Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product: / Plagril (clopidogrel) film-coated tablets, 75 mg /
Ilpoaykr: Maarpun® (ksonngorpen) TabseTku, NOKPLITHIE JIEHOHOI 000st0uKoii, 7SMr N
Batch No / : C2112092 Batch Quantity / 1250000 tab /
Cepus Ne O6nem cepun 1250000 Ta6
Analytical Report No / : 890001552204 Date of Analysis / 1 26/10/2021
AnanuTnueckuii oTuer No Jara ananusa - B
Date of Manufacture / : 0972021 Date of Expiry / : 08/2024
MaTa nponssoacrea T'ojen o

Analysis performed according ND / Auaym3 nposeaen no HJI: JICP-005821/09-050218 (amend Ne 1 from |

06.07.2020 / n3m. Ne 1 ot 06.07.2020)

Page 1 of 3/ Crp. 1u3 3

S1

Test / [ToxazaTenn
No

Result / PesynabTar

Specification / Hopma

1 | Description / Onucanne

Round, biconvex pink film-coated
tablets debossed with "C 127" on
one side. / Kpyrneie,
JBOSIKOBBINYKIIblE TabneTkwy,
MOKPEITEIE NIJIEHOYHOH 060J104KOK
pO30BOrO LBETA, ¢ THCHEeHUeM «C
127» na onHoii cTopone.

2 Identification/ IloanuHHOCTL

Complies as prescribed/
CooTBeTcTBYeT TpeboBaHUAM

Macca

J b) Uniformity of weight /
OnHOPOAHOCTL Macchl

3 Average weight and uniformity

 a) Average weight / Cpennsis

400 mg / 400mr

Complies as prescribed/
CooTtBeTcTByeT TpeboBaHUAM

4 | Dissolution / PacTtBopenne

Round, biconvex pink film-coated tablets
debossed with "C 127" on one side. / Kpyrnsie,
JBOSIKOBBITTYKJIbIE TabneTky, MOKpPBIThIE
TUIEHOYHOH 060/104KOH  PO30BOrO  1BETa, C
tucHenneM «C 127» Ha onHOMH cTOpOHE.

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 ynepxuBaHUs OCHOBHOTO TNUKa Ha

XpOMarorpaMMe  MCMLITYEMOro  pacrBopa
JIO/KHO COOTBETCTBOBATH BpeMeHU
yAEPKUBaHUSA OCHOBHOTI'O nmkKa Ha
XpomMaTorpamMme  pacTBOpa  CTaHIAPTHOro

obpa3zua knonuaorpena ruapocynsdara.

of weight / Cpeausisi Macca H 01HOPOAHOCTHL MACCHI

398 mg_i 4 % (between mmg and 414mg) /
398 Mr 4 % (ot 382 mr 1o 414 mr)

18/20 tabs — not more than £ 5 %/
2/20 tabs - not more than + 10 % /
18/20 tabn. — e Gonee £ 5 %
2/20 tabn. — ne G6onee + 10 %

| Not less than 80 % (Q) of the label claim of

Ci6HicCINO:S (clopidogrel) after 30 min / He

Unit-1/ Ta6n.-1 ‘ 95%
Unit-2 / Ta6n.-2 98 %
Unit-3/Ta6n.-3 | 97%

T Unit-4/Ta6n-4 | 98%

menee 80 % (Q) CioH1oCINOS (knonwuaorpen)
| ot 3asBnentoro xonniecrsa uepes 30 MuH,

Remarks : The Product conforms to ND /
[Ipumeuanne: Ipoaykr coorBercTByeT TpedoBaHusM HJ|

Opinion : APPROVED
3awxmouenne: O/IOBPEHO

Prepared by/ ° ("
[Mposepen =77
!?W

Checked by
HokymeHT nposepen

Approved by: Manager/Executive
Menekep 110 o0ecnedeHuno KauecTna

000150 Ro-X ety

Reprint Date;

Jlara: 9;'(Or20%

Reprint Date:
JaTa:

Reprint Date:
)ﬁ[aTa_:

22.-10.-202]
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: / Plagril (clopidogrel) film-coated tablets, 75 mg /
IlpoaykT: Iaarpua® (Knommorpen) Ta0JIeTKH, NOKPLIThIE NJ1IeH0YHOH 000/109KOi, 75 Mr -
Batch No / : C2112092 Batch Quantity / : 1250000 tab /
Cepnst Ne O6bem cepun 1250000 Ta6
Analytical Report No / : 890001552204 Date of Analysis / : 26/10/2021
Anaaurnuecknii oruer Ne Jata anasnusa
Date of Manufacture / : 0972021 Date of Expiry/ : 08/2024
JlaTa npou3BoacTBa I'onen fo

Analysis performed according ND / Anasnu3 nposeaen no HJI: JICP-005821/09-050218 (amend Ne 1 from

06.07.2020 / n3m. Ne 1 ot 06.07.2020)

Page 2 of 3/ C’rl_). 2u3l

S1

No Test / IloxazaTean Result / Pesyabrat Specification / Hopma
Unit-5/Tabn.-5 |  97%
Unit-6/ Ta6n-6 | 97 %

S | Related substances of clopldogrel / PoicTBeHHble NIPUMECH KJIONHAOTPEJIa

Any other unknown impurity / 0.01%/0.01%
Jiobas
HEUACHTUNLHPOBaHHAS
npumecsh

Impurity C (R(-)-enantiomer) / 0.02 %/ 0.02%
Ipumecs C (R(-)-aHanTHOMEp)

Total impurities / Cymma 0.04 %/ (0.04%
npumMecei

6 | Microbial limits / MuxpoGuosiornueckas 4unerora

 Impurity A / Tlpumecs A Not detected / He oGHapykeHa

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

Not more than 0.2% / He Gousee 0,2 %

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

Not more than 2.5 % / He Goaee 2,5 %

a) Total aerobic microbial Less than 50 CFU/g /
count / O61wuee yucno Menee 50 KOE/r
a3pOOHbIX MUKPO-

OpraHW3MOB

b) Total combined yeasts and | Less than 10 CFU/g /

mould count / OGwee Menee 10 KOE/r

YUCIIO APOXKIKEBBIX W
nnecHeBbIX rpubOB

[
- ]
¢) E coli ' Absent in 1g/
| OtcyrerByeT B IT

‘Remarks : The Product conforms to ND /
IIpumeuanue: ﬂpouyKT COOTBeTCTB_yeT Tpeboanuam HJT

Prepared by/ Checked by

ﬂpuuq? JlokyMeHT npoBepeH

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

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

Shall be absent in 1g /
' OtcyrctBue B I 1

| Opinion : APPROVED
3akmouenne: OJJOBPEHO

Approved by: Manager/Executive
MeHemkep 110 odecrneyeHuto KauecTna

Forot) K92 Reocliry

Repllnt Dat Reprint Date:
[[aTa. ?P[O M’ﬂd-rq. Z& - ’ 0 - Q/D(L_’

Reprint Date: L%—lo ~200 |

JlaTa:
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P—roalct: /

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

IIpoayxr: Maarpna® (kaonugorpesn) TabaeTkH, NOKPLITHIE NJIEHOYHOI 000/104KOii, 75 Mr o
Batch No / : C2112092 Batch Quantity / 1250000 tab /

Cepusn Ne B O6bem cepun 1250000 ta6
Analytical Report No / : 890001552204 Date of Analysis / 1 26/10/2021
AHaJINTHYEeCKHUI oTUeT No | JaTa ananusa
Date of Manufacture / : 0972021 Date of Expiry / . 08/2024 o
JlaTa npousBoacTBA Monen no

Analysis performed according ND / Ananns nposegen o HJI: JICP-005821/09-050218 (amend Ne 1 from
06.07.2020 / n3m. Ne 1 or 06.07.2020)

Page3 of 3/Crp. 3u3 3

Prepared by/ &‘(’
[Iposepe

R_eprim D‘"%"{’O’r?_{?ﬂ--f

Hara:

of CisHi6CINO,S

KOJInuecTna

13:) Test / IlokazaTenn Result / PesyanTar Specification / Hopma
7 Uniformity of dosage units / 4.0/4,0 The acceptance value {AV) should be less than
OpanopoaHocTb 4031 POBAHHKS or equal to 15.0 / Ilokasartens npuemnemMocTy
(AV) nomkeH 6uITh He Gonee 15,0.
8 | Assay / KonuuecrBeHnoe 99.0% /99,0% Not less than 90.0% and not more than 110.0%
onpeaesieHHe of the labeled amount
(clopidogrel) per tablet / Ot 90 % no 110 % B
TabreTke  OT  3adBJEHHOTO
CieHi16CINO;S (xnonuporpen).

9 | Packaging / YnakoBka 10 tablets in | 10 tablets in PVC/PVDC/aluminum blister. 3,
PVC/PVDC/aluminum blister. 3 | 10 blisters with a patient information leaflet in a
blisters with a patient information | carton. / ITo 10 Tabnerok B IIBX / TIBOX /
leaflet in a carton. / Tlo 10 | amomunueBom Gaucrepe. Ilo 3, 10 6ancrepos
Ttabneroxk B TIBX / TIBJAX /| BMecTe ¢ MHCTpyKUMeH MO TNPUMEHEHUIO B
amoMmuHueBoM Onuctepe. Ilo 3 | mauky KapToHHYylO.
6aucTepa BMECTe ¢ UHCTPYKUHEH
N0 NPUMEHEHUIO B Maudky
KapTOHHYIO.

10 Lab?ling / Mapkuposka [ According to ND / B cooTsetcreum ¢ HJ[

Tl Storage condition / Xpanenue | In original package, at temperature below 25 °C / B opurunanbHoll ynakoske, npu
Temnepartype He Beiwe 25 °C

I' — —
12 | Shelflife / Cpok roanocrsn | 3 years/ 3 rona
Remarks : The Product conforms 1o ND / Opinion : APPROVED
NTpumesanne: [Tpojayk gugLsercrByen rpedosatingm HJL 3akmouenue: OJJOGPEHO

2

12

Checked by
JlOKYMEHT npoBepen

Approved by: Manager/Executive
Menexep 1o odecneyeHHo kauecTsa

F22tdd Ro~L Rocttrry

Jlara:

Reprint Date:

LGl

__28-10-202]

Reprint Date: 928 16 ..,’Lo’)jf

Mara:




