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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Page 1 of 3/Crp.1u33

Product : Nise tablets 100 mg

[TpoaykTr : Haiiz®, Tabaerxku 100 mr

Batch No/ 1 V2201467 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001609635 Date of Analysis / 1 24.08.2022
AHanuTHYeCKH i1 oTueT No JlaTa ananu3za

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

JlaTa npou3BoACTBA Togex o (BKJY)

Analysis performed according to ND / Ananu3 nposenen no HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020)

__ Noe Test / [lokazaTenn Result / PesyabTaThbl
1 | Description/ Onucanue Complies / CooTBETCTBYET

I Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Beawsle ¢ XenaToBarhiM
OTTEHKOM KPYTJIbIEe JBOSKOBBIMYK/IbI€ TAONETKH
C I1afKoi NOBEPXHOCTLIO.

2 |Identification / | Complies_ / CooTBeTCTBYET
IlogauHHOCTL

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 ynep»KHBaHUs OCHOBHOTO
nMKa Ha  XpOMaTOrpaMMe  HCIMLITYEMOTO
pacTBopa AOJKHO COOTBETCTBOBATh BPEMEHH
yAepKUBAHUS OCHOBHOIO nuka Ha
XpoMaTtorpammMe  pacTBopa  CTaHAapTHOro
obpasua HUMecya1Ia (pazmen
«KonuuecTeeHHOE ONpPENENICHHED)

3 |Average weight_and mass 307.2 mg/307.2 mr
uniformity / Cpeansas macca

Complies / CooTBeTcTBYET
M OHOPOIHOCTH MACChl

310 mg+5.0%/310Mmr+£5,0%

18/20 tablets —NMT £ 5 %/
18/20 Tabnetrok — He Gosiee £ 5 %

2/20 tablets — NMT = 10 %/
2/20 tabnetok — He Gonee = 10 %

4 |Dissolution / PacTBopenue 100%, 96 %, 100%, 98%, 97%, 97% | Not less than 75 % (Q) of labeled amount of
| C13H2N205S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
| | HomuuaneHoro cogepxanus C3HijaN2OsS
| (Humecynun) yepes 45 MUH.

5 |Water/Bona - l 3.6% Not more than 6.0 % w/w / He 6onee 6,0 %
= ! | -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [Tponykt coorBeTcTBYeT TpeboBauusm HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosneno: Ramakant INpoeepeno: Pardeep Kumar Onobpeno: Menenxep / PykosoauTesb

%ﬂ?@ﬁ/ Ci"’ Kusum Lata l{;é(c 2
Print Nate / Print Date / Print Date /
Hara: 24.08.2022 Harta: : 24.08.2022 Hata : 24.08.2022
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Anranurnyeckui oruer Ne

CEPTUO®HKAT AHAJIII3A
Page 2 0f 3/ Crp.2 n3 3
Product : Nisc tablets 100 mg -
IMpoaykT Haiis®, tadnetkn 100 Mr
Batch No / 1 V2201467 Batch Quantity / : 25.00,000 tablets /
Cepust Ne O6bem cepuu 25,00,000 Tadnerok
Analytical Report No / : 890001609635 Date of Analysis / : 24.08.2022

JlaTa anajau3a

Date of Manufacture /
JlaTa npon3BoAacCTBa

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

I'ogeH po (BK)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. No 2 ot 10.08.2020)

ool

: Ne Test / Iloxasarenn Result / PesynbTaThbl | Specification / Hopmg ]
6 | Related substances / PoscTBenHble npumMecH
o ’) 0, 0
Impurity A / Ilpumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He Gonee 0,20 %
Impurity B / [Tpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ipumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
{Impurity E / [Tpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Enunnunas
HeuaeHTubHUupyemast
NpHMeCh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.1 _ Acceptance value (AV) should be not more
OaHOPOAHOCTL 103HPOBAHHS than 15.0 / [Nokasartens npueMiemocth (AV)
| RoTIKEH ObITh He Gonee 15,0
8 Microbial limits / Muxpoﬁuonbm%cxaﬂ YHCTOTA B
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / Obuuee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3p0BHBIX MUKPOOPraHU3MOB
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [IpoaykT cooreTcTBYeT TpeboBanusam HJI 3akmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: Ramakant ITpoeepeno: Pardeep Kumar Onobpeno: Menemkep / Pykosogurens

Kusum Lata \ 5

Print Date /
Hara: 24.08.2022

Print Date / Print Date /
Jara: : 24.08.2022 Hata : 24.08.2022
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CEPTHOHKAT AHAJIIM3A

Page30of 3/ Crp.3 u33

Product Nisc tablets 100 mg

IpoaykT Haiiz®, Tabnetrkn 100 mr

Batch No/ 1 V2201467 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001609635 Date of Analysis / 1 24.08.2022
AHaauTHYecKU# oTueT Ne JlaTa aHanu3za

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

/JlaTa npon3BoacTsa I'onen no (BKa)

Analysis performed according to ND / Ananus nposeaen mo HJ: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne | Test / [lokazaTesn ]

Result / PesyabTaTsl

[b) Total combined yeasts and |
mould count / OBuiee uncno
JPO>KKEBBIX M TUIECHEBbIX
rpubos

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

'c) E. coli

9 Assay / KonnyecTBenHoe
onpepaeneHue

Package / YnakoBka

Absent /
OrcyTcTBYET

Specification / Hopma

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

Shall be absent in 1g/
JIO/KHBI OTCYTCTBOBATbL B 1 T

100.8 mg / 100.8 mr

Not less than 90.0 mg and not more than
110.0 mg C3H2N-0O5S Nimesulide in tablet /
Or 90,0mMr no 110,0mr C;3H;2N20OsS
(HuMecynua) B TabneTke

10 tablets in PVC/aluminum blister. 3 | 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.
[1BX/amomunnes om 6nuctepe. o 3 | antoMurnesom Gaucrepe. Ilo 1, 2, 3 nm 10
onucrepa BMecTe ¢ MHCTpyKLHEH Mo | 6aucTepoB
NPHMEHEHHIO B NMaYKy KapTOHHYIO.

/ Tlo 10 Tabnerok B IIBX /
BMECTE C MHCTpyKUMEH 1o

NPUMEHEHHUIO B MaYKy KapTOHRYIO.
|

11 Labelin@ MapkupoBka

12 | Storage conditions /
XpaHenue

Complies as prescribed /
| COOTBETCTBYET TPeOGOBAHUAM

According to ND /
B coorsetrcreuu ¢ HJJ,

| Store protected from light below 25°C / B 3aliuuieHHOM OT CBeTa MecTe npu
TeMmreparype He Bbille 25°C

13 |Shelf life / Cpok roaHoCcTH

3 years/ 3 roga

Remarks : The Product conforms to ND /

ITpumevanne: [IpoaykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Checked by /

[loaroroBneHo: z maan{ IIposepeno: Pardeep Kumar
[ / (i’/

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauTesb

Kusum Lata w Fes

Print Date /
Jlata: 24.08.2022

Print Date /
Jlata: : 24.08.2022

Print Date /
Jata : 24.08.2022
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