Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 1 of3/Crp.1u33

Product Nise tablets 100 mg
IpoaykTt Haiiz®, Tabnerku 100 mr
Batch No / : V2101075 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6Bbem cepuu 25,00,000 TabneTok
Analytical Report No / : 890001531836 Date of Analysis / : 29.06.2021
AHATUTHYeCKHH oTueT No Hdarta ananusa
Date of Manufacture / ¢ Jun.2021 Date of Expiry / : May.2024
JlaTa npousBoJacTBa TI'ogen no (BxJT)
Analysis performed according to ND / Ananus nposeaen no I1JI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Wu 1 v 08.06.2020, aitend Ne 2 [1um 10.08.2020 / nsm. Ne 2 v 10.08.2020)

No Test / Iloka3zaTenn

Result / PesyabTaThl

Speciﬁcaﬁon / Hopma

1 |Description/ Onucanue

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / bBenple ¢ XeJITOBaThIM
OTTEHKOM KpYTJIble JBOSIKOBBIMYKIIbIE TabJNeTKH
CIMAHKOR HOBEPRHUC TR,

2 Identification /
IMoaauuHOCTH

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)KUBaH1s OCHOBHOTO

NMKa Ha  XpOMarorpamme  HCIBITyEMOro
pacTBopa [OJKHO COOTBETCTBOBATH BPEMEHU
yﬂﬁ‘pWHRaHMﬂ NACHNRHNATN TuKAa HA
HPOMOTOTPAMMO  pOCTDOpPR  OTQILAGPTIIOrO
obpasua HUMECYNHAa (pazmen

«KonuuecTBeHHOE OnpeencHue)

3 | Average welpght and muass
uniformity / Cpeausas macca
H OJHOPOAHOCTH Macchl

309.7 my / 309.7 My

Complics / CooTBCTCTBYCT

310 iy + 5.0 % /310 mr+ 5,0 %%

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

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

4 | Dissolution / PacTBopenne

100 %, 96 %, 98 %, 98 %, 97 %,

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

106 % Ci3H2N20OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHansHoTo comepxanust CisHiN2OsS
(HuMecynun) uepes 45 MUH.
5 |Water/Boaa 25% Not more than 6.0 % w/w / He Gonee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
I pumeuanne: [IpoaykT coorsercTByeT Tpeboanusm HJT 3axsmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: TIpoBepeHo: Onobpeno: MeHemxkep / Pykoponurenb
Pardeep Kumar ;f( Himesh W Pawan Kumar /%.,
= H
Print Date / Print Date / Print Date /
Jara: 29.06.2021 Hata: 29.06.2021 Hara: 29.06.2021 —

Registered Difice: 8-2-337, Road No. 3, Banjara Hills. Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page2 of 3/Crp.2m33

Product : Nise tablets 100 mg
IIpoayxT : Haiz®, Tabnetku 100 mr
Batch No / : V2101075 Batch Quantity / + 25,00,000 tablets /
Cepusa Ne Ob6bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001531836 Date of Analysis / : 29.06.2021
AHanuTHyecKHi oTyeT Ne JlaTa ananuza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
Jara npou3BoACTBA Togen o (BKIT)
Analysis performed according to ND / Anaaus nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokasareJn | Result / Pe3ybTaThl | Specification / Hopma
6 |Related substances / PoacTeeHHBIC NpHMecH '
5 0, Q,
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6o1ee 0,20 %
Impurity B / 1 lpumecs B 0.04% NMT 0.20 % / He Sonee 0,20 %
Impurity C / Ipumecs C Less (han T.OQ (0.0075%) NMT 0.20 % / He fonee (1,20 %
Impurity D / ITpumece D Not Detected NMT 0.20 % / He 6onee 0,20 % :
Impurity E / Ilpumece E Not Detected NMT 0.20 % / He Gonee 0,20 % I
|
Impurity F / [Tpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHUYHas
HeuaeHTudHuMpyemas
MpPUMEChH
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMecen
7 | Uniformity of dosage units / 1.7 Acceptance value (AV) should be not more
OaHOpPOIHOCTH T03UPOBAHUS than 15.0 / IlokazaTens npuemiaeMocT (AV)
JIOJKeH OBITh He Gonee 15,0
8 |Microbial limits / MukpoGuoJsiornyeckasi YHCTOTA .
a) Total aerobic microbial 05 CFU/g/ Not more than 1000 CFU/g/
count / Ofmee uucno 05 KOE/r He 6onee 1000 KOE/r
a3pOBHBIX MHKPOOPTraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOAOKEBBIX U IIECHEBBIX
rpuboB
c) E. coli Absent in 1g/ Shall be absent in 1g/
OrcytcrByeT B 1r JomxHbl oTCYyTCTBOBaTh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cootseTcTBYET TpeboBanusiM HJL 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBieHO: IIpoBepeHo: Onob6peno: Menemxep / PykoBonurens
Pardeep Kumar [ Himesh W/ Pawan Kumar ?
Print Date / Print Date / Print Date /
Hata: 29.06.2021 Hara: 29.06.2021 Hara: 29.06.2021

Regislered UINCe: 5-2-33 7, R0ad N0, 3, Banjara HIIs, Hyaoroad - SUOUSH, AL, Thaia
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page30of3/Crp.3u33

Product : Nise tablets 100 mg
Mpoayxr  : Haiiz®, Tabnerxu 100 mr
Batch No / : V2101075 Batch Quantity / + 25,00,000 tablets /
Cepusn Ne Obbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001531836 Date of Analysis / : 29.06.2021
AHaNHUTHYECKHH oTYeT No Jara ananusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JaTa npousBoACTEA Toaen po (BK)
Analysis performed according to ND / Anasiu3z nposeaen mo HJ{: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / Iloxazareab Result / Pe3syabTaThl Specification / Hopma
9 | Assay/ KoauuecTBeHHO® 98.8 mg/98.8 mr Not less than 90.0 mg and not more than
anpeneneHue 110.0 mg Cj3H|3N>0sS Nimesulide in tablet /

Or 90,0 Mr OO 110,0 Mr  C;3H2N2058
(uuMecynnn) B Tabnerke

10 | Package/ YnaxkoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets iu PVC/aluminu blister. 1,2, 3 vt 10
blietere and patient information leaflet | blisters and patient information leaflet in a
in a caiton. / Mo 10 rtabnecrox s|carton. / llo 10 Tabnerox b lIBX /
MBX/amomuuueB om 6muctepe. [o 2 | amomunuesom Giucrepe. Io 1, 2, 3 unn 10
6nMcTepa BMeCTE ¢ HMHCTPYKUHeH Mo | GIUCTepoR  BMecTe ¢ WHCTPYKIMeH 1o
NPUMEHEHHMIO B MAYKy KAPTOHHYIO. | IPUMEHEHHIO B MAUKy KapTOHHYIO.

11 |Labeling / MapxnpoBka Complies as prescribed / According to ND /
CooTBETCTBYET TpeOOBAHHAM B cooteerctBuu ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3amuimeHHOM OT CBeTa MecTe MNpH
Xpanedue TeMmneparype He Boiue 25°C

13 | Shelf life / Cpok rognocTH 3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Ipoaykr cootBeTcTBYeT Tpebosanuam HJJ 3akawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosnexo: TIpoBepeHo: Onobpeno: Menenxep / PykoBonuTens
Pardeep Kumar f Himesh W Pawan Kumar ;
Print Date / Print Date / Print Date /
Hara: 29.06.2021 Hara: 29.06.2021 Hara: 29.06.2021
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