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Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A
Pagelof S/ Crp.1u35

Product Nise tablets 100 mg
IIpoaykr Hait3®, rabnerku 100 mr
Batch No / 1 V2302179 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabaerok
Analytical Report No / : 890001697706 Date of Analysis / : 30.10.2023
AuagauTaiecknii oryer No Jara ananausa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npou3BOACTBA T'ogen no (Bka)

28.09.2022)

Analysis performed according to ND / Ananus nposenen no HI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne Test / IlokazaTreanb

Result / PesyabTaTsl

Specification / Hopma

1 |Description / Onucanne

Complies / CooTBeTcTByET

Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XenToBaThIM
OTTEHKOM KPYIJIble NBOSIKOBBIMYKJIbIE TaOIEeTKH
C rNajkoi MOBEPXHOCTHIO.

2 Identification /
IMoaHHHOCTL

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 / BpeMms ynep>XUBaHHs OCHOBHOIO
NMKa Ha XpOMaTorpaMMme  HCIIBITYEMOTO
pacTBopa MODKHO COOTBETCTBOBATH BPEMEHH

YAEpPXKUBAHUS OCHOBHOI'O M1Ka Ha
XpOMaTtorpaMme  pacTBopa  CTaHJApPTHOTO
obpasua HUMECYNIHAA (pazmen

«KonuuecTBeHHOE ONpPEACICHUE)

3 | Average weight and mass

H OAHOPOAHOCTH MacCChbl

uniformity / Cpeansis Mmacca

311.4mg/311.4 mr

Complies / CooTBeTCTBYET

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

18/20 tablets —=NMT + 5 %/
18/20 tabnerok — He Gonee = 5 %

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

4 |Dissolution / PactBopenue

93%, 96%, 95%, 95%, 92%,94%,

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

Hpumeyanue: [IpoAyKT COOTB

Remarks : The Product conforms to ND /

eTcTByeT TpebopanusaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /

Ho,um'rosneHoQU

Rahul Kumar ¥
e

Checked by /
IIpoBepeno: Santosh Kumar

Maurya
&

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

el

Reprint Date /
Jata: 30.10.2023

Reprint Date /
Jara: 30.10.2023

Reprint Date /
Iara: 30.10.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTH®HEKAT AHAJIN3A
Page2of S/ Crp.2u35
Product : Nise tablets 100 mg
Hpoaykr  : Haiis®, Tabnerku 100 mMr
Batch No / : V2302179 Batch Quantity / : 5000000 tablets /
Cepus No O0bem cepuu 5000000 TabneTok
Analytical Report No / : 890001697706 Date of Analysis / : 30.10.2023
AHaJuTHYECKHIiT oTueT Ne JlaTa aHaau3za
Date of Manufacture / :+ 10/2023 Date of Expiry / : 09/2026
JlaTa npon3BOACTBA I'ogen xo (BKIT)
Analysis performed according to ND / Anasiu3 nposeaen no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
vsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 /uzm. Ne 3 oT
28.09.2022)

Ne Test / IlokazaTenb Result / Pe3yabTaTh! Specification / Hopma
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMmuHansHOro cogepxanus Cij3Hi2N>OsS
(auMecynun) yepes 45 MUH.

5 |Water /Boaa 33% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PogcTBeHHbIe NpUMeECH

Impurity A / [Ipumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not detected / He obHapy»xena NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not detected / ne obHapyxena | NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
Ipumeuanne: ITpoaykT cootBeTcTBYeT TpeboBaHusM HJL

Conclusion : APPROVED /
Zaxnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

HOL{I‘OTOBJ‘ICHOIQ&'\ INpoBepeno: Santosh Kumar Ono6peno: Menemxep / Pykoponurens

Rahul Kumar 2= Maurya @ Manoj Kumar (
o fM Lt

Reprint Date / Reprint Date / Reprint Date /

Jlara: 30.10.2023 Hara: 30.10.2023 Jara: 30.10.2023

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
CIN: L85195AP1984PLC004507
www.drreddys.com
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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 : +91 98166 56001-02
www.drreddys.com

Any unknown individual
impurity / EnuHU4Has

Not detected / He o6Hapy»xeHa

CEPTH®HKAT AHAJTH3IA
Page3 of 5/ Crp.3u35
Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabserku 100 mr
Batch No / : V2302179 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepum 5000000 tabaerok
Analytical Report No / : 890001697706 Date of Analysis / : 30.10.2023
AHAJUTHYECKHUIT oTUeT Ne Jara ananusa
Date of Manufacture / 1 10/2023 Date of Expiry / : 09/2026
JaTa mpou3BoACTBA T'oaen go (BKJT)
Analysis performed according to ND / Auanus nposenen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / ITokasareab Result / Pesyabratsi Specification / Hopma
Impurity E / ITpumeces E Below LOD (LOD =0.0062 %)/ |NMT 0.20 % / He 6onee 0,20 %
Hwxe npexnena obnapyxenus (110
=0.0062 %)
Impurity F / Ilpumecs F NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

OL[HOpO)lHOCTb A03UpOBaAHUA

0.03%
HeuzgeHTHULMpYeMast
[pHMECh
Total impurities / Cymma 0.07 % NMT 1.5 % / He Gonee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 1.7 Acceptance value (AV) should be not more

nokeH 6bITh He Oonee 15,0

8 Microbial limits* / Muxpo6uooraueckasi 4McTora*

a) Total aerobic microbial
count / O6uiee 4ucio
a3pOOHBIX MUKPOOPTaHU3MOB

NA

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

Remarks : The Product conforms to ND /
ITpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zaxmwoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoaroToBneHo: Q« [TpoBepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBonuTennb
Rahul Kumar Maurya Manoj Kumar -
3= /
(- (o 4
Reprint Date / Reprint Date / Reprint Date /
Hara; 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023

Resistered Cifica, 8-2

Tal: @21 &0 44

than 15.0 / IToka3zarens npuemneMoctH (AV)
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

Page4 of S/ Crp. 4u3 5

Product Nise tablets 100 mg

Ilpoaykr Haii3®, tabaerku 100 mr

Batch No / : V2302179 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepuu 5000000 TabaeTok
Analytical Report No / : 890001697706 Date of Analysis / : 30.10.2023
Ananurnuecknii oryer Ne JlaTra aHanun3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

JlaTa npou3BoacCTBa I'oaen o (BxJ)

Analysis performed according to ND / Anaan3 nposeaen no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)

Specification / Hopma
Not more than 100 CFU/g /
He Gonee 100 KOE/r

Test / IlokazaTenn Result / PesyabTaThi
b) Total combined yeasts and NA
mould count / O6iee yucno
JIPOMOKEBBIX U IUIECHEBBIX
rpubos

¢) E. coli NA

N

Shall be absent in 1g/
JIOMmKHBI OTCYTCTBOBATh B 1 T

Not less than 90.0 mg and not more than
110.0 mg C13H2N-05S Nimesulide in tablet /
Or 90,0mMmr mo 110,0mMr Ci3HipN2OsS
(sumecynua) B TabneTke

9 | Assay/ KonuuecTBeHHOe 98.9 mg/98.9 Mr

onpeaejgeHune

10 |Package/ YnaxoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerox B
TIBX/amomuureBoM 6nuctepe. [To 3
6nucTepa BMECTE C MHCTPYKLHEH 110

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerox B IIBX /
amomMuHKMeBoM Gnucrepe. Ilo 1, 2, 3 unu 10
61MCTEpOB BMeCcTe C  MHCTPYKLHEH 1o

MPUMEHEHHIO B AYKY KapTOHHYIO. | IPHMEHEHHMIO B MAYKY KApTOHHYIO.

According to ND /
B coorBetcTBHM ¢ H]]

Complies as prescribed /
CooTeeTcTBYeT TpeHOBaHUAM

11 |Labeling / MapkupoBka

12 |Storage conditions / Store protected from light below 25°C / B 3ammMimmeHHOM OT CBETa MECTE NpH

Xpanenue Temneparype He Bbile 25°C

Remarks : The Product conforms to ND / Conclusion : APPROVED /

ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHUAM HJI Zakaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IloxrorosneHo: Iporepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoauTess

Rahul Kumar Maurya @/ Manoj Kumar J
— .B'n* sy

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023

wiwdrres
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A
Page5of 5/ Crp.5u3 5

Product : Nise tablets 100 mg
INpoaykr  : Haii3®, tabnerku 100 mr
Batch No / 1 V2302179 Batch Quantity / + 5000000 tablets /
Cepus No Obbem cepuu 5000000 Tabnerox
Analytical Report No / : 890001697706 Date of Analysis / : 30.10.2023
AHaauTHdecKuii oTueT Ne JlaTa aHanu3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jara npousBoacrsa T'ogen ao (BKJ)
Analysis performed according to ND / Anaau3s nposeaen mo HJ: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 /u3M. Ne 3 ot
28.09.2022)

N Test / Iloka3zaTenb Result / iSESlebTaTbI | Specification / Hopma
13 | Shelf life / Cpok roanocTn 3 years / 3 rona

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

year). The test can be absent in the Certificate of Analysis.
* AHanu3 1o Mokasaremo «MHKpOOHONIOrHYecKas YHCTOTa» HPOBOJMTCS [POM3BOAMTENEM IPU BBINYCKE TNEPUONMIECKH
(C UHTepBAIOM OZHO MCTIbITaHHE Ha 20 cepuii WK He MeHee 1 pasa B rox). ITokazarens MoxeT 6biTh He BkmodeH B CepTuguxar

ananuza GUPMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / NMS-1A-233007, NMS-1A-233008
Howmep cepuu npousBoautens ADC:
FP Manufacturer API Batch number /
Homep cepuu cy6ctanuuy npouspoaurens IJID: FEQA00503, FEQA00506
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpoussoaurens ADC, cTpana: Manranam [Ipar3 sua Opranukc Jitn, Maaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCcTBYET TpeboBanusam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Tonrotoenexo: IIpoBepeno: Santosh Kumar Onobpeno: Menemwxkep / PykoBoaurens
Rahul Kumar Maurya Manoj Kumar )

= @ U"ﬂ
Reprint Date / Reprint Date / Reprint Date /
Hata: 30.10.2023 Hata: 30.10.2023 Hara: 30.10.2023

Registered Cifice: 5-2-337, Reaa Tlo. 7,
Tel: 421 40 4900 2560, ©

vowwdrieddys com



