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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

IIpoaykr: Maarpun® (knonuaorpen) TAGJETKH, HOKPLITLIC MIEHOYHOA 000/104K0H, 75 Mr

Batch No / : C2112093 Batch Quantity / 1 1250000 tab /
Cepus Ne - Oobem cepuint 1250000 a6~
Analytical Report No / : 890001552459 Date of Analysis / : 29/10/2021
AHAJHTHYECKHI oTueT Ne Hara ananuza

Date of Manufacture / : 0972021 Date of Expiry / 1 08/2024

JaTta nponsBoacTBa Tonen o

Analysis performed according ND / Anaan3 nposeaen no HJI: JICP-005821/09-050218 (amend Ne 1 from

06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Page1of3/Crp.1u33

Si

Test / Ilokazarennb
No

Result / PesyabTaT

Specification / Hopma

1 | Description/ Onucanne

Ole

Round, biconvex pink film-coated
tablets dehossed with "C 127" on

LNBOSIKOBBIMYKJIbIE
HOKPBITEIE TIEHOUHOM 0B0JI0UKOH
pusLBLIL LBULY, © Leieem «C
127» Ha oaHoM cTOpOHE.

/ Kpyrowe,
TaONETKH,

Round, biconvex pink film-coated tablets
debossed with "C 127" on one side. / Kpyrasle,
JIROAKORKMYKABIC  100OICTIH, NOKPLITLIC
naenotHoi  06onoukoil  po3oBoro uBera, ¢
‘rrcHenneM «C 127» Ha OAHORA CTopuLHE.

2 | Identification/ ToaaunnocTsb

Complies as prescribed/
CootsercTByeT TpeGOBAaHUAM

"The retention time of the main peak on the
chromatogram of test solution should
correspond to the retention time of the main
peak on the chromatogram of clopidogrel
hydrosulfate reference standard solution. /
Bpems  yaep)KvBaHMs OCHOBHOFO TiMKa Ha

XpoOMaTorpaMMe  MCIILITYEMOIO  pacTBopa
[OJDKHO COOTBETCTBOBATD BpPEeMEHH
YAEpKHBaHUs OCHOBHOTI'O nuKa Ha
XpoMaTorpamme  pactBopa  CTaHapTHOTO

obpasua kionuaorpena ruapocyabdara.

3 Average weight and uniformity of weight / Cpeannas macca n OHHOIi)OﬂHOCTb MAacChl

a) Average weight / Cpennss
macca

b) Uniformity of weight /
OIHOPOAHOCTL MACChi

4 Dissolution / PacTBopenne |

399 mg/ 399mr

Camnplies as prescribed/
CoorpercTByeT TpeGOBaHUAM

398 mg + 4 % (between 382 mg and 414mg) /
398 mr +4 % (ot 382 mr go 414 mr)

18/20 tabs — not more than + 5 %/
2/20 tabs - not more than + 10 %/
18/20 Tadn. — He Gonee £ 5 %
2/20 tadn. — ne 6onee £ 10 %

Unit-1/ Ta6a.-|

| Unit-2/ Ta6n.-2 |
| Unit-3/Taén-3 |
~ Unit-4 /Tabn-4 |

92 %
L 89%
96 %
5%

Not less than 80 % (Q) of the label claim of
Ci6H cCINOAS (clopidogrel) after 30 min / He
menee 80 % (Q) CioH,CINO:S (knonuaorpen)
OT 3aABNEHHOrO KOAUUecTBa uepes 30 Mum.

Remarks : The Product conforms to ND /

INpumeuanne: [poaykr cooTseTcTByeT Tpebosanusm HJL

Opinion : APPROVED
Zakniouenue: OJJOBPEHO

Prepared by/ > (7| Checked by
FpoBepeHy 3 W JlokymMeHT npoBepen
'Reprim Daig; Reprint Date:

Jara: O"M Jara:

K Qumsly

Approved by: Manager/Executive
Menekep rno odecneueHi KaHecTsa
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: /

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

|Hpoaykr: Tlarpua® (knonugorpes) Tabuaericn, NOKPLITHIE TICHOYNOH 060107101, 7S Mr
Batch No / ; C2112093 Batch Quantity / : 1250000 tab /
Cepust Ne - - O6bem cepuu 1250000 Tab
" Analytical Report No / : 890001552459 Date of Analysis / : 29/10/2021
AHa/JHTHYECKHH oTueT No | laTa ananauza
Date of Manufacture / : 0972021 Date of Expiry / : 08/2024
JlaTa npou3BojacTBA I'onen no

06.07.2020 / n3M. Ne 1 ot 06.07.2020)

Analysis performed according ND / Ananns ni)oaeueﬂ no HJI: JICP-005821/09-050218 (amend Ne 1 from

Page2 of 3/Crp. 2133

Sl

Test / IHoxa3zaTenn
No

Result / PesyabTat

Specification / Hopma

Unit-5 / Tabn.-5

89 %

Unit-6 / Taba.-6

90 %

5 | Related substances of clopidogrel / PoacTBeHHbIe IPpUMECH KJIONTHAOTpeIA

Impurity A / Tlpumecs A

Any other unknown impurity /
Jroban
HeuaeHTU(NLIMPOBaHHAsA
npuMech

Impurity C (R(-)-enantiomer) /
[pumeces C (R(-)-3HanTHOMED)

Total impurities / Cymma
npumecei

Not detected / He obHapyieHa

0.01%/0,01%

0.03 %/ 0,03%

0.04 %/ 0.04%

6 | Microbial limits / Mukpo6nosiornueckas uucrora

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

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

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

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

Total aerobic microbial
count / OG1ee uncao
a3pOoOHBIX MUKPO-
OpraHu3mMoB

a)

Less than 50 CFU/g /
Menee 50 KOE/r

b) Total combined yeasts and
mould count / Obiee
UKCAO APOHOKEBBIX U

necHeBLIX rpuboB

_c) E. coli

7 | Uniformity of dosage units /
OaHopoailocTh A03IPOBaNISI

Less than 10 CFU/g / '
Menee 10 KOE/r

Absent in lg/
OtcyTcTByeT B IT

3.2

(8}

2

Shall be absent in 1g/

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

OtcyTctBHEe B | T

The acceptance value (AV) should be less than

or equal to 15.0 / Ilokasatens npuemMnemocTu
(AV) nomken ObITh He Honee 15.0.

Remarks : The Product conforms to ND /

IMpumeuanne: NpoaykT cooTBeTcTBYeT TpedosaHiiam HJJ

Opinion : APPROVED
Jaxmouenne: OJOBPEHO

Prepared by/ o

[TposepeHt pﬁy{)

Checked by
JlokyMeHT nposepen

Reprint Daléo_co .-%

_[laTa:

Jara:

Reprint Date:

Approved by: Manager/Executive
Menemkep 1o obecreyeHnIo KaluecTsa

Fevees MW

AT

20-Lo -0

Re_prim Date:

Hara: 20- ‘OPZOL‘
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Hpoaykr:  Inarpua® (knonnaorpei) TaGieTky, NOKPbIThIE NIEHOUHOI 060/104K0#, 75 Mr

Batch No/ : C2112093 Batch Quantity / : 1250000tab/
Cepnsa Ne | O6bem cepun 1250000 Tab
Analytical Report No / : 890001552459 Date of Analysis / : 29/10/2021
AnHanuTHUuecKHii oTyeT Ne | MaTa anasnu3a -
Date of Manufacture / . 0972021 Dalc of Expiry / : 08/2024

JlaTa npom3BoACTBA Tonen no

Analysis performed according ND / Auanus npoeegen no H: JICP-00582.1/09-050218 (amend No | from

06.07.2020 / uam. Ne 1 ot 06.07.2020)

. Test / IloxaszaTenn

No

8 |Assay / Kosnuecrsennoe
onpenesieHue

Page 3 of 3/ Crp. 3u3 3

Result / PesyabTat

Specification / Hopma

100.0% /100,0%

9 | Packaging / YnakoBka

Not less than 90.0% and not more than 110.0%
of the labeled amount of Ci;sHi¢CINO,S
(clopidogrel) per tablet / Ot 90 % no 110 % B
TabNeTke  OT  3asBJIEHHOrO  KOJIMYECTBA
Ci6H16CINO,S (knonuporpen).

10 tablets in
PVC/PVDC/aluminum blister. 3
blisters with a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX / TIBAX /
anomuHueBoMm 6Gaucrepe. Ilo 3
Onucrepa BMeCTE C MHCTPYKIMEH
No  TPUMEHEHUIO B Dauky
KapTOHHYIO.

10 | Labeling / Mapkupogka

12 | Shelflife / Cpok roanocts

11 | Storage condition /X[;u;enne

Accordingto ND /B cootBercTeru ¢ HJl

10 tablets in PVC/PVDC/aluminum blister, 3,
10 blisters with a patient information leaflet in a
carton. / ITo 10 Ta6nerok 8 IIBX / TIBAX /
amomuHreBoM Gaucrepe. Ilo 3, 10 6aucrepos
BMECTE C MHCTPYKLMeill 1O TPUMEHEHUIO B
NnayKy KapTOHHYIO.

In original packa_g,e, at temperature below 25 °C / B opurynanbHo# yna_KOBKe, np_u

Temneparype He Boile 25 °C

| 3 years /3 rona

Remarks : The Product conforms to ND /
Mpumeuanne: [NpoaykT cooTeTcTBYET TpedoBaHUsIM H ]|

Prepared by/ o

I pOBepeéH(?/

Reprint Date: ] Reprint Date:
Hara: 90 CO’W Jata:

Opinion : APPROVED
Zakawuenne: OJOBPEHO

| Checked by

Approved by: Manager/Executive

3040 ?/0"/\

JloKyMeHT npoBepeH Menerep 110 odecneyenno KauecTsa
Reprint Date:

30-10.202

IlaTa:




