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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIHM3A
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Product Nise tablets 100 mg

Mpoaykr Haiiz®, Tabnerku 100 Mr

Batch No / 1 V2201955 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obdnem cepuu 25,00,000 TabneTok
Analytical Report No / : 040001641359 Date of Analysis / 1 22.09.2022
AHaJUTHYECKHI oTueT No JlaTa aHaau3a

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

JlaTa npou3BoacTBa Iogen po (BkT)

Analysis performed according to ND / Ananus nposeaen no HJ/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020)

N | Test / IloxazaTeas

Result / Pesya bLTATBI

1 f)escripﬁon/OnncaHue

Complies / CooTBeTCTBYET

| SEEciﬁcation / Hopma

[Yellowish white round biconvex tablets with |
|smooth surface. / Benble ¢ XenTOBATHLIM
OTTEHKOM KPYTJIble ABOAKOBBIYKIBIE TabNETKH
C IJ1afIKO# MOBEPXHOCTBIO.

2 Identification /
[NoaauHHOCTL

Complies / CooTBercTBYyeT

3 | Average weight and mass

H OJHOPOAHOCTbL MACCHI

uniformity / Cpeanss macca

306.3 mg/306.3 mr

Complies / CooTBETCTBYET

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>kuBaHusi OCHOBHOTO

MHKa HAa  XpOMAaTOrpaMMe  HCMBITYEMOIO
pacTeopa JIODKHO COOTBETCTBOBAThL BPEMEHH
yIoepKUBaHUS OCHOBHOT'O nmuKa Ha
XpoMmarorpaMMe  pacTBOpa  CTAaHAapTHOro
obpazua HUMeECYuaa (pazmen

«KonuuecTBeHHOE ONpeneIeHHe»)
310 mg+£5.0% /310 mMr+5,0%

18/20 tablets —-NMT £+ 5 % /
18/20 tabnerok — He bonee £ 5 %

2/20 tablets — NMT * 10 % /
2/20 Tabnerok — He Gonee + 10 %

4 |Dissolution / PacTeopenue

95%, 96 %, 97%, 97%, 96%, 95%

Not less than 75 % (Q) of labeled amount of
C13H2N20sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHajsHoro conepxanua Ci3Hj2N>OsS
(uuMecynun) yepes 45 MuH.

5 Water / Boaa

29%

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

Remarks: The Product conforms to ND /
IIpumeuanmue: [Tpoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3axknwuenne: OJJOBPEHO

Prepared by /
IMoaroroneno: Ankaj Verma

B

Checked by /
INporepeno: Naresh Kumar

Approved by: Manager / Executive /
OnoGpeno: Menemxep / PykosoauTens

Manoj Kumar \}" ; ;)(LL‘ {
‘.~_‘) L_,-—-f'—";

Print Date /
Jlata: 22.09.2022

Print Date /
Hata: : 22.09.2022

Print Date /
Hara : 22.09.2022
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIII3A
Page 2 of 3/ Ctp. 2 m33

Product : Nise tablets 100 mg
Mpoaykr : Haiis®, tadnetiu 100 Mr
Batch No / 1 V2201955 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepun 25.00.000 Tabnerok
malytical Report No / : 040001641359 Date of Analysis / 1 22.09.2022
AHAIUTHYECKHUH oTyeT No JlaTa ananu3za
Date of Manufacture / 1 AUG.2022 Date of Expiry / : JUL.2025
[ara npousBogcTBa I'oaen g0 (BxuT)
Analysis performed according to ND / Ananus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020) _

Ne i Test / [loka3zaTtennb | Result / Pe3yabTaThl

| Specification / Hopma

6 |Related substances / PoxcTeennble NpHMeECH
o] TRUE: | Less than LOQ (LOQ: 0.0057%)

NMT 0.20 % / He 6onee 0,20 %

Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Tlpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / TIpumecs D | Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / TTpumecs E | Less than LOQ (LOQ: 0.0186%) NMT 0.20 % / He 6onee 0,20 %
Impurity F / [Tpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
| impurity / EavHnynas
| HeupeHTudHLUpYemas
npuMech
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 Uniformity of dosage units / | 32 Acceptance value (AV) should be not more
OaHOpPOAHOCTH AO3UPOBAHUS than 15.0 / ITokasaTens npuemieMmoctH (AV)
JoJken ObITh He Honee 15,0
8 | Microbial limits / MukpoGuosoruueckas YHCTOTa B
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
| count / Obwee yncno Meuee 10 KOE/r He 6onee 1000 KOE/r
| 23pOOHBIX MUKPOOPraHU3MOB

Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpumeuanne: IIponykr cootseTcTBYeT TpeboBanusM HJI 3akmodenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneHo: Ankaj Verma | IIpoepeno: Naresh Kumar Opob6peno: Menemxkep / Pyx <OBOANTEID

‘// @// Manoj Kumar Lji}; il
Print Date / Print Date / Print Date /
Hara: 22.09.2022 Hara: : 22.09.2022 Hara : 22.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIMN3A

Page3of 3/ Crp.3 u3 3

Product Nise tablets 100 mg

Ilpoaykr Haii3®, Tabnerku 100 mr

Batch No / : V2201955 Batch Quantity / : 25,00,000 tablets /
Cepust Ne Ob6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001641359 Date of Analysis / : 22.09.2022
AHaJIUTRYECKHI 0TYeT Ne JlaTta aHanusa

Date of Manufacture / 1 AUG.2022 Date of Expiry / : JUL.2025

JlaTa npou3BoaCTBA Iogen go (BxII)

Analysis performed according to ND / Ananu3s nposeaen no H/I: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

S;;eciﬁcation / Hopma

N Test / IlokaszaTean Result / Pe3ynbTaTbl | e
b) Total combined yeasts and Less than 10 CFU/g / | Not more than 100 CFU/g /
mould count / Obiiee yuco Menee 10 KOE/r | He 6onee 100 KOE/r
IPOXIKEBBIX M NJIECHEBBIX
rpuboB
c) E.coli Absent / Shall be absent in 1;;/
OrcyrcTByeT JloJkHBI OTCYTCTBOBATh B 1 T
9 |Assay/KonnuecrBensoe 98.6 mg/98.6 Mr [Not less than 90.0 mg and not more than
| ompeaesneHue 110.0 mg C;3H2N-OsS Nimesulide in tablet /
Or 90,0 Mr  ao 110,0 mr  C;3HpN2OsS
(uuMecynun) B TabneTke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10|
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Ttabnerok B|carton. / [lo 10 Tabnerox B IIBX /
TIBX/amomunues om 6uctepe. ITo 2 | amoMuHueBom Gnucrepe. Ilo 1, 2, 3 um 10
| biucTepa BMecTe ¢ MHCTpYKLMeH Mno |OMMCTEpOB  BMeCT€ €  HMHCTPYKLMEH IO
| MpUMeHEHHIO B MAYKy KAPTOHHYIO. | MPUMEHEHHIO B MaYKy KAPTOHHYIO.
|—
11 |Labeling / MapknpoBka Complies as prescribed / According to ND /
i CooteercTBYET TpeOOBaHUAM B cooreercreuu ¢ HJ{
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBETAa MeCTe MpH
XpaHenue Temrneparype He Boltie 25°C
13 | Shelf life / Cpok roanoctu 3 years /3 rona

Remarks: The Product conforms to ND /
IIpumeuanne: [Ipoaykt coorseTcTBYyeT TpeboBaHusM HJ{

Conclusion: APPROVED /
3akaouenune: OJOBPEHO

Prepared by /
IToproroeneno: Ankaj~Verma

b~

Checked by /
Iposepeno: Naresh Kumar

n

P

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBogHTens
Manoj Kumar )

\_n's;qj _L}_[_

Print Date /
JHara: 22.09.2022

Print Date /
Jara: : 22.09.2022

Print Date /
Hara : 22.09.2022
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