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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOHKAT AHAJIM3A  www.drreddys.com
Page 1 of 3/Crp.1u33
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2200491 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001579709 Date of Analysis / : 19.03.2022
AHaNHTHYECKHIT oTyeT No Jara anannza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npon3BoAcTBa Tomen ao (BK.I)
Analysis performed according to ND / Ananus nposeaen no HJI: 1 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 / IloxazaTesn Result / PezyabTaThl ~ Specification / Hopma
1 [Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bBemble ¢ enToBaThHIM
OTTEHKOM KpyTJible JBOSAKOBBINYKJIbIE TabneTku
C [NIaAKOM MOBEPXHOCTEIO.
2 | Identification / Complies / CoorBercTByeT The retention time of principal peak in the
IMoanHHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepKUBaHHs OCHOBHOIO
MMKa Ha  XpPOMaTOrpaMme  MCIBITYEMOro
pacTBopa IOJDKHO COOTBETCTBOBAaTH BPEMEHH
yIoepKUBaHHSA OCHOBHOTO MmyKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAapTHOro
| o6pasua HUMecYyJuaa (paznen
«KonuuecTBeHHOE ONpeneneHUe»)
3 |Average weight and mass 3134 mg/ 3134 mr 310 mg+5.0% /310 mr+ 5,0 %
Eonmity¥/AC peNR A aCea Complies / CooTBeTcTBYET 18/20 tablets —-NMT + 5 %/
Eh 18/20 Tabnerok — He bonee + 5 %
2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6omee = 10 %

"4 |Dissolution / PacrBopenue 97 %, 98 %, 98%, 96%, 96%, 97 % |Not less than 75 % (Q) of labeled amount of
Ci13H2N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOoMUHansHOro cogepruanusa Ci3H2N-OsS
(HumMecynun) uepes 45 MUH.

5 |Water /Boaa 29% Not more than 6.0 % w/w / He 6onee 6,0 %
1

Remarks : The Product conforms to ND /
ITpumeyanne: IpoaykT coorBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToaroToBneHo:

Pardeep Kumar J ?

Checked by /
IIpoBepeno: Himesh Kumar

-7

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBoautens
Manoj Kumar

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Print Date / Print Date / Print Date /
Jara: 19.03.2022 JHara: 19.03.2022 JHara: 19.03.2022
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Product : Nise tablets 100 mg
IIpoaykr : Haiz®, tabnerku 100 Mr
Batch No / : V2200491 Batch Quantity / ¢ 25,00,000 tablets /
Cepus Ne Ob6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001579709 Date of Analysis / : 19.03.2022
AHaJUTHYeCKHH oTYeT No JlaTa anaausa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npoH3BOACTBA T'open go (BKuT)
Analysis performed according to ND / Ananus nposexen 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 / usm. Ne 2 ot 10.08.2020)

[ OIIHOPOJIHOCTL A03NpPOBaHHUA

8 |Microbial limits / Mukpo6uosioruueckasi Y4HCTOTA

than 15.0 / IToka3saTens npuemiaemocty (AV)
NoJbKeH OBITE He Honee 15,0

N | Test / IlokazaTenb | Result / Pe3yapTaTh! | Specification / Hopma ]
6 |Related substances / PoacTBeHHbIe pumMecH |
™ 0, )

Impurity A / [Ipumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity D / Ilpumecs D ' Not Detected NMT 0.20 % / He Gonee 0,20 %

Impurity E / Ipumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity F / ITpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %

impurity / EnpHnuHas '

HeHAeHTHOULHpYeMast

pHUMECh

Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %

npUMecei
7 | Uniformity of dosage units / 24 Acceptance value (AV) should be not more

a) Total aerobic microbial Less than 10 CFU/g / _(PNot more than 1000 CFU/g / J
count / Ob1ee yKcio Menee 10 KOE/r He 6oaee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB |
b) Total combined yeasts and . Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6wee uucio Memnee 10 KOE/r He 6omnee 100 KOE/r
OPOMOKEBBIX H TUIECHEBBIX
rpuboB
¢) E. coli Absent / Shall be absent in 1g/
OtcyTcTBYET JomxHel oTcyTcTBOBaTE B 1 T

Remarks : The Product conforms to ND /

IIpumevanne: ITpoaykT cooTBeTCTBYET TpeGoBanusm HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToxnrorosneHo: IIposeperno: Himesh Kumar Onobpeno: Menemxep / PyxoBoaurens
Pardeep Kumar . — . Manoj Kumar w
Print Date / Print Date / Print Date /
Hara: 19.03.2022 Hara: 19.03.2022 Jara: 19.03.2022

Registered UTTICe: B-£-237, Roan N0, 3, oanjara fills, Aydeldqodi = SUUUST, Tedngarie,

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
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Product ¢ Nise tablets 100 mg

Mpoaykr Haii3®, tabaetku 100 mr

Batch No / : V2200491 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O0beM cepun 25,00,000 Tabnerok
Analytical Report No / : 890001579709 Date of Analysis / : 19.03.2022
AHnaanTHyeckuii oryer Ne JlaTa anaauza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JdarTa npoussoacrea I'onen g0 (BKS)

Analysis performed according to ND / Auasnus nposegen mo HJI; [T 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)

Test / Ilokazareas

Result / PesyabTaTsl

Specification / Hopma

9

Assay / KonuuecTBeHHOe
ompejxeeHne

101.5 mg/ 101.5 mr

Not less than 90.0 mg and not more than
110.0 mg C;3Hj2N>OsS Nimesulide in tablet /
Or 90,0mMr no 110,0mr C3H;2N-OsS
(vuMecynua) B TabneTke

10

Package / Ymakoska

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

IBX/amomuuues oM Gaucrepe. Io 3 | anoMHHHEBOM 6mucrepe. Ilo 1, 2, 3 wmm 10
GnucTepa BMeCTe ¢ MHCTpYKLMeil 1o | GIMCTEpOB  BMecTe ¢  HMHCTPYKUHMEH Mo

IPpHUMEHCHHUIO B MAa4YKy KapTOHHYHO.

B|carton. / Ilo 10 Tabnerox B IIBX /

NPHMEHCHHUIO B NTAYKy KapTOHHYIO.

11

L'abeling / MapkHpoBKa

Complies as prescribed /
CootsercTByeT TpeGoBaHUAM

According to ND /
B cootsercTeru ¢ H

12

Storage conditions /
XpaHeHnue

Store protected from light below 25°C / B 3awuiueHHOM OT CBeTa MecTe MpH

TeMIieparype He Boile 25°C

13

Shelf life / Cpox roanoctu

3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanne: Iponyxt coorsercrsyer Tpebosanusam HJT 3axiawdenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroroBnexo: I[Tposepeno: Himesh Kumar Onobpeno: Mernemxep / PykoBoaurens
Pardeep Kumar Qﬁ.p = Manoj Kumiar P

Print Date / Print Date / Print Date /

Hata: 19.03.2022 Hata: 19.03.2022 Hara: 19.03.2022

Registered Office: 8-2-337, Read No. 2, Banjara Hills, FHyderabad - SO00ET, Telangana, India
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