i o JIERVEARANMIR W RPN LA armansn

. NEKJAPAHT, NIPHHHU MATOLIVH JREKJAAPAIIHAIO O COOTBETCTBHU
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SASIBJISIET, YUTO

aexapemaennoe cpedemeo: Tlaazpua ImaBAemKil NOKPLIMNbIC NACHOUNOU 0BOROYKOI 75 w2 10 wm., :vna:\'aru\:uwm’
' guefmoanie Konmypnvie (3). naikn kapmonsie, PV N JICP-005821/09 om 17.07.2009 /(Jm?m nepe m[u;ft-t;,;c "
LOpY 13.10.2015). cepun C800454, napmus 38360 ynarotor, codert 00 31.1 ;?.2()20. npou.?r{nr}c'nwa 'f!—p e ou'e
Aadopamopue JTmo.. Hndua, Vuacmox Ne 41, Bauynanau Bunzadaic, Kymbyauanyp Manoaﬂ,' Panea Pﬁ;lgnq
' Juempuxm, Teaaueana, kod OKITA2 21.20.1 0.131. kod TH B3/ 3004900002, konmparm Ne DRL 012017 om
| 07.02.2017, uncoiic Ne 9013223488 om 08.03.2018

' 1 COOTBETCTBYET TPEBOBAHMSIM

~ JACP-005821/09-170709 (H 42-15494-08 uzr. Ne 1-4)

| | JEKJAPALAS IPHHSITA HA OCHOBAHHH _

A npomoroa ucnsimanuti Ne 6089 om 13. 03.2018 Jadopamopiuiit yenmp QOO -"LIKK OHLI", ammecmam
Vi arkpedumepni POCC RU.0001.21PK73, Cepmudhuxanm POCC IN.PM15.C53027 om 13.03.2018
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OPTAH I10 CEPTHDHUKAIIUHY, BAPETHCTPUPOBABIINRI JEKJIAPALIMIO

POCC RU.0001.11®PM15 OPTAH [TO CEPTH®HKALIMH ITPOOYKL{HH OFLL{ECTBO C
ONPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH HEHTP KOHTPOJIS KAYECTBA”,

adpec op2anuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 3, nom. I, xom. 1., adpec opzana no
cepmucghuxayuu: 143581, Mockosckan obnacme, Hempunexudt paiiox, dep. Jlewrogo, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 ged-caitm: oyki.pg.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Product : Plagril Film Coated Tablets 75 mg  [MpoayxT : Nnarpun®, TabneTkn, NoKpeiThle nuienouHok o6onoukoil, 75Mr
Batch No / Cepua Ne : C800454 Batch Size / O6bem napritn : 1250000 Tablets
AR No / AnanutHuecknil otver : 890001244 148 Date of Ana]y:_iis / MaTta anann3sa 06/03/2018
Date of Mfg / lata nponssofcrsa : 01/20138 Date of Expiry / Cpox roaiocts ¢ 12/2020
S.No Test/TlokazaTenb Result/Pesynbrar Specification/Cneunduxanss
8 | Microbial limits /
a) Total aerobic o
microbial count / .
Obuwee uKcno <50 CFU/gram /< 50 KOE/ rpaum Not more than 1000 CFU per gram /
a3poOHbIX kle 6onee 1000 KOE/r
Gaxtepni
b) Total combined
molds and yeasts B ,
B count / O6ee <10 CFU/gram / <10 KOE / rpamm Not more than 100 CFU per gram /
queno rpubos He Gonee 100 KOE/r
¢) Escherichiacoli [Absentin } g/Oreyretnven ] r Absentin 1 g/ Orcytcreues |l r
gAY
Remarks/ Otmerkn: The Product conforms to above specifications/ anumii Opinion/ Peaynstat: APPROVED /
NPOAYKT COOTBETCBYET BAILUEYKAZZHHLIM XAPAKTEPHCTHKAM OHOOBPEHD
Tested by/ Henmitanua nposenensr: | Quality Control Manager Approved by: Manager
Cneusanuct no KOHTPOMA kayecTna Menemxep no ofecneuenuio kayecTsa

. au S -G.‘Ga‘.&%_m 4 @_b_(\

| B 2

Date/flata:  0¥-93 ~20t%8 Date/[ara: SN r 1 Date/Hata: o #-02~2012

Factory Address:Dr. Reddy's Laboratories Limited, Formulation-Unit -3,Survey No. 41,Bachupally Village, Bachupally Mandal,
Medchal Malkajgiri District, Telangana -500090 India.
Regd. Office : 8-2-337 , Road Neo.3, Banjara Hills, Hyderabad 500034, Telangana, India.
Factory : +91-40-44643001, Regd. Office : +91-40-49002900
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CERTIFICATE OF ANALYSIS / CEPTUOUMKAT AHAJIM3A

Prodict : Plagril Film Coated Tablets

75 mg,

[Npoayicr : Tinarpun®, TabneTky, NOKPbITbIE NNEHOUHOH 060N KOH, 75 Mr

Bateh No / Cepus Ne : C800454

Batch Size / Ofibem napTsin ¢ 1250000 Tablets

AR No/ AnanutHuyeckuil oruer : 89

0001244148

Date of Analysis / flata anannaa 06/03/2018

Date of Mfpg/ laTta nponssoacrea : 01/2018

Date of Expiry / Cpox roanoctn 3 12/2020

Clopidogrel Related
Compound A /
Npumecs A

Clopidogre] Related

Less than LOQ (LOQ= 0,022%)

S.No Test/IToxasaTens Result/PesyabTaT Specification/Cneunduicaunn
Tablet 6/ Tabnerxa 6 85% 83%
Average : 87% '
6 |Related substances/
MocToposHKe
NpHMecH

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

B 46 0,02% Not more than |.5% / He Gonee 1,5 %
ompoun .
!
fpumecs C (R(-)- '
3HalTHOMEP)
Maximum any other
PN 0.04% Not more than 0.2 % / He Gonee 0,2 %
JioGoit e
HeHAEHTHHUHPOBAH
HOR npUMecH
Total i ities / 0,1% Not more than 2.5 % / He Gonee 2,5 %
otal impurities 1170
Cymma npuMmeceit
gl
— 7 |Assay/ Clopidogrel tablets contain Clopidogrel Bisulfate
Konuuecrsentoe 100,4% equivalent to not less than 90.0% and not more
onpenenenue than 110.0% of the labeled amount of

Clopidogrel (CisHisCINO;S)/ He menee 90 %o n
He Gonee })0 % oT 3aABAEHHOrO KONHYECTBa

knonuaorpena.

Remarks/ Ormericn: The Product conforms to above specifications/ [lansbiit

Opinion/ Peayastat; APPROVED /

NPOAYKT CODTBETCBYET BbILUCYKAIAHHBIM XAPAKTEPHCTHKAM OAOBPEHO
Tested by/ Henwiranua nposenenst: | Quality Control Manager Approved by: Manager
CrieunanyiceT no KOKTPONIO Ka4ecTsa Menemiep no ofecneyesino kavecrsa
- @IJ b. < Cg% .
Date/llata: 0723 -2014 Date/Jlata: o7 .e% -vaw~ Date/flata: O¥ ~03-20I%

Factory Address:Dr. Reddy's Laboratories Limited, Formulation-Unit -3,Survey No. 41,Bachupally Village, Bachupally Mandal,

Medchal Malkajgiri District, Telangana -500090 India.

Regd. Office : 8-2-337 , Road No.3, Banjara Hills, Hyderabad 500034, Telangana, India.
Factory : +91-40-44643001, Regd. Office : +91-40-49002500
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CERTIFICATE OF ANALYSIS/ CEPTUDHKAT AHAJH3A

Product : Plagril Film Coated Tablets 75 mg

Il'lponym—: [narpun®, Tabnerky, NOKpLIThie NNeHO4HON 06onovkaii, 75 mr

Batch No / Cepus Ne : CR00454

Baich Size / Q6vem napriu : 1250000 Tablets

AR No / Anaautnueexnii oruer : 890001244148

Date of Analysis / Nata anamu3a 06/03/2018

Date of Mfg / laTa npou3isoacrsa : 01/2018

Date of Expiry / Cpok rogxocts : 12/2020

CTOpOHeE.

Kpyrnsie, 1BosKoBbINyKAbIE TaBAETKH,
NOKpbITBIE MIEHORNOH 06onoukei po3osoro

useTa, ¢ THCcHeHueM «C 127» Ha onNoii

S.No Test/TlokasaTens | Resull/PesynsTaT Specification/Cneuntdkanin
1 | Description/ Pink film coated, round, biconvex tablets Pink film coated, round, biconvex tablets debossed
Onucanme debossed with “C127" on one side / with “C127” on one side / Kpyrnsie,

DBOAKOBHIMYKNLIE TAONETKH, NOKPLITLIE
nackounoi ofionovukoi po3osoro usera,

¢ THeHennem «C 127» Ha oauoii cTopoke,

2 Identification/
IlonnHHHOCTL

corresponds to that of the standard

AONKHO COOTBETCTBOBATHL BPEMEHH

YARCPXHBaHHA OCHOBHOIQ NNHKa Ha

Knonuaorpena ruppocynisgara

The retention time of Clopidogrel peak in

the chromatog::am of the Assay preparation
. . . RE
preparation as obtained in the Assay.

Bpema ynepxupaHua 0CHOBHOro mika Ka

XpoMarorpamme HCNeITYEMOro pacTeopa

XpOMaTorpamme CTaHLAPTHOTO PacTBOPA

L
[}

The retention time of Clopidogrel peak in the
chiromatogram of the Assay preparation
corresponds to that of the standard preparation as
obtained in the Assay.

Bpema yacpxHBaHWA OCHOBHOTO NKKA Ha
XpOMaTOrpaMme HCNEITYEMOrO PACTBOPR ACAKHO
COOTBETCTBOBATH BPEMEHN YAEPHHUBAHUS

OCHOB HOTO'HHKB Ha XpOMAaTOrpaMMe CTaHAApTHOro
pacTBopa KNOMHAOrpena ruapocynsdara

3 |Average weight /
CpenHas Macca

400 mg / mr

Complies/ CooTteeTcTByeT

398 mg £ 4 % (between 382 mgand 414 mg) /
398 mr £4 % (ot 382 Mr no 414 mr)

4 | Uniformity of weight/
OanopogrocTs no

macce

None out of 20 individual units deviated

from the average mass by more than 5.0%,

s
a

18/20 — not more than %5 %/
18/20 Tabn. — He Gonee £ 5 %
2/20 - not more than = 10 %/
2/20 Tabn. — e Gonee + 10 %

5 Dissolution /

52

Pacteopenue

STAGE S1
Tablet 1/ Tabnerxa | 88% B6%
Tablet 2/ TaGnerra 2 83% 84%
Tablet 3/ Ta6nerxa 3 90% 80%
Tablet 4/ raGnertka 4 90% 90%
Tablet 5/ Tabnerxa 5 88%

94%

Meets the requirements of USP General chapter
<711>:

Not less than 80 % (Q) of the labeled amount of
clopidogref is dissolved in 30 min / He menee 8¢ %
(Qor SEHB.TI;BHHOT'O KONMYECTBA KAOTIMAOTPENA |

uepea 30 MuH.

Remarks/ Ormerin: The Product conforms to above specifications/ JlanHuiii
NPOLYKT COOTBETCRYET BbIIUEYKAIAHHBIM XAPAKTEPHGTHKAM

Opinion/ Pesynsrat: APPROVED /
QIOBPEHO

Tested by/ Henertanus nposenexs:

A

Quality Control Manager
CneunanycT no XOHTPOMIO KauecTna

& 2 &-'&Wﬁ—-ﬂ

Approved by: Manager
Menenxep no obecneyenuio xavecTsa

N :We

Datef[lata;

&I98 ~2o1g Date/Ilata:

"ON ~od - ey

Date/lata: o +-~03- 1018

Factory Address:Dr. Reddy's Laborateries Limited, Formulation-Unit-3,Survey No. 41,Bachupally Village, Bachupally Mandal,
Medchal Malkajgiri District, Telangana -500090 India.
Regd. Office : 8-2-337 , Road No.3, Banjara Hills, Hyderabad 500034, Telangana, India.
Factory : +91-40-44643001, Regd. Office : +91-40-49002900




