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Product:
Mpoayxkr:

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Plagril A, modified release cap_sules, (acetylsaiicylic acid 75 n_lg + clopidogrel 75 mg) a
Maarpun™ A, Kancyael ¢ MOAM(UUUPOBAHHBLIM BBICBOGOKAEHHEM, (AHETHIICANUNIOBAS

KHCJI0Ta 75 Mr + kaonuaorpen 75 mr)

Batch No. / Cepusi Ne : B2202600

|Batch Quantity / Pa3zmep cepun : 900000 NO

Analytical Report No / AHanuTH4eckHii oTdeT No :
2002FP22001911

Date of Analysis / lata anammsa: 17-09-2022

Date of Manufacture / JlaTta npoussoactsa : 06/2022

Date of Expiry / Cpox rogHoctH : 05/2025____

Analysis performed_according ND / Anann3 npoBeaes no HJI: JII1-003351-151121

Page10f6/Cp.1u36

Specification / Hopma

OnucaHue

S1 Test/
No | Tokasareas Result / PezyabTaT
1 | Description/ | Oel size hard gelatin capsules with white

colour cap and white colour body having

« 7Y DR. REDDY'$» printed in black ink on
the cap and "Plagril A" printed in black ink on
the capsule body. / Tsepable xenatnHoBbie
kancynabl pasmepa Oel ¢ kpbllueukoil 6esoro
upeta W koprnycom Genoro uBera ¢

O
MapKUpOBKOH 4YepHOro uBeTa « “Y Dr.
REDDY’S» Ha KpbllleyKe Kancyiasl B C
MapkupoBko# uyepHoro useta «Plagril A» Ha
KOPIyCe KarcyJibl.

Capsule content / Coaepxumoe Kancynbi:

pink capsule-shaped biconvex beveled-edge
film-coated tablet /  KamcynoBUAHas
NBOSIKOBbITIYKNass  Tabnetka ¢ (ackoif,
MOKpbITas MJeHOYHOU 000JOUKOH pPO30BOro
UBeTa;

white round biconvex film-coated tablet. /
Kpyraas ABOSIKOBbIMYykas TabyieTka,
HOKpbITast NAeHOYHOH obonoukoii benoro
Bera

Oel size hard gelatin capsules with white
colour cap and white colour body having

« 7Y DR. REDDY’S» printed in black ink
on the cap and "Plagril A" printed in black
ink on the capsule body.

Capsule content:

- pink to light pink capsule-shaped
biconvex beveled-edge film-coated tablet;
impregnations may be present;

- white to off-white round biconvex film-
coated tablet. /

Teepaple xenaTHHOBbIE KaNCyNbl pazmepa
Oel ¢ kpbitneukoii 6enoro usera u
KOprycom GeNioro UBeTa ¢ MapKupPOBKO#

.
4YEepHOI'o lBETa « Y DR. REDDY’S$» Ha
KpPbIILIEYKE KaTCylbl M C MApKH POBKOH
yepHoro upeta «Plagril A» Ha kopnyce
KancyJibl.

CopepxiMOe Kancybl:

- KancyJloBHHAS JIBOSIKOBbIMYKas
Tabaerka ¢ dackoi, nokpsiTas NiIeHOUHOH
of0oJloukoif OT pO30BOrO A0 CBETIIO-
PO30BOrO LBETA; JOMYCKAETCS Haluvue
BKpanjeHui;

- Kpyrias [JBOSIKOBblMyknas TabJjerTka,
MOKpbITas MIEHOYHOH obonoukoil Genoro
unu noutu 6enoro uUpera.

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoaykr coorseTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3aknrwuenne: OJOBPEHO

Prepared by/
ITposepeno

@, Checked by
JokyMeHT npoBeEpPEH

Approved by: Manager/leecmm
MeHemxep no obecneyeHuo ket Ta—

Print Date / [lata: 17-09-2022 | Print Date / [lara: 17-09-2022

Print Date / JTara: 17-09-2022
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CEPTUOUKAT AHAJIN3A

Product: Plagril A, modified release capsu_les, (acetylsalicylic acid 75 mg + cl;pidogrel 75 ﬁlgj o
Mpogykr: Ilnarpua® A, kancyjibl ¢ MOAH(PHIHPOBAHHBIM BBLICBOOOXKAEHHEM, (ALETHIICAJIMUNIOBAS
KMcJ0Ta 75 Mr + kaonuaorpes 75 mr)

Etch_No. / Cepua Ne : 32202600 Batch Quantity / Pasmep cepun : 900000 NO
Analytical Report No / Ananutudeckuii oruer Ne : Date of Analysis / JaTa anannza: 17-09-2022
2002FP22001911 - - B
Date of Manufacture / lara npoussoacrsa : 06/2022 | Date of Expiry / Cpok roanocru : 05/2025

Analysis performed according ND / Anasninz nposeen no HA: JITT-003351-151121

Page 2 of 6 /?:W

Sl Test /

No IMokaszaTesn Result / PesyabTaT Specification / Hopma

2 | Identification/ IToAJTHHHOCTDH

Clopidogrel / Complies as prescribed/ The main peak retention time in the
Knonunorpen CooTtBeTcTBYET TpeOOBaAHUSIM chromatogram of test solution should
correspond to the main peak retention
time in the chromatogram of clopidogrel
bisulfate reference standard solution
(section Assay). / Bpems yaepxuBanus
OCHOBHOTO [MHKAa Ha XpOMATOrpamMMme
HCITLITYEMOTO pacTsopa JIOJDKHO
COOTBETCTBOBATb BPEMEHU Y/ CpPKHBAHUA
OCHOBHOIO MHKa Ha XpOMarorpamme
pactBopa CTaHapTHOTO obpasia
kaonujorpena  Oucynbtara  (paszaen
«KonuuecTseHHOE onpeaeneHues).

Acetylsalicylic acid / Complies as prescribed/ The main peak retention time in the
Aueruncanuuuionas CooTBeTCTBYET TpeOOBAHHUAM chromatogram of test solution should
KUCJIOTA correspond to the main peak retention

time in the  chromatogram  of
acetylsalicylic acid reference standard
solution (section Assay). / Bpems
YIEpXKUBaHUsST  OCHOBHOIO  OHKAa  Ha
XpoMaTorpaMMe HCHbITYEMOro pacTBopa
JOJKHO  COOTBETCTBOBAaTb  BpPEMEHH
YHAEp)KHBaHUS ~ OCHOBHOIO  MuKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHOTO
obpasua aueTUICaIHUUIOBOH  KUCAOTHI

(pazmen «KonuuectBeHHoe
onpenesNicHue»).

3 | Average weight of 434.9 mg/434,9 mr 434.0 mg + 7.5% (401.5 to 466.6 mg) /
capsule content / 434,0 mr = 7,5 % (ot 401,5 no 466,6 mr)
Cpeansisi macca
COAEPAUMOTO0 KANCYbI

Remarks : The Product conforms to ND / Opinion : APPROVED

IIpumeuanmne: Ipoaykr coorBercTByeT TpeGoBanusm HJL 3akmiouenne: OJIOBPEHO L

Prepared by/ Q Checked by Approved by: Manager/Exec utiv@‘\/j}

IposepeHo JloxyMeHT npoBepeH gﬁe" Memnejokep no obecreveHuto Kad

Print Date / Jlata: 17-09-2022 | Print Date / Tata: 17-09-2022 Print Date / ata: 17-09-2022
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CEPTUOHKAT AHAJIU3A

Product: Plagril A, modified release capsules, (acetylsalicylic acid 75 mg + clopidogrel 75 mg)
Hpoaykr: Inarpua® A, kancyasl ¢ MoAR(HUHPOBAHHBLIM BbICBOGOXKIEHHEM, (AUETHICANHUNIOBAS
i KHCJ0Ta 75 Mr + kaonuaorpen 75 mr) -
Batch No. / Cepust Ne : B2202600 Batch Quantity / Pasmep cepun : 900000 NO
Analytical Report No / Ananutuyecknii order Ne : Date of Analysis / Jlata anannza: 17-09-2022
2002FP22001911
Date of Manufacture / Jlata npousBoactsa : 06/2022 | Date of Expiry / Cpox rognocts : 05/2025
Analysis performed according ND / Ananns nposeaen no HJI: JII1-003351-151121
Page30of 6 /Crtp.3u3 6
s(l) Test / ITokasaTenn Result / PesyabTat Specification / Hopma
4 | Dissolution / PacTBopeHue
Clopidogrel / 98%, 101%, 102%, 100%, 97%, | Not less than 70 % (Q) of CicH CINO,S
Knonuporpen 97% (clopidogrel) label claim should pass
into the solution in 30 min / He menee
70 % (Q) oOT  HOMUHAILHOro
COAEpKaHNA CisH1sCINO,S
(knonuaorpen) AOMKHO PACTBOPUTLCS
yepes 30 MUH.
Acetylsalicylic acid /
Aueruncanuyunosas
KUCIIOTa
i. In 0.1 M hydrochloric 2%, 3%, 3%, 3%, 2%, 1% i. Stage 1 (0.1 M hydrochloric acid): Not
acid solution/ B 0,1 M more than 10% of CgHgO,
pacTBoOpe XJIOPUCTO- (acetylsalicylic acid) label claim
BOJIOPOAHON KUCTOTBI should pass into the solution in 2 h. /
Cmaous 1 (0,1 M  pacmsop
XNIOpUCMo8000pooHot Kkuciomo): He
6onee 10% oT  HOMMHabHOrO
COAEpKaHUS CoH3O4
(aueruncanmuuunoBas KHCIIOTA)
JIOJDKHO pacTBOPHUTLCS Yepes 2 .
ii. In phosphate buffer 94%, 97%, 93%, 97%, 94%, 97% |ii. Stage 2 (phosphate buffer solution
solution pH 6.8 / pH 6.8): Not less than 70 % (Q) of
B (octhaTHOM CoHsOs (acetylsalicylic acid) label
OydepHOM pacTBOpe claim should pass into the solution in
pH 6,8 45 min / Cmadus 2 (pochammnuiii
6ygepuwrti pacmeop pH 6,8): He
meHee 70 % (Q) OT HOMHMHaNLHOIO
coleprKaHus CsHz0q4
(auetuncanuuunoBas KUCJIOTa)
JIOJDKHO pacTBOPUTLCS uepes 45 MUH.
Remarks : The Product conforms to ND / Opinion : APPROVED
Hpumeuanne: [Ipoaykr coorBercTByeT TpebosaHnsM HJ| 3akmouenne: OJOBPEHO .
Prepared by/ 2 Checked by { g p Approved by: Manager/Executiwj
IIpoBepeHo JokymenT nposeped Menemxep no obecneueHuro Ka -
Print Date / lata: 17-09-2022 | Print Date / JTara: 17-09-2022 Print Date / HaTa: 17-09-2022
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

MponykrT:

Batch No. / Cepusi Ne : B2202600

2002FP22001911

Analytical Report No / Ananuru4deckuii oryer Ne :

Product: Plagril A, modified release capsules, (acetylsalicylic acid 75 mg + clopidogrel 75 mg)—_
Mnarpun® A, xkancyibl ¢ MOAH(HIHPOBAHHBIM BHICBOOOMNAEHHEM, (ALETHIICANIHINIOBAS

KHcaoTa 75 mr + kiaonujgorpen 75 mr) - -
Batch Quantity / Pazmep cepumn : 900000 NO

Date of Analysis / Jlata anaamsa: 17-09-2022

Date of Manufacture / lata npou3BojcTna :

06/2022

Date of Expiry / Cpoxk roanocru : 05/2025

Analysis performed according ND / Auanus nposegen no HJI: JITT-003351-151121

Page 4 of 6 / C1p. 4 u3 6

SI

Test / IToxazaTennb
No

Result / PesyabTart

Specification / Hopma

5 | Clopidogrel related substances / IToc

TOPOHHHE NPHUMECH Kjonuaorpe/a

Impurity 1 / Ipumech 1
Impurity 2 / [Tpumecs 2
Impurity 3 / Ilpumecsh 3
Impurity 4 / Ilpumecs 4

Any unknown individual impurity /
Jlobas ennHUuHAS
HeuaeHTUPUUUPOBaHHAS MPUMeEChH

Impurity C (R(-)-enantiomer) /
ITpumecs C (R(-)-3HaHTHOMED)

Total impurities /
CymMma npumeceit

0.02% /0,02%

Not detected / He obHapyxeHa

Less than Limit
(LOD=0.0058%)

0.0042% / 0,0042%

of Detection

Not detected / He o6HapyxeHa

0.2%/0,2%

0.2%7/0,2%

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

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

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

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

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

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

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

6 | Salicylic acid /
CaqununuioBast KHCJIOTA

0.1%/0,1%

7 | Residual organic solvents / OcTaTouHble opraHHYecKHe PACTBOPUTEJIH
In acetylsalicylic acid tablets / B TabneTkax aLeTHaCaIMLUHAIOBON KHCIOThI

Not more than 3.0 % /
He 60i1ee 3,0 %

2-propanol / 2-nponaHon

559 ug/tab / 559 mkr/Tab

Not more than 1224 pg per
tablet / He 6onee 1224 mkr
Ha TabneTky

Methylene chloride /
MeTuieHxJIoOpua

Not detected / He o6napyxeno

Not more than 73 pg per
tablet / He Gonee 73 Mkr Ha
TabneTKy

Remarks : The Product conforms to ND /

Ipumeuanne: [Ipoaykr coorsercrByeT TpeGoBanuam HJI

Opinion : APPROVED
3axkmouenue: OOBPEHO

Prepared by/

[Tposepeno /}2—

Checked by
JloxymeHT nmpoBepeH

/.

Approved by: Manager/Exec uti\@
a

Mesemkep no obecrnevyeHIo Kaheols

Print Date / Jlata: 17-09-2022

Print Date / [lata: 17-09-2022

Print Date / [lata: 17-09-2022
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Product:
Iponykr:

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Plagril A, modified release ap_sules, (acetylsalicylic acid 75 mg + clopidogr;l 75 mgf
Mnarpun® A, kancyihl ¢ MoAMGUIAPOBAHHBLIM BhICBOOOKAEHHEM, (AUCTHICAJIMIMIOBAR
Kucjaora 75 mr + kionugorpea 75 mr)

Batch No. / Cepust Ne : B2202600

Analytical Report No / AHannTH4eckui oT4uer Ne :

2002FP22001911

Batch Quantity / Pazviep cepuu : 900000 NO

Date of Analysis / Jata anaausa: 17-09-2022

Date of Manufacture / Jlata nponssoacrsa : 06/2022 |

Analysis performed according ND / Ananus nposeaed no H: JITT-003351-151121

| Date of Expiry / Cpok rognoctu : 05/2025

Page 50f6/CTp. 513 6

13:) Test / IlokazaTenn Result / Pe3yabTaT Specification / Hopma
8 | Microbial limits / MukpoGuosornyeckas 1ucTOTa
a) Total aerobic microbial Less than 100 CFU/g/ Not more than 1000 CFU/g/
count / Obuiee yucno Menee 100 KOE/r He 6onee 1000 KOE/r
a3poOHbIX
MHKPOOPraHu3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O6wee | Menee 10 KOE/r He 6onee 100 KOE/r
YUCJIO APOAOKEBBIX U
necHEBBLIX rpUbOB
c) E.coli | Absent in g/ Otcyrersyer B 11 Shall be absent in Ig /
OrcytctBue B 1 r
9

Uniformity of dosage units / OqHopogHOCTH 103UPOBAHUSA

a) Clopidogrel/ 47747 a. Acceptance value (AV) should
Knonunorpen be not more than 15.0 /
Ilokasarens  npuemiaeMoctn
(AV) nomxkeH 6bITh He Gonee

15,0.
b) Acetylsalicylic acid / 4.8/4,8 b) Acceptance value (AV) should

AueTHiacanuiuionas
Kucnora

be not more than 15.0/
Toka3arens MPHEMJIEMOCTH
(AV) nomkeH ObITh He GoJiee
15,0.

Remarks : The Product conforms to ND /
IIpumeuanne: ITpoaykT cooTBeTcTBYeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/

IlpoBepeno 62—

Checked by

JIOKyMeHT npoBepeH k&/‘

Approved by: Manager/Executiv,
Menemxep no obecneyeHuIo kad a

Print Date / [Tata: 17-09-2022

Print Date / lata: 17-09-2022

Print Date / Jlata: 17-09-2022
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CERTIFICATE OF ANALYSIS

|Product:
IMpoaykT:

CEPTUOUKAT AHAJIU3A

Plagril A, modified release capsules, (acet)_rlsalicylic acid 75 mg + clopidogrel 75 mg)
Maarpun® A, kaneyibl ¢ MoAHOHIIMPOBAHHBLIM  BLICBOGOXK/IEHHEM, (AUETHICAMIKIOBAS
KHCI0Ta 75 mMr + kaonugorped 75 mr)

Batch No. / Cepus Ne : B2202600

Batch Quantity / Pasmep cepun : 900000 NO B

2002FP22001911

Analytical Report No / AnanuTHyeckuii oruer Ne :

Date of Analysis / JlaTa ananu3za: 17-09-2022

|Date of Manufacture / Jlata npoussoacrsa : 06/2022

Analysis performed according ND / Anann3 npoeeaen mo HJI: JIT1-003351-151121

Date of Expiry / Cpok rognoctu : 05/2025

Page 6 of 6/ Ctp. 6 u3 6

Specification / Hopma

b) Acetylsalicylic acid /
AueTuacanduunoBas
Kucsora

KonunuecTBeHHOC onpegejIeHue

a) Clopidogrel / Knonnaorpen

13(1) Test / Iloka3zaTenan Result / Pesyabrar
10 | Assay/

74.76 mg / 74,76 mMr
(99.7% 1 99,7%)

74.17 mg /74,17 mr
(98.9% / 98,9%)

a) 6750 to 82.50mg of
C|6H|(,CIN02S (clopidogrel) in
capsule (90 to 110% of label
claim) / Ot 67,50 no 82,50 mr
CisHi6CINO,.S  (xnonmugorpen) B
kancyne (or 90 go 110% or
HOMHHAaJIBHOTO COJEPKaHUs)

b) 67.50 to 82.50 mg of CoHzO,4
(acetylsalicylic acid) in capsule
(90 to 110 % of label claim) / Ot
67,50 no 82,50 mMr CoHgO,
(aueTnacanuuuiioBas KUciI0Ta) B
kancyne (ot 90 po 110% or
HOMUHAJBHOTO COAEPXKAHUS).

11 | Packaging / YnakoBka

10 capsules in a (PVC/AL/PA) foil /
aluminum foil blister. 3 and patient
information leaflet in a carton. / Io
10 xancyn B8 Oaucrepe u3
(IBX/AJI/TTIA) dhosbru /
amomunueBoir  doabru. Ilo 3
61MCTEpOB BMECTe C WHCTPYKLMEH
NO  N[PUMEHEHWIO B Ma4Ky
KapTOHHYIO.

10 capsules in a (PVC/AL/PA)
foil / aluminum foil blister. 3, 6,
10, 20  blisters and patient
information leaflet in a carton. /
Ilo 10 kamcyn B Onucrepe w3
(IBX/AJI/TIA) ¢onbru /
antoMuHueBoil ¢onbru. Ilo 3, 6,
10, 20 OnuctepoB BMeCTe C
UHCTPYKLMEH O NPUMEHEHUIO B
Navyky KapTOHHYIO.

12 | Labeling / Mapkuporka

According to ND / B cooTrercTRun ¢ HJT

13 | Storage condition / Xpanenue

Below 25 °C / Tlpu temnepartype He Bbiie 25 °C

14 | Shelf life / Cpok rognocTn

3 years /3 rona

Remarks : The Product conforms to ND /
IIpumeuanue: Hpoaykr coorBercTByeT TpedGoBanusM HJJ

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by/

[IpoBepeHo ?%

Checked by

JOKYMEHT npoBepeH L&QL‘

Approved by: Manager/Execut
MeHemkep no obecneyeHuIo k

Print Date / Jlata: 17-09-2022

Print Date / Jata: 17-09-2022

Print Date / Jlata: 17-09-2022
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