l[EK.JIAPA]L[HH O COOTBETCTBHUH

" ,HEKJIAPAHT HPI/IHFIMAIOI]IIIﬁ JEKJAPAIIAIO O COOCTBETCTBHH
1000 il PE,ZZEH ‘C.JIAFOPATOPHC"
ME 3apeeucmpupaeano Hiicnexyus. Munucmepcmea P® no nanozam u cbopam Ne7 no Llenmpanoromy adm.
; orcpyay zMocrcsm OFPH 1037707013838 om 05.04.2003
A opéc: ]] 5 033, 2.-Mocxea; Oevunnuxoecasn nab., o. 20, emp. 1. Terehon: 8(495)644-37-78.

B ﬂuue Te €HepansHoz0- oupexmopa Kxandensan Hpawanm

| ,Z(oeepeunoe auyo: Harnuii A.B., doeepennocms Nel om 28.04.2018z.

: BAHBJIHET qTO

ﬂexapcmeenuoe cpebcmeo JInazpun mabnemru noxprimeie naeHovHoM obonouxost 75 mz 10 wm., ynaxoexu
“.auelikosbie: xonmypnbze (3), nayxu xkapmonnsie, PY Ne JICP-005821/09 om 17.07.2009 (0ama samenvr PY

i 02 20] 8) cepw; C803506, napmus 39360 ynaroeox, 200en do 30.04.2021, npouseodcmea J- -p Peddu'c
J]aﬁopamc)puc Jd;, Hut)wz Yuacmox Ne 41, Bawynanau Bunnadoic, Kymbyananyp Mandan, Panea Peddu

. ,Hucmpwcm Tejzaneaua rcoa OKII[2 21.20.10.131, oo TH B3/ 3004900002, xonmpaxm Ne DRL 01/2017 om
07 02 20]7 uneotic. Ne 9013243291 om 13.08.2018

il COO;I"BETCTBYET‘ TPEE OBAHMSIM
 JICP-005821/09--050318

"

,[[EI{JIAPAIIPIH IIPHH}ITA HA OCHOBAHNH
i pomoxo.a ucnblmaﬁuu JVb 32204 om 01.10.2018 Jlabopamopwuiii yenmp OO0 "LIKK OHI[", ammecmam
mc .. ;éumauuu POC’C RU 0001.21PK75, Cepmugpuxam POCC IN.®OM15.C65565 om 01.10.2018

H )_IEKJIAPAIII»II/I 02.10.20]8
CTBHTEJILHA HO 30.04.2021
// 4,8”9_ b, Jlauit A.B.
JAHCH ©.1.0
o f,ifCBEI[EHI/IH O PETUCTPAINA

';‘(;)PI"AH IIO CEPTH(DPII{AI.IPIH 3APETHCTPHPOBABIIMIA JAEKJAPAIIAIO

:POCC RU.0001.11 ®M15 OPTAH 1O CEPTHOHKALHH ITPONYKI[HH OFLIECTBO C

y _--OFPAHH‘JEHHOPY OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIT KAYECTBA"

| .adpec opeanusaruu: 115280, 2. Mocxea, ya. Macmepxoea, 0. 4, am, 5, nom. I, xom. 1., adpec apzana no
. f_,e_'epmugbuxauuu 143581, Mocxoecmﬂ obracme, Hcmpunckuil paion, dep. Jlewxoeo, O. 248, emp. 1, men.:

N E(4?5)640—96—69 (495)787 92 78 seb-catim: oyxx,pep.

,IIEKJIAPAIIHSI o COOTBETCTBI/II'I 3APETACTPUPOBAHA A2 POCC RU J-IN, PM15.4.01866/18

e ",,HATA PEFHCTPAI_[I/II{I 02 I 0.2018

i
j/ 3apeiToBckas H.A.
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" . ' CFRTIFICATE OF ANALYSIS / CEPTHOHMKAT AHAJIU3A

[Produer + PlagriFilm Coaied. Tablets 75 me

|Npomyxr : Mnarpun®, TabneTky, nokpeiTbie naenounoi ofonoukoii, 73 Mr

. {Batch No / Cepusn Ne: C803506°

Batch Size /-QO6nem napTuw : 1250000 Tablets

AR No/ Adanirruvecknii oryer : 890001291666

Date of Analysis / laTa anamr3a 30/07/2018

Date ofo‘g / Aata npomw3sonctea : 05/2018

Date of Expiry / Cpok roanoctn : 04/2021

1S Na:

- Test/NorazaTens

Résult/PeaynwTaT

Specification/Cneunguxaunn

2" ,DescrlpnonL

| Onucane .

.Pink film coated, round, biconvex tablets

debossed with “C127" on one side /

" | Kpyrnsre, n80AKOBbIMYKRbie TAGAETKH,
" | noxphiTLIe nneHouHoR 06onoukol po3osoro
| usera, ¢ TucHenuem «C 127» wa oanok

- | cTopoOHe.

Pink film coated, round. biconvex tablets debossed
with “C127" on one side / Kpyrawie.
NBOAKOBLINYKNLIE TAGANETKN. NOKPLITHIE
NAEHOUHON 0B0NOUKOTT POTOROIG BCTA,

¢ THeHeHHem «C 127w na oanodi cropone.

[dent ification/” -

Tlojmmnocrs

The retention time of Clopidogrel peak in

the chromatogram of the Assay preparation

corresponds to that of the standard

_preparation as obtained in the Assay.
‘| Bpema ynepKBaKHR OCHOBHOTQ NHKa Ha
-’ xpomaTorpamMme HEnBITYEMOTO PacTBOPa

| AONKHO COOTBETCTBOBATL BPEMEHH

yilepxusaHHa OCHOBHOrO NKKa Ha

" .| xpomaTorpaMme cTaHAApPTHOTO PAaCcTBOPA

KNONKWAOTPENa rMApOCYAbpaTa

The retention time of Clopidogrel peak in the
chromatogram of the Assay preparation
corresponds 1o that of the standard preparation as
obtained in the Assay.

Bpema ynepiusauns QCHOBHOIO MHKA 1ia
XPOMATOrPaMME HCTLITYEMOrD PACTROPE JOMTKHO
COOTBETCTBOBATL BPCMCHY YIEDKUBAHMS
OCHOBHOTO AIMKA HA XPOMATOTPaMME CTAHAAPTHOMO

PACTBOPA KNOMMAOPENA rHAPOCcyb(aTa

T Avierage weight /-
1 Cpeanan Macea

-

394 mg / mr
“|-Complies/ CooTseTCcTBYET

398 mg £ 4 % (between 382 mg and 414 mg) /
398 mr £ 4 % (or 382 Mr 1o 414 Mr)

L nllmmltv of wu"hl/

Ct,

None out of 20 individual units deviated

18/20 — not more than :x 5 %/

.Orlnopo:momh no ‘from the average weizht by more than 5.0%. | 18/20 Tabn. — ne Honee & 5 %
L sadee 1. g 2/20 - not more than + 10 %
.\_f 1 ) v oot T 2/20 Tabn. - ne bonce k [0 %
'Djs:ﬁj‘lgti‘dn} o STAGE Si §2 | Meets the requirements of USP General chapter
%‘I’ac_'rudpei«n-le Tablet 1/ Tabnerxa | 85% 87% | <71I>:
B § Tablet 2/ TabneTxa 2 80% 92% | Not less than 80 % (Q) of the labeled amount of
: . | Tablet 3/ Tabnerxa 3 84% | 89% |clopidogrel is dissolved in 30 min / He mMenee 80 %
"o "7 Tablet 4/ Tabnetxa 4 88% 91%
i {Q) oT 3a8BNEHHOr0 KONHUECTRA KACMHAOTPENa
- - Tablet 5/ TabneTka 5 88% 88%

_ Remarle O-rmencn The PlOdLICl conforms to above specifications/ Janublit
-nponva COOTBE’]‘CB\'ET Bhllueyl{a:!aHthM XapaKTepHCTHKEM

Opinion/ Pesynstar: APPROVED/
ONOBPEHO

Tested by/Wcnwitanusinposenens: | Quality Control Manager Approved by: Manager
R Y N v Cnewnanyct no XOHTPONIO KAvMecTsa Metemxep no 00ecneueHHIo KauecTna
Date/flarar "~ Of-u {7ELY Date/[lata: C' " op- (RBIP Date/flata; 5%-08 ~ 501 &

s

Facloly Addless D| Reddys Laboratories Limited, Formulation-Unit -3,Survey No, 41,Bachupally Village. Bachupally Mandal,

Medchal Malkajgiri District, Telangana -500090 India.

Reﬂd Office : 8- 2-337, Road No.3, Banjara Hills, Hyderabad 500034, Telangana. India.

T

p e “*ﬁ—““ﬁ———Factory +9l -40-44643001, Regd, Office-: +91-40-49002900 - -




CERTIFICATE OF ANALYSIS/ CEPTUO®UKAT AHAJIM3A

: -Pmduct .yPIam il Flhﬁ Coated Tablets 75 mg

|l'lp011ym" : Mnarpun®. Tabnerk, NOKPLITHIE NIEHOUHOH 0Bonovko#, 75 Mr

‘|Bateh’No /Cépusn Nas'C803506

Batch Size / Q6uem napTuu : 1250000 Tablets

AR -No/-AuamiTirugcrnii oTueT : 890001291666

Date of Analysis / JaTa anannsa 30/07/2018

"Date’of Mfg / dara ripoussoacrsa : 05/2018

Date of Expiry / Cpok rognoctn : 04/2021]

< |S:No? |- Test/IokasaTens.

Result/PesynbraTr l

Specification/Cnenndikaunsn

Tablet 6/ Tabnerka 6 77% 89%

Average :87%

uepes 30 muH,

ST 1 Total“llmppr‘me‘s:f’

‘Related substances/

JClopiddgrel Related,

. rlpl-lMer A
Clopldoarel Related

L

' ‘HOH I"lpl IMECH

<
ﬂocmpOHHue o

" | Less than LOO (LOO: 0.022%)
i 'Cb'”mpoun’d Al

Dnﬁpqﬁ“n‘,df('?{f e,

"7 10.01%
| HemneHTuchunpoaaH 3

= 01%

X v P THVE R
‘Cymma npiimeceil’ .

0,02%

Not more than 1.2% / He 6onee | 2%

Not more than 1.5% / He 6onee 1.5 %

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

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

| KonnugcTaehnioe "

|.onpenenenme <

199,2%

Clopidoare! tablets contain Clopidogrel Bisulfate

equivalent to not less than 90.0% and not more

than 110.0% ofthe labeled amount of

Clopidogrel (CiaHisCINO1S) / He menee 90 % u

He Gonee 110 % oT 3aABNEHHOrO KONHYECTBA

| xnonuporpena.

| Remarks/ OTMETKH The Product conforms to-above specifications/ Januslii
fnponym' coo'rse'rcnye'r BI:ILUEyKaSaHHHM XapaKTepHCTHKAM

Opinion/ Peaynbrat: APPROVED/
OLCEPEHC

Quality Control Manager
CneuranucT No KOHTPONIO KauecTsa

o

Approved by: Manager
Menegrkep no ofecnelueHnio KauecTsa

G

Date/flata: O\~ %.2a\p

Date/llata: ©O>-o%- 218

' Factorv Address Dr

Medchal Malkajgm District, Telangana

Reddys Laboratories Limited, Formulation-Unit -3,Survey No. 41,Bachupally Village, Bachupally Mandal,

-500090 India.

: Revd Office : 8-2-337 , Road No.3, Banjara Hills, Hyderabad 500034, Telangana, India.
S et

Factory : +91-40-44643001, Regd. Office ; +91-40-49002900




anaéddygw

besiom CERTIFICATE OF ANALYSIS/ CEPTUOHKAT AHAJIN3A
‘Product Plam il Film Coated Tablets 75 mg  |NpoaykT : Nnarpun®, TaBNeTKH, MOKPbITHIE MIEHOUHOH 06ONCUKOH, 75 Mr"
Bateh'No./'Cepitst'Ne 1 CBO3506 Batch Size / O6bem naprTun : 1250000 Tablets
ARNo/ AnantiTuueenii oraer : 890001291666 Date of Analysis / laTa ananusa 30/07/2018
Date 6f-Mfg / Rara.npomssoncrsa : 0572018 Date of Expiry / Cpok roanocT : 04/2021
S.No °|" - Test/Tloxasarens .| Result/PesyanTaT Specification/Cnenngmkauns

g Micro'biaHimi'is' I
e a) Toml aerobic

mlcrobml coum ;

Oou.lee 'Illtﬂl)

<30 CFUgram /< 50 KOE/ rpamm Not more than 1000 CFU per gram /
‘ He Gonee 1000 KOE/r

)p(‘lt)t-lbl\ o

Lo ﬁaicTepuu .

. b) roml combmed
,molds 'md VC'\S[S
'counl / Oﬁulee o «.|<10 CFUferam / <10 KOE / rpamm Not more than 100 CFU per gram /

m:&m rpnoua : He Gonee 100 KOE/r

| Absentin t ¢/ Qreyrersne s | - Absent in | g/ OTcyTtcreue s | 1

Opinion/ PesynetaT: APPROVED/
OHOBPEHO

Quahly Control Manager Approved by: Manager
CneunanucT no KOHTPONO KauecTra Menemrep o obecneteHH o KaluecTaa
R .;, P ,, . ‘-\ ;._.-.. . !;::jz(/) .;..:
Datel,[[ara G D 0T Date/Jata; o | ~ O — LR Date/flata; 02 ~or 8- 0 &

‘Addtess Dr Reddys Laboratories Limited, Formulation-Unit -3,Survey No. 41,Bachupally Village, Bachupally Mandal,
Medchal Malkajgiri District, Telangana -500090 India.

Regd Oﬂ"ce 8-2-337, Road No.3, Banjara Hills, Hyderabad 500034, Telangana, India.

. Fact

Factory : +9l-40-4464300| Regd. Office : +91-40-49002900
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BN :
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