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CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Haiea npopyxty: MIATOr PIJ“.I@,' TabneTxy, BRpHTI 060n0HK0I0, TIo 75 Mr

Name of product: PLATOGREL?®, film coaled tablets, 75 mg

Cuna pi; Knoninorpemo dicynsgar B nepepaxynky #a xroninorpens — 75,0 ur
Strength: Clopidogrel bisulphate emlivaleni_ to clopidogrel — 75.0 myg

Cepisr No / Bateh No.: 2006263 Posmip ynaxosren / Package size: MoB4 (14X6}
Pecerp, Ne/ A.R.No.: EP/0650/24 Tun ynaxoskn / Pack fype; Brictep / Blister
Posmip cepii / Bateh size: 1 000 000 Tad/tab | Mata surovosnemna / Mg, date:  08.2022

Rin-7s ynakosor / No. of packs: 11 625 Tepwin npupamoeri/ Bxp. date: 67,2025

Kpafua / Market: _ KR

Pecepanifine rrocsin=enis Ne: ' TEPMIH aif Heobmemermit

Registration Certificate No.: UA/I1433/01/01 unlimited validity ]

Haisa awanizy

M 11/ Cneundiranis Pesynvrati ananizy
Sr. No., Test name Specification Test result
O Tabnern, prpuri oSomonkoro POREBOTO KOMLOPY, | Binnopinae
XPYTROY hopuu, nBooayKNi 14 Magki 3 05ox Goxin,
i .. . . ]
Description Pink coloured, round, biconvex, film coated tablets Complies
: plain on both sides.
Ixentudikauis
Knenigorpemo Gicynsar Hack yrpuMysants ocHoBHOIO nika pa xpomaro- | Bigmosigac
PaMax BENPoGoBYBaHoTo | CrannapTHoTo PO3-4HNIB,
OIPHMEHUX Tpk KinkkicHOMY BHswauenni, nopwusi
criBnagary.
3aniza oxcun UepBOHRE Toana KpHEABO-YEDBOHOFO 3a0apeienns po3unny | Binnogipae
Tip# ROMALaNHI aMONiko TioniaHaTy.
2 Identification
Clopidogrel bisulphate In Assay, the principal peak in the chromatogram Complies
obtained with test solution has s sape Letoibiun Lie
as the principal peak in the chromatogram obtained
with standard solution,
Jron oxide red A deep red colour is produced after addition of Coniplies
ammordum thiccyansie,
Oauopinpicrs Aososanux AV ZLI{L1=15,0) Lo
3 CRHHHIIL
Uniformity of dosage units AV <Ll (L1=15.0) 1.9
Posnapauns | He Gimnue 30 xmwnuy 10 xn 27 cex
4 .. . . s
Disintegration NMT 30 minutes 10 min 27 sec
Posunnenns He smewme 80 % (Q) 2a 30 x5 T %
5 . .
Dissolution 95 %

R

NLT 80 % (Q} in 30 min

I
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[" Mo n/m Hassa ananizy Creundikauin PesynnraTi ananisy
Sr. No. Test name Specification . Test result
Cynposing poMimkp Knonigdrpemo nosimka A — ne Ginsie 1,2 %; 0,041 %
Knoninorpemo nomimxa C ~ e 6inme 1,5 %: 0,347 %
Byns-sxa imma onunuypa FOMINIXa (3a BHHATKOM
: kinotizorpemo pomimkn B) ~ we Ginsure 0,2 %, 0,046 %
CyMa poMmimox (32 BEUATKOM KRCHIAOIPeno
ZoMIKY B) ~ we Ginkme 2,5 %, 0,523 %
6 Related substances Clopidegrel impurity A: NMT 1.2 %; 0.041 %
Clopidogrel impurity C: NMT 1.5%; 0.347 %
Any single impurity (excluding Clopidogret! impurity
B NMT 0.2 %; - 0.046 %
Total impurities (excluding Clopidogrel impurity B):
NMT 2.5 %. 0.523 %
Kinexicue snsnatennsy Bin 71,25 Mr 20 78,75 mr ?5_,07 MF
(Bin 95 % no 105 % ein sasznenol KimpxocTi ¥no- | 1001 %
7 ninorpeo).
Assay 71.25 mg to 78.75 mg (95 % o 105 % of LC of 75.07 mg
Clopidogrel). 100.1 %
3agHIIKOBI KiTbKOOT] OPraHivTHEX | 2-IpoManasT —~ Be 0)1bime 5000 poa; 213 ppm
PO3YHHHUKIR Lxnopmeran — ne 6inems 600 ppm. He suaeneno
8 Residual solvents 2-propanol - NMT 5000 ppm. 213 ppm
Dichloromethane — NMT 600 pPprm. ND
Mikpodiororiyha uncrora 3aramera  Kimekier aepobunx  Mixpoopranismin
(TAMC) — we Hinsure 10° KVO/T. <100 K¥Osr
3aransHa  KinRKiCTH BPIIGDKOBHMX | TuriceHenmx
rpubis (TYMC) - ue Ginsmae 102 KVO/T, <20 KYOQir
Bineyruicrs Escherichia colin 1 v npenapary. Biacytha
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 10.3 CFU/g. ] < 100 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10 CFU/g. <20 CFU/g
Lscherichia coli must be absent perlg. Absent

BHCHOBOX: / CONCLUSION:

Hpoaykr BiroTennero, ynakonano 14 TPOAHANZORANG 3TiJHO 3 BUMOTAMH PeecTpapiinoro nocsipuens.
The product js manufactured, packed and analyzed as per requirements of Registeation Certificate,

Bianosinae crannapram ta munoram GMP.,

1t complics with GMP standards and requirements.

Jliuensis na supoSuirso Aikapckrux 3acobia;

Licence for medical products production:

Ceprndirar M 080/2023/GMP
Certificate No. 0_80/2023/GMP

Cepin AB Ne 508054
Batch AB No, 548054
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Ly nigrscpaxyio, o sei BUPDOHIME ¢TaRil 1N nicl e
HilCTanori 3 GMP, sarsepaxenili Mivicreperaom OXOpoRI

1 hereby centify that all the manufacrurin
Ministry of heatth of Ukraine and witlt il

g stages of this batch of finished product have been carried out §
e requirements of the Markefting Authorisation file of the destination country.

Pif roveBoT NpOAYRIT 6yn sRIficHCH B HORKER BIAROBIIHOCTE 3 BHMOVAMH, JAFAMCHHME B THHHI
1 3R0P0B™A YKpaliH, | 3 DMOramit pecctpauifinoro fiocse Kpain npiasagens.

n full compliance with the GMP requirements of the

o Ximix-ananitng 7LSz:m. naGoparopico BKA J}Eallaﬂbl-l}‘lf( BXH YnoBuOBaxKeHR ac0ba
Analytical Chemist ' QC Lab In-charge _[LQC Head Qualified Person .
* - e : « e A TR’ e
Li"a/Name: CLngggi LY Cevtr npba Wil |€preemagana?h g/ﬁ,-'»;?:;‘am«/féso_.ﬁ«ﬂ—?{ l
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