AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIIAIO Ne 549 2026

HAMMEHOBAHUWE NPOAYKIHNMU I'T:

KJIOIUAOT'PEJI-AKPUXWH TABJIETKH, IIOKPBITBIE
ITJIEHOYHOUW OBOJIOYKOU 75 MI" Ne30

CTPAHA-UMIIOPTEP: Wnnus

MEXIAYHAPOJHOE HEITATEHTOBAHHOE Kitonmmorpen

HAUMEHOBAHMUE:

HOMEP CEPUMN: CGKHO0142

KOA MPOAYKTA I'll: CLPD-0702-800

YIHAKOBKA: 10 wr. - 6nucTeps! (3) - Mayku KapTOHHbIE
JATA ITPOU3BOACTBA 10.07.2026

I'OJAEH J10: 06.2029

OBBEM IMOJIYYEHHOM IMTPOAYKIIAA 15884 YITIAK

(YIIAKOBKH):

PETUCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(004979)-(PT"-RU)

HAMMEHOBAHUE U AIPEC JEPKATEJIA
PEIT’HICTPAIIMOHHOI'O YIOCTOBEPEHUA:

AO "AKPUXHH" 142450, MockoBckast 00:1., T.0. boropoackwit, T.
Crapas Kynasna, yi. Kuposa, a. 29

HAMMEHOBAHUE U AJIPEC TIPOU3BOJCTBA
TOTOBOM JJEKAPCTBEHHOMW ®OPMBbI:

Muxkpo Jla6c Jlumuren [Maausa] Micro Labs Limited, 92, Sipcot Industrial
Complex, Hosur - 635 126 (T.N.), India

JULEH3USA Ne 300

CEPTUDUKAT Ne K.DIS.No. 22442/D1/4/2024

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJICTBA Muxkpo Jla6e Jlumuren [Maaus] Micro Labs Limited, 92, Sipcot Industrial
NEPBUYHOM YIIAKOBKH: Complex, Hosur - 635 126 (T.N.), India

JULEH3US Ne 300

CEPTUDUKAT No K.DIS.No. 22442/D1/4/2024

HAMMEHOBAHMUME U AJIPEC TPOU3BO/JICTBA Mukpo Jla6c Jlumuten [Muans] Micro Labs Limited, 92, Sipcot Industrial
BTOPUYHOM YIIAKOBKMU: Complex, Hosur - 635 126 (T.N.), India

JULEH3US Ne 300

CEPTUD®UKAT Ne K.DIS.No. 22442/D1/4/2024

HAMMEHOBAHUE U AIPEC TIPOU3BOJUTEJIA

(BBIITY CKAIOIIA KOHTPOJIb KAYECTBA):

JMIEH3USA

CEPTUO®UKAT

Muxpo Jla6c JIumuten [Muaust] Micro Labs Limited, 92, Sipcot Industrial
Complex, Hosur - 635 126 (T.N.), India

Ne 300

Ne K.DIS.No. 22442/D1/4/2024

Jdannasi cepusi Oblj1a Npou3BeJdeHA, BKJIOYAS YNAKOBKY U KOHTPOJIb KA4eCTBA, HAa BbIIIEYKA3aHHON NPOU3BOACTBEHHOI

ILUIOIIAJKE B IIOJTHOM COOTBeTCTBHH ¢ TpeboBaHuaAMHU cGMP nesieBoro pblHKa M perucTPaliMOHHON JOKYMEHTALHEIH.

IIpou3BoOACTBO cepuy, YIAKOBKA H aHAJIN3BI ObLIM MPOBEPEHbI H MPU3HAHBI cOOTBEeTCTBYIOINMU cGMP.

KauecTtBo npoaykra coorBercTByeT TpedoBanusim JIII-Ne(004979)-(PT-RU)-221225 u noaATBep:KAeHO cepTH(HUKATOM aHAIN3A

Ne 01FP26001866 ot 14.08.2026.

Hacrosimum noaTBep:kaa0, YTo BbILICYKA3aHHAS CepUs pa3pelleHa K peaJn3alui.
JIOKyMeHT moAnucaH 3JIeKTPOHHBIM CIOCO00M H JieiicTBHTe/IeH 6e3 cOOCTBeHHOPYYHOMH NMOANMMCH.

Ynoanomodennoe juno Mapryunckas A.E. IIpuka3z Ne 379 ot 24.07.2023

JOBEPEHHOCTD OT IOCTABIIHNKA:

He TpeOyercst

Jlata BeITyCKa: 07.09.2026 10:38:48

JlaTta pacnieuaTku: 07.09.2026

Jlvet 1 mn3 1




MICRO LABS LIMITED
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS

CLOPIDOGREL - AKRIKHIN
FILM-COATED TABLETS 75 mg

PACK SIZE 3X10’S

BATCH No: CGKH0142

MFG.DATE: 10.07.2026

EXP.DATE: 06.2029

BATCH SIZE: 500000 Tablets

DATE OF REPORT:
14.08.2026

A.R.No.: 01FP26001866

API: Clopidogrel bisulfate

MANUFACTURER OF SUBSTANCE:

Ind-Swift Laboratories Ltd.

Phase-1, Industrial Growth Centre (SIDCO), Samba J&K, India.

REG. No: (M-N2(004979)-(PT-RU))

NTD No: JIN-Ne (004979) -(PF-RU)-
221225

TEST

SPECIFICATION

RESULT

Appearance

Pink round-shaped film- coated
tablets

Pink round-shaped film- coated
tablets

Identification (By HPLC)

Identification (By UV)

The retention time of the principal
peak in the chromatogram of the test
solution should correspond to the
retention time of the clopidogrel peak
in chromatogram of the standard
solution.

UV-spectrum of absorbance of test
solution in the range 250-300 nm
must correspond to UV-spectrum of
standard solution and have
absorbance maxima at the same
wave lengths.

The retention time of the principal
peak in the chromatogram of the test
solution correspond to the retention
time of the clopidogrel peak in
chromatogram of the standard
solution.

UV-spectrum of absorbance of test
solution in the range 250-300 nm
correspond to UV-spectrum of
standard solution and have
absorbance maxima at the same
wave lengths.

Average tablet weight and
uniformity of weight

Average weight:

320.15 0 353.85 mg (337 mg + 5%)
Deviations:

18/20 + 5%; 2/20 + 10%

334.31 mg

-1% to +1%

Dissolution (By UV)

At least 80% (Q) of C1sH16CINO2S

97 % to 103 %

(clopidogrel) in 30 min Avg:100 %
Related substances
(By HPLC)
a) Clopidogrel impurity A | Not more than 1.2% 0.3%
b) Clopidogrel impurity C | Not more than 1.5% 0.4%
c) Any other individual Not more than 0.2% 0.0%
impurity (except for
clopidogrel impurity B)
d) Total impurities (except | Not more than 2.5% 0.7%

for Clopidogrel impurity B)

ANALYSED BY

APPROVED BY

SIGN & DATE: QTU(\%\%

MADHU.C

CHECKED BY Qy&a@‘f\
SIGN & DATE:

MADUSUDHAN REDDY.P

SIGN & DATE: %ﬂ%

KADAM.S.V



MICRO LABS LIMITED
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS

CLOPID

FILM-COATED TABLETS 75 mg

OGREL - AKRIKHIN

PACK SIZE 3X10’S

BATCH No: CGKH0142

MFG.DATE: 10.07.2026

EXP.DATE: 06.2029

BATCH SIZE: 500000 Ta

DATE OF REPORT:
14.08.2026

blets

A.R.No.: 01FP26001866

API: Clopidogrel bisulfate
MANUFACTURER OF SUBSTANCE:

Ind-Swift Laboratories Ltd.

Phase-1, Industrial Growth Centre (SIDCO), Samba J&K, India.

REG. No: (JIN-Ne(004979)-(PT-RU))

NTD No: J1IM-Ne (004979) -(PI-RU)-
221225

TEST SPECIFICATION RESULT
Residual organic solvents
(By GC)
Methylene chloride Not more than 600 ppm Not detected
Isopropanol Not more than 3000 ppm 398 ppm

Microbiological quality
Total aerobic microbial
count (TAMC)

Total combined yeasts
and moulds count (TYMC)

Not more than 10° cfu/g

Not more than 102 cfu/g

Less than 10 cfu/g

Less than 10 cfu/g

Escherichia coli Absence in 1g Absent in 1g
Uniformity of dosage units | Acceptance value of first 10 dosage | L1:2.5
(By Content Uniformity) units should be less than or equal to
15.0
Assay (By HPLC) 67.5 to 82.5 mg clopidogrel per tablet | 74.5 mg
(90% to 110% of the label claim) (99 %)

Rackaging On 10 tablets in the blister AI/AL3 or | On 10 tablets in the blister Al/AI
9 blisters together with leaflet in a 3 blisters together with leaflet in a
cardboard pack. cardboard pack.

Labeling See section 1.3.2 of module 1 of the | Corresponds to section 1.3.2 of

registration dossier

module 1 of the registration dossier

ANALYSED BY

SIGN & DATE: (B}

MADHU.C

CHECKED BY Q0N

) SIGN & DATE:
N3 e

MADUSUDHAN REDDY.P

o
APPROVED BY
SIGN & DATE: %}%
KADAM.S.V




— MICRO LABS LIMITED
=— QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS
CLOPIDOGREL - AKRIKHIN PACK SIZE 3X10°S
FILM-COATED TABLETS 75 mg
BATCH No: CGKH0142 MFG.DATE: 10.07.2026 | EXP.DATE: 06.2029
BATCH SIZE: 500000 Tablets DATE OF REPORT: A.R.No.: 01FP26001866
14.08.2026

API: Clopidogrel bisulfate

MANUFACTURER OF SUBSTANCE:

Ind-Swift Laboratories Ltd.

Phase-1, Industrial Growth Centre (SIDCO), Samba J&K, India.

REG. No: (JIM-Ne(004979)-(PI'-RU))

NTD No: JIN-Ne (004979) -(PT-RU)-
221225

TEST SPECIFICATION

RESULT

Storage conditions Store not above 25°C in the original
packaging (blister in the carton).

Store not above 25 °C in the original
packaging (blister in the carton).

Shelf life 3 years

3 years

REMARKS: The samples comply the requirements of NTD No:JI[-Ne (004979) -(PI'-RU)-221225

ANALYSED BY CHECKED BY
SIGN & DATE: Q—T\\,\W\% SIGN & DATE:

V%  APPROVED BY
SIGN & DATE: éju%?l%

MADHU.C MADUSUDHAN REDDY.P KADAM.S.V




MWUKPO NNABC NIUMUTELQ
OTAEN KOHTPONA KAYECTBA
CEPTUOUKAT AHATIU3A

KNnonuaorpPEN-AKPUXUH :
TABJIETKW, NOKPbLITbIE NIEHOYHOU OBOJIOYKOM 75 mr

YMNAKOBKA BJIIUCTEP 3X10

CEPUA Ne: CGKH0142 OATA MPOU3.: rOAEH A0: 06.2029
10.07.2026

OBBEM CEPUU: 500 000 TabneTok OATA OTYETA: A.R.No.: 01FP26001866
14.08.2026

A®MU: Knonugorpen 6ucynbdar
NnPOU3BOAUTESIb CYBCTAHLIUU:
UHA - CendT JTabopatopuc Nlumuteq

Phase-1, Industrial Growth Centre (SIDCO), Samba J&K, India.

PY Ne:

(JTM-Ne(004979)-(Pr-RU))

HO Ne:
JIM-Ne(004979)-(PIr-RU)-221225

Crpanwuma 1 u3 2

i NMOKA3ATENb

| CNELNOUKALIUA

| PE3YNbTAT

]

Onucaxve Kpyrnble TabneTku, NokpbIThie Kpyrnble TabneTtkn po3oBoro
WMW Ak nneHo4YyHon o6onoykomn LBeTa, NOKpbITbIE MNAEHOYHOMN
TYCMAHOBA A.P. pO30BOro LiBeTa o6onoykon
UaeHTndukaums &1/ Bpems yaepxuBaHus Bpems yaepxuBaHus
BIXX : 20 ABI 2026 | ocrHosHoro nuka Ha OCHOBHOrO NUKa Ha

perynatopHoro
CONPOBOXAEHUS

U obecneyenus
KayecTsa

XpomMaTorpaMme UCnbITyeMoro
pacTBopa 4OMKHO
COOTBETCTBOBATbL BPEMEHU
yAEPXUBaHUA NuKa
Knonugorpena Ha
XpomaTtorpaMmme CTaH4apTHOro
pacTteopa

Y®-cnekTp nornoweHus
UCNbITYyeMOro pacTteopa B
WHTepBarne AnuH BonH oT 250
00 300 Hm gormkeH
cooTBeTCcTBOBaThb Y®P-cnekTpy
CTaHAapTHOro pacreopa u
UMETb MaKCUMYMbl NOrMOLLEHUS
NPy OAHUX U TEX Xe ANUHAxX
BOJIH :

XpomaTorpamme MCrbITyeMoro
pacTBopa COOTBETCTBYET
BPEMEHM YAEPXKMBaHNS NUKa
Knonugorpena Ha
XpomaTorpamme CTaH4apTHOro
pacteopa

Y®-cnekTp nornoLwieHus
NCNbITyeMoro pactesopa B
WHTepBane 4nuH BonH oT 250
Ao 300 Hm cooTBeTCTBYET Y-
CMeKTpy CTaHA4apTHOro
pacTteopa 1 umeeTt
MaKCUMyMbl NOrNOLWEHNs Npu
OAHUX 1 TeX Xe ANMHaxX BOSH

CpepnHsis macca v 0gHOPOAHOCTb MO
macce

CpepHsas macca:

o1 320.15 mr go 353.85 (337 mr
+5 %)

OTKNoHeHus:

18/20 £ 5 %; 2/20 + 10 %

334.31 mr
-1% po+1%

PacTteopeHue He meHee 80 % (Q) oT 97 % po 103%
C16H16CINO2S (knonugorpen) Cpen: 100 %
yepes 30 MUHYT

Mpumecwu

a) npumeck Knonuaorpena A He Gonee 1.2 % 0.3%

b) npumece Knonugorpena C He 6onee 1.5 % 0.4 %

c) Jlobas apyras eguHn4yHas npumeck | He 6onee 0.2 % 0.0 %

(ncknovan npumecs knonugorpena B)

d) cymma npumecen (ucknoyas He 6onee 2.5 % 0.7 %

npumMech knonugorpena B)

NMPOAHAITU3UPOBAHO NMPOBEPEHO YTBEPXIOEHO

OATA: 14/08/26
MADHU.C noamnuce

OATA: 14/08/26

OATA: 14/08/26
MADUSUDHAN REDDY.P nognmuce KADAM.S.V noamnuck




MWKPO NABC JIUMU

TEQ

OTAEN KOHTPOJIA KAYECTBA

CEPTUPUKAT AHAT

N3A

KnonuaorpreEn-AKPUXUH :
TABJIETKW, NOKPbLITbIE MIIEHOYHOU OBOJIOYKOU 75 mr

YNAKOBKA BJIUCTEP 3X10

CEPUA Ne: CGKH0142 OATA MNMPOU3.: rOAEH O0: 06.2029
10.07.2026

OBBEM CEPWUMW: 500 000 TabneTok OATA OTYETA: A.R.No.: 01FP26001866
14.08.2026

A®U: Knonugorpen bucynbgaTt PY Ne: (J1M-Ne(004979)-(PI'-RU))

NnPOU3BOOUTESNIb CYBCTAHLUN: HA Ne:

WHp - CendT JTabopatopuc Jlumuteq NMN-Ne(004979)-(PT-RU)-221225

Phase-1, Industrial Growth Centre (SIDCO), Samba J&K, India.

Crpanuna 2 u3 2

MOKA3ATEIb | CNELUUDUKALNA | PE3YNbTAT
OcTaToyHble opraHuyeckue
pacTteoputenu (metogom MX)
MeTuneHxnopup, He 6onee 600 ppm He o6HapyxeHo
W3onponaxon He 6onee 3000 ppm 398 ppm

Mukpobuornormyeckas Yicrtota
Obwee 4ncno aspobHbIx
MukpoopraHuamos (TAMC)
O6bLee Ymcno ApoXeKEBbIX U
nnecHesbix rpuéos (TYMC)
Escherichia coli

He 6onee 10% KOE/r

He 6onee 102 KOE/r
OtcytctBeB 1 r

MeHree 10 KOE/r

MeHee 10 KOE/r
OrtcytctByeT B 1r

OAHOPOAHOCTL 403UPOBAHMUA Honyctumble 3HayeHns nepebix | L1: 2.5
10 BO3npOBaHHbIX €AUHUL,
JOMMKHbI ObITb He Bonee 15.0 %
KonuyectBeHHOe onpefeneHne OT67.50082.5Mr 74.5 mr
(BIXKX) Knonugorpena B 0gHoOu (99 %)
Qi wd’%TaGrleTKe (0190 % o 110 % ot
7
TYCMAHOBA A.P. W 3asBIEHHOrO KONMYecTBa)

OnwncaHne ynakoBku

2 G ABT 2026

Mo 10 Tabnetok B Gnuctep
AnOMUHUA/ANTIOMUHNA.

3 vnn 9 6nucTtepoB BMecCTe C
WHCTPYKUMEN MO NPUMEHEHMIO B
Nayky KapTOHHYHO

Mo 10 TabneTtok B 6Gnuctep
ANIOMUHUA/ANIOMUHWA.

3 bnuctepa BmecTe ¢
WHCTPYKLMEN MO NPUMEHEHUIO B
KQpPTOHHOW Nayke

f g yC' yll’llUanl 1V}
CONPOBOXAEHUS
u obecneyerus
KayecTsa

Cwm. pasgen 1.3.2 moayns 1
perncTpaumoHHOro 4oche

CooTtBeTcTBYET pasgeny
1.3.2 moayns 1
perucTpaumMoHHOro Joche

B opurnHanbHon ynakoske
(bnucTep B Nayke) npu
TemnepaType He Bbiwe 25 °C.

B opurnHanbHoM ynakoske
(6nucTep B nayke) npu
TemnepaType He Bbiwe 25 °C.

Cpok rogHocTu (Cpok xpaHeHus)

3 ropa

3 ropa

NMPUMEYAHUE: O6HOBMNEHHbIN

CoA

3AMEYAHMUE: O6pasey cootBeTcTByeT TpeboBaHuam HI: JIM-Ne(004979)-(Plr-RU)-221225

NMPOAHAJTTU3UPOBAHO
OATA: 14/08/26
MADHU.C noanuce

NMPOBEPEHO
OATA: 14/08/26

YTBEPXIOEHO

DATA: 14/08/26
MADUSUDHAN REDDY.P nmogmuce KADAM.S.V noamnuce




