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Product Nise tablets 100 mg
Ipoayxt Haiiz®, tabnerku 100 mMr
Batch No / : V2102158 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepin 25,00,000 Tabnerok
Analytical Report No / : 890001563055 Date of Analysis / : 24.12.2021
AHaNUTHYeCKHIi oTueT Ne Jara aHajansza
Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024
Jlara npou3BoacTBA Toaen po (BxJ)
Analysis performed according to ND / Ananus nposeen mo HJI: T1 N012824/03-140119 (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 / Iloka3aTeiib

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanue

Complies / CooTBeTCTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XKenroBaThIM
OTTEHKOM KpPYFJIbl€ BOSAKOBBIMYKIIbIE TA0IETKH
C rMafKoM MOBEPXHOCTHIO.

Identification /
ITopuHHOCTDH

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>KHBaHHS OCHOBHOTO
NvKka HAa  XpOMaTrorpaMMme  HCIBITYEMOTO
pacTBOpa JOJDKHO COOTBETCTBOBATH BPeMeHH
yIOEPKUBAHHA OCHOBHOTO MHKa Ha
XpoMaTorpamMMe  pacTBOpa  CTaHIapTHOTO
obpasua HUMECYJIUIA (pasgen
«KonuuecTseHHOE OnpeaeIeHUeN) [

Average weight and mass
uniformity / Cpeanssa macca
H OAHOPOJHOCTH MACChI

310.2 mg/310.2 mr

Complies / CooTBETCTBYET

310 mg+5.0% /310 Mr+5,0 %

18/20 tablets —NMT £ 5 %/
18/20 tabnerok — He 6ojiee £ 5 %

2/20 tablets — NMT £ 10 %/
2/20 Tabnerok — He Honee + 10 %

Dissolution / PactBopenne

98 %, 96 %, 100 %, 99 %, 101%,
98 %

Not less than 75 % (Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHanbHoro cogepxanus Ci3H12N20sS
(umumecynun) yepes 45 MHUH.

Water / Bona

22%

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IponykT coorsercTByeT TpeboBanuam HJI 3akatouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo; \J [IporepeHo: ’\ Ono6peno: Menemxep / Pykosoaurens
Ramakant %’J}-"‘i/ Rajeev Gandhi &L/ Pavan Kumar Sharma [r‘iﬂ_, —
Print Date / Print Date / Print Date /

Jlata: 24.12.2021 Hara: 24.12.2021 Jara: 24.12.2021
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product : Nise tablets 100 mg
TMpoaykr  : Haiiz®, tabnetkn 100 mr

AHaNUTHYECKHH oTyeT Ne

Batch No / : V2102158 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuHd 25,00,000 TabneTok
Analytical Report No / : 890001563055 Date of Analysis / + 24.12.2021

JlaTa ananu3a

JaTa npon3BoaACcTBA

Date of Manufacture / : NOV.2021

Date of Expiry / : OCT.2024
Toaen 20 (BKA)

Analysis performed according to ND / Anaaus nposegen no HJI: I1 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)

OAHOPOAHOCTL J03HPOBAHHSA

Ne Test / [loka3aTenn | Result / PesyasTtatsl | Specification / Hopma
6 | Related substances / Pojcreennble npumMecH
o : 0, 0,
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / IIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / IIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumece F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
| impurity / Eqyanunas
HeuzeHTUGHUMpYeMas
npUMeECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He Gonee 1,5 %
npuMecei
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more

than 15.0 / Hoxa3zarens mpuemaeMocTH (AV)
nmoJnkeH 6uITh He Honee 15,0

-

Microbial limits / Mukpoduoorn4eckas YHCTOTA

a) Total aerobic microbial
count / O61ee uncno

<10 CFU/g/ Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

<10 KOE/r
a3po6GHBIX MMKPOOPraHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61mee Yuco Memnee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX H THJIECHEBBIX
rpubor
'I ¢) E. coli Absent / Shall be absent in 1g/
| OTCcyTCTBYET JomkHbBl 0OTCYTCTBOBATE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Tponykt coorserctyer Tpebopanusam HJT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonroToBneHo: IIpoBepeHo: Ono6peHo: Menemxep / f;y]l(oao,mrrenb
Ramakant w Rajeev Gandhi Pavan Kumar Sharma A e
Print Date / Print Date / Print Date /
Hata: 24.12.2021 Hara: 24.12.2021 Hara: 24.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product Nise tablets 100 mg

Ipoayxr Haiiz®, Tabnerku 100 Mr

Batch No / : V2102158 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6nem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001563055 Date of Analysis / : 24.12.2021
AnaJuTHYecKHii oTueT Ne JlaTa aHanu3a

Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024

JlaTa npon3BoACTBA TIonen go (BKJI)

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

Ne Test / [lokasaTenan Result / PesyabTatsl Specification / Hopma
9 | Assay/ KonuuecTBenHoe 99.1 mg/99.1 mr Not less than 90.0 mg and not more than
onpeaenenue 110.0 mg Ci3H;2N205S Nimesulide in tablet /

Or 90,0mMr po 110,0mr
(auMecynun) B TabneTke

Ci13H2N20sS

10 |Package/ YnakoBka

in a carton. / Ilo 10 rtabnerox

TIPUMEHEHHUIO B NTaYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet

TBX/amomununes oM 6nuctepe. I1o 3
GmicTepa BMeCTe ¢ MHCTPYKLHMeH 110 | 6IUcTepoB

Blcarton. / Ilo 10 Tabmetox B IIBX /
amomuHueBoM Onuctepe. Ilo 1, 2, 3 nnu 10
BMECTE C MHCTPYKLHEH Tio

MPpUMECHEHHIO B MTaYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a

Complies as prescribed /
CootercTByeT TpebOBaHHAM

11 | Labeling / MapxupoBKa

According to ND /
B cootsercTeun ¢ HIJ

12 |Storage conditions /
XpaHenne

TeMmepatype He Bbie 25°C

Store protected from light below 25°C / B 3aliuiieHHOM OT CBETa MECT€ IpH

13 | Shelf life / Cpok rognoctu 3 years /3 roga

Conclusion : APPROVED /
3axiwouenne: OJJOGPEHO

Approved by: Manager / Executive /
Ono6peHo: Menemkep / PykosoauTtenb
Pavan Kumar Sharma (”}E =

= ::’ 5

Remarks : The Product conforms to ND /

Ipumeuanne: [Ipoaykr coorsercrayer Tpebosanism HJL
Prepared by / Checked by /
TNoaroToBaeHo: [IposepeHno:

Ramakant Rajeev Gandhi @tj/
Print Date / Print Date /

Jara: 24.12.2021 Jara: 24.12.2021

Print Date /
Jara: 24.12.2021
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