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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Pagelof4/Crp. 1 uz 4

Product Nise tablets 100 mg

Ipoaykr Haiiz®, Tabnerku 100 mr

Batch No / : V2301500 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6nem cepuu 5000000tabneTok
Analytical Report No / : 040002076682 Date of Analysis / : 29.08.2023
Anagutuueckuii otyet Ne Jara ananmnza

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

Jara npousBoacTBa TIogen mo (BxT)

Analysis performed according to ND / Ananns nposenen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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)

Ne
1

~ Test/Ilokasareas
Description / Onucanue

Identification /
IMopnunuoOCTL

Result / PesyabTaThbl

Complies / CooTBeTCTBYyET

Yellowish white round biconvex tablets with

Specification / Hopma

smooth surface. / Benbie ¢ )X€NTOBAaTHIM OTTEHKOM
KpYTJIble ABOSKOBBIMTYKbIe TablleTKH ¢ riiamKoii
NOBEPXHOCTHIO.

Complies / CoorBercTByeT

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 yAepXdBaHHS OCHOBHOIO TMHKa Ha
XPOMATOrpaMMe HCTIBITYEMOr0 PacTBOpa A0JDKHO
COOTBETCTBOBATH BpEMEHH  y/EpXXUBaHHS
OCHOBHOIO MHKa Ha XpOMAaTOTrpaMMe pacTBOpa
craHgaptHoro ofpasua HuMecynuga (paszen
«KonuyecTBeHHOE OTIpEAEIICHUE)

Average weight and mass

| uniformity / Cpeansisi macca

U OAHOPOAHOCTH MACCHI

306.2 mg/306.2 Mr

Complies / CooTBeTCTBYET

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

18/20 tablets —=NMT £ 5 % /
18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT % 10 % /
2/20 Tabnerok — e bosnee = 10 %

Dissolution / PacTsopenue

95 %, 93 %, 95 %, 97 %, 96 %, 98 %

Not less than 75 % (Q) of labeled amount of
C13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHaIBEHOTO
conepxkanusi Ci3H2N>OsS (HuMecynnn) uepes
45 MuH.

Remarks : The Product conforms to ND /
ITpumeyanne: IIpoaykr cooTBeTcTBYET TpeboBanusaM HII

Conclusion : APPROVED /
Zaxmouyenne: OJOBPEHO

Prepared by / (15 Checked by / Approved by: Manager / Executive /
ITogrotosneHo: Tanuja IIposepeHo: Santosh Kumar Onobpeno: Menemxep / Pykosonutens
Maurya (- Abhishek Chauhan \

Reprint Date /
Harta: 09.11.2023

Reprint Date /
Hata: 09.11.2023

Reprint Date /
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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

onpexnenenns (ITKO = 0.0057%)

Impurity B / ITpumecs B
0.02%
Impurity C / ITpumecs C i
Not detected / He obHapy»xeHa

Impurity D / ITpumecs D
Not detected / He obHapyxeHa
Impurity E / Ilpumecs E Not detected / He obHapyxeHa
Not detected / He o6HapyxeHa
Impurity F / ITpumecs F

Any unknown individual Not detected / He obHapyxeHa

impurity / ExuHuuHas
HeuneHTHHLHpYeMast
MpHMeCh

Total impurities / Cymma 0.02%

npumeceit

CEPTHO®UKAT AHAJIN3A
Page2of4/Crp.2 nz 4

Product Nise tablets 100 mg
Ipoaykt Haiiz®, Tabnerku 100 mr
Batch No / : V2301500 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepHH 5000000Tabnerok
Analytical Report No / : 040002076682 Date of Analysis / : 29.08.2023
AHanuTHdecKkuii oTyer Ne JlaTa aHaau3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Hara npousBojcTBa T'onen no (BK)
Analysis performed according to ND / Ananus nposenen 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 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / IlokasaTenn Result / PesysnnTaTs! Specification / Hopma -

5 | Water/Boaa 3.1% Not more than 6.0 % w/w / He 6osiee 6,0 %

6 |Related substances / PoacTBeHHbIe puMecH -

Impurity A / IIpumecs A Below LOQ (LOQ = 0.0057%) / iNMT 0.20 % / He 6onee 0,20 %
Huxe npepena KONU4eCTBEHHOTO

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 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 /
IMpumeuanue: [TponykT coorBeTcTBYET TpeboBanusm H]L

Conclusion : APPROVED /
3axawuenune: OJOBPEHO

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

INoxrorosneHo: Tanuja IIpoBepeno: Santosh Kumar OnobpeHo: Menen@omnmenb
Maurya G& Abhishek Chauhan \

Reprint Date / Reprint Date / Reprint Date / )

JHara: 09.11.2023 Harta: 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: L85195AP1984PLC0O0A507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

OZ(HOpO}.IHOCTb AO3UPOBaHUA

CEPTHO®UKAT AHAJIM3A
Page3 of 4/ Crp.3 n3 4
Product Nise tablets 100 mg
Ilpoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2301500 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepun 5000000Tabnerox
Analytical Report No / : 040002076682 Date of Analysis / ¢ 29.08.2023
AHaJIUTHYECKHIi oT4eT Ne Jata aHann3za
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jarta npousBoacTBa T'oxen no (BKJI)
Analysis performed according to ND / Ananns nposexen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IToxasaTean _ Result / Pe3yabTaThl __Specification / Hopma
7 | Uniformity of dosage units / 1.7 Acceptance value (AV) should be not more than

15.0 / Tlokasatens npuemieMocTH (AV) nomkeH
65ITh He 6oniee 15,0

8 |Microbial limits* / Mukpo6Hojioruueckas uucrora*

a) Total aerobic microbial
count / O6mee yucno

| a3pO6HBIX MUKPOOPraHU3MOB

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

JPOMOKEBBIX U MIECHEBBIX
rpubos

.b) Total combined yeasts and
mould count / O61uee yncI0

NA Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

NA Shall be absent in 1g /
JIOMXHBI OTCYTCTBOBATh B 1 T

onpeaeacHue

9 | Assay/ KoanyecrBenHoe

Not less than 90.0 mg and not more than 110.0 mg
Ci3HpN-OsS  Nimesulide in tablet /
Or 900mMr mo 110,0mr Ci3HipN20sS
(uumecynun) B TablieTke

98.7 mg/98.7 Mr

|

10 |Package / Ynakoska

10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / Tlo 10 ta6nerok B|/ ITo 10 Tabnerox B IIBX / amoMuHHEBOM
IIBX/amomunuesom 6auctepe. [o 2 | 6aucrepe. o 1, 2, 3 unu 10 6aKcTepoB BMECTE €
6nMcTepa BMeCTe ¢ HHCTPYKLIMEH MO | HHCTPYKUMEN 1O MPHUMEHEHHIO B  TAdKy
MPUMEHEHHIO B 1a4YKy KAPTOHHYIO. | KAPTOHHYIO.

‘ 11 ‘Labeling/MapKnpOBKa

Complies as prescribed /

l According to ND /

Remarks : The Product conforms to ND /
ITpumeyanue: ITpoaykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Hara: 09.11.2023

JHata: 09.11.2023

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

IToarororneno: Tanuja ITpoeepeno: Santosh Kumar Onobpeno: Menemkgp / PykoBoautens
Maurya S el Abhishek Chauhan pg \

Reprint Date / Reprint Date / Reprint Date / \

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
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Page40of 4/ Crp. 4 n3 4
Product : Nise tablets 100 mg
IMpoaykr : Haiiz®, Tabnerku 100 mr
Batch No / : V2301500 Batch Quantity / : 5000000 tablets /
Cepus Ne O0beM cepun 5000000Tabnerok
Analytical Report No / : 040002076682 Date of Analysis / : 29.08.2023
AHaJuTHYeCKHIi oT4eT Ne Jara ananuza
Date of Manufacture/ ' + 08/2023 Date of Expiry / : 07/2026
JlaTa mpou3BoOAcCTBA Tomen g0 (BKIT)
Analysis performed according to ND / Auanus nposenen mo HJI: TT 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, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

CooTBeTCTBYET TPEOOBAHUAM B cootBerctBun ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3amMIIEHHOM OT CBETa MeECTE INpH
XpaHeHue Temriepatype He Boime 25°C
13 | Shelf life / Cpok roanoctn 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.
* Aganuz no nokasaremo «MHKpobHONOoruYeckas YHCTOTa» MNPOBOAUTCA MPOMU3BOAMTENEM [PH BBIMYCKE HEPHOANYECKU
(c vHTEpBaNIOM OIHO HCTILITABHE Ha 20 cepuii wik He MeHee 1 pasa B rox). ITokasaTens MoxeT 6HITE He BkmoueH B CepTudukar

aHaau3a hHPMBL.

API name (INN) / A®@C (MHH): Nimesulide / Humecynnn

API manufacturer batch number / NMS/13060557, NMS/13060590

Howmep cepun npoussoaurest A®C:

FP Manufacturer API Batch number /

Howmep cepuu cyocrannuu npoussoguresisi I'JID: HEQu00°57, BEQAV0S52

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussogurtennr ADC, crpana: Aaptu Hpars JItn., Manus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IIponykt cooTseTcTBYET TpeboBaHuaM HJI 3axmwuenne: QJJOGPEHO
Prepared by / @‘} 5 Checked by / Approved by: Manager / Executive /
ITonrorosneno: Tanuja ITpoBepeno: Santosh Kumar OnobpeHo: MEHEM{WHTMB

Maurya - Abhishek Chauhan % N

Reprint Date / Reprint Date / Reprint Date /
JHata: 09.11.2023 Hara: 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




