunna

Medac Gesellschati fur
Hinische Spezialpraparate
mbH

Theaterstrasse 6, 22850
Wedel, Germany

HAHECEHHA 3aXMCHOI
nAIBKK Ha (hIakoH
(seoBor’szkoBe) Ta
BRTYCK cepii

Secondary -
packaging, sleeving
(optional) and bateh
release

Package size single vial Package type glass vials

Poamip cepii Hara penisy

Baich size 7174 yu / pe. Date of release 15,07.2020

Hazsa i agpeca ginanok Eran supoGunnrsa | Ne miuensit na Hpiszsmue
BHPOSHHNTBA i KONYPOAIO Stage of BHPOOHAUTEO yuoenosaskenoy
AKOCTI mamnfacturing No of manufocturing ocolin

Name and address of ficense Name of Qualified
manufacturing site(s) Person

Menaxe Cezenvmadr drop Bropunne DE_SH_01_MIA_2019_0020 | Andreas Divel
ghinime TaKYBAHHS,

Onxorex Dapma
pogarum I'm6X,
Himenuuna

Enm dapmanapk, 06861
Heccay—Poceany,
Hintewsanna

Oncoteec Pharma Produktion
GmbH, Gérmany

Am Pharniapark, 06861
Dessau-Rosslan, Germany

BupoGranurso
roToBol RikapebKol
dopaur, nepeunne T2
BTOPIHHAE
NAKYBAHHR

Manufacture of drug
product, primary
and secondary
packaging

DE_ST_0i_MIA_2018_0004

Dr. 8. Huth

crop, 1232
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LM ceptudikarom 3acBiAMyEMO, IO BHIEBKazaka indopmawia € AocToBipHOIO | Tounow. Lla cepis
nixkapeskoro 2acoby Gyna BUFOTOBIERA, BKHOUAIONST FAKYBAHAA/MAPKYBAHAA T4 KOHTPONE AKOCTI Ha
BHWeBKasakiil aimanui (ninanxax) s nosnill sianosinuocti Ao BuMor GMP, BeTAHORNEHIX Micuesmn
PETYJSTOPHIM OPraHoM, i y BiINOBiAHOCTI 1o cnewndiraniii Toprosoi minensii Kpaluii-iMnoprepa.
TIporoxonn supoSuunTea, ynakoski i asaxisy cepii Byno posrnsHyTo i 8i3HAHO BiANOBiMHIMI Ao GMP.
Binuesrazana cepis cxeanewa mas peamisauii,

We hereby certify that the above information is awihentic and accurate. This baich of product has been
mamyfactured, including packaging/labeling 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 gf the importing couniry. The barch processing, packaging and analvsis records
were reviewed and found fo be in compliance with GMP,

Above mentioned baich is released for markei,

Hara “Date  29,09.2020

GTop. 232
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Cl ] AK
Gaselischafl fir kiinische
Spezialprdparate mbH
OKA3HUK CIIE ' PE3YNbTAT
TEST PARAMETER SPECIFICATION AHANISY
TEST RESULT
InenTuchikaLsia
Identification
Y®-cneKkrp A. ¥nbrpadpioneTosuni criekTp NornuHaHHA Bianosigae sumoram
BUNpodyesaxoro posunHy & obnacri sig 200 ago
400 HM NOBYHOH MATY MaKCUMYM NPU Tkt ske
AoBxXwHI XBUNI, WO | cnexTp poaqmHy cTangapty. | Complies
UV-spsctrum A. The UV absorption spectrum of test sofution in
the range from 200 to 400 nm shouid have a
| maximum at the same wavelength as the
spectrum of standard solution.
BEPX B. Yac ytpumyBarHA niky remuptabina Ha Bianosigae sumoram
Xpomarorpami eunpobysaHoro PoIduHy,
npuroToBaHoro AnA sunpodyeaHHa «KinbkicHe
BU3HAYSHHS», TOBUHEH BigNoBIgaTH Yacy
YTPUMYBAHHA NiKy remuutadiHg Ha XpomMaTorpami
PO34NHY NOPIBHAHHSA.
HPLC B. The retention time of the gemcitabine peak in | Complles
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.
I3enmudpixayin: xnopudy C. flkicta peakyis Ha xnopugu. Bignosigae sumoram
Complies
Identification of chlorides C. Qualitative reaction for chlorides.
Cynyrii Aomiwkn
Related substances
Linvosun (aomiwka A) He GinbLue 0,15 %. < 0,02 %
Cytosine {Impunity A} NMT 0.15 %.
Bynbk-aKka iHauBinyanoHa He Ginble 0,10 %. 0,07 %
AOMilllKa
Any unknown single NMT 0.10 %.
impurity
3aranuHui BMiCT gomiwok He Ginelue 0,5 %, < 0,14 %
Total Impurities NMT 0.5 %.
Crepunenicts MNpenapat noBuHeH GyTy CTEPURLHUM, Bignosigae sumoram
Complies
Stedifty Solution must be sterlla.
Bakrepianuki 9HaoToKCHUHY | He Binbwe 0,10 MO/wr, Bianosigae sumoram
Compliss
Bacterlal endotoxins NMT 0.10 i{U/mg.
Boga He Binwwie 2 %. 0,5%
Water NMT 2 %.
KimkicHe BU3HaYRHHA Bin 95% no 105% sig sasenexo! Kinbkocri, 101,2 %
Assay 85 - 105 % of the declared content,
—CIOR. 233




JAEPXJIKCIIYKBA
JEPKABHA CJHYXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPOMETPOBCBHKIN OBJIACTI

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

BUCHOBOK

Npo AIKICTH BBe3€HOro B Y KpaiHy JiKapcbKOro 3acody

04.01.2023 Ne 91/23/0411

TEMIIMTABIH MEJAK

(HaliMeHyBaHHA AiKapcbKoro 3acoly 3rilHo 3 peecTpalifiHUM NIOCBINYEHHAM)
[OPOIIOK /I/Ifl IPUIOTYBAHHS PO39YHHY AaA iHQy3iid, 38 mr/mJ, mo 1000 mr, 1 gaakon 3
NOPOIIKOM Y KaPpTOHHIH KopoOui

(thopma BUIyCKY, 03YRAHHS, BUJ NaKyBaHH: Jlikapcbkoro 3acoby)

Howmep peectpauitinoro nocsizuenns UA/11640/01/02 crpox aii peectpauiiinoro nocsizuenns 01.01.2099

Cepin nikapcekoro 3aco6y Ne L190779C KinexicTs BBe3eHOrO Nikapewkoro 3acoby 204
BupoGHuk Mepak I'ezensmadT ¢rop kninime Hneniansnpenapare m6X, Himeuunna
(HaiiMeHyBaHHA BUPOOHHKA NiKapChLKOro 3aco0y, KpatHa MOXOKEHHS)
BBe3eHo B Vkpainy ToapucTBo 3 00MekeHo0 BiAnoBigaabHicTIO "BaJIM", inenT. koa:
31816235

(nafiMeHyBauns Ta koa 3a €/IPITOY oprauunoi ocobu abo npissuite, iM'a, no 6arbkosi disuuHol
ocobu - mianpuemus, if Micue npoxkueaHHA Ta peecTpauliifHuit Homep 061iKOBO! KAPTKH MIATHHKA
nojarkiz aGo cepis Ta HOMEP NACIIOPTa)

Iporokon BisyansHoro koutpoawo sig 03.01.2023 M 07-01/2/7.

3a pesynbTaTaMM  JEDKABHOIO KOHTDOJIIO BCTAaHOBNIEHO, MO Jikapcbkudl  3aci6 BeezeHo B VYkpainy 3

AOTPHMAHHHM BHMOT 3aKOHOJABCTBA OA0 3abe3ne4eHHs AKOCTI JTikapCbKHX 3ac00iB.

B. 0. HayanpaKKa JlepxaBHOI Ci1y:K0H 3
NiKapcbKUX 3ac06iB Ta KOHTPOJIO 3a

HapKoTHKaM¥ y JIHINpQIELINQBCHKil €rop BOJIKOB

(iniuianu Ta npizBrwE)

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



Nixapcsn 3acié

fE OF 2 15408

FEMUNTABIH MEAAK

Gagsflschatt fir kiinlsche
Spezlalpriiparate mbH

MopoLLoK Anst NPUrOTYBaHHS PoaunKy ans IHdysii (38 mr/mn) no 1000

White or aimast white lyophilised mass
compacted into a tablet,

Drug product
mr, 1 NAKoH 3 NOPOLIKOM B KAPTOHHIR KOPobLi
GEMCITABIN MEDAC _
Powder for solution for infusion (38 mg/mi) 1000 ing, 1 vial with powder
in carton package
Ailova pevosuHa "emunTabin
Active ingredisnt Gemcitabin
Homep cepii L190778C
Balch numbey _ _
Rara supoBHuLUTBa 06.11.2019 Tepmir npugarHocTi 06.11.2024
Date of manufacture Expiry date
NOKA3IHNK El SYIIbTA
TEST PARAMETER SPECIFICATION <}
| TESTRESULT
Onuc Bina afo maibie Gina nioginsha maca, Bianosigae sumoram
Appearance yujinsHera B Tagnerky. Complies

Yac poauuHeHHA
Time for reconstitution

He Ginelue 1 xa.
Not more than 1 min.

22 cex./ sec,

QnHopiaNicTe Mach

Uniformity of mass

He Ginswe ABoX iHAVBIAYanbHMX Mac MOXYTE
BiAXMNATUCH Big cepeHboi BinbLue Hix Ha 10%.,
Mpy YbOMY MOAHA iHAUBIAYANbHA Maca He
NOBUHHA BIAXUNATICE Bij CepeaHsol Macy
BinsLue 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 %.

Bigrosipae sumoram
Complies

fiposopictk
Clarity

PosuvH npenapary 3a CTyneHem wanamymocn He
MOBUHEH NePeBULLYBaTH STANOHHWK posyuH lil.
The solution must not exceed the standard
solution Iil by the degree of turbidity.

Binnosigae simoram
Complies

Konip
Colour

Po3suuH npenapaty noBuHeH 6yTh He
IHT@HCUBHILLWIA eTanoky BYs:.
Not more than BYs.

Bianosigae sumoram
Compiies

"Buaumi wactxn

BUAMMI YacTin NoBUHHI SYTH NPAKTAMHO BIACYTHI.

BignoBigae svmoram

Visible particles Practically free from visible particles. Complies
MexaHiuHi BrmoveHHA He Ginwiue 6000 yacTok Ha koHTelHep = 10 mim. | 10
Sub-visible particles NMT 6000 particles/cont, = 10 um.

He Ginbiue 600 yacTok Ha koHTelkep = 25 MM, | 2

NMT 600 particles/cont. = 25 um.
pH z2,0. 3,0
pH 22,0

¢rop, 183




Uum cepradixatoM 3acigdyemo, mo sulnesrasana indopmalis € SOCTOBIpHOW i TouHOw, Lix cepis
nixapcbkoro 3acoy Gyia BUNOTOBIEHA, BKIIOYAIOUH YIAKOBKY i KOHTPOJIb SKOCT] Ha BHILEBKAZANIN AiASHL|
(minsxax) B nopkilt BigmosinHOCTi 20 BuMor GMP, BCTAHOBNEHUX MiCTIEBHM peryiATOpHHM OPraHoM, i y
BipnosiaHocTi g0 cnenmdixanii Toprosoi siuessii kpaitu-immoprepa. ITporoxomm BHPOCHHUTBA, YNAKOBKH i
aHanizy cepii 6yno posrmanyTe i sBH3HAHO BiAMOBIAHMME 10 GMP.

Buinesrasana cepis cxBajieHa fist peatisanii.

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

Rara/Date  24.06.2020

cTop. 232




CEPTH®IKAT BIHOBLUTHOCTI / CERTIFICATE OF CONFORMITY Ne 154081

Hassa npenapary
Name of product

TEMHUIUTABIH MEJAK
TMopomok /uiA NpHroTYBaHHA PO3UHHY ana iHdysii (38 Mr/mm) no 1000
mr, 1 duakoH 3 nopomkoM B KapToRHiH Kopobui
GEMCITABINE MEDAC

Powder for solution for infusion (38 mg/mi) 1000 mg, I vial with

powder in carton package

Pecctpaniiine nocsigyeHHs

NeUA/11640/01/ 02

Dessau-Rosslau, Germany

Kpaina-iMmoprep Vkpaina
Importing country Ukraine Ne
MANo
Bracauk PT1 Menax Tezenvinadyr | Homep cepii L190779C
MA Holder ¢rop xaiHiue Batch number
Hlneuianpnpenapare
M6X, Hinewina
Medac Geselischaft
Jur Kinische
Spezialpraparate
m.b.H., Germany
Cuna gii / AKTHBHiCTD reMuHTalin Jlikapceka popma MOPOLIOK
Strength / Potency gemgitabine Dosage form powder
38 mr/mint (mg/mi)
Hara pnpoGuALTBA 06.11.2019 Tepmin npunaraocti 06.11.2024
Date of manufacture Expiry date
Poamip naxysaHH: onuH (rakoH Tun nakyparHs ¢naxonu st ckna
Package size single vial Package type glass vials
PoaMip cepii Hara penisy
Batch size 2826 ym/pec. Date of release 16.06.2020
Hassa i agpeca ainswox Eran supodunnrea | Ne ninensii na Hpizsume
BHPOGHUNTBA | KOHTPONIO Stage of BHPOGHHIITBO YIOBHOBAXEHON
aAKocTi manufacturing No of manufacturing ocobH
Name and address of license Name of Qualified
manufacturing site(s) Person
Meaax I'ezensmaghr diop Bropuuue DE SH_01_MIA _2019_0020 | Aron Fiete
KJiHime AKYBAHHS, Westendorf
Ineniansnpenapare M6X | HaHECEHHA 3aXUCHOL
- Teatepmrpaccee, 6, 22880 NNIBKA Ha hnakoH
Bemean, Himewenia (neoboB’'s3K0BE) TA
BHITYCK Cepii
Medac Gesellschaft fur
klinische Spezialpraparate Secondary
mbH packaging, sleeving
Theaterstrasse 6, 22880 {optional) and batch
Wedel, Germany release
Onxorex Papma Bapobauureo DE_ST_01_MIA_2018_0004 | Dr. P. Schillings
HMpopaxmu I'méX, FOTOBO! JKAPCHKOL
HimMeyuuna $hopMH, NepBUHHE T4
Em ®apmanapk, 06861 BTOpHHHE
Heccay—Poccaay, NAaKyBaHHA
Himewunna
Manufacture of drug
Oncotec Pharma Produktion | product, primary
GmbH, Germany and secondary
Am Pharmapark, 06861 packaging

cTop. 132




)] AT Ne 15408

Gasellschaft flir Kinische
Spezlalpriparaie mbH

Lien ceprudlkar sacigvye, wio Ls cepis nikapcbkoro 3acofy npoiurta nepesipky sixnosigro o GMP Ta
3aTEEPAKEHUX NPOLBAYP KOHTPONID. Jlikapewkni sacil eignosigae scim sumoram crisyucbikayil,

It is hereby certifled 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,

3am. HavansHuka oTgena KoHTPONs KayecTea
Depurty Head of Quality Control
Hara/ Date 24.06.2020

Sonfa M’Hamdi

ctop. 333
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