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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: /

Plagril (clopidogrel) film-coated tablets, 75 mg /

Ilpoaykr: Tnarpun® (knonugorpen) TaGieTKH, NOKPHLITHIE MIEHOYHOl 060/104K0ii, 75 M
Batch No / : C2110137 Batch Quantity / 1250000 tab /
Cepusa Ne O6bem cepun 1250000 126
Analytical Report No / : 890001542274 Date of Analysis / 1 31/08/2021
AHajuTHdecKHii oTuet No Jarta ananusa

Date of Manufacture / 1 07/2021 Date of Expiry / : 06/2024
Jarta npoun3BoacTBa T"open no

Analysis performed according ND / Ananus nposeaen no HJI: JICP-005821/09-050218 (amend Ne I from

06.07.2020 / n3M. Ne 1 ot 06.07.2020)

Pagelof3/Crp.1u33

S1

Test / Iloxa3zaTenn
No

Result / PesynbtaTt

Specification / Hopma

1 Description / Onucanne

Round, biconvex pink film-coated
tablets debossed with "C 127" on
one side. / Kpyrneie,
JBOSIKOBBIMYKJTblE Tabnerky,
TIOKPbIThIE MACHOYHON 0600uKON
pO30BOrO 11BeTa, ¢ THCHEHHEM «C
127» va onHoii cTopoHe.

Round, biconvex pink film-coated tablets
debossed with "C 127" on one side. / Kpyrasie,
JBOSKOBBINYKJbIE  TaBnerku, NOKPBITHIE
nyieHoYHOH 000n0oukol po30BOTO LBETA, C
TUcHeHueM «C 127» Ha omHOM cTopoHe.

2 Identification/ Hoanunnocrs

Complies as prescribed/
CooteeTtcTByeT TpeGOBaHUAM

The retention time of the main peak on the
chromatogram of test solution should
correspond to the retention time of the main
peak on the chromatogram of clopidogrel
hydrosulfate reference standard solution. /
Bpems ynep>kvBaHMs OCHOBHOTO nNHKAa Ha

XpoMaTOrpamMMe  HCIBITYEMOFO  pacTBopa
JOJDKHO COOTBETCTBOBATD BPEMEHH
yAEpHUBAHHS OCHOBHOTO nMKa Ha
XpoMmaTtorpaMme  pacTBopa  CTAHAapTHOro

obpasua knonuaorpesna ruapocysdara.

3 | Average weight and uniformity

of weight / Cpeansst Macca H OXHOPOAHOCTEL MACCHI

Macca

b) Uniformity of weight /
OnHOpORHOCTL MACChi

a) Average weight / Cpennss

398 mg/ 398mr

Complies as prescribed/
Coorsercryer TpeGoBaH1aM

398 mg = 4 % (between 382 mg and 414mg) /
398 Mr +4 % (or 382 mr 1o 414 mr)

18/20 tabs — not more than £ 5 %/
2/20 tabs - not more than £ 10 % /
18/20 tabs. — He Gonee £ 5 %
2/20 Taba. — ve 6onee £ 10 %

4 Dissolution / PacTBopenne Unit-1/ Ta6n.-1 92 % Not less than 80 % (Q) of the label claim of
- Ci6Hi6CINO,S (clopidogrel) after 30 min / He
A - 0
Unit-2/ Tabn.-2 96% | \ietiee 80 % (Q) Ci6H16CINO:S (knonorpen)
Unit-3 / Tabn.-3 92 9 OT 3a9BJICHHOrO KonuuecTBa uepes 30 MuH.
Unit-4 / Tabn.-4 92 %
Remarks : The Product conforms to ND / Opinion : APPROVED
Ilpnmeuanne: Ipony KT COOTBETCTBYET TpeboBaHnsM H I 3akmouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
[Tpose V HlokyMmeHT nposepen J Menemkep no obecrneueHno kauecTsa
F02d@ Bor’ Reertreyf
5 ;
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: /

Plagril (clopidogrel) film-coated tablets, 75 mg /

Ilpoaykr: Haarpua® (kjaonugorpes) Ta6aeTKH, NOKPbIThIE MIEHOUHOll 060104KOi, 75 Mr
Batch No/ : C2110137 Batch Quantity / : 1250000 tab /
Cepus Ne O6bem cepun 1250000 Tab
Analytical Report No / : 890001542274 Date of Analysis / 1 31/08/2021
Ananurnueckuii oruer No Jlara ananuza

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JlaTa npousBoacTBa I'ongen no

Analysis performed according ND / Anaans nposepen no HJI{: JICP-005821/09-050218 (amend Ne 1 from
06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Page2 of 3/Crp.2 u33

SI

. Test / [Toxa3aren
No

Specification / Hopma

Result / PesyasTar
Unit-5 / Taba.-5 89 %
Unit-6 / Ta6n.-6 96 %

5 | Related substances of clopidogrel / PoxcTBennnie npumecu kaonugorpesa

Impurity A/ Hpumecs A

Any other unknown impurity /
Jlrobas
HEHASHTUDHUMPOBAHHAS
npumech

Impurity C (R(-)-enantiomer) /
IMpumecs C (R(-)}-3HaHTHOMED)

Total impurities / Cymma
rnpuMecen

Less than LOQ (LOQ: 0.022%)
/Huske npenena KOMU4eCTBEHHOTO
onpenenenns (ITKO: 0,022%)

0.02%/0,02%

0.01%/0,01%

0.1%/0,1%

Not more than 1.2% / He Gonee 1,2 %

Not more than 0.2% / He 6onee 0,2 %

Not more than 1.5 % / He Gonee 1,5 %

Not more than 2.5 % / He 6onee 2,5 %

6 | Microbial limits / Muxpo6uono

rHYeCKasg YHCTOTAa

mould count / Obuiee
YHC/IO APOIKIKEBLIX W
njecHeBbiX rpHOOB

Menee 10 KOE/r

a) Total aerobic microbial Less than 50 CFU/g / Not more than 1000 CFU/g /
count / Obuuee umcio Menee 50 KOE/r He Gonee 1000 KOE/r
23pOOHBIX MUKPO-

OpraH13MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/

He donee 100 KOE/r

¢) E coli

Absent in 1g/
OrcyrcrByer B I

Shall be absent in 1g/
OtcyterBue B | 1

Remarks : The Product conforms to ND /
Tlpumeyanue: [lponykt cooreeTcTBYeT TpebopaHuam HI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

«

Prepared by/

ﬂposzo

Checked by
HoxymeHT nposepeH §

Approved by: Manager/Executive
Menenkep no odecreueHitio Kadecraa

F2ete6) Ronl Aot
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Reprint Date:
Hata: 3]*08”9 Z

Reprint Date:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: / Plagril (clopidogrel) film-coated tablets, 75 mg /

Ilpoaykr: Hnarpua® (knonugorpes) TadneTkH, NOKPbIThIE MICHOYHOI 060104KOi, 75 MT
Batch No/ : C2110137 Batch Quantity / 1 1250000 tab /
Cepus No O6bem cepun 1250000 tab
Analytical Report No / : 890001542274 Date of Analysis / 1 31/08/2021
Ananurnuecknii oTuer No Jara ananusa
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JlaTa npousBoacTBa I'open o

Analysis performed according ND / Ananns nposeaen no HJI: JICP-005821/09-050218 (amend Ne 1 from

06.07.2020 / uzm. Ne 1 ot 06.07.2020)
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Test / Iloka3zarens
No

Result / Pesynbrar

Specification / Hopma

7 | Uniformity of dosage units /
OnHopoAHOCTH AO3HPOBAHMS

2.9/2,9

The acceptance value (AV) should be less than
or equal to 15.0 / Tlokasarens npuemaemoctu
(AV) nonxen 6T He Gonee 15,0.

8 | Assay /
onpenejeHne

KoanuecrBennoe

100.0% /100,0%

Not less than 90.0% and not more than 110.0%
of the labeled amount of CisH;sCINO,.S
(clopidogrel) per tablet / Ot 90 % no 110 % B
TabneTke  OT  3afBJEHHOI0  KOJIMYECTBA
CigH 6CINO;S (xnonupnorpe).

9 | Packaging / Ynakoska

10 tablets in
PVC/PVDC/aluminum blister. 3
blisters with a patient information
leaflet in a carton. / Tlo 10
Tabnerok B TIBX / TIBOAX /
amomunnesom OGaucrepe. [lo 3
BaucTepa BMECTE C MHCTPYKLMEN

10 tablets in PVC/PVDC/aluminum blister. 3,
10 blisters with a patient information leaflet in a
carton. / Ilo 10 Tabnerok B INIBX / NBAX /
amomunuesom 6auctepe. Ilo 3, 10 daucrepos
BMECTE€ C MHCTPYKUMeH HO IPUMEHEHMIO B
navuky KapTOHHYIO.

Mo  NpPUMEHEHHID B Mayky
KapTOHHYIO.
10 | Labeling / MapkupoBka According to ND / B coorsetcTim ¢ HJ|
11 | Storage condition / Xpanenue | In original package, at temperature below 25 °C / B opuruHassHoii ynakorke, npu
‘ Temmneparype He Bbile 25 °C
12 | Shelf life / Cpox rognocrn 3 years / 3 rona

Remarks : The Product conforms to ND /
Ipumeuannue: Ipoaykr coorsercrayer Tpebosannsam HJ|
=3

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by/

ﬂpoeepeg

,)Checked by
HoxymeHt nposepen é7

Approved by: Manager/Executive
Menemkep no obecneueHiio kauecTsa
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