Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: / Plagril (clopidogrel) film-coated tablets, 75 mg /
Hpoaykr: Ilaarpua” (Kionurorpe) TabaeTkH, HOKphIThHIe wIeHouHo# 000510%K0ii, 75 MT

Batch No / : C2112102 Batch Quantity / : 1250000 tab /

Cepus Ne O6beMm cepun 1250000 Ta6
Analytical Report No / : 890001553223 Date of Analysis / : 03/11/2021
AnanmTinaeckuii oruet Ne JlaTa ananmn3a

Date of Manufacture / : 09/2021 Date of Expiry / . U8/2024

JaTa npon3BoAcTBA 1'open 1o

Analysis performed according ND / AnaJiu3 npoBe/ieH 1o H

06.07.2020 / m3m. Ne 1 ot 06.07.2020)

1: JICP-005821/09-050218 (amend Ne 1 from

Page10of3/Cip.1mn33

S1

Test / IloxazaTennb
No

Result / PesyabraT

Specification / Hopma

1 | Description / Quucanue

Round, biconvex pink film-coated
tablets debossed with "C 127" on
one side. / Kpyrasie,
JIBOSIKOBBIITYKIIBIE TabMeTKy,
HOKpHITHIE TUIEHOYHOH 060710UKOM
po3oBoro upera, ¢ THCHeHHEM «C
127» Ha omHOH cTOpOHE.

Round, biconvex pink film-coated tablets
debossed with "C 127" on one side. / Kpyrneie,
ABUSKUBBbILYRIBIE  TAGICTKY, TIOKPLITLI®
[JIEHOYHOM OO0OJIOUKOH pPO30BOr0 IIBETa, C
TucuerueM «C 127» Ha oqHOM CTOpOHE.

2 Identification/ IloanuHHOCTD

Complies as prescribed/
CooTBETCTBYeT TpeOOBaAHUAM

The retention time of the main peak on the
chromatogram of test solution should
cotrespond to the retention time of the main
peak on the chromatogram of clopidogrel
hydrosulfate reference standard solution. /
Bpems yHep)KUBAHHSA OCHOBHOTO IIMKA Ha

XpoMarorpaMMe  HCHBITYeMOTO  pacTBOpa
IOJDKHO COOTBETCTBOBATH BpEMEHU
VICPIKUBAITHS OCHOBHOTO nmKa Ha
XpOMarorpaMmMc  pacTBopa  CTaHAApTHOTO

oGpasia KIONuAorpesa ruapocybdara.

3 | Average weight and uniformity

of weight / Cpeauss Macea ¥ OJHOPOZHOCTH MACCHI

Macca

b) Uniformity of weight /
OnHOPOOHOCTH MAcChl

1) Average weight / Cpennsa

400 mg/ 100 mr

Complies as prescribed/
CooTBercTByeT TpeOGOoBaHUAM

398 mg + 4 % (hetween 382 mg and 414mg) /
398 mr + 4 % (ot 382 mr o 414 Mr)

18/20 tabs — not more than + 5 % /
2/20 tabs - not more than + 10 % /
18/20 taby. — He Gonee = 5 %
2/20 1a61, — He 6onee = 10 %

4 | Dissolution / PacTtBopeHue Unit-1 / Tabmn.-1 97 % Not less than 80 % (Q) of the label claim of
: C16H1sCINO,S (clopidogrel) after 30 min / He
Unit-2 / Tabn.-2 %6 % mesee 80 % (Q) CisHisCINO2S (xmonumorpen)
Unit-3 / Tabm.-3 94 9%, OT 3aBJIEHHOrO Konm4ecTsa yepes 30 Mun.
Unit-4 / Tabn.-4 95 %
Remarks : The Product conforms to ND / Opinion : APPROVED
Mpumeuanue: [Tpoykr coorsercrayeT Tpedoanusm H/L 3akaouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
IIpoBepeHo ﬂ@ JIOKyMEHT 1poRepeH Menemkep 1o obecneyeHuIo Ka4ecTsa
q Na | Road Ry L fotey
Reprint Date: o= \\~202) | Reprint Date: Reprint Date:
-~ - / -— hf?/o
Harta: Hara: 05-!- 202 Hara: oS- “ 1’(




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: /

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

IIpoaykr: ILnarpna® (kaonuaorpe) Ta6IeTKH, NOKPHIThIE ILIEHOYHOMH 060104K0#, 75 Mr
Batch No / : C2112102 Batch Quantity / 1 1250000 tab /
Cepus Ne O0Bem cepur 1250000 Ta6
Analytical Report No / : 890001553223 Date of Analysis / : 03/11/2021
AHanuTHYecknii oTyeT Ne Jata anannsa
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2024
JaTta npon3BoacTBa T'onen 1o

Analysis performed according ND / Ananus nposenen mo HJ[: JICP-005821/09-050218 (amend Ne 1 from
06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Page2 of 3/Crp.2u33

I\SI:) Test / Iloxa3aTesn Result / Pesyasrat Specification / Hopma
Unit-5 / Tabmn.-5 96 %
Unit-6 / Tabin.-6 92 %
5 | Related substances of clopidogrel / PoacTBeHHBIE MPUMECH KAVIMIOL P
Impurity A / IIpuMecs A 0.03 %/ 0,03% Not more than 1.2% / He 6onee 1,2 %
Any other unknown impurity / 0.03%7/0,03% Not more than 0.2% / He 6onee 0,2 %
Jrobas
HeUAeHTUHLYPOBAaHHAS
TIPUMECh
Impurity C (R(-)-enantiomer) / 0.05%/0,05% Not more than 1.5 % / He 6oxnee 1,5 %
IIpumecs C (R(-)-oHaHTHOMED)
Total impurities / Cymma 0.2%/0,2% Not more than 2.5 % / He 6oinee 2,5 %
npumMecei
6 | Microbial limits / Mukpo0unosiornyeckas 4HCTOTA
a) Total aerobic microbial Less than 50 CFU/g / Not more than 1000 CFU/g /
count / O61ee yucio Menee 50 KOE/r He Gonee 1000 KOE/r
a3po6HBIX MUKPO-
OpraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6uee Menee 10 KOE/r He Gonee 100 KOE/r
YUCJIO APOXIKEBBIX U
IUIECHEBEIX TPUOOB
¢) E coli Absentin 1g/ Shall be absent in 1g/
OtcytcTBYyeT B IT OrcyrcTtBUe B I T

Remarks : The Product conforms to ND /
ITpumeuanne: [Ipoxykr coorBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/
ITpoBepeno

lp

Checked by
JIoKyMeHT MpoBepeH

Approved by: Manager/Executive
Menemkep o o6ecedeHHIO KauecTBa

Re0ed Ronl Neeeti]

Reprint Date: ms- 1202
Jara:

Reprint Date:

OS5 ~(1~202
Jara:

Hara:

Reprint Date:(D ) |20 ?//




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Ilpoaykr: Inarpusa® (k1onuaorpest) TaGIeTKH, OKPIThIE INIEHOYHOI 060.104K0i, 75 Mr
Batch No / : C2112102 Batch Quantity / : 1250000 tab /
Cepus Ne O6beMm cepun 1250000 Tab
Analytical Report No / : 890001553223 Date of Analysis / : 03/11/2021
AHATUTAYECKHH oTUeT No Jara anaauza
Date of Manufacture / : 09/2021 Date of Expiry / 1 08/2024
JlaTa npoU3BOACTBA I'onen no

Analysis performed according ND / Ananus nposenen no HJI: JICP-005821/09-050218 (amend Ne 1 from
06.07.2020 / m3m. Ne 1 ot 06.07.2020)

Page3 of 3/Crp.3u3z3

13:) Test / IloxasaTean Result / PesyabpTaT Specification / Hopma
7 | Uniformity of dosage units / 4.3/4,3 The acceptance value (AV) should be less than
OxHOpOAHOCTH J03HPOBAHNS or equal to 15.0 / Tloka3aTess NPUEMIIEMOCTH
(AV) nomxeH 6piTh He Gonee 15,0.
8 | Assay / KoauyecTsennoe 100.2% /100,2% Not less than 90.0% and not more than 110.0%
onpeaeIeHne of the labeled amount of CisHisCINO,S
(clopidogrel) per tablet / Ot 90 % mo 110 % B
TabNeTke OT  3asBIEHHOIO  KOJMYECTBa
Ci6Hi6CINO,S (xiormmporpen).
9 | Packaging / YnaxoBka 10 tablets in | 10 tablets in PVC/PVDC/aluminum blister. 3,

PVC/PVDC/aluminum blister. 3
blisters with a patient information
leaflet in a carton. / Ilo 10
tabmeroxk B IIBX / TIBAX /
amomMuaueBoM Omuctepe. ITo 3
GuMcTepa BMECTE€ C HHCTPYKLMEH
N0 TNPHAMEHEHHIO B TA4Ky
KapTOHHYIO.

10 blisters with a patient information leaflet in a
carton. / ITo 10 Tabnerox B IIBX / TIBAX /
amomunueBoM Gnucrepe. Tlo 3, 10 Giucrepos
BMECTE€ C MHCTPYKIHMeH IO NPUMEHEHHIO B
MayKy KapTOHHYIO.

10 | Labeling / MapkupoBka

According to ND / B coorserctBun ¢ HJI

11 | Storage condition / Xpanenue

Temneparype He Boime 25 °C

In original package, at temperature below 25 °C/ B opurvHaIbHOH yNaKoBKe, NIPH

12 | Shelflife / Cpox roguoctu

3 years / 3 roma

Remarks : The Product conforms to ND /
TIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
Zaxmouenune: OJTOBPEHO

Prepared by/
IIposepeno

o

Checked by
JloKyMeHT nmpoBepeH

ID—~-

-

Approved by: Manager/Executive

Menezpikep 1o obecn euem-uw
o
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Reprint Date:
Hara:
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