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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJU3A
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Product : Nisetablets 100 mg

Mponykr : Haiz®, tabnerku 100 mr

Batch No / 1 V2201520 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001604952 Date of Analysis / : 30.07.2022
AHATHTHYECKHUIE 0T4eT No llaTa anaanza

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

MaTa NpOH3BOACTBA T'ogen ao (BK)

Analysis performed according to ND / AHanm nposeaen mo H/I: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. No 2 ot 10.08.2020)

Ne Test / Iloxasaresb _ ~ Result/ Pe3ysibTaThl

Specification / Hopma

1 Descrlptlon / Onucanue I Complies / COOTBETCTBYET

[ Yellowish white round biconvex tablets w1th
smooth surface. / benble ¢ XenTOBaTHIM
OTTEHKOM KPYTJIble IBOAKOBBIMYKIIbIE TAONETKH
C TNaKOM MOBEPXHOCTBIO.

2 |Identification / Complies / CooTBeTcTBYET

IloanMHHOCTL

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 / Bpemst yAep)KHBaHHS OCHOBHOIO
[IMKa Ha XpOMaTrorpaMMe  HUCMBEITYEMOro
pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHU
yAep>KUBaHHS OCHOBHOTO nuKa Ha
XpoMmatorpamme  pacTsopa  CTaHOAPTHOro
obpasua HUMeCYJIMAa (paznen
«KosnuecTBeHHOE OTIpeiENICHHED)

3 | Average weight and mass 309.4 mg/309.4 mr

uniformity / Cpeausas macca
M OAHOPOAHOCTH MACChI

Complies / CooTBeTCTBYET

310 mg £5.0%/310 mr+ 5,0 %

18/20 tablets —-NMT £ 5 % /
18/20 Tabnerok — He Honee = 5 %

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

4 |Dissolution / PacTBopeHue 97%, 97 %, 97%, 98%, 96%, 96% | Not less than 75 % (Q) of labeled amount of

C13H,2N>05S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro coaepxanust C3H;2N2058
(aumceyum) yepes 45 MUH.

|

5 Water / Boaa

34%

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

Remarks : The Product conforms to ND /

Ipumeuanne: IIpoaykT cooteTcTBYET TpedoraHism HJJ

Conclusion : APPROVED /
3axmovenne: OJIOBPEHO |

Prepared by / Checked by / Approved by: Manager / Executive /
TTogroroeneHo: Pardeep Iposepeno: Himesh Kumar Ono6peno: Menemxep / Pykoonntens
Kumar N = ——. | Pavan Kumar Sharma pp—o—
Print Date / Print Date / Print Date /

Jata: 30.07.2022 JHaTa: : 30.07.2022 Hata : 30.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIIZA
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JlaTa npoM3BOACTBA

Product Nise tablets 100 mg
MpoaysTt Haiiz®), tadnerku 100 mr
Batch No / : V2201520 Batch Quantity / : 25,00,000 tablets /
Cepns Ne O6bem cepnn 25,00,000 Tabnerok
Analytical Report No / : 890001604952 Date of Analysis / : 30.07.2022
AHANNTHYECKHI oTyeT N2 JlaTa aHaan3a
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

Toaen ao (BKJ)

Analysis performed according to ND / Ananus nposeaen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. No 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| Ne Test / [Toxa3zaTeab

| Result / PesyabTarh

Specification / Hopma

6 | Related substances / PoacTBennbie npuMec

Impurity A / Tlpumecs A

[mpurity B / IIpumecsh B
Impurity C / Ilpumecs C
Impurity D / Tlpumecs D
Impurity E / TIpumecs E

Less than LOQ (LOQ: 0.0057%)

0.02%
Not Detected
Not Detected
Below Limit of Detection (LOD: 0062%)

NMT 0.20 % / He 6onee 0,20 %

INMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

Impurity F / lpumecs F Below Limit of Detection (LOD: 0045%) | NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He Gonee 0,20 %
impurity / Eaunuunas
| HeupeHTHdHUHpYeMas

npuMech

|

| Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumMeceit

7 | Uniformity of dosage units / - 3.2 Acceptance value (AV) should be not more

OAHOPOAHOCTE K03UPOBAHUSA

than 15.0 / [Tokaszarens npuemneMocTH (AV)
JIoJKeH ObITh He Oonee 15,0

8 | Microbial limits / MukpoGnosornueckas 4McTora

count / O61ee Yucno

a) Total aerobic microbial

a3p06H1>1x MHKPOOPraHu3MOB

5 CFU/g/
5 KOE/r

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

Remarks : The Product conforms to ND /
Ipumeuanne: TIpOAYKT COOTBETCTBYET TPeOOBAHUAM HA

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moaroroeneno: Pardeep IMposepeno: Himesh Kumar Ono6peno: Meunemxep / Py’yﬁsomrrenb
Kumar Qt——f — /| Pavan Kumar Sharma j‘/i;;l;:_ﬂ/
Print Date / Print Date / Print Date /

JHara: 30.07.2022 Jara: : 30.07.2022 Tara : 30.07.2022
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJI3A

Page30of3/Crp.3 n33

Product Nise tablets 100 mg

Tpoaykr Haiiz®, Tadnetku 100 mr

Batch No / .1 V2201520 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nem cepin 25,00,000 Tabnerox
Analytical Report No / : 890001604952 Date of Analysis / : 30.07.2022
AHaauTHYecKii oTyeT No JlaTta anaan3a

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

JlaTta npoM3BOACTBA Togen no (BKm)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

| Ne Test / [loxasarenb Result / PesyabTaThbl | Specification / Hopm;;
b) Total combined yeasts and Less than 10 CFU/g / | Not more than 100 CFU/g /
mould count / Obiuee yncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXKEBbIX M [IECHEBEIX
| rpubos
¢) E. coli Absent / Shall be absent in 1g/ o
OrcyTcTBYET JlomKHbI OTCYTCTBORaTh B 1 T
9 | Assay/ KonnuecTBenHoe 98.6 mg/ 98.6 mMr Not less than 90.0 mg and not more than
onpeaesieHne 110.0 mg Ci3H2N-0sS Nimesulide in tablet /
| Or 90,0mr mo 110,0mr C3H;2N20sS
(numMecynun) B Tabnerke
; 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. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomunues om 6auctepe. Ilo 2 | amomuunesom Gnucrepe. Tlo 1, 2, 3 uim 10
fnucTepa BMecTe C MHCTPYKUMEH Mo | 61MCTepoB  BMECTe  C HMHCTpYKLHMEH 1o
NPUMEHEHHIO B NaYKy KAPTOHHYIO. | IPUMEHCHHUIO B MAYKy KapTOHHYIO.
11 |Labeling / MapkupoBka | Complies as prescribed / According to ND /
CooTseTcTBYeT TpeOOBaHUAM B coorsercreun ¢ HJ|
12 | Storage conditions / Store protected from light below 25°C / B 3auuiueHHOM OT CBETa MECTE MNpH
XpaHenne Temneparype He Boiie 25°C
13 .|Shelf life / Cpox rogHocTH 3 years / 3 roaa j

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoaykT coorBeTcTayeT Tpeboanisam HL

Conclusion : APPROVED /
3akmovyenne: OJJOBPEHO

Prepared by /
[Moarororneno: Pardeep

Checked by /
ITposepeno: Himesh Kumar

Approved by: Manager / Executive /
Ono6peno: Menemkep / Pygosoauresns
Pavan Kumar Sharma  ¢fh——-—

P 5 il

Kumar ()ﬁ/_
Print Date /

Hara: 30.07.2022

Print Date /
Hara: : 30.07.2022

Print Date /
Jlara : 30.07.2022
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