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CERTIFICATE OF ANALYSIS

1 |Description / Onucauue

Complies / CooTBeTCTBYET

CEPTUDUKAT AHAJIM3A
Page 1 of4/Crp.1 u3z 4
Product Nise tablets 100 mg
Ilpoaykr Hai3®, Tabnerku 100 mr
Batch No / 1 V2301732 Batch Quantity / : 5000000 tablets /
Cepns Ne O6bem cepun 5000000TabneTok
Analytical Report No / : 040002109101 Date of Analysis / : 13.09.2023
AnaguTn4yeckuii oryet Ne JMarTa anagusza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npou3BOACTBA T'ogen g0 (BKJT)
Analysis performed according to ND / Anaau3s nposeaen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 Test / Ilokasarenn ‘Result/ PesyabTaTer Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Beble ¢ XKeNTOBATBIM OTTEHKOM
KpYIJIbIE IBOSKOBBIIYKIIEIE TabNETKH C INIagKoi
NOBEPXHOCTHIO.

2 |Identification / |
IopanHHOCTH |

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 /
Bpemsi yAepXMBaHUs OCHOBHOrO IHKa Ha
XpOMATOrpaMMe HCIIBITYEMOro PACTBOPA JOJDKHO
COOTBETCTBOBATh BpPEMEHH  YAEPXKUBaHHs
OCHOBHOIO MHMKa Ha XpOMaTorpaMMeé pacTBOpa
cTaHgapTHoro ofpa3ua HuMecynuza (paszgen
«KomnmuecTBeHHOE ONpPEIENIEHHEN)

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

309.7mg/ 309.7 mr

Complies / CooTBETCTBYET

310 mg+5.0% /310 Mr £ 5,0 %

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

2/20 tablets — NMT + 10 %/
2/20 tabnerok — He 6oiyee = 10 %

4 | Dissolution / PacTBopenne

99 %, 99 %, 97 %, 99 %, 99 %, 97 %

Not less than 75 % (Q) of labeled amount of
C13H12N2058S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHANBHOTO
comepxanust Ci3HsN20sS (HuMecynnn) depes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanne: [MpoaykT cootBercTBYeT TpeboaHusam HJI

Conclusion : APPROVED /
3aximouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: Pravesh [Iposepeno: Santosh Kumar Onobpeno: Menemkep / PykosoauTens
Rana [/ Maurya Ctd Manoj Kumar

s —
Reprint Date / Reprint Date / Reprint Date /
Hata: 01.12.2023 JHara: 01.12.2023 Jarta: 01.12.2023

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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5 Water / Bona

34%

6 |Related substances / PogcTBeHHble npuMecH

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Page2 0of4/Ctp.2 n3 4
Product Nise tablets 100 mg
IIpoaykT Haiiz®, tabnetrku 100 mr
Batch No / : V2301732 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepumn 5000000Ttabnerok
Analytical Report No / : 040002109101 Date of Analysis / : 13.09.2023
AnaautTHyecknii oryer Ne JlaTa anaamnsa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa NpoH3BOACTBA Togen go (BK.1)
Analysis performed according to ND / Ananus nposeaen mo HJI: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 Test / IlokazaTens ] Result / Pe3yabTaTs! Speciﬁ?ition / Hopma

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

Impurity A / Ilpumecs A

Impurity B / IIpumecs B
Impurity C / ITpumecs C
Impurity D / ITpumecs D

Impurity E / ITpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / EnuHHYHasA
HeuneHTHUIHpyemas
npUMech

Total impurities / Cymma

Below LOQ (LOQ = 0.0057%) /

Hroke npenena KOTM4ECTBEHHOTO

onpeaeneuns (ITKO = 0.0057%)
0.03%

Not detected / He obHapyxeHa

. Below LOD (LOD = 0.0049 %) /
Hixe npenena obHapyxenus (ITO =
0.0049%)

. Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.0143%) /
Hroxe rpeaena KONMUYECTBEHHOTO
onpenenenus (IIKO = 0.0143%)

0.03%

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 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanne: [TponykT cootBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Hara: 01.12.2023

JHara: 01.12.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[MogrorosneHo: Pravesh ITposepeno: Santosh Kumar Omnobpeno: Menemkep / PykoBoguTes
Rana Maurya Manoj Kumar

- e O
Reprint Date / Reprint Date / Reprint Date /

Hara: 01.12.2023

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: L85195AP1984P1.C004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A
Page3 of4/Crp.3 u3 4
Product Nise tablets 100 mg
IIpoaykr Hait3®, tabnerxku 100 mr
Batch No / : V2301732 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepun 5000000Tabnerok
Analytical Report No / : 040002109101 Date of Analysis / : 13.09.2023
AHanuTnYecKkHii oTyeT No JlaTa ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTta nponsBoacTBa Tomen mo (BJI)
Analysis performed according to ND / Ananus 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 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)
Ne |  Test/IHokasaTean Result / PesyabTaThl Specification /T-Iopnga |
npuMecen l

7 | Uniformity of dosage units /
OaHOpOAHOCTH J03UPOBAHHSA

22

Acceptance value (AV) should be not more than |
15.0/ INokazarens npuemnemocty (AV) gomkeH
65ITh He Goiee 15,0

8 |Microbial limits* / Mukpo6nosornyeckas yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Oburee uucno He 6onee 1000 KOE/r
a3pOBHBIX MHKPOOPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O61uee yrcio He Gonee 100 KOE/r
JPOXOKEBBIX H IIIECHEBBIX

rpubos

¢) E. coli NA | Shall be absent in 1g/

JlomKHEBI OTCYTCTBOBATh B 1 T

9 | Assay/ KosuyecTBeHHOe
ompejgesieHHe

98.8 mg/98.8 mMr

Not less than 90.0 mg and not more than 110.0 mg
Ci3HiaN>OsS  Nimesulide in tablet /
Or 90,0mMr mo 110,0 mr  Ci3H2N2OsS
(uumecysun) B TabneTke

10 |Package/ YmaxoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
INBX/amomuuuesoMm 6auctepe. ITo 2
6nHcTepa BMeCTE ¢ MHCTPYKLMeEH Mo

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnetoxk B IIBX / amomuHHEBOM
6auctepe. [To 1, 2, 3 wu 10 6nmctepoB BMecTe C
MHCTPYKIMEM 10 DNpPUMEHEHWI0 B  TauKy

MPHUMEHEHHUIO B MavKy KapTOHHYIO.

| kapTOHHY?O.

Remarks : The Product conforms to ND /
IIpumeuanne: [lpoaykT cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxkauenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[TogrotosneHo: Pravesh IIposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoaurtens
Rana : Maurya ﬁ,\ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 01.12.2023 Jata: 01.12.2023 Hara: 01.12.2023

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

CEPTUO®UKAT AHAJIM3A
Page4 of 4/ Crp.4 n3 4

Product : Nise tablets 100 mg
IIpoaykr :  Haiiz®, tabnerku 100 mr
Batch No / 1 V2301732 Batch Quantity / :+ 5000000 tablets /
Cepust Ne O6nem cepun 5000000Ttabnerox
Analytical Report No / : 040002109101 Date of Analysis / : 13.09.2023
AHanauTu4yecKHii oTueT Ne Jlara ananuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npoU3BOACTBA Togen po (BKJX)
Analysis performed according to ND / Auanu3s nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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)

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CootseTcTBYeT TpeHOBaHUAM B coorserctBuu ¢ HJT

12 | Storage conditions / Store protected from light below 25°C / B 3amumeHHOM OT cBETA MecTe np_u‘
| XpaneHue Temnepatype He Bhie 25°C

13 | Shelf life/ Cpox roasocrn | 3 years/ 3 roza

*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 IO TI0Ka3aTeqo «MHKpOGHMONOrUyecKas YHCTOTa» MPOBOAMTICA NPOU3BOAUTEIEM IPU BBITYCKE MEPUONUHECKH
(c uHTepBanoM oHO McbITauue Ha 20 cepuil Wik He MeHee 1 pasa B rox). [TokasaTenb MOXKET ObITh HE BKIIOYEH B Ceptudukat
aHau3a GupMel.

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

API manufacturer batch number / NMS/13060591, NMS/13060593

Homep cepun npoussoanress ADC:

FP Manufacturer API Batch number /

Homep cepun cy6crannun npoussoaurtens ['JID: HEQAT0305,EEQA0035%

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

IIpoussoautesb ADC, crpaHa: Aapru [pars Jlta., Huaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: IIpofykT cootBeTcTBYET TpeboBaHUsaM HJT Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneno: Pravesh TIposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoautens
Rana { Maurya ' A Manoj Kumar

= e

Reprint Date / Reprint Date / Reprint Date /
Jara: 01.12.2023 Jara: 01.12.2023 Hata: 01.12.2023

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



