Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

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

IIpoaykr: Inarpua® (kaonmumorpes) TAG/IETKE, NOKPLITHIE IIEHOYHOMH 000101KOiH, 75 mr
Batch No / : C2112103 Batch Quantity / : 1250000 tab /
Cepnsi Ne O61cM cepuu 1250000 Tab
Analytical Report No / : 890001553009 Date of Analysis / : 01/11/2021
AHaJMTHYECKHI 0TUeT Ne Jlara anann3a
Date of Manufacture / : 09/2021 Date of Expiry / 1 08/2024
JlaTa npou3BoiCTBA Tojien go

Analysis performed according ND / Aranus nposezen no HJI: JICP-005821/09-050218 (amend Ne | from
06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Page10of3/Crp.1mu33

S1

No Test / IoxaszaTens Result / PesyabTaT Specification / Hopma
1 | Description / Onucanue Round, biconvex pink film-coated | Round, biconvex pink film-coated tablets
tablets debossed with "C 127" on | debossed with "C 127" on one side. / Kpyrisie,
one side. / Kpyriete, | [BOAKOBBIMYKIble — TAONETKH,  TTOKPHITHIE
JIBOSIKOBBIITYKJTBIC TAOJETKH, | IUTeroIoil Of0mowkaii  POROROTO  TIRETA, €
MOKpPHITEIE TIIEHOYHOH 060moukoii | TicHeHHeM «C 127» Ha OAHOH CTOpOHE.
po30BOro npera, ¢ THCHeHHEM «C
127» na ogHOH CTOpPOHE.
2 | Identification/ IloasimnnocTh Complies as prescribed/ The retention time of the main peak on the
CooTBeTcTBYyeT TPeOOBaHUAM chromatogram of test solution should
correspond to the retention time of the main
peak on the chromatogram of clopidogrel
hydrosulfate reference standard solution. /
Bpems yuoep)KUBaHHA OCHOBHOTO TIMK2 Ha
XpOMAaTOrpamMMe  HCIBITYEMOrO  PacTBopa
JIOJIKHO COOTBETCTBOBATh BpEMEHH
yaep KUBaHHUA OCHOBHOT'O nMKa Ha
XpOMaTorpaMMe  PACTROPA  GTAaHAAPTHOTO
o6pasia kionyaorpena rugpocyibdara.
3 | Average weight and uniformity of weight / Cpeansis Macca u 0AHOPOJHOCTH MaCChI
a) Average weight / CpenHss 399 mg/ 399 mr 398 mg + 4 % (between 382 mg and 414mg) /
macca 398 mMr =4 % (ot 382 Mr 1o 414 mr)
b) Uniformity of weight / Complies as prescribed/ 18/20 tabs — not more than + 5 %/
OmHOPOAHOCTH MacChl COOTBETCTBYET TPeOOBAHUIM 2/20 tabs - not more than + 10 % /
18/20 tabi1. — He Gonee £ 5 %
2/20 ta6n. — He Gonee = 10 %
4 | Dissolution / PacrBopenne Unit-1 / Ta6:.-1 95 % Not less than 80 % (Q) of the label claim of
: C16H16CINO,S (clopidogrel) after 30 min / He
= o) )
Unit-2 / Ta6n.-2 9% meHee 80 % (Q) CisHisCINO,S (knommupmorpen)
Unit-3 / Ta6n.-3 99 %, OT 3asBJIEHHOrO KojrdyecTBa yepes 30 MHH.
Unit-4 / Ta6in.-4 99 %

Remarks : The Product conforms to ND /
IIpumeuanue: [poaykt cooTBeTcTBYET TpeOoBaHuaM H/I

Opinion : APPROVED
3axiaouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager/Executive
ITposepeHo "@ JTIOKYMEHT MPOBEPEH Menepiep 10 0becreyeHnto kKa9ecTsa
=] < /
Reprint Date: 0'5-\1-28%\ | Reprint Date: —fi - Reprint Date: 72
Jara: Jara: o5 == Jata: OL~ 120 ’




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUH®UKAT AHAJIU3A

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

IIpoayxr: Inarpua® (kionuaorpe) TabJeTKH, HOKPHITHIE IUIEHOYHOT 060.104K0i, 75 Mr
Batch No / : C2112103 Batch Quantity / : 1250000 tab /
Cepus Ne 0Oonem cepuu 1250000 Tab
Analytical Report No / : 890001553009 Date of Analysis / ¢ 01/11/2021
AHanuTnyeckmii oTueT No JlaTa ananuza
Date of Manufacture / : 09/2021 Date of Expiry / 1 08/2024
JlaTa npousBoacTBa Toxen no

Analysis performed according ND / Anayns nposexen mo HJ[: JICP-005821/09-050218 (amend Ne 1 from

06.07.2020 / u3m. Ne 1 ot 06.07.2020)
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S1

Test / Iloka3zaTennb
No

Result / PesyasTaT

Specification / Hopma

Unit-5 / Tabn.-5 97 %

Unit-6 / Tabn.-6 98 %

5 | Related substances of clopidogrel / PogcTBeHHbIe IpUMecH KI0ONMHAOIPCIa

Total impurities / Cymma
npumecei

IIpumeck C (R(-)-3HaHTHOMED)

Impurity A / IIpumecs A Not detected / He oOHapyxeHa
Any other unknown impurity / 0.01%/0,01%

JIrobas

HeuAeHTHUIUPOBAHHAS

NpUMeCh

Impurity C (R(-)-enantiomer) / 0.01%/0,01%

0.04 %/ 0,04%

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

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

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

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

6 | Microbial limits / MukpoOunosorugeckass YuCTOTA

mould count / Obmee
YHCIIO APOMIKEBBIX U
TJIECHEBBIX IPpHOOB

Menee 10 KOE/r

a) Total aerobic microbial Less than 50 CFU/g / Not more than 1000 CFU/g /
count / O61ee 4ucio Menee 50 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MUKPO-

OpraHu3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli

Absent in 1g/
OtcyrcTByer B Ir

Shall be absent in 1g /
OrcytcrBUe B I T

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpoaykr coorBeTcTBYET TpeboBanmsam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/
IIposepeno @

Checked by
JIOKyMeHT IpOBepeH

IN~L_

Approved by: Manager/Executive
MeHemxep 10 06eCTIeYEHHIO KadyecTBa

P TARY L Reotluyf

Reprint Date: mg-tt«1o0n)
Hara:

Reprint Date: O5~11 -~ 202 |
Hara:

Reprint Date: O ~|)-20 Q,,

Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: /

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

IIpoaykT: Ilnarpua® (kaonugorpesn) TadJieTKH, NOKPBIThIE IIIEHOYHOH 060/1049KO#H, 75 Mr

Batch No / : C2112103 Batch Quantity / : 1250000 tab /

Cepus Ne - O6bem cepun 1250000 Tab
Analytical Report No / : 890001553009 Date of Analysis / : 01/11/2021
AHaJuTHYECKHH oTueT No JlaTa aHaJH3a _|
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2024

JaTa npou3BojcTBa T'open mo

Analysis performed according ND / Anaau3s nposeaen no HJI: JICP-005821/09-050218 (amend Ne 1 from

06.07.2020 / u3m. Ne 1 ot 06.07.2020)
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S1

onpea

9 P_ackagfng_/ YnakoBka

CJICHHE

10

No Test / Tloxa3zaTens Result / PesyabTar Specification / Hopma
7 | Uniformity of dosnge units / 1.2/1,2 The acceptance value (AV) should be less than
OQHOPOHOCTH XOZUPORAHUST or equal to 15.0 / TToxazatcne NTPHEMIICMOCTH
(AV) nomxen 65ITh He bonee 15,0.
8 Ass;y /  Konmuecrennoe R 101.2% /101,2% Not less than YU.0% and not more than [10.0%

of the labeled amount of CisHisCINO,S
(clopidogrel) per tablet / Ot 90 % mo 110 % B
TabNeTKE OT  3afBICHHOTO  KOJHYECTBA
C16H16CINO;S (knomugorpet).

tablets in
PVC/PVDC/aluminum blister. 3
blisters with a patient information
leaflet in a carton. / Ilo 10
Tabnerok B IIBX / TIBAX /
amoMuHueBoM Omuctepe. Ilo 3
OamcTepa BMECTE C MHCTPYKLIME

10 tablets in PVC/PVDC/aluminum blister. 3,
10 blisters with a patient information leaflet in a
carton. / Tlo 10 Tabnerok B IIBX / TIBAX /
amoMuuuneBoM Gnuctepe. Ilo 3, 10 Gmucrepor
BMECTE C MHCTPYKUHEH [0 NPHMEHEHHIO B
MauKy KapTOHHYIO.

Shelf life / Cpok roanocTn

MO0  NPUMEHEHHIO B  TAUKy
KapTOHHYIO.

10 | Labeling / MapxupoBka According to ND / B coorsercaum ¢ HJI

11 | Storage condition / Xpanenne | In original package, at temperature below 25 °C / B opuruHaibHOH yIakoBKe, IpH
TeMmepaType He Beliie 25 °C

12 3 years / 3 roma

Remarks : The Product conforms to ND /
Ilpumeuanne: [Tpogykt cooTBeTcTBYET TpeboBanusaM H]I

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by/ Checked by Approved by: Manager/Executive
IIpoBepeHo d’@ JIOKyMEHT poBepeH Meunemkep no obecreueHHIo kadecTBa
Reprint Date: & -11< 207} | Reprint Date: P Reprint Date:

Hara: JaTa: o511~ 202] Hara: OS-11-20 1”




