Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

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

Ipoaykr: Iaarpua® (kaonmporpei) Tabuerku, HOKpbITble NJIeHOUHOiH 060104K0M, 75 Mr -
Batch No / : C2110136 Batch Quantity / 1250000 tab /
Cepus Ne - O6nem cepun 1250000 Ta6
Analytical Report No / : 890001541957 Date of Analysis / 1 31/08/2021
Ananutuuecknii oruer No JlaTa anaju3a

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024

Jara npoussojacraa T'open 1o

Analysis performed according ND / Ananu3 nposenen no HJI: JICP-005821/09-050218 (amend Ne | from |

06.07.2020 / n3am. Ne 1 o1 06.07.2020)

SI
No

Test / IlokazaTenn

Result / PesyabTat

Pagelof3/Crp. 1u33

Specification / Hopma

1 Descﬁption / Onucanne

| Round, biconvex pink film-coated

tablets debossed with "C 127" on
one side. i Kpyrazle,
JBOSIKOBBLINYKJIbIE TabneTky,
TOKPBITHIE MIEHOYHON 06010uKOoH
po30Boro usera, ¢ TUCHeHUeM «C
127» Ha ogHOM cTOpOHe.

Round, biconvex pink film-coated tablets |
debossed with "C 127" on one side. / Kpyrusite,
NBOSIKOBBIMYKAKE  TalneTkw, TIOKpbITBIE
niaeHoyHod 000JI0YKOH pPO30BOTO  LiBETa, C
TucHeHueM «C 127» na oaHOH CTOpOHe.

2 Identification/ Iloanuunoctn

3 Average weight and uniformity

Complies as prescribed/
CooTBeTcTBYET TPEOOBAaHUAM

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)kuBaHMS OCHOBHOI'O [MMKa Ha

XpoMaTorpaMme  UCHBLITYEMOro  pacrBopa
JIOTDKHO COOTBETCTBOBATh BpPEMEHH
yIoepKUBaHUs OCHOBHOTO nuKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHOAAPTHOTO

o6pa3ua khonuporpena ruapocynedara.

of weight / Cpeansisi macca v 01HOPOIAHOCTH MACCHI

Macca

b) Uniformity of weight /
OnHOPOAHOCTL MAcChl

a) Average weight / Cpeanss

395 mg/ 395mr

Complies as prescribed/
CooreeTtcTByeT TpeOOBaHHSIM

398Fg + 4 % (between 382 mg and 414mg) /
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 Ttabn. — ne 6onee £ 10 %

4 | Dissolution / P_ﬂCTBOpelme Unit-1/ Ta6n.-1 95 % Not less than 80 % (Q) of the label claim of
- - CisH16CINO:S (clopidogrel) after 30 min / He
EiniE2./ liaeh:=2 7t metiee 80 % (Q) CisHicCINO-S (knonunorpen)
Unit-3 / Ta6n.-3 86 % OT 3aBJAEHHOIO KONHUECTBa yepes 30 muil.
Unit-4 / Ta6n.-4 90 %
Remarks : The Product conforms to ND / Opinion : APPROVED )
Ilpumeuanne: lpoaykr cooTeeTcTByeT TpeboBaHuam HJI 3akmouenne: QJJOBPEHO
Prepared by/ [ Checked by Approved by: Manager/Executive
HPUWW? o2 JoKyMEHT npoBepeH MeHepxkep no obecrneveHH o KauecTsa
N - - e
Reprint Date; % Reprint Date: Reprint Date: < o
- ) -0&-
Jlara: 2 ] "O@ Jlara: g-of-loz] Jara: g "’o ?/ w?’{




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: /

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

IIpoayxr: Taarpua® (knonuaorpes) TabueTky, NOKPLIThIE NJIEHOMHON 060J104K0i, 75 mr
Batch No / : C2110136 Batch Quantity / 1250000 tab /

Cepus Ne - - O6bem cepun 1250000 Tab6
Analytical Report No / : 890001541957 Date of Analysis / ¢ 31/08/2021
AHanurnyecknii oryer Ne Jarta anaanza

Date of Manufacture / : 07/2021 Date of Expiry / 1 06/2024

JlaTa npousBoacTBa T'open no

Analysis performed according ND / Ananus npogeien no H: JICP-005821/09-050218 (amend Ne 1 from

06.07.2020 / uam. Ne 1 ot 06.07.2020)

Page2 of 3/Crp.2 n33 -

SI

Test / IlokazaTenn
No

Result / PesyabTaT

Specification / Hopma

Unit-5 / Tabu.-5

92 %

Unit-6 / Tabn.-6

96 %

5 | Related substances of clopidogrel / PoncrBennsie npumecu KaonNuaorpena

Impurity A / TTpumecs A

Any other unknown impurity /
Jobas
HEUJEHTUGULMPOBAHHAS
NpUMeCh

Impurity C (R(-)-enantiomer) /
INpumect C (R(-)-3nanTHOMED)

Total impurities / Cymma
npumecei

0.03%/0,03%
0.02%/0,02%

0.01 %/0,01%

0.1%/0,1%

a) Total aerobic microbial |
count / O6iuee uncno
a3poOHbIX MUKPO-
OpraHu3MoB

6 | Microbial limits / MukpoGuosornueckas aucrora

Not more than 1.2% / He 6onee 1,2 %
Not more than 0.2% / He 6oxnee 0,2 %

Not more than 1.5 % / He 6onee 1,5 %

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

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

b) Total combined yeasts and
mould count / Obuice
UHCII0 APONIKEBBIX H
NJIECHEBLIX TPUOOB

¢) E coli

Less than 10 CFU/g /
Menee 10 KOE/r

Absentin lg/
OtcyrctByeT B IT

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

“Shall be absent in lg/

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

OtcyTcTBHEe B 1 T

7 Uniformity of dosage units /
OAHOPOAHOCTL 103U POBAHNA

3.1/3,1

The acceptance value (AV) should be less than
or equal to 15.0 / ITokazatens npuemMieMocTH
(AV) nosnsken ObITh He Sonee 15,0.

Remarks : The Product conforms to ND /

Ilpnmeuanne: [IponykT cooTBeTcTBYeT TpeGosarusm HJL

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/

”POBE}E?%,

é;'/[) Checked by
/

JIokyMeHT npoBepeH g

Reprint Dage;
jlaT;l:I éﬂ]@g’ %}& Hara:

Reprint Date:

Slof0L]

Approved by: Manager/Executive

Mere/saep 1o 00eCneeHio KaieeTsa
Reprint Date: g| o Q/ wQ/’
— P

Jara:
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Dr.Reddy’s ‘3‘

Product: /

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A

_P_lagril (clopidogrel)?lla-coated tablets, 75;1g/

Mpoaykr:  Tlnarpuna® (knonuaorpe) TabaeTkn, NOKPbIThIE MJIEHOYHOl 060/10UKOM, 7SMr
Batch No / : C2110136 Batch Quantity / : 1250000tab/
Cepus Ne O6nem cepun 1250000 ta6
Analytical Report No / : 890001541957 Date of Analysis / : 31/08/2021
AnanuTHueckuii oTyer Ne - JaTa ananu3sa
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024 }
Jarta npou3BoacTBa T'open no

Analysis performed according ND / Ananu3 nposenen no H: JICP-005821/09-050218 (amend Ne 1 from
06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Page3 of 3/Crp. 313 3 )

S1

KOJH4YeCTBa

PVC/PVDC/aluminum blister. 3

blisters with a patient information
leaflet in a carton. / Ilo 10
Tabnerok B JIBX / TIBAOAX /
anmomuHuerom Onucrepe. Tlo 3
6nucTepa BMecTe ¢ MHCTpYKLMeH

no  NpUMEHEHHIo B
KapTOHHYIO.

10 | Labeling / MapxupoBka
11 | Storage condition / Xp;me}me_"
12 | Shelf life / Cpox roanoctu

nauky

No Test / IlokazaTenb Result / PesyabraT Specification / Hopma
8 | Assay / KoanuecTBeHHoe 99.7% /99,7% Not less than 90.0% and not more than 110.0%
onpenejienne of the labeled amount of CisHisCINO,S
(clopidogrel) per tablet / Ot 90 % no 110 % 8
TableTke  OT  3asBIEHHOrO
Ci16H16CINO:S (xnonuporpen).
9 | Packaging / YnakoBka 10 tablets in | 10 tablets in PVC/PVDC/aluminum blister. 3,

10 blisters with a patient information leaflet in a
carton. / TTo 10 tabnerox B IIBX / TIBAX /
amomuHueBoM 6nucrepe. Ilo 3, 10 6nucrepos
BMECTE€ C WHCTPYKLMEH II0 NMPUMEHEHHIO B
nayky KapTOHHYIO.

According to ND / B coorserctonu ¢ HJJ

Temnepatype He Bbiwe 25 °C

In original package, at temperature below 25 °C / B opuruHanbHoll ynakoBke, npu

| 3 years /3 rona

Remarks : The Product conforms to ND /
Ilpameuanne: fponykr coorsetcTByer TpeboBaHuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by/ o‘ﬁ' Checked by Approved by: Manager/Executive
l’lpose]ml@ ()éz-/pp; JIOKYMEHT ripoBepeH Mil)mmp 1o odecHedeH o WE;?
cﬂ—'-j// ?y Seteda) ol Reot
Reprint Datg; _ 2924 Reprint Date: ' Reprint Date: 2,
Jlarta: V?] 0% Jlara: 38| e 3108 to /




