Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHMOUKAT AHAJIM3A

_P;(j;ét: / Plagril (clopi(@rel) film-coated tablets, 75 mg /

IpoAyer: Maarpun® (kaonnjaorpes) TabJeTKH, NOKPLITbIE nJeHouHoi 0605104K0ii, 75 Mr
BatchNo / . C2112101 Batch Quantity / : 1250000 tab /
CepMa Ne | Obnem cepun 1250000 Tab
Analytical Report No / : 890001552786 Date of Analysis / ¢ 31/10/2021

| AnaJyTHueckuii oT4eT No Jlara anaausa

Date of Manufacture / . 0972021 Datc of Expiry / o 082024

| JlaTa npon3BoAcTDA Tojen j1o

Analysis performed according ND / Anasin3 npoBejes 1o
| 06.07.2020 / w3m. Ne 1 oT 06.07.2020)

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

Page1 of 3/Crp. 1 u33

Test / IlokazaTenn

Result / Pesynbrar

Specification / Hopma

1 Escripliuu / Ouncanne

Round, biconvex pink film-coated
tablets debossed with "C 127" on
onc side. / Kpyrarie,
JIBOAKODBLIMYKIILIC TabneTIKH,
MOKPBITBIE THIEHOUHOH 06004KOH
pO30BOFO LBETA, ¢ THCHeHHeM «C
127» Ha OJIHOI CTOpOHE.

2 | Identification/ opauuuocTh

Round, hicanvex pink film-coated tablets
debossed with "C 127" on one side. / Kpyrasie,
JBOSKOBBUIYKTTRIE TafnerkH, HOKPLILBIC
NASHOUHOW  00ONOUKOH PN3OROTO  TIRETA, C
trucHenueM «C 127» Ha ONHON CTOPUHE.

Complies as prescribed/
CooTBETCTBYET TPeDOBAHHAM

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 yIep)KMBaHnMs OCHOBHOMO TIMKa Ha

XpoMarorpamme  MCABITYEMOTO  pacTBopa
NOMKAO COQTBETCTBOBATh BpPEMEHH
yaepyKUBaHus OCHOBHOTO nuka Ha
XPOMATOIPAMME  pdliBupa  CTAHAAPTHOrO

obpa3ia knonuaorpena ruapocyibpara.

3 Average weight and uniformity

of weight / Cpeansis macca 1 OAHOPOJHOCTL MACChI

Mmacca

b) Uniformity of weight /
OIHOPOAHOCTL MACCHI

| a) Average weight / Cpennsia

394 mg /394 mr

Complies as prescribed/
CooTBETCTBYET TPCOOBAHHAM

4 Dissolution / PacTBopenne

398 mg £ 4 % (between 382 mg and 414mg) /
398 Mr + 4 % (or 382 mr no 414 mr)

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

Unit-1 / Ta6n.-1 96 %

| Unit-2/ Ta6n.-2 _{* 9% |

Unit-3 / Tadn.-3 92 %

Unit-4 / Tabn-4 | 93 %
|

Not less than 80 % (Q) of the label claim of
CioH,6CINO:S (clopidogrel) after 30 min / He
menee 80 % (Q) Ci6H,CINO:S (knonuaorpen)

| ot 3asBnenrHoro konniuecTsa uepes 30 MuH.

Remarks : The Product conforms to ND /

Opinion : APPROVED
3axmouenne: OOBPEHO

Prepared by/

ﬂpOBepW
-

Ipumeuanne: [1poAYKT COOTBETCTBYET TpeOOBAHHSM HI
(¥ Checked by

JIOKYMEHT npoBepeH <§ﬂiﬂ‘7

Approved by: Manager/Executive
Metemkep no obecrneveHHIo Ka4ecTsa

SPNTIN Wﬂf}-ﬂ'{_

Reprint Date: 2 )
| ara: 3”[0"

Reprint Date:
Hara:

~9H0- 024

Reprint Date:
Jara: 31 O'_D’Ol,




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

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

Hpoaykr: Inarpua® (kionuaorpesn) TabaeTKH, NOKPLITHIE MJIEHOUHOii 000J10UKOii, 75 MT
BatchNo / : C2112101 Batch Quantity / : 1250000 tab /
Cepma No O06mnem cepuu 1250000 Tab
Analytical Report No / : 890001552786 Date of Analysis / 1 31/10/2021

AnaJliTHyeckni oruer Ne | llaTa anaanza
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2024
Jata Nponssoacrea T'open mo

Analysis performed according ND / Arasnn3 nposeaen mo HJI: JICP-005821/09-050218 (amend Ne 1 from
106.07.2020 / u3m. Ne | ot 06.07.2020)

Sl

Test / IlokazaTenn
No

Result / PesyabTaT

Page2 of 3/ Crp.2u3 3

Specification / Hopma

Unit-5 / Tabn.-5 90 %

Unit-6 / Tabn.-6 | 85%

5 | Related substances of clopidogr

el / PoacTBeHHbIe MPUMecH KJIONMOTpeia

-l_m_purity A/ Tlpumecs A

Any other unknown impurity /
JlioGas
HeuaeHTU(hULMpOoBaHHas
nprMech

Impurity C (R(-)-enantiomer) /
[pumecs C (R(-)-3nantHomep)

Total impurities / Cymma
npumecei

Not detected / He_06Hapy)1<eHa

0.01%/0,01%

0.01%/0,01%

0.03 %/ 0,03%

6 | Microbial limits / MukpoGuono

rmyecKasi YuCcToTa

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

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

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

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

a) Total aerobic microbial
count / Obuuee uncino
a3po0HbLIX MUKPO-
OpraHu3MoB

Total combined yeasts and
mould count / O6uiee
UHCIO APOKIKEBBIX U
TIeCHEBBIX TPHOOB

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

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

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

) E. coli

Absent in ]g_/

OrcyTcTBYyeT B IT

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

Shall be absent in Ig/
OtcytcTBHEe B | T |

Remarks : The Product conforms to ND /
Ipumeuanmne: ﬂpOLlVKT coo1 BeTCTBYeT TpeboBaHnam H/J

Opinion : APPROVED
3akaiouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager/Executive
ﬂposepey/ HoxymeHT nposepeH ()S‘ami Menemxep 110 obecneteHu o KayecTsa
{Rototd) o~ fleettry
Reprmt Da Z A Reprint Date: 2oz Reprint Date: O-_1LO2
Hata: J?’ (0 JlaTa: h { [laTa 8' a ,




DrReddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Prod;-ct:_/_

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

06.07.2020 / uzm. Ne 1 ot 06.07.2020)

HpoAyer:  Tlnarpua” (kaonujorped) Taljierki, HOKpbLITHIE IUIEHOYHOH 000J10MK0il, 75 Mr -
BatchNo / : C2112101 Batch Quantity / : 1250000 tab /

| Cep#ii No - O6bem cepuu 1250000 a6
Analytical F Report No / : 890001552786 Date of Analysis / : 31/10/2021
AHnaJliTH4ecKkuii oTyer Ne Jdata ananusa - -
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2024 o
Jata lpousBoacTBA T'open 10

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

Page 3 of 3/ C'I'_Ej3 u3 3

gl Test / Iloka3zaTenn

Result / PesyabTar

Specification / Hopma

No
7 Uniformity of dosage units /
OanopoaHOCTH A03MpPOBAHUSA

3.9/3,9

The acceptance value (AV) should be less than
or equal to 15.0 / Tloka3zaTenb NpHEMIIEMOCTH
(AV) nomxen OwbITh He Gonee 15,0.

8 |[Assay / KounuecTBeHHoe

onpeaejienne

100.4% /100,4%

9 _Packaging / YnakoBka 10

tablets

in

PVC/PVDC/aluminum blister. 3

blisters with a patient information
leaflet in a carton. / Tlo 10
tabnetox B [IBX / TIBJAX /
amomuHueBoM Onuctepe. Ilo 3

Not less than 90.0% and not more than 110.0%
of the labeled amount of C;sH;sCINO,S
(clopidogrel) per tablet / OT 90 % 00 110 % B
TabjieTke  OT  3aABJIEHHOIO  KOJIMYeCTBa
CisHi16CINO,S (knonunorpen).

10 tablets in PVC/PVDC/aluminum blister. 3,
10 blisters with a patient information leaflet in a
carton. / ITo 10 rtabnerox 8 IIBX / TIBAX /
amomunnesom Gauctepe. Ilo 3, 10 Gnucrepor
BMECTE C WHCTPYKUMEH MO NPUMEHEHHIO B
nauKy KapTOHHYIO.

HaucTepa BMECTE ¢ MHCTPYKLMEH

3 years / 3 rona

N0  MNPHMEHEHMI0 B Mauky
KapTOHHYIO.
10 ._Labeling / MapkupoBka According to ND / B cootsetctuu ¢ HJJ -
11 | Storage condition / Xpanenune | In original package, at temperature below 25 °C / B opurunansHol ynakopke, npu
Temnepartype He Bbiuie 25 °C
12 Sh_elﬁfeTC_pox FOAHOCTH -

Remarks : The Product confor
Tlpumeuanne: Tlponykr coorsetcTBYeT TpeboBannsm HJJ

ms to ND /

| 3akmouenne: OJOBPEHO

Opinion : APPROVED

| [ata:

| Prepared by/ Checked by Approved by: Manager/Executive
pp b g
[posepeton JIOKyMEHT npoBepeH :15“ Mere siep 1o odecHenenng KauecTsa
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