Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Hpoaykr: Maarpua® (konuaorpes) TabieTkH, NOKPbITHIE IIEHOUHOI 06010UKOI, 7S MI
Batch No / : C2112097 Batch Quantity / : 1250000 tab /
Cepusa Ne - B O6neM cepnu 1250000 a6
Analytical Report No / : 890001552312 Date of Analysis / : 27/10/2021
Ananutnyeckuii oruer No | HaTa anannsa
Date of Manufacture / : 0972021 Date of Expiry / : 08/2024
JaTa npousBoAcTBa - - T'open no
Analysis performed according ND / Ananns nposeaen no H/I: JICP-005821/09-050218 (amend Ne 1 from
06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Page1of3/Crp. 1n33

CooteetcTByeT TpeboBaHHAM

Sl 3 .

No Test / [loxazaTenn Result / PesynbraT Specification / Hopma

1 | Description/ Onncanne | Round, biconvex pink film-coated | Round, biconvex pink film-coated tablets
tablets debossed with "C 127" on | debossed with "C 127" on one side. / Kpyrasie,
one side. / Kpyrasie, | nBosikoBbinykabie  Tabaerku, TOKpHIThIE
JBOSIKOBbITYKJIble TabneTky, | nueHo4uHoil 060N0YKOoH pPO3OBOTO ILBETA, C
TOKPBITHIE TNIEHOYHOH 060510uk0# | TUCHeHHeM «C 127» Ha onHOM CTOpOHeE.
po3oBoro ugeta, ¢ TMcHennem «C
127» Ha onHo# cTOpOHE.

2 | Identification/ IlognunHOCTL Complies as prescribed/ The retention time of the main peak on the

3 A;erage weight and uniformity of weight / Cpeansina macca u oanopoanocth maccebl

1398 mg + 4 % (between 382 mg and 414mg) /

a) Average weight / Cpennsis | 401 mg/ 401mr
macca
b) Uniformity of weight / Complies as prescribed/
OaHOPOAHOCTL MacChl CooTBeTcTBYyeT TpeGoBaHMAM
4 Dissolution / PacrBopenue ~ Unit-1/Tabn.-t | 94 %
- Unit-2/Tabn-2 | 96%
Unit-3/Tabn.-3 | 92%
— |
Unit-4 / Ta6n.-4 | 94 %

chromatogram of test solution should
correspond to the retention time of the main
peak on the chromatogram of clopidogrel
hydrosulfate reference standard solution. /
Bpemsi  ylepkMBaHUs OCHOBHOTO THMKd Ha
XpoMaTorpaMme  MCTIbITYEMOro  pacrBopa
JOJDKHO COOTBETCTBOBATh BpEMEHU
yaep>KUBaHMsl OCHOBHOro nuKa Ha
XpoMmarorpaMme  pacTBOpa  CTAaHAAPTHOrO
obpasua kionuaorpena ruapocynsdara,

398 Mr =4 % (o1 382 Mr no 414 mr)

18/20 tabs — not more than £ 5 %/
2/20 tabs - not more than + 10 %/
18/20 Tabn. — He Gonee = 5 %
2/20 tabn. — He 6onee + 10 %

Not fess than 80 % (Q) of the label claim of
CisHi6sCINO:S (clopidogrel) after 30 min / He
metiee 80 % (Q) CeHisCINO,:S (knonvmorpen)
OT 3asBNEHHOro KojinyecTra uepes 30 MHH.

Remarks : The Product conforms to ND /
Ilpumeuanue: [1poaykr coorBercTByeT TpeGoannam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ : P Checked by

[posepei 09 HokyMeHT npoBepeH

Approved by: Manager/Executive
Menepkep no obecneyeHuio kauecTna

Feeedd Roni Neestind

Reprint Date: Reprint Daterm
HaTa: oZ-( O'W JaTa: 28 -(0-~202]

Reprint Date:

Hara: 2§-10-10 J/’
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[Product: / Plagril (;lop_idogrel

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

) film-coated tablets, 75 mg /

ITpoayxr: Maarpua® (knonugorpen) TabJeTKH, NOKPbIThIE M1eHOUHOIH 000J104K0H, 75 Mr
BatchNo/ : C2112097 Batch Quantity / : 1250000 tab /
Cepust Ne O6bem cepun 1250000 a6
Analytical Report No / 1 890001552312 Date of Analysis / : 27/10/2021
AHaauTHYeckui oTueT No - | MaTa ananuza
Date of Manufacture / : 0972021 Date of Expiry / : 08/2024
JaTa npousBoacrsa I'ogen go

Analysis performed according ND / Ananu3 nposeaen no HJI: JICP-005821/09-050218 (amend Ne 1 from
06.07.2020 / nam. Ne 1 o1 06.07.2020)

S1

Test / IlokazaTenn
No
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Result / Pesynbrat

Specification / Hopma

91 %
92 %

Unit-5/Tabn.-5 |
~ Unit-6/Ta6n.-6 |

.Tmpurity_A / Tlpumecs A

Any other unknown impurity /
Jrobas
HEUAEHTUDULIUPOBaHHAs
npuMech

Impurity C (R(-)-enantiomer) /
ITpumeck C (R(-)-aHaHTHOMED)

Total impurities / Cymma
npumMecei

6 | Microbial limits / MIVIK‘[)O(,)HOJI:).
'a) Total aerobic microbial
count / O6uee uucno
a3pOBHBIX MUKPO-
OpraHHU3MOB

b) Total combined yeasts and
mould count / OBuiee

HHCNO APOYKIKCBLIX N

5 | Related substances of clopidogrel / PoactBennble npumecy kiionuaorpesna

‘Not detected / ne obHapyxeHa

0.01%/0.01%

Less than LOQ (LOQ: 0.007%)
/Hwxe npepena KOJMUECTBEHHOTO
onpeaenenus (TIKO: 0,007%)

0.02%/0.02%

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 %

Fr'HYeCcKas 4YnceroTa

Less than 50 CFU/g /
Menee 50 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

y Less than 10 CFU/g/

Menee 10 KOE/r

MIECHEBbLIX ['pHGOB

b) E. coli

~ Absent in lg/
Otcyrcreyer B 10

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/
OrcyTcTtBHe B | T

Remarks : The Product conforms to ND /
Ilpumeuanne: ”pO[lyKT cooTBeTcTBYET TpeboBaHusM HJ|

Opinion : APPROVED |
3axniouenne: OIOGPEHO

Prepared by/ Checked by Approved by: Manager/Executive
[1posepei JlokymenTt npopepe Metieticep no ohecneye g KateeTha
%/ p - {’aaauﬁ QWQ@M
Repnnt Date: Reprint Date: o Reprint Date: ~\0_202
Jlata: z2g-10 -L0p 1 Jlata: 2% -0 - 200 JaTa: 2L )
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A

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

IlpoaykT: Iaarpun® (xsronugorpes) TadieTcH, NOKPbIThIE IJIEHOYHOI 060J10uKOiH, 75 Mr -
Batch No / : C2112097 Batch Quantity / 1250000 tab /
Cepus Ne - O6bem cepuu 1250000 a6
Analytical Report No / : 890001552312 Date of Analysis / 1 27/10/2021
AHanuTnyecknii oTuer No JlaTta ananuza
Date of Manufacture / : 0972021 Date of Expiry / : 08/2024
JaTa npon3BoacTea Fopen 1o

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

06.07.2020 / u3am. Ne 1 ot 06.07.2020)

S1

Test / Iloxasarean
No

Result / Pesynbrar
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Specification / Hopma

7 Uniformity of dosage units /
OanopoaHOCTHL 103MPOBaHMS

3.2/32

The acceptance value (AV) should be less than |
or equal to 15.0 / Tloka3zarens npuemnemocty
(AV) nomxkeH GwITh He Gonee 15,0.

8 | Assay /
onpeaejienne

KoanuecrBennoe

101.2%/101,2%

Not less than 90.0% and not more than 110.0%
of the labeled amount of C;sH;6CINO,S
(clopidogrel) per tablet / OT 90 % 1o 110 % B
TabjeTke  OT  3a4BJAEHHOTO  KOJIMY4eCTBa
Ci6H16CINO;S (knonuaorpen).

9 __Packaging / Ynakoska

10 | Labeling / MapknpoBka

12

1 | Storage condition / XpaHeHnue

Shelf life / Cpok roanocrtn

10 tablets in
PVC/PVDC/aluminum blister. 3
blisters with a patient information
leaflet in a carton. / Ilo 10
Tabnerox B IIBX / TIBIX /
amomuHuesoM Onucrepe. Ilo 3
6nucTepa BMecTe ¢ MHCTpyKUMED
N0  NPUMEHEHHUI0 B Mauky
KapTOHHYIO.

10 tablets in PVC/PVDC/aluminum blister. 3,
10 blisters with a patient information leaflet in a
carton. / Ilo 10 tabnerox B IIBX / TIBAX /
amomunerom Gaucrepe. Ho 3, 10 6nucrepos
BMECTE€ C MHCTPyKUMEH MO NPUMEHEHHIO B
Nayky KapTOHHYIO.

TemnepaType He Bhite 25 °C

3 years / 3 rona

According to ND / B cooreercTeuu ¢ HJI

In original package, at temperature below 25 °C / B opurunanbHoii ynakoeke, npu

Rema rK: The Product confor

ms to ND /

[Ipumeuanne: MNpoaykr cootBercTByeT TpeboBatusam HJJ

| Opinion : APPROVED
3akmwuenne: OJJOBPEHO

Approved by: Manager/Executive
Meresrep 1o 00CCHECHIIO KaeT i1

Poveord R R cettid

Prepared by/ é)ﬁ Checked by

Mposepe £ o2 JlokyMeHT npoBepeH

Reprint Date: Reprint Date: o Reprint Date
| Jara: Q_Q'( 0”299/’ Jara: 2% (o - 202 [ Jlata:

2&-10-202




