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CERTIFICATE OF ANALYSIS

1 |Description / Onucanue

Complies / CooTBeTcTByeT

CEPTUOPUKAT AHAJIN3A
Pagelof4/Crp. 1 nz 4
Product Nise tablets 100 mg
Hpoaykt Hainz®, Tabnetku 100 mr
Batch No / 1 V2301347 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000Tabnerox
Analytical Report No / : 040002071641 Date of Analysis / 1 29.08.2023
Avanutuyeckuii oTuer Ne Jarta anaansa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara npon3BoAcTBa Touen go (BK)
Analysis performed according to ND / Auanu3 nposenen mo HJI; IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne Test / [ToxazaTenn Result / Pe3yabTaThl _Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Besble ¢ XKeNTOBATHIM OTTEHKOM
KPYIJIble JBOSKOBBINMYKJIbIE TAOIETKH C IIafgKon
MIOBEPXHOCTHIO.

2 Identification /
IloasuHHOCTDH

Complies / COOTEETCTByeT

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 ynep)kuBaHMsS OCHOBHOTO TMHKAa Ha
XpOMaTorpaMme HCILITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BpEMEHH  YIAEp KHUBAaHHA
OCHOBHOTO THKa HAa XPOMaTorpaMMe pacTBOpa
cTaHgapTHoro ofpasua HUMecynauza (pasgen
«KonuuecTBeHHOE OnmpeneneHue»)

3 | Average weight and mass
uniformity / Cpeansia Mmacca
H OAHOPOXHOCTb MACCHI

307.4 mg/307.4 mr

Complies / CooTBeTcTBYET

310mg £5.0% /310 Mr+ 5,0 %

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

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

4 |Dissolution / PacTBopeHue

95 %, 92 %, 93 %, 97 %, 97 %, 95 %

Not less than 75 % (Q) of labeled amount of
C13H2N20s5S nimesulide is dissolved in 45
minutes / He Menee 75 % (Q) oT HOMHUHANBHOTO
copepxanust C3H2N20sS (Humecynun) uepes
45 MuH.

Remarks : The Product conforms to ND /
Ipumeyanne: [Iponykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oaroroenexo: Pardeep IIposepeno: S h Kumar Onobpeno: Menemxep (\ PykoBonuteis
Kumar [ Maurya L i Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / '
Jara: 09.11.2023 Jara: 09.11.2023 Jara: 09.11.2023

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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5 Water / Boga

34%

6 | Related substances / Poxcrennbie npHMecH

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Page2of4/Crp.2 u3 4
Product Nise tablets 100 mg
Hpoaykr Haiis®, Tabnerxu 100 mr
Batch No / 1 V2301347 Batch Quantity / + 5000000 tablets /
Cepus Ne O0beM cepun 5000000Tabnerox
Analytical Report No / : 040002071641 Date of Analysis / : 29.08.2023
AnannTudeckuii order Ne Jata ananausa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTta Npou3BOACTBA Togen no (BK)
Analysis performed according to ND / Anasu3 nposegen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 / n3m. Ne 3 ot
28.09.2022)
Ne Test / IlokasaTenn Result / PesyabTaThl Specification / Hopma

| Not more than 6.0 % w/w / He 6onee 6,0 %

| Impurity A / ITpumecs A

Impurity B / Ilpumecs B
Impurity C / ITpumecs C
Impurity D / Ilpumecs D

Impurity E / ITpumecs E

Impurity F / ITpumecs F

Any unknown individual
impurity / ETuHHYHasA
HeunentuduLKpyemas
IpUMECh

| Total impurities / Cymma

Below LOQ (LOQ = 0.0057%) /
Hixe mpenena KOJIHUECTBEHHOTO
onpeaeneHus (ITKO = 0.0057%)

NMT 0.20 % / He 6onee 0,20 %

0.03%

0.03%

Not detected / He obHapyxeHa

Not detected / He oObHapyKeHa

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oxnee 0,20 %

NMT 0.20 % / He 6omnee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
Ipumeuanue: [poaykT cooTBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by /
[Moarorosnexno: Pardeep

Checked by /
ITpoBepeno: Santosh Kumar

Maurya
Ty: el

Approved by: Manager / Executive /

Opnobpeno: Menexep / Pykosoaurens
Abhishek Chauhan \

Kumar E
Reprint Date /

Jlata: 09.11.2023

Reprint Date /
JlaTta: 09.11.2023

Reprint Date / '
JHarta: 09.11.2023

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

CEPTUD®UKAT AHAJIU3A
Page3of4/Crp.3 uz 4

Product Nise tablets 100 mg
IIpoaykT Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301347 Batch Quantity / : 5000000 tablets /
Cepus Ne O06BeM cepuu 5000000tabnerok
Analytical Report No / : 040002071641 Date of Analysis / : 29.08.2023
AnanuTHYeckuil oTueT Ne JlaTa ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa NpoH3BOACTEA I'ogen go (BKI)
Analysis performed according to ND / Anaau3s nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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)

L Ne Specification / Hopma

1 Result / PesynbTaThi

‘Test / Iloka3aTean
TpuMecei

7 | Uniformity of dosage units / 2.7

OJ.IHOpO,Z[HOCTb AO3HUpOBaHUA

Acceptance value (AV) should be not more than
15.0 / ITokazatens nprHemiieMocTd (AV) nomkeH i
6bITE He 6onee 15,0 |

8 |Microbial limits* / MukpoGuoJorHuecKas uicrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /

count / O6uiee uuco He 6onee 1000 KOE/r |
a3pO6GHBIX MUKPOOPraHH3MOB |
b) Total combined yeasts and NA Not more than 100 CFU/g /

mould count / Obiuee yucno | He 6onee 100 KOE/r

IPOMOKEBBIX U [NIECHEBBIX

rpuboB |

¢) E. coli NA Shall be absent in 1g/

[ JlomkHb1 OTCYTCTBOBATE B 1 I

| Not less than 90.0 mg and not more than 110.0 mg
C13H12N20sS  Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr  Ci3H;2N20sS
(avmecynun) B TabneTke

9 | Assay/ KonudecTBennoe 97.8 mg/97.8 Mmr

onpeae/ieHue

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerok B IIBX / amoMuUHHEBOM
6nuctepe. ITo 1, 2, 3 unn 10 6cTepoB BMECTE €
WHCTPYKLMEH# [0 MPUMEHEHHIO B  IIAYKY
KapTOHHYIO.

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / IJo 10 Tabnetox B
[IBX/antomunueBoM Gnucrepe. Io 2
6ncTEpa BMECTE C MHCTPYKLMEH 110
NPUMEHEHUIO B MAYKY KapTOHHYIO.

10 |Package/ Ynakoska

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

IIpumeuanue: ITponykt coorBeTcTBYeT TpeboBanusam HJI

3akiawouenue: OJJOBPEHO

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

IloarororneHo: Pardeep Ilposepeno: Santosh Kumar Onobpeno: Menenxkep / PykosoauTens

Kumar Maurya Abhishek Chauhan L \
Qf——;‘ \ N

Reprint Date / Reprint Date / Reprint Date /

Hata: 09.11.2023 Hata: 09.11.2023 Hata: 09.11.2023

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: L85155AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Page 4 of 4/ Ctp. 4 u3 4

Product Nise tablets 100 mg
TIpoaykTr Haiiz®, tabnerku 100 Mr
Batch No / 1 V2301347 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepnu 5000000rabneTok
Analytical Report No / : 040002071641 Date of Analysis / : 29.08.2023
AHauTHYeCKHii oTUeT No JlaTa ananu3za
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa mpou3BoAcTBA Togen po (BxI)
Analysis performed according to ND / Auanus nposeaen mo H/I: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

11 |Labeling / MapkupoBka

Complies as prescribed /

CootgetcTByeT TpeboBaHHAM

According to ND /
B cootBercTBHMM ¢ H]]

12 |Storage conditions /
XpaHenue

TeMIeparype He Bole 25°C

Store protected from light below 25°C / B 3aumMieHHOM OT CBETa mecTe npu

|'_ 13 | Shelf life / Cpok rognocru

3 years/ 3 roma

*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.
* AHanuz Mo mnokasareao «MUKpOOHONOTHYeCKass YHCTOTa» IPOBOAMTCA MNPOM3BOAWTENIEM IIPH BELIMYCKE MMEPUOIUYECKH
(c uaTepBasOM omHO uchbITanue Ha 20 cepuii Wid He MeHee 1 pasa B ron). IlokazaTrens moxer 6bITh HE BKIIOYEH B CepTudukar

aHayu3a GHpMbI.

API name (INN) / A®C (MHH):

Nimesulide / Humecymua

API manufacturer batch number /
Howmep cepun npoussogurenss APDC:

NMS/13050481, NMS/13060557

FP Manufacturer API Batch number /
Homep cepuu cybcTannuu npoussopurens IJID:

FEQA00263, FEQA00337

API Manufactured by & country /
Hpoussonurean» A®C, crpana:

Aarti Drugs Ltd., India /
Aaptu Npar3 JIta., Muaus

Remarks : The Product conforms to ND /

Ilpumeuanne: IIpoaykt coorBercTByeT Tpebopanusm HT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: Pardeep [Iposepeno: Santosh Kumar Onobpeno: Menekdp / PykoBoautens
Kumar Maurya C‘ﬁ(\ Abhishek Chauhan h

< — [\
Reprint Date / Reprint Date / Reprint Date / L
Jara: 09.11.2023 Hata: 09.11.2023 Hara: 09.11.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




