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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJH3A

Produxct Nise tablets 100 mg

Mpoaykr Haiiz®, tabnerku 100 mr

Batch No / : V2200734 Batch Quantity / : 25,00,000 tablets /
Cepnsl Ne O6bem cepiu 25,00,000 Tabnerok
Analytical Report No / : 040001560053 Date of Analysis / : 23.04.2022
AHanstnueckuii oryer Ne JlaTa anaanza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

Jlara Npon3BoacTsa Toaen go (BicA)

Analysis performed according to ND / Ananus nposeaen no HJL: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne il Test / Iloka3zaTeanb

Result / PesyabTarTh!

Specification / Hopma

1 | Description/ Onucanue

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benele ¢ enToBaThiM
OTTEHKOM KPYTJIbie JBOSIKOBBINYKIbIE TabNeTku
€ rmagKoi MOBEPXHOCTDIO.

2 | Identification /
IMoasinHHOCTH

Complies / CooTBEeTCTBYET

The retention time of principal peak in the
chromatogram of test solution should|
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs yAep>KHBaHHs OCHOBHOI'O

MUMKa Ha  XpOMaTOrpaMMe  HCTIBITYEMOTO
pacTBOpa AOKHO COOTBETCTBOBATL BPEMEHH
yIep>KUBaHUs OCHOBHOT'O MHKa HA
XpoMaTorpaMMe  pacTBopa  CTaHAApTHOrO
obpasua HUMECYTHAA (paznen

«KonuuecTBeHHOE OMNpEAeTeHUE)

3 | Average weight and mass
uniformity / Cpeanss macca
| 1 0O AHOPOIHOCTL Macehl

308.6 mg/308.6 mr

Complies / CooTBeTCTBYET

310 mg £5.0% /310 Mr+ 5,0 %

18/20 tablets —NMT £ 5 %/
18/20 Tabnerok — He Gonee + 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee + 10 %

4 | Dissolution / PacTBopenue

e

98 %, 99 %, 99%, 96%, 96%, 99%

| Not less than 75 % (Q) of labeled amount of |

C13H)2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanbHOro copepkannsa Ci3HjaN20sS
(umumecynun) uepes 45 MUH.

Water / Boga

34%

Not morPe than 6.0 % w/w / He 6onee 6,0 %

5
__ 6 | Related substances / PoacTsennbie npumecu

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Remarks : The Product conforms to ND /
ITpumeuanne: [TpoaykT cooteTcTBYeT TpeboBanusM H/I

Prepared by / Checked by / Approved by: Manager / Executive /

[ToaroTosneno: Pravesh Rana | IIposepeno: Naresh Kumar Onobpeno: Menemxkep / PykoBoauTenb
i @ Amit Kumar j.fl_“,_'.\f'—
2 - il

Print Date /
Jara: 23.04.2022

Print Date /
Hara: 23.04.2022

Print Date /
Hata: 23.04.2022
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Product Nise tablets 100 mg
IpoaykrT Haiia®, Tabnerku 100 mr
Batch No / 1 V2200734 Batch Quantity / : 25,00,000 tablets /
Cepua Ne O6bem cepun 25,00,000 Tabaerok
Analytical Report No / : 040001560053 Date of Analysis / : 23.04.2022
AHanuTHYecKHii oTueT Ne Jara aHanu3a
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTta npoH3BOACTEA Topxen po (sra)
Analysis performed according to ND / AHaau3 nposejeH 1o HJ: I1N012824/03-140119 (amcnd Ne 1 from 08.06.2020 /
nam. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N Test / Tlokazarean Result / PesyabTatel Specification / Hopma
Impurity A / Ilpumecs A Below Limit of Detection (LOD NMT 0.20 % / He Gonee 0,20 %
:0.0019%)

Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C | INeAREtEsted NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D S Lim:ié.ggz]‘);t/oe)c tion (LOD NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity ¥ / [lpumecs F Below Limit of Detection (LOD NMT 0.20 % / He 6onee 0,20 %
Any unknown individual DI00EY) NMT 0.20 % / He 6omee 0,20 %
impurity / Enutiras Less Than LOQ (LOQ: 0.0143%)

[ HeuaeHTuGUUMpyeMas
[ MIPUMECh
Total impurities / Cymma 0.02% NMT 1.5 % / He Gonee 1,5 %
npumecen
7 | Uniformity of dosage units / 2.6 Acceptance value (AV) should be not more |

than 15.0 / ITokasatens npuemiemMocTd (AV)
JomkeH ObITh He Gonee 15,0

OAHOpPOAHOCTH KO3HPOBAHUSA

8 | Microbial limits / Mukpo6uoJiorudeckasi 44CT0Ta

a) Total aerobic microbial 10 CFU/g/
count / Obimee yHcIIO Menee 10 KOE/r
a3poBHBIX MHKPOOPTaHU3MOB

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

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

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

| b) Total combined yeasts and
mould count / O6mee uucno
‘upoxoxesmx U TIJIECHEBBIX

rpubos

Conclusion : APPROVED /
Baxkmouenne: OJOBPEHO

Remarks : The Product conforms to ND /
Ipumeuanmne: [Iponykrt coorercTByeT Tpebosanusm HJT

Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroroeneno: Pravesh Rana | Ilposepeno: Naresh Kumar Onobpeno: Menemxkep / Pykosopurtenb

Amit K f o 2
@( it Kumar _;&‘” },

—

Print Date /
Jara: 23.04.2022

Print Date /
Jlara: 23.04.2022

Print Date /
Jlarta: 23.04.2022
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Product Nise tablets 100 mg

IpoaykT Haiia®, tabnerku 100 mr

Batch No / : V2200734 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6Bem cepuu 25,00,000 TabneTtox
Amnalytical Report No / : 040001560053 Date of Analysis / + 23.04.2022
AHaauTuyeckuii oryer Ne Jara aHaamsa

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa npoH3BOACTBA Topen po (BK)

Analysis performed according to ND / Auanus nposeaen mo H/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / IlokazaTean

Result / Pe3ynsTaThl

Specification / Hopma

¢) E. coli

Absent /
OTcyTCTBYET

Shall be absent in 1g/
JIomKHBI OTCYTCTBOBAThL B 1 T

9 | Assay/ Konnvecrsennoe
onpeneaeHue

98.9 mg/ 98.9 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr C3Hi2N2OsS
(sumecynun) B TabneTke

10 |Package/ Ymaxoeka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetok B
[IBX/amomuuues oM Siuctepe. ITo 2
6IKCcTEpa BMECTE C MHCTPYKLMEH MO
MPUMEHEHHIO B MAYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amomuHHeBoM Gamcrepe. Io 1, 2, 3 unum 10
GMICTEpOB  BMecte C  MHCTpyKUMe#H 1o
MPUMEHEHHUIO B 11a4YKy KapPTOHHYIO. [

11 |Labeling / Mapxuposka

Complies as prescribed /
CootsetcTByeT TPeOOBAHHAM

According to ND /
B cootsercreuu ¢ HJ|

12 |Storage conditions /
XpaHenue

Temneparype He Bbime 25°C

Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MECTE MpH

|13 | Shelf life / Cpok roanocTy

3 years / 3 roga

Remarks : The Product conforms to ND /
Mpumeuanue: ITpoaykt cootsetcTByeT Tpebosanusm H/I

Conclusion : APPROVED /
3aknwuenune: OJJOGPEHO

Prepared by /
TToaroToBneHO: Prayesh Rana

Checked by /
IMposepeno: Naresh Kumar

&

Approved by: Manager / Executive /
Ono6peno: Menenxep / PykoBoanTe b
Amit Kumar

P

Print Date /
Hata: 23.04.2022

Print Date /
Jara: 23.04.2022

Print Date /
Jara: 23.04.2022
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