REPIKABHA CHAVIKEA 3 JIKAPCHBKHUX 3AC OBIB
TA KOHTPOJIIO 3A HAPKOTH KAMU y s, KUEBI
npos. Hanii Coivanvunoy, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls,yov.ua, Kon EHPIIOY 37079055

BIHHCHOBOK
PO SIKICTL BBE3CHOTO B Yxpaiuy gixapenroro sacoly

03.10.2024 2 51647/24/26

PEMIIHTABIH A KEKOPI
(radivenynapis aikapenkoro 3acoly Srimo 3 pecerpanifinm HOCHEACHISN )
ROIMUCHTPAT Uit po3snny juis indyaiii, 100 ae/aueg o 10 s (1000 an) ¥ draroniy no 1
i ) Quarony v wapronnili naani
(thopsa miniyery, ausyunin, w HEYBAHS SIapCLroro sucody)

Hosmep pecerpauiiinoro nocsinuers UA/17799/01/01 erpok it pecerpaniiinoro nocsinuenna 06.02.2025

Cepis nikapeskoro sacoGy Ne P2401453 Kinukicrs sresenoro aikapeuroro sacody 2054

Bupodi Axropn Neaekea Miniren, Beanka Bpuranis

(Hatimeny s snpoGsica IHEEPCLKOTO 10000y, RPaiid noXOReHHE)

Breseno o Yrpalny Fonapuerso 3 odmemenoo sinnosinuasnicro "AT-OAPMA", inenr.
won: 42210926
(oadisicuy st ko s CAPHOY opuainnior ocobi ato apissiine, i no Garkeoni dismno
ovadit « nianprestis, 1 sicie HPORHBIIAS 10 pecevpattiinnil nosep o0ai0BoT KapTRI IIATHINKD
nosrkin abo copis th nosep nacHopra)

Hpororon sisyaasioro wonrpomo sig 03,10,2024 X 3389/1.
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healthcare Lid,
Registered and Traging Office
Sage -tause, 319 Pineer Road,
Nortn Hacrow, HAT 4iif,
Middlesex, Unved Kingeam
b rad (08 208 863 1477
FUeaq {0) 3CB 863 1456
wivw accond hesithearg co uk

Registeree in England & Wales No 4596349

CERTIFICATE OF QUALITY
CEPTH®IKAT SIKOCTI

Certificate No.: | - Page 1 of 5
o Ceprudiiar Ne: | BRCUK2400836 Cropiuka 135
Product name: | GEMCITABINE Manufacturing country: ‘ United Kingdom
Haszsa nponyicuit; | ACCORD Kpaina-supobun: | Beanka Bpuranis
FEMIWUTABIH :
I AKKOPJI g

Strength/potency: | 1 ml of the concentrate for solution for infusion contains 113,85 mg of
Cuaa pit/arusnicts: | gemeitabine hydrochloride which equals 100 mg of gemeitabine
b oM KOonuenTpaTy jas posuwny s idysiti micTurs  remunradiny
B vigpoxaopuy 113,85 mr, exsisajenrio 100 mr resugreadiny
Pharmaceutical form, dose: | concentrate for solution for infusion, 100 mg/ml
g.{’[_ilg_zg;)ct,tczl opma, gozysanusi: | konuentpar wis posunny s iudgysiit 100 asr/va ]
! Type and size of packaging: | 10 ml (1000 mg) per vial; 1 vial per pack with the labeling made in Ukrainian
; Bt i posatip yirarwonkiu: | wo 10 ma (1000 M) y daaxoni; uo 1 duarony & waprouniii nauni 3!

] [ maprysansing YRPATHEHKOI0 MOROIO ~ i
ateh No.: atch Size: | boxe: |
Bateh No.t | ) 01453 Bateh Size: |, 5, o
FR— Cepin No: o Posmip cepil | . kopobok e
Mfg. Date; Expiry Date: |
& DA 035024 : e

r o i 1 02/2027
Hava supoGuuurea: _Maraza CHUSLTEpMIIY UPHARTHOCTIS |

o cgistration Cortificate: |,y 000/01/0) ; Ma validity date: | ) 2025
L Pecerpaniiine nocsimuens: | - Tepatin aii PIT; | ]
i Fp Prim. | Scc. Batch | Batch License Certificate
Manulacturer name and address: manufactuipackaging!packaging quality | release No. GMP No,
Halimenysanmt va agpeca supodanica: {oring ITepe. Brop. | control [Bunycx! Jlinensia Cepridiar
| \BM;JUGHH nakynani nakysanulKomposint cepii | Ne HBTT Ne
| urso J13 1 ] AKoCT
R T i _ epit | L]
Intas Pharmaceuticals Limited, India
Plot Numbers 457, 458 & 191/218P, Sarkhej- UK GMP
| Bavla Highwny? Matoda, Sanand, Ahmedabad, {17543 Insp
| IN-382210, India N ’ ) . y . G/28/1026 | GMP
i rac Mapyacsiorivane Jlisitea, Tigis | | 17543/9621-
i BupoCmii ginancs Ne 457, 458 ta 191/21 8p, ! 3 " 0‘(')74‘ =
( woce Caprepsc-bassa, ¢. Matona. Caana, | ’ | g N
{ okpyr Axsenaban, 382210, lunis - . | . e —— i }
[ Intas Pharmaceuticnls Limited, lndia i
Plot No 5/0/7, Pharmez, Near Village Matoda, ; ' UK GMP
Sarkhej- Bavla National Highway, NO. §-A, i ? 1:';,* “;“1
Sanand Taluka, Ahmedabad, IN-382213, India | PR B i ) — /,C:(l”)nbh
Turac Gaparacsiorican JHintirea, Inain e 17*4‘3«'1()82
Ainssn No 5,6 1a 7, dapmes, 8ina ¢, Maroaa, . 059;(')005 |
Hauioransne woce Capxenn-Baunna, NO. 8-A, | i 3 0 § 1
Canana Tanyka, AxsenaGon, IN-382213, Tuais | ) e
Accord Healtheare Limited, United Kingdom l y 7 UK MIA
Edgefield Avenue, Newcastle Upon Tyne, NE3 . [ 20075 INQP
! 3 NB, United Kingdom ) , K MIA G“Mp “
Awwopa Xeaewea Jisiren, Beauwa Bpirvanis | 220075} 20075/1648 |
Eauepian Ancino, Huoracn-Anow-Taiin, NE33 | \T5 $800-0007
NB. Benwka Bpwvawia 0 po | =
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health¢are Ltd,

Rogy stered and Trading Otfice
Seager douse, 1Y Pinner Road,

Nonn Harrowe, HAL 44F,
Middiosex, Unned Kingacm
(0} 2038 863 1427
S et {0) 208 863 1458
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Certificate No.: !f
rHneate RO pReUK2400836 |

Ceprugirar No: |

Page 2 of 5

Cropinka 233

Wessling Hungary Kft.,, Hungary B
Anonymus u. 6, Budapest, 1045, Hungary HU-M- OGYEl414
Beceaiur Xanrepi Kdr., Yropuuimn ) WESS 23-512020
Anonismyce, v.6., Byaanewr, 1045, Yropumna
Pharmadox Healthcare Ltd,, Malta
KW20A Kordin Industrial Park, Paola
PLA3000, Malta MT/O14HM/
Mapsagere Xeserea Jiva, Masuta * MLt 2024
KW20A Kopain Ingactpian Tapk., M. TTaona
i PLA3OGO, Mwira -
| LAB. \\/\L\’Slh S.R.L., ltaly :
' | VIA EUROPA, 5, C: \\r\\(i)\"’f\ LONATI (PV), | ! ! ] i |
§ N.().;, ftaly { oo aM63/202 | TT/102/H/20 |
[ JIABAHAJIL 3C C.R1, Trasis ‘ ‘ : 0 20 |
| BIA €BPOLIA, 5, KASAHOBA JIOHATI (PV), | | ?
\ 27041, bvagin { i |
i PHARMAVALID Lid. Microbiological
Laborutory, Hungary
Tatra u. 27/b., Budapest, 1136, Hungary " HU-M- OGYEL/297
L DAPMABAJI Jlva. Mikpotiosnorivia PVALOI 1-2/2023
i sbopwropin, Yropmnma
| Byn. Tavpa 27/0., bysanewt 1136, Yroputna "
¢ Aceord Healtheare Polska Sp. 2 0.0, Magazyn
Importera o
l;;r.{'.mtniwf;\:n. ‘30,”I’dbumc; ‘)5»200,&’(3!&0(1 : 242/0572/1 ISS;%O(SPSI‘)Z
;r\:\‘r‘\(i;gtx‘:;u:,ss,u.m osera Cit 3 0.0, Coag 7 WTC/0572
Cosyn Jlyrosepera 30, a6 wwive, 95-200, ! Bl s
Homsua o i _
Accord Healtheare Limited, United Kingdom UK MIA
Ground Floor. Sage House, 319 Pinner Road, 20075 Insp |
Harrow, HAL 4HF, United Kingdom A UK MIA | GMP/GDP/I
S Awwepa Xeaewen Jdisdrea, Begmnea Bpurania | | 200758 MP
| Tlepunnit nosepx, Ceitox Xayc, 319 Minnep ‘ ‘ : | | 20075/2813 |
i Poya, Neppoy, HATGHF, Beanga bpuvania | | | | L 978.0005

Annlysls proccduxe results / l’uv.’u.mm nposeiest agagisy

_ Acnpt-xble limits / }lmwcm.\u mewi |

Test methods /

Release / Ha mosteut sunycky

Meronn
sunpoedysanb

Results /
I’e;y ALTATH

| No./ | Quality indicators /

[ Ne b Horasmnen sicoeti |
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i clear glass vial. When examined under In-house S Complies
H . _ N e xe gy . g -~ e
| suitable conditions of visibility it should be iz '
% practically free from particles. “ \
| uctuii, GesGapaHuit a00 CBITHO-KOBTOrO Buyrpiwsso- |5 ;
| KONLOPY POBUMH Y TIPO3OPOMY CKISHOMY naBoparopunit |\

BUCTISLL)

| A clear, colorless to pale yellow solution in 4

| dmaxouni. pu ofcrexenni npn
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Registerec in Ergland & Wales No 4506349

healthcare Ltd.

Registered and Tradirg Otfice
Sage Aouse, 319 Pinnar Road,
North Harrow, HAL 4eif,
Middiesex, Uneed Kingtom

I ras (C) 208 863 1477
544 {0) JOR 863 1456

wowwe accord-heatthcare o uk

CHPUATIUBIX YMOBAX BHAMMOCTI, BiH f
HOBHHEH OYTH TIPAKTHUHO BISLHUI Bix f
YaCTHHOK

Certificate No.:

Cepruinar o | BRCUK2400836 |

i

Page3 of § 7]
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A)

B)

C)

[ Betwe

retention time of the Gemeitabine peak in

i the chromatogram of the assay preparation

| should correspond to that in the
chromatogram of the standard preparation, /

Alcohol content, the retention time of the
ethanol peak in the chromatogram of the
sample solution should correspond to that
in the chromatogram of the standard
_solution. I
A) Y-eriexrp: Yb-criexrpr norimmanis
CTAHAAPTHONO posiuity | siipobysanoro
POBUMHY NOBIHIT MATH MAKCHMYM |
MIHIMYM Ha THX K IORKHNAX XRUTE,

) Meron sicokoedertupuol pizunnof
xponarorpadit: ¥ kinbkicHomy
BU3HAYEHHI, Yac YTPHMYBAHHS MKy
Fenmturrabiny Ha xpomarorpani

BHIIPOOY BAILHOTO POFUHITY U1
KIABKICROro BU3RAUEHHA, MAC BIANOBIMATH
XPOMATORpaMi CTaHAIPTHOTO PO3UIHHY,

B) Meron rasosoi xposarorpadii: Tlpu
kontponi «Bmict eranony», vac
YTPUMYBAHHA THKY CTHIIOROTO CIIHPTY Ha
XDOMATOPDAMI POBHIHY 3Pa3ka NOBHHEH
Binnowizarh signosizomy Ha
XPOMUTOTPAMT CTARIAPTHOrQ POTUNHY.
ven 7.0 and 8.0
Bin 7.0 1o 8.0

By UV Spectra: The UV absorption “In-house

spectra of the standard solution and the test
solution should exhibit maxima and
minima at the same wavelengths.

By HPLC: In the assay, the

By GC (Alcohol content): In the

BryTpiuriso-
naboparopHuii

Complies

Bip,ﬂoaiaaa |

<2.2.3>

7.3

Phﬁl{t‘(“
Ph.Eurt? <2,2.3>

| Water by KF

I an -
- Not more than §

Yo wiw

Wk,

Bmict sonu (1o
serony Kapna
biwepa)

He Ginwiue 5.0 % y saronomy
criBBiABOIIEHH

Ph.Eur. <2512
Method |

1o 0,8% wiw ‘?

Meton 1

| Extractable volume*
i

The volume should not be Jess than the

i
|
—
I
§

nominal labeled value ) |

| Ph.Eur. D<25125 |

Ph.BurM) <2.9.17

ey i
0,8 % s \}

: 11,0.mb
f 2




Registoes i England & Walon No 4506349

healtheare Ltd.

Reg'stered and Trading Office
Sage House, 319 Pinter Road,

NOh Hareow, HA T drif,

Middiesex, Uneed Kingrem

b orad (0 Q08 563 1427
SeAd {0} 208 893 1420

wavw atcol-heaithe sre o uk

[ - e "
| Certifieate No: | o ~Ucaa00836 | e
L Ceprudiirear No; 1 Cmp'ﬁw" 433
? 006’ em, uio He menwe mix 3a98JICHO PhEurM<2.9.17> | 11 0.&1,:'.”__..
;_ BHTATACTHCH* . - -
| 6 Particulate matter Greater than or equal to 10 pm: Maximum | Ph.Eur."<2.9.19> | 26 particles/vial
{ (Sub visible) 3000/container 4 particles/vial
f Greater than or equal to 25 pum: Maximum
{ 300/container, o
| Mexaniyni 10 mkm i Ginewe:  makeumywm | Ph.Eur<2.9.19> | 26 wacrox /b
BRIOUEH 3000/xonteiiep. {4 uacrok /hn
| HEBHIIHME qacTRI 25 MEKM i Oinpue:  MakcHMym
S | 300/xonrelinep PR, (S N
7 | Sterility Sterile. - Ph.BurtV <2.6.1> Complies |
__ Crepunuuicts | Crepunnio, _ 'Ph.EurM<2. 6.1> | Bianosizae |
1 8 Bacterial endotoxin Not more than 0,05 EU per mg, of Ph.EurN<2.6.14> | ; |
. ? Gemeitabine hydrochloride. f G
{ Yoo -
g | Daxvepianbi He Gmhmf 0.0§ OE oanuuu Ha | mr Ph.Eur.V<2,6,14> | Bt
| lenpovokeunn | lemuprra8iny riapoxnopuay, «
9 'Chromatographic _Cytosine - Not more than 0.1 % | In-house 0 OO_"@“W
! purity Gemcitabine g-anomer - Not more than 0.1 ! 0,0036 %
‘ % RN,
| * Any other impurity - Not more than 0.10 % 0.009 %
| g Total impuritics - Not more than 0.3 % . 0,02 %
1 { "Xpomarorpadivna | Llirosin - Fe inpie 0.1% BryTpimHeso- 0,00 %
! | Hierora Fevunradin a-anomep - He Ginviwe 0.1% | naGoparopruii L___0.0036 % !
{ L osinksn - He Ginnie 0.10% ‘ 0,009 % i
. et ( yma jominox - He Ginsine 0.3% s L 002% .
10 f\\mv Nm less than 95. 0% and Not more than ! In-house | 101 7 % i
L | 105.0% of the label claim s o |
i ! Kinwkicie snanauenns z e mente 935.0% ta ne Giavine 105.0% anmxmnbo- 101,7 % i
imi L __3UNBAGHONO SHAMCHHS | naSoparopuuil ]
(11| Ale g wmu £ 90.0% 10 110.0% of the ah-ﬂ cldxm | In-house 102,1 %
Buicr cnupry [ 90.0% 1o 110.0% sasmnenora snauenns | Buytpiuisno- | 102,1 % '
~ ! nadoparopHuii !
{12 Limit of Ethylene f Not more than 0.4% In-house lt 0,11 %
? I glycol and Diethylene { .
| glycol - M - |
i | MarcHans,no { He Ginnure 0.4% | BHyTpinimo- L0 %
| donyerismil pisenn saboparophuti e
E eTHACHI ATKOMO § ; .
L dieTHIeHrnikomo 5 o i/ ™
13 Clarity of solution I_Solution should be clear as purified water. Complies | |-
> ¥ i , ~ >
f lhompmz, posunby ! POSYMH MOBHHER BYTH  TIPO3OPUM, K Binnoside/

| OMwMiena opa,

b, TP et



healthcare Ltd.
Registeres in bngland % Wales No 4596349 Regstered and Tradirg Office
Sage =ouse, 319 Binner Road,
North Harrow, HAT 4r,
Middloses, Unred Kingdam
boeda (0 268 563 1477
FeAd (0) 208 563 1446
werewy sz ol hostthaare o uk

i1 Ve T . -
5 ngllll ate E\(I)‘.. f ——— ; Page5 of $
e L ‘ Cc[iTilQ)!lCi}}“_:\ﬁ ! NS . C‘r_gpnmn 535
i 14| Color of solution / | The solution should be colorless to pale | Ph.Eur.(M<2.2.2>
yellow, Intensity of the color should not be Complies

Lo L more than BY,. - ,
3 Konsoponicrs Posuni tosunen Gyti sig Gesdapsroro go | Ph.Eur."<2.2.25
r 1 posMUIY Onino-kosroro  konsopy. hm‘ﬂcnamc:x‘s Bloatine

; koanopy ue nosuuna Gytu Ginvwe, Hix
S R BY4, : ) |
‘ Labelling: | Should correspond to the requirements, [ Complies
. Maprysauns: | TTOBUHHO BirmosigaTy BuMoray:. L e . Bignosinae
§ Packaging: | Should correspond to the requirements of MQC. Complies
{ Mawysanus: | Mosnnno ianosigard sumorax MK, _____Bingnosigac |

M - current edition / noroune suaanug

* Trial should not be performed during the study of stability. / Jlocnimkenns ne nosunne 6yru sukonane s xogi

BuBueHHs crabinniocti.

'Chromatographic purity:

Cytosine (Impurity A) s d-aminopyrimidin-2(1H)-one

Gemeitabine a-anomer (Impurity B) : 4-amino-1 -(2-deoxy-2,2-difluoro- a-D-erythro-
pentofuranosyl)pyrimidin-2(1 H)-one /

'Xpumnurpm})iwna qHCTOTA:

[rrrosun (Jlominika A) : 4 - amino-nipumiznn -2(1H)-ommn

FemumrraGing a-anomep (Jlominika B) : 4-amino-1-(2-nesokeu-2,2-mudaypo- o —D-

cpurponcHtadypatocui)ipii i -2(1H)-onmn

I hereby cerdfy that the above information is authentic and acenrate. This batch of product has been manufactured,
including packagingflabeling and quality control at the above mentioned site in full compliance with the GMP
requirentents of the local Regulatory A uthority and with the specification available in registration dossicr. The batch
processing, packaging and analysis records were reviewed and Jound to be in compliance with GMP,

L saceiouyio, wo nasedena eune indhopmanin ¢ doemosipioto ma moynoro. Lo cepito npodyryit dyno
GUPOGALHO (GIZIONAIO I RAKYBAIIVMAPRYGANIS) Ma kormpois it akocd na suiesaznaveniic supodnuyit
otbnil nposedeno y nosuiit gidnosionocmi 3 ensocam GMP, scmannenenisi aicyeanus peynamopnist opzanom,
u maEgNe sidnogione do cweruginayil, wa sdcmumnen g pecempanisinesy oocnc. Hpomoroau supodnnimen,
IURYGQUIA ma Anaidisie Gy10 nepecasnyme ma semanoeiento sionosionicms GMP,

Name | Santosh Sher
Position of person authorizing the batch release | Qualified Person
Hpizeimnne : Cawrow [Her
Havit acofu, sia s goseia ga wnuycr cepii | Yiosnosaxena 0c

SeC— |

Original bateh release date / opuringanna pava | 19/07/2024
N merr i eSS BHITYCKY cepil |
Signature of person authorising the bateh release j
_Hinme ocotiu, sica sigiana jo3sin Ha BHUYCK cepit |

|
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