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AEPJKABHA CJIYXBA 3 JIIKAPCBEKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM ¥ KHIBCBKIN OBJIACTI

npo. Ceitmuanot Hanil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis. ko@dls.gov.ua, Koa €PIIOY 37078774

BHCHOBOK
Tpo AKICTE BBE3eHOro B Yxpainy Jikapeskoro 3acoby

12,12.2023 Ne 59058/23/10

NHCHJIATAHA AKKOPJ

{HaitMesyRALHA TIKAPCHKOTE 33006y 3rizHO 3 peecTpaniiuim nocBiATeHHM)
ROHUENTPAT Al pO3UMHY 1% ingy3ii, 1 /v no 50 mn y aaxoni; no 1 duracony y
KapToHHil Kopobui
(opma BitmycKy, 103yBaHHA, BHI FAKYBALHA TKAPCHKOTO 3acoby)

Hontep peectpaniitroro nocsiguenus UA/15240/01/01 ¢Tpok Ail peectpaniiinoro noceiguensx 01.01,2099

Cepin siraposkoro sacofy Ne P2302417 Kingkice Beesenoro aikapesxoro saco6y 100
Bupobumk Axxopn Xenckea Jlimiten, Benuka Bpuranis
(uafinMerysanus rupobaiuka Tikapcskore 3acoby, KPaiHa MOXOJAHCHNN)
Baesero B Vpainy Cuinbne yrpaiHesKO-eCTOHCHKE MANPHEMCTRO v dopMi TORADHCTEA
) P p
3 o0MexeHOr0 BixnoBinaasHicTIO "Ontisma-®apm, ITH", inenr. xon:
21642228

(mafimenyzanra T kon 3a €IPIIOY 1opsmiemol coaly abo nipizanue, iM'a, ne GoTekosi dizituoi
ocoi - rigmpuesing, T Micte npoasBanRa Ta peccTpatiimit HOMED 0@aikoBOl KApTKH NHATHHEA
moaarkis a0o cepix Ta Homep macnopTa)

Hporokon gizyaneiore korpono sia 27.11.2023 Ne 3766/3.

3a pelynETaTaMi epKABHOTO KOHTPONIC BCTAHOBHEHO, 1HO mikapeskHi  3aci6 BBesemo B Vipaimy 3
BOTPHMAHHAM BuMOr 33XOHORABCTRA OO 3aDE3HEUCHHA AKOCT nikapcexsx 3acobis,

Bitaniit BOHJ{APEHKO

{infuinmm1a nplamaLee)
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CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCTI
Cernﬁc.ate No.: BRCUK2301356 P:age lof4
CepTudixar No: Cropiekal: 4
Product name: | CISPLATINA ACCORD Tanufacturing country: | United Kingdom
Hazea nipogykufi: | ITACIVIATHHA AKKOPJT Kpaina-pupodnak: | Benuxka bpuranin
Strength/potency: | 1 ml of concentrate contains: 1 mg of Cisplatin
Crora git/axTuBHicTB: | 1 MI KOHIEHTPATY MicTHES 1 MI' HACTJIATHHY
Pharmaceutical form, dose: | concentrate for solution for infusion, I mg/mt
Jixapceka dopma, nosyBanps: KOBIEHTPAT JUIA po3uAny ain indvaii, 1 mr/ma
Type and size of packaging: | 50 ml in vial; 1 vial in a cardboard box with Ukrainian language labeling
Bup i poamip ynakopkn: | mo 50 Ma y prakeni; mo 1 Qaaxony B xapTomHiif kopedui 2
MapKYBaHHAM YKPaiHChKOI0 MOBOIO
a5 h Size:
Batcl} No ' p2302417 Bat.ch zzs 3127 boxes
Cepin Ne: Poamip cepii: xopobox
Mfg. Date: | o c2023 _ _ BapiryDate: | o506
JlaTa BHDOOHHITBA: JlaTa 3aKiHYcHHA TepMiHY OPAJATHOCTI:
Registration Certificate: Valid up to: | Indefinite
40/01/
PeecTpanifine nocpigucnnn: UA/152 o1 Hifice no: | BeicTpokoBe
FP manuf,, Sec. Batch Batch License GMP No.
Manufacturer name and address: Prim. Pack: | packaging | quality release No. Cepradikat
HafiMeHyRaHHS TA Afpeca BHPOGHMKA: Bip-so JI3, Brop. conirol Booyck Jlinewaia HBII Ne
Ileps. Hax-1 | nakysanss | KorTpons cepii No
AKOCTI cepil]
Intas Pharmaceuticals Limited, India, Plot 5
No 457, 458, Sarkhej-Bavla Highway, Matoda,
Tal. Sanand, Ahmedabad - 382210, India
IaTac apmacwiotivans Jimiren, Inais, = = - G/28/1026 %(;JYS%%ZZ
382210 mrat Fymkapat, okpyT AxMena6a, )
moce Capremx-bagma, c. Matoga, BHpoSEImi
Jumsterar No 457, Ned 58, Funia
Intas Pharmacenticals Limited, India,
Plot No 5, 6 and 7, Pharm. ez — Special IWSF.405.6
Economy Zone, Near Village Matoda, 3.2023.1P 1
Ahmedabad — 382210, Gujarat, India k e
. o b2 ; + + ~ G/28/1336 1
Tarac $apmaceiotivans Jimirea, Inpgis,
WTC/0614
382210 mrrat Fymxapat, okpyT AxmMenabar, -
- ; : 01 01/i24
®apmes — CrielliansHa exoHOMIuHA 30Ha GiLg ¢, =
Martoza, snpobmtrai gizsmxn Ne 5, 6, 7, Tunis
Accord Healthcare Limited,
Edgefield Avenue, Newcastle Upon Tyne, 23‘2}% 5I\]1ﬂ$p
NE3 3 NB, United Kingdom UK MIA
T GMP/IMP
Axkopa Xeackea JliMiTes, 20075 20075/16458
Emxdinn Aserro, Hutokacn-Anon-Taiin, NE3 5 800-0006[H
3 NB, Beinxa bprranis i - [H]
Astron Research Limited,
2nd and 3rd Floor, Sage House, 319 Pinner 6218%17611\{[,
Road, Harrow, HA 4HF, United Kingdom P
o 75 i NA GMP/INMP
Actpon Peswopu Jlimiren, Tperiit ma 62877/39567
9eTBepTHii 10BepX, Celilix Xayc, 319 ITimnep 0017 [
Poyn, Xeppoy, HA1 411F, Bemmxa Bprranis -

B ) bt A OBE éf 76 S 1AL /‘/ -
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Certificate No.: Page 2 of 4
Cepradixar Ne: BRCUR2301326 Cropinka 234
Pharmadox Healthcare Ltd.,
KW20A Kordin Industrial Park, Paola,
PLA3000, Malta MT/012HM/
Papmagokc Xeacrea JIra,, 00 = B MLO_H 2022
KW20A Kopnin Isnactpian Hapk, M. Haona
PLA3000, Magota
Pharmavalid Ltd. Microbiological
Laboratory, Tatra u. 27/b., Budapest, 1136, : )
Hungary - g ouU-M- OGYEL297
Papmasania Jra. Mikpobicnoriuna - _ PVALOQI §-2/2023
aaGoparepis Byn. Tarpa 27/6., Bynansn, '
1136, Yroponma
Accord Healthcare Limited, UK MIA
Ground Floor, Sage House, 319 Pinner Road, 20075 INSP
Harrow, HA 4HF, United Kingdom . UK MIA | GMP/GDP/1
Axkopa Xejackea JlimiTen, 20075 MP
Tlepnnni noeepx, Ceitax Xayc, 319 Iinxep 20075/28139
Poya, Xeppoy, HA1 4HF, Bermika Bpurania . o 78-0005[H]
Analysis procedure results /
Peiy1nTaTs NOPOBeIeHHT AHATILY
Quality indicators Acceptable Hmits /
No. Ioxaznuxn Homycrumi Mexi Testmetliods, Resnlis /
i MetogH
/ No AKOCTI Release / BATpPOGYBans PeayanTaTa
Ha MoMeHT BHIIyCKY ’
01 | Appearance A clear, colourless to pale yellow solution inan | Visual
amber glass vial. When examined visually it examination Complies
should be free from particulate matter.
Onnc Ilpozopuii, Bix Ge3bapeHOro A0 CBITNO-XO0BTOro | Bisyansmiii
KOJIILOPY pPO3UME B CKIFHHX (naxoHax, IlpH | KOHTpOImL Binnosinae
BI3YamEHOMY KOHTPON He MICTHTL MeXaHigHHX
BKIIOYEHE.
02 | Identification The UV spectrum of the tested cisplatin solution inj
A. -BylV the range from 230 to 350 nm should have an| Ph. Eur. 2.2.25 Complies
absorption maximum at 300 nm
B. -BvyLC In the Assay, the chromatogram obtained with | Ph. Eur, 2.2.29
test solution should show a peak with the same
retention time as the principal peak in the Complies
chromatogram obtained with the reference
solution (a).
Imertngixamnia VO-crexTp RIKIpoGOBYBAHOTO POIUHHY
A -VOD IMICIUIATHHY ¥ Alanazomi Biff 230 710 350 HM
MOBHHEH MATH MAKCHMYM IOTHIHAHIL IpH 300 oM
B.-PX IIpn npoBeAeHA| KUIBKiCHOrC BH3NAYEHHS Ha
XpoMaTorpaMi BHIpoGOBYBAHOTO POIUHHY Mac
6YTH MiK DTUCIUTATHAY, AKMIT BiMOBiac 3a yacoM
YIPIMAaHHA OCHOBHOIO ITIKY Ha XpOMATOTpaMi
PO3THAEY HOPiBHAHHA (a).
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Certificate No.: Page 3 of 4
Cepradixar Ne: BRCURZINI356 Cropinka 31 4
03 | Acidity pH3.5-5.0 Ph. Eur, 2.2.3 37
Kiicnoraicts pH3,5-50 37
04 | Related Ph. Eur, 2.2.29
substances (LC)
Impurity A Not more than 1,0 % 0.01 %
Impurity B Not more than 2,0 % 0.07 %%
Unspecified Not more than 0,2 % 0.09 %
impurity
Sum of impurities | Not more than 1,0 % 0.09 %
(other than
impurity A, B)
CynyrHi TOMIITKI
(PX):
Jominmxa A He bumpine Hix 1,0 % 0,01 %
Howminmxa B He Oiimanre Hik 2,0 % 0,07 %
Hecnenndixosana | He Gimpuie mix 0,2 % 0,09 %
JOMiImTEa
Cyma noMiniox He 6inpure wik 1,0 % 0,09 %
(xpiM goMimIoK A,
B)
05 | Extractable Not less than 50,0 ml Ph. Eur, 2.9.17 52.0ml
volume
O6’euM, 10 06’eM Mae 6yTH He Merme 50,0 Ma 52,0 px
BHTATAETHCH
06 | Particulate matter: Ph. Eur. 2.9.19
sub-visible > 10pm not more than 6000/vial 40 particles/vial
articles > 25um not more than 600/vial 3 particles/vial
Mexaniyni
BE/IOUEHHA: > 10 MxM He nepesumye 6000/¢pnaxon 40 gacTox/GuaKkcH
HEBIIIMI 9acTKH | > 25 MKM He Tlepesimye 600/bnaxon 3 gacTx/draxos
07 | Sterility Should be sterile Ph. Eur. 2.6.1 Complies
CTepHIbHICTE Mae byTa creprpHM Bizmoginac
08 | Assay
A. Cisplatin 95.0-105.0% of label claim Ph. Eur, 2.2.29 102.8 %
95.0-105.0% of label claim
B. Sodium 100.7 %
chioride
Kinsxiche
BII3HAYESHH
A. Hucrmatng 95.0-105.0% Bix 3a3Ha4eHOTO HA MapKyBaHHI
B. Hatpio 95.0-105.0% Biz HoMiHaIBEHOI KiTBKOCTI
XIopHyg
09 | Bacterial Not more than 2.0 EU/mg of cisplatin
endotoxin




Registerec in England &Wales ko, 4596349

heglthcare Ltd..

Registered and Trading Office
Sage House, 389 Finner Road,
North Harrow, HA 4HT,
Middlesex, United Kingdom
T +44 (07 208 B63 1477

£ w44 (0) 208 863 1426
wwwaccord-heatthcare couk

Certificate No.: Page 4 of 4
Ceprrdikar Ne: BRCLRZI01E56 Cropinka 4314
Bamepiaﬂsﬂi He Simbine mik 2,0 EO/Mr nucIoiaTimy Bixfioninae
CHIIOTOKCHIH
10 | Clarity of solution | Sclution should be clear comparing to water Ph. Eur. 2.2.1 Complies
IIpoaopicTs Pozurn Mae OyTH Ipoz0pHM y TopiREMHHI 3 Biresis
POIUHHY BOJIOIO
11| Colour of solution | The solution should be colourless or pale yellow. | Ph. Eur, 2.2.2
Intensity of the colour should not be more than Complies
Ye.
3abapaienns Poauiin Mae 6yTi Ge3bappaint abo smerxa
PO3UHHY JOBTHIL. IHTeHCHBHICTD 3a6apBIeHHA POIUHHY Bignorinac
Mac OyTH He Ginpmne Y
Labelling: | Should correspond to the requirements. Complies
Mapkypanss: | TTOBIHHO Bi[TORiaTH BIIMOraM, Bimnorigae
Packaging: | Should correspond to the requirements of MQC. Complies
Haxypanng: | ITorrayo BiMnoBizaTH BHMoraM MICSL Bianosigae
Comments:
KomenTapi: |

I hereby certify that the above information is authentic and accurate. This batch of prodiict has been
mannfactured, including packaging/labeling and quality control at the above mentioned site in Jull compliance
with the GMP requirements of the local Regnlatory Anthority and with the specification available in registration
dossier. The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.
Lus 5 3aceiduyio, uio nasedena eue inghopmanis ¢ docmosipnoio ma medrow. Lo cepin npodykyii dyne
81LPOONIENO (6KNIOUAIONH NAKYEARHA/MAPKYSAHNA) INa KoHmpons it AKocHt ina eNeIAIHALHIT 8UPOOHN I
oirernyi nposedeno y nosuiit sidnosionocmi 3 sumozan GMP, ecmanosrenuma MICUEGHM PEYIAM OPHIM
OpeanoM, @ MaroMc 8ionosiono do cnenudixanii, o micmumsen @ peecmpaniiinomy oocve. Hpomoronu
SHPOOHUNMEN, NAKYSAHNA MA ARATI3ie BY10 NEPeZNRAUYMO HIA 6CMAnoeneo ¢idnosidnicnis GMP.

Name

Position of person anthorising the batch release
IIpizpyine

Ilocaga ocofu, SKa BHAANA AO3BIN HA RHIYCK cepil

Olaniyi Awe
Qualified Person
Onauiit Ape
VuorHOBaKEeHA ocoba

Batch release date/aaTa BHIYCKY cepii

11.09.2023

Signature of person authorising the batch release
IlAnAC 0co0H, #Ka BAMA/IA JO3BLT KA BHIYCK cepif

Digitally signed by Hanivi

Olaniyi Awe 5 oz 1004009055
0100

Date of signature
Hara nignacanns

04.10.2023
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