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CEPTHU®IKAT SIKOCTI
CERTIFICATE OF QUALITY

Haspa uponyxry:

TJTATOIPUI®, Tabnerky, Bxputi 060M0HKOI0, M0 75 MI

Registration Certificate No.:

Name of product: PLATOGREL?, film coated tablets, 75 mg

Cuna pil, Knoninorpenio Gicy.an{aT B IepepaxyHKy Ha wionigorpens ~ 75,0 Mr
Strength: Clopidogrel bisulphate equivalent to-clopidogrel — 75.0 mg

Cepist Ne / Batch No.: SPF3010 Poamip ynaxosin / Package size:  Ne28 (14x2)
Pecerp. No / AR.No.: FP/0496/23 Tun ynaxosku / Pack type: Bnicrep / Blister
Poamip cepii / Batch size: 600 000 Tap/tab Jlata Burorosaenss / Mfg. date:  06.2023

Kin-16 ynakosox / No. of packs: 21 428 Tepmin npungatrocti / Exp. date:  05.2026

Kpaiua / Market: UKR

Peecrpaniiine mocsingenns Ne: UA/11433/01/01 TepuMiH pii neoSmexenuit

unlimited validity

Ne i/n Ha3pa ananisy Creundiranis PesynesraTH aHanisy
Sr. No. Test name Specification Test result
Onuc Ta6neTxy,. BKpUTI 060NOHKXOI0 pOXEBOra Koskopy, | Bianosinac
Kpyrroi popmu, peoorykni ta rianki 3 06ox Goxis.
1 - : . 4 ;
Description Pink coloured, round, biconvex, film coated tablets Complies
plain on both sides.
InenTudialia

Knonigorpemnto. 6icyasdar

Yacy yTpuMyBaHHS OCHOBHOI'O DiXa Ha XpoMaro-
rpaMax BUNpOSOBYBAHOO 1 CTABJAPTHOrO po3-
YHHIB, OTPHMAHMX TNpPH KiNBKICHOMY BH3HayeHi,
NOBHIHI cRiBNagaTH.

Binnosinae
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Saiza okeny yepBoHui Tlossa KpyBapo-uepBOHOTO 3abapsiens posumuy | Bimnoninae
npH [ONABaKHI aMOHil0-TioianaTy.
2 | Identification
Clopidogrel bisulphate T Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention
time ‘as the principal peak in the chromatogram
obtained with standard solution,
Tron oxide red A deep red colour is produced after addition of | Complies
ammonium thiocyanate.
OnyopinuicTs 1030BAaHIX AV <L1 (L1=15,0) 24
3 IoFii2 1205041
Uniformity of dosage units AV <LI(L1=15.0) 2.4
Po3naganus He Ginbie 30 XBunun 4 xB 12 cex
4 Disintegration NMT 30 minutes 4 min 12 sec
Posunnenns He menue 80 % (Q) 34 30 k8 100 %
= Dissolution NLT 80 % (Q) in 30 min 100 %
/4\0 c LA 0 j@’f
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Ne n/nt Ha3spa ananisy Crenudixanis PesynbraTH ananisy
Sr. No. Test name Specification Test result
Cynposiasi qomimiku Knonizorpeno nomimxa A ~ e Oinpie 1,2 %; 0,025 %
Knoninorpento nomimka C — e Ginslue 1,5 %; 0,503 %
Byjib~sixa iHLIa OJHHHMHA JIOMilIKa (32 BMHATKOM
KON OTpeto AoMitkH B) — ne Ginsme 0,2 %; 0,044 %
Cyma poMimok (3a BHHATKOM KJIONINOIpeNo
nomiwkx B) — ve Oinbuze 2,5 %. 0,600 %
6 Related substances Clopidogrel impurity A: NMT 1.2 %; 0.025%
Clopidogrel impurity C: NMT 1.5 %; 0.503 %
Any single impurity (excluding Clopidogrel impu-
rity B); NMT 0.2 %; 0.044 %
Total impurities (éxcluding Clopidogrel impurity B):
NMT 2.5 %. 0.600 %
KinbkicHe BH3HaYeHHs Bin 71,25 mr no 78,75 mMr 74,31 Mr
(Bix 95 % mo 105 % six sassnenol kinskocti xuo- | 99,1 %
7 niporpeno).
Assay 71.25 mg to 78.75 mg (95 % to 105 % of LC of | 74.31 mg
Clopidogrel). 99.1%
3anuuKoBi KibLKOCTE oprauiyapx | 2-mporanoi — e 6invie 5000 ppm; 242 ppm
POSUHHHAKIB JuxngopmeTan — He Ginbioe 600 ppm. 26 ppm
g Residual solvents 2-propanol -~ NMT 5000 ppm. 242 ppm
Dichloromethane — NMT 600 ppm. 26 ppm
MixpoGiororiuia ¥i¢TOTa 3aranpHa  KDIbkicTs aepobumx  Mikpooprawismip
(TAMC) — 5e 6insiue 10° KYO/r. <50 KYO/r
3aranpha KiTBKICTH APDKIDKOBMX 1 nicenenux
rpu6is (TYMC) ~ ne 6inbwe 102 KYO/r, <10 KYO/r
Bincyruicrs Escherichia coli s 1 r npenapary. BineyTus
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total comibined yeasts/moulds count (TYMC):
NMT 10% CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHMCHOBOK: / CONCLUSION:

ITpofyKT BUrOTOBNIENO, YIIAKOBAHO Ta PORHAII30BAHO 3TIIHO 3 BUMOTaMH PEECTPALIiHOro OCBIAMCHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crannapraM Ta sumMoram GMP,

It complies with GMP standards and requirements,

Jlinensist #a BUPOGHAUTBO NiKapChruX 3ac06iB:
Licence for medical products production:

Ceprudikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepist AB Ne 598054
Batch AB No. 598054

FP/0496/23
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Ly niarsepiukyio, we ol srpoGHudi cranii s niel cepii roTorol npoykuii 6yan 3aificHeni B NOBHIR BIANOBIAHOCTI 3 BUMOFaMH, 3A3NAYCHHMH B WHHHIR
wacranosi 3 GMP, sarpeporenit} MinicrepcTaoM OXOpoHH 340p0B’s YRpPaikK, | 3 BUMOraMs peccrpauifiHOTO J0CHE KpaTHH NPH3RAUEHNS,

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

Ximir-ananitik ABas. naboparopicro BISI | Havanpnpk BKA VnosHoBaxKeHa ocoba
Analytical Chemist T QC Lab In-charge QC Head Qualified Person
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