JAEPXKABHA CJIYKBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH Yy m. KHEBI

npoe. Hazii Ceitauunot, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Ipo AKICTH BBE3EHOIO B Yxkpainy sikapcekoro 3acoly
01.03.2024 Ne 10040/24/26
HUCIUIATHHA AKKOPJT

(nafimenyBanns nikapenkoro 3aco0y 3rimno 3 pecerpauiiinmuy nocsiueninm)
KOHIEHTPAT Ata po3vuity aua indys3ii, 1 mr/ma no 10 ma, mo 100 ma y $aaxoni; no 1
$aaxony y kaprouuiit Kopo6ii

(opMa BUNYCKY, JLOBYBaltHs, BHL NAKYBAHHS FiKapckKkaro sacob ‘)
p: Y Y P »

Homep peecrpauifinoro noceinuenns UA/15240/01/01 crpox aii peccrpauiiinoro nocsinueis HeobMekeHii

Cepis aikapcbkoro 3acoby Ne P2302667 KiaekicTs BBe3eroro nikapeskoro sacoby 500
BupoGiik Axxopn Xenckea Jlimiten, Benuka Bpuranis
(nafisenysanus sHpoOHHKA llikaperkoro 3acoly, kpaila noxomKens)
Beeacto 8 Vipainy Tosapucrio 3 oomexenoro BinosinansuicTio "AT-PAPMA", ineur.
kon: 42210926

(naiimenypanua 1a ko 3a €APIIOY 1opuanunol ocobi abo npizsuie, iM's, no Garkkoni
(isuanol ocolu - nianpuemus, 1T Micue npoxkUBaNHS T4 pecctpatiiiiui ioMep obnikosol
KapTKW NIATHHKA 10jaTKiB abo cepis Ta HoMep nacuopra)

[porokon Bizyansuoro kowrposmo sig 01.03.2024 Ne 749/4.

3a  pesyawTaTaMu  IEPKABHONO KOHTPOMO BCTAHOBIACHO, LI0 JiKAapChKui  3acié  speleHo B Vkpainy 3
AOTPDHMAHHSIM BUMOr 3aKOHOAABCTEA 100 3a0e3NeUeHHA AKOCTI NiKapGhkux 3acobis,

/-'

Hauansauk / Mukona XOJIOJAEHKO

(uinnmc) (iniuiany Ta npissue)

{mocajiosa ocoda
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CERTIFICATE OF QUALITY
CEPTH®IKAT SAKOCTI
Certificate No.: Page 1 of 4
Ceprudikar Ne: BROUK2 0144 Cropinka 13 4
Product name: | CISPLATINA ACCORD Manufacturing country: | United Kingdom

Hassa npoaykunii:

[HUCIIATUHA AKKOPJ

Kpaina-supo6unk:

Besnka Bpuranin

Strength/potency:
Cuaa pii/akTaBHicTs:

1 ml of concentrate contains: 1 mg of Cisplatin
1 M2 KoHuenTpary micture 1 Mr UHCIIATHHY

Pharmaceutical form, dose:
Jlikapeska popma, gosyBanns:

concentrate for solution for infusion, 1 mg/ml
KOHIEHTPAT AJISt PO3YHHY a5t indy3iii, 1 mr/ma

Type and size of packaging:
Bua i posmip ynakosku:

100 mlin a vial; 1 vial in a cardboard box with Ukrainian lan
no 100 ma y dpnakoni;
YKPaiHCLKOI0 MOBOO

guage labeling

no 1 ¢gaakony y kaprouniii kopo6ui 3 MAPKYBAHHAM

Batclf No.: P2302667 Bat.ch S:z.(.a.: 1989 boxes
Cepin No: Po3mip cepii: KopoOok
Mfg. Date: | 43 . . Expiry Date: | o o
JlaTa BHpOOHHITRA: JaTa sakinvenns TEePMIHY NPHAATHOCTI:
Registration Certificate: i : fini
egistn : ' | UA/15240/01/01 Va!{'d up to: | Indefinite
Peecrpaniiine nocsizuenns; Miiicne 10: | Beserpokoge
FP manuf,, Sec. Batch Batch License GMP No.
Manufacturer name and address: Prim. Pack: | packaging | quality release No. Ceprudikar
Haiimenysanns Ta anpeca BupoGuuxa: Bup-eo JI3, Brop. control Bunyck | Jliuensis HBII Ne
[Meps. [ax-s | naxyranmus Konrpons cepif No
AKocTi cepii
Intas Pharmaceuticals Limited, India, Plot .
Ne 457, 458, Sarkhej-Bavla Highway, Matoda,
Tal. Sanand, Ahmedabad - 382210, India r ik o
InTac @apmaceiorikans Jimiren, Tnaig, - “ - } G/28/1026 08(;‘[;’5216;?;
382210 wrat Iy wkapar, okpyr Axm enabaj, i -
woce Capkemwx-Basna, ¢. Matosa, BUpOOHHY] ‘
ainsHk Ne 457, No4 58, Tunis .
Intas Pharmaceuticals Limited, India,
Plot No 5 To 14, Pharmez Near Village
Matoda, National Highway No 8a Sarkhej IWSF.405.6
Bavla, Sanand, Ahmedabad, 382213, Gujarat, 3.2023.1P,1.
India + + - G/28/1336 1
Inrac ®apmacwiorikans Jimires, Inais, WTC/0614
Bupo6uuui ginsuku Ne 5- 14, dapmes 6ing cenal 01 _01/124
Marona, Hauionanshe woce No 8a Capxemk
bagna, Canann, Axmenabaz, 382213, lugis
Accord Healthcare Limited, i UK MIA
Edgefield Avenue, Newcastle Upon Tyne, : g 20075 INSP
NE3 3NB, United Kingdom ! | UK MIA
s ¥ - , GMP/IMP
Akkopa Xenckea Jlimires, o 20075
: " e | 20075/16488
Emxding Asenio, Herokacn-Anou-Taita, NE3 re- _ .
; R | 800-0006
3NB, Benuka Bputanis :
Astron Research Limited, UK GMP
2nd and 3rd Floor, Sage House, 319 Pinner 62877 Insp
Road, Harrow. HA 1 4HF, United Kingdom - NA GMP/IMP
62877/89567
0017 |
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Certificate No.: Page 2 of 4
Cepradirkar Ne: RECUICINISIA Cropinka 2 3 4
Actpon Pessopu Jlimiten, Tperiii ta
4eTBepTHit noBepX, Ceimk Xayce, 319 TTinnep
Poyn, Xeppoy, HA1 4HF, Bennka Bpuranis
Pharmadox Healthecare Ltd.,
KW20A Kordin Industrial Park, Paola,
PLA3000, Malta MT/041HM/
Dapmanoxce Xeackea JIrx., # SaLa) 2023
KW20A Kopnis Innactpian ITapk, m. TTaoma _
PLA3000, MansTa G g
Pharmavalid Ltd. Microbiological
Laboratory, Tatra u. 27/b., Budapest, 1136,
Hungary m HU-M- | OGYEI/297
®apmagania JIta. Mikpobionoriuna PVALO1 1-2/2023
aaboparopin Byn. Tatpa 27/6., Bynanemrr.,
1136, Yropumaa
Accord Healthcare Limited, UK MIA
Ground Floor, Sage House, 319 Pinner Road, | o 20075 INSP
Harrow, HA1 4HF, United Kingdom 1 UKMIA | GMP/GDP/I
Akxopa Xeackea JlimiTen, “ 20075 MP
[Tepumit nopepx, Ceiimx Xaye, 319 [Tinnep 20075/28139
Poyn, Xeppoy, HA1 4HF, Benuka Bpurauis 78-0005
Accord Healthcare Polska Sp. z o.0.
Magazyn Importera
Ul Lutomierska 50, Pabianice, 95-200, IWSF.405.8
Poland - ; 242/0572/1 | 0.2021.IP.1
Akkopa Xesckea [Tonicka Cr. 3 0.0. Cxan ) 7 WTC/0572_
Imnoprepa 01 01/207
By Jlytomepcka 50, [1a6’ auine, 95-200,
[Tonbuia
Analysis procedure results /
PesynbTaTn nposegenns ananisy
Quality indicators / Acceptable limits /
No. Mokazuukn Hdonyerumi mesxi Test methods / Results /
. Metoan
/ Ne AKOCTI Release / PesyabTarn
Ha momenT Bunyck BEPYOYRANE:
YCKY
01 | Appearance A clear, colourless to pale yellow solution in glass | Visual
vials. When examined visually it should be free examination Complies
from particulate matter.,
Onuc [Iposopuii, Bin 6e36apBHOro 10 CRITIO-KOBTOIO Bizyanbnuii
KOIIbOPY PpO34MH B CKASHMX (hnakouax. [lpu KOHTPOJIb Bignosinae
BI3yaIbLHOMY KOHTPOJI He MIiCTHTh MeXaHiuHHX
BKITIOUEHB.
02 | Identification The UV spectrum of the tested cisplatin solution in
A. -By UV the range from 230 to 350 nm should have an| Ph. Eur. 2.2.25 Complies
absorption maximum at 300 nm
B. -By LC In the Assay, the chromatogram obtained with test | Ph. Eur. 2.2.29
solution should show a peak with the same Complies
retention time as the principal peak in the
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Certificate No.: Page 3 of 4
Ceprugikar Ne: BRCUK2301548 Cropinka 33 4
chromatogram obtained with the reference
solution (a).
InenTudikauis Y®-cnextp BunpoGoryBaHoro pO3dMHY
A.—YOD LUCTUIATHHY Yy Aiamasoni Big 230 go 350 uum Ph. Eur, 2.2.25 Binnoeigae
NOBHHEH MATH MaKCUMYM HOMIHHAHHS nipu 300 oM
B.-PX [Ipn npoeenenni kinbkicHoro BusHauenus Ha Ph. Eur. 2.2.29
XpoMaTorpami BUMPOBORYBAHOrO PO3UHHY Mae
OyTH MiK UMCIUIATUHY, SKAH BiANOB i71a¢ 3a yacom Binnoeinae
YTPUMAHHs OCHOBHOTO TIKy Ha XpOMATOrpami
PO3YMHY MOPiBHAHHS (a).
03 | Acidity pH3.5-5.0 Ph. Eur. 2.2.3 3.7
Kucnortnicts pH3,5-5.0 3,7
04 | Related Ph. Eur. 2.2.29
substances (LC)
Impurity A Not more than 1.0 % Not Detected
Impurity B Not more than 2,0 % 0.09 %
Unspecified Not more than 0,2 % 0.10 %
impurity
Sum of impurities | Not more than 1,0 % 0.19 %
(other than
impurity A, B)
CynyTHi gomimkn
(PX):
Jomiumka A He 6inbe nix 1,0 % He Bussneno
Jomimka B He 6inpine nixk 2,0 % 0,09 %
Hecneundikosana | He Ginpie nix 0,2 % 0,10 %
JoMilKa
Cyma moMitok He 6inkie nik 1,0 % 0,19 %
(KpiM JOMiLIOK A,
B)
05 Extractable Not less than 100,0 ml Ph. Eur. 2.9.17
102.0 ml
volume
06’em, o OG’em mae GyTu ne menme 100,0 ma 102,0 a1
BHTATAETHCS]
06 | Particulate matter: Ph. Eur. 2.9.19
sub-visible > 10pum not more than 6000/vial 187
particles particles/vial
> 25um not more than 600/vial 7 particles/vial
Mexaniuni
BKJIIOUEHHS: > 10 mxm He nepeenurye 6000/daakon 187
HEBHIUMI YacTKH YacTok/nakon
> 25 MM He niepesuurye 600/dakon 7 yacTku/dnakon
07 | Sterility Should be sterile Ph. Eur. 2.6.1 Complies
CrepunbHicTsb Mae 6yt creprabhm Bianogigae
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Certificate No.: Page 4 of 4
r Ceprudikar Ne: SRCUKIA01548 Cropinka 4 3 4
08 | Assay
A. Cisplatin 95.0-105.0% of label claim Ph, Eur. 2.2.29 101.0 %
95.0-105.0% of label claim
B. Sodium 100.0 %
chloride
KinbkicHe
BU3HA4YCHHS
A. Lucnnarun 95.0-105.0% iz 3a3ma4eHOro Ha MapKyBaHHI 101,0 %
95.0-105.0% Bin HOMiHANBEHOT KinbKOCTI
B. Harpiro 100,0 %
XJI0pH]
09 | Bacterial Not more than 2.0 EU/mg of cisplatin Ph. Eur. 2.6.14 .
; Complies
endotoxin
Bakrepianbhi He Ginbwe uixk 2,0 EO/mr UHCIUIATHHY Bi .
UInoRsinae
€HAOTOKCHHH
10 | Clarity of solution | Solution should be clear comparing to water Ph. Eur, 2.2.1 Complies
[IpozopicTs Posuun mae 6yu nposopum Y TMOpIBHSHHI 3 e T——
PO3YUHY BOJIOIO
I | Colour of solution | The solution should be colourless or pale yellow. | Ph. Eur, 2.2.2 Chmliss
Intensity of the colour should not be more than Yo p
3abapeiieHns Posuun mae Gytu 6e36apeumii a6o z1erka
pO3YHHY KOBTHH. IHTeHCHBHICTE 3a0apeienns pozuuny Binnoginae
Mae 6yTH He Giablue Y
Labelling: | Should correspond to the requirements. Complies
Mapkysauus: | [TosuHHO BIAMOBIAATH BUMOram. Bignosinae
Packaging: | Should correspond to the requirements of MQC. Complies
akysanns: | TToBuHHO BianoBizatk Bumoram MKS. Binnosinae
Comments:
Komenrapi: | -

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Reguiatory Authority and with the specification available in registration
dossier. The batch processing, packaging and analysis records were re viewed and found to be in compliance with
GMP.

Lum 5 3aceiouyio, wo nasedena éunge ingpopmayia € docmosipnoro ma mounoro. Lw cepito npodyxuii 6yno
eupobaeno (exuouaioun NAKYSANHA/MAPRYSanns) ma Koumpons it skocmi na GHIHe3a3naveniin eupobruyin
dinvruyi nposedeno y noeniii eionosionocmi 3 eumozam GMP, ¢cmanoerenumu Micuesum pezynamoprum
opeanom, a makoxic 6ionosiono do cneyudixauii, o micmumsca ¢ peecmpauiiinom Y docve. Hlpomoronu
GUPOBHUUMEA, RAKyeanna ma ananizig Gyno nepeznanymo ma ecmarnoeneno eionoeionicms GMP.



Registerec in England & Wales No, 4596349

CCOrd | s
e

Registered and Trading Office

Sage House, 319 Pinner Road,

Nortn Harrow, HAT 44F,

Middlesex, United Kingdam

T: +44 (0) 208 B53 1427

F:+44 (0) 208 863 1426
www.accord-healthcare co.uk

Certificate No.: Page 5 of 4
r Ceprudikar Ne: s AASA Cropinka 5 3 4
Name | Santosh Shet
Position of person auth orising the batch release | Qualified Person

Hpizeume
Iocana ocodn, sika Bugana n038ia Ha BHIYCK cepii

Canrom Hler
YnoBuoBaxkena ocoba

Batch release date/nara su MyCKy cepii

13.10.2023

Signature of person authorising the batch release
Hixmue ocodn, nxa Brpana no3sin na BHITYCK cepii

igitally si h
stintosh Shgl eyt

Date of signature
Jdara nignncanus

26.01.2024
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