Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 55001-02
www.drreddys.com

——

2 |Identification /

1 |Description/ Onuncanne ~ Complies / CooTercrByeT

CEPTUDPUKAT AHAJIM3A
Page 1 of 5/ Crp. 1 u3 5
Product Nise tablets 100 mg
IlpoaykT Haitz®, Tabnerku 100 mr
Batch No / : V2401795 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabnerox
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024
AHalHTHYECKHH oTueT Ne Jlara anaansa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BoAcTBa T'ogen o (BKJT)
Analysis performed according to ND / Ananus nposeges mo HJI: TT N012824/03-140119 {amend Ne 1 from 08.06.2020 /
mam. 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 / n3m. Na 3 ot
28.09.2022)
Ne Test / Iokazatens Result / 7Pre§y,1_u,jal,lr = Specification / Hopma B

Yellowish white round biconvex tablets with |
smooth surface. / Benvle ¢ %xeATOBATHIM OTTEHKOM
KpyTJble JBOAKOBBLIMYKIIbIE TAOMETKH C raikoH
TOBEPXHOCTBIO.

Complies / CooTBeTCTBYET
IToanHHHOCTH
|

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 /
Bpemst ymep:KMBaHMS OCHOBHOIO TiHKa Ha
XpPOMaTOrpaMMe UCTIBITYEMOTO pacTBopa JOHKHO
COOTBETCTBOBATh BpeEMEHH yIep >KUBaHUS
OCHOBHOI'O MHMKa HA XpOMaTorpaMme pacTBopa
craHgapTHoro ofpaslia HuUMecylIuaa (pasmen
«KonuecTBeHHOE ONPENENICHHEN)

3 |Average weight and mass 310.6 mg/310.6 mr
uniformity / Cpeansigs macca u

Complies / CooTBETCTBYET
OJHOPOAHOCTBL MACChl

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

18/20 tablets - NMT £+ 5 %/
18/20 Tabnetok — He Gostee = 5 %

2/20 tablets — NMT + 10 %/
2/20 tabneTok — He Oostee = 10 %

95%, 96 %, 96 %, 96 %, 96 %,
96 %,

4 |Dissolution / PacTBopenne

Not less than 75 % (Q) of labeled amount of
C13H12N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMUHANIBHOTO

copepxanus Ci3HaN2OsS (HauMecynun) uepes |

Remarks : The Product conforms to ND /
Ipumeuanue: [Iponykt coorBeTcTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
[Moarororneno: Santosh Ipogepeno: Pardeep Kumar

Kumar Maurya i ,

Approved by: Manager;/ Executive /
Onob6peno: Menemxep// Pykoogurenn
Abhishek Chauhan

Reprint Date / Reprint Date /
Hata: 14.09.2024 Hara: 14.09.2024

Reprint Date /
Jara: 14.09.2024

Registered Cifice: 8-2-337, Road No. 3, Benjara Hillz, Hyderabad - 500034, Telangana, India
Tel: +61 40 490G 2900, Fox: +91 40 4500 2959, Email: maii@drreddys.coin
CIN: L85195AP1984PLCOGARDT

wiww.drreddys.com




Dr. Reddy's Laboratories Ltd,

Qe Formulati i
, & il ticn Unit-6
Dr. Reddy s ‘ ® Vili. Khol, Nalagarh Road, Baddi,
o Distt. Sofan, H.P,, 173 205, INDIA

Tel: 491 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A

Page2of S/ Crp. 2 m3 5

Product : Nise tablets 100 mg

INpoaykr  : Haiiz®, tabaetkun 100 mr

Batch No / 1 V2401795 Batch Quantity / : 5,000,000 tablets /
Cepusa No O6BLeM cepuu 5,000,000 tabnerok
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024
AHANHTHYECKHIA oTYyeT No Jara aHanu3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027

JlaTa npou3BOACTBA T'open po (BK)

Analysis performed according to ND / Ananu3s nposeaen no 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 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

__ Specification/ Hopma

LN | Test / HokazaTten Result / PesyasTaTsl )
45 MuH.

5 | Water / Bona 4.0 % | Not more than 6.0 % w/w / He Gonee 6,0 %

6 | Related substances / PogcTBenble npumecu

Impurity A / ITpumecs A Below LOQ (LOQ = 0.0057 %)/ |NMT 0.20 % / He 6onee 0,20 %
Huske npeaena KOJIHYECTBEHHOTO
onpenenchus (ITKO = 0057 %)
Impurity B / I[Ipumecs B 0.02% NMT 0.20 % / He 6oaee 0,20 %

Impurity C / ITpumecs C adeteetec, efoCRaRypNeRa NMT 0.20 % / He Gonee 0,20 %

Below LOD (LOD = 0.0049 %) /

Impurity D / [Ipumecs D H NMT 0.20 % / He 6onee 0,20 %
HKe npenena oGHapyxeHus
(TTO = 0.0049 %)
Impurity E / Tlpumecs E Not detected / He obHapyxkeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / IpuMecs F NMT 0.20 % / He 6onee 0,20 %
Not detected / He oOnapyxeHa
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr / Executive /
IToxgrororneno: Santosh IMpoeepeno: Pardeep Kumar Onobpeno: Menexkgp / PygoBoauTens
Kumar Maurya (g’/ 2 Abhishek Chauhan //
o+
Reprint Date / Reprint Date / Reprint Date /
Hata: 14.09.2024 Hara: 14.09.2024 Hara. 14.09.2024

Registered Cffice: 8-2-337, Road No. 2, Berjara Hiils, Hyderabad - 500034, Telangana, Indis
fel: 191 40 4300 2400, Fax: +91 10 4500 299, Ernail: maii@direddys.coin
CIN: L82195AP1984PLCON4AS07T

www.drreddyz.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories ttd.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iINDIA
Tel 1 +91 98166 556001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A
Page3of 5/ Crp.3u35

Product Nise tablets 100 mg
IMpoaykr Haiiz®, Tabnerkn 100 mMr
Batch No / 1 V2401795 Batch Quantity / : 5,000,000 tablets /
Cepust Ne O6bem cepuu 5,000,000 tabneTok
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024
AHaJIUTHYECKHIT oTueT Ne JlaTa anann3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
Jata npou3BoAcTBa Tomen a0 (BKJ)
Analysis performed according to ND / Ananu3s nposeaen no 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)
L Ne Test / Hlokasatenn Result / Pe3y.isTaThi Specification / Hopma

Any unknown individual Below LOQ (LOG = 0.0143 1) - | NMT 0.20 % / He Gonee 0,20 %
impurity / Enunuunas [Ti31¢ NPEAcId KOTMHCCTRCHEO
HexaeHTHhUUUpYeMas npumech | onpe:encnipt ([TIKO = 0.0143 75)
Total impurities / Cymma 0.02% 'NMT 1.5 % / He 6onee 1,5 %
npumecei

|7 | Uniformity of dosage units / 33 |Acceptance value (AV) should be not more than
OaHOPOAHOCTH JO3UPOBAHHS 15.0 / TToka3atens npuemsieMocT (AV) nomkeH

ObITE He Gosee 15,0
8 |Microbial limits* / MukpoGuoJiornueckas udcrora*

a) Total aerobic microbial count
/ Ob1uee uncno adpodHbIX
MUKPOOPraHH3MOB

NA

‘Not more than 1000 CFU/g/
|He 6osee 1000 KOE/r

b) Total combined yeasts and

mould count / O6uiee uncio
IPOMOKEBBIX U MIIECHEBBIX
rpubos

NA

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

'¢) E. coli

NA

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTBeTCTBYET TpeboBannam HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager// Executive /
IToarorosneno: Santosh ITpoeepeHo: Pardeep Kumar Onob6peno: Menemkep / Pykosonntens
Kumar Maurya ¢ A1 | O& Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jata: 14.09.2024 JHara: 14.09.2024 Jara: 14.09.2024

Pegistered Cifice: 8-2-337, Road No. 2, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: 61 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.coin
CIN: L83195AP1S84PLCONASD7

wivw drrecdys.com




Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd.
Formuiaticn Unit-6

Vili. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page4 of S/ Crp. 4 n3 5

Product Nise tablets 100 mg
IIpoaykr Haii3®, tabaerku 100 mr
Batch No / : V2401795 Batch Quantity / : 5,000,000 tablets /
Cepnsi Ne OoneM cepun 5,000,000 Tabnerok
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024
AHanuTHYeCKHil oTueT Ne Jarta anaan3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
Jata nponssoacTBa Togen no (BKJI)

Analysis performed according to ND / Auaun3 nposeaen mo HJI: 11 N012824/03-140119 (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 / usm. Ne 3 ot

10

Package / YnaxoBka

10 tablets in PVC/aluminum
blister. 3 blisters and patient
information leaflet in a carton. /

28.09.2022)
N Test / IloxaszaTenn o Result / Pesyibtatet | ~ Specification / Hopma -
9 | Assay/ KonuuecTBenHoe 98.7mg/98.7 Mr Not less than 90.0 mg and not more than 110.0 mg
onpegeneHne Ci3H12N20sS  Nimesulide in  tablet /
Or 90,0mr gmo 110,0mMr  Ci3H2N-OsS

(auMecynun) B TabreTke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerox B IIBX / ajtOoMUHHEROM

Ilo 10 TabneTok B | 6increpe. [To 1, 2, 3 unu 10 61HMcTEpOB BMECTE C
| IIBX/amoMuHKeBOM  GimcTepe. | MHCTPYyKLMet MO  NPUMEHEHHIO B MAYKy
| Tlo 3 Onucrepa BMecTe C|KapTOHHYIO.

HHCTPYKUHMEH MO MPUMEHEHHIO B
| NayKy KapTOHHYIO.

; 11 | Labeling / Mapkuporka Complies as prescribed / According to ND / = |

CooTBeTCTBYET TpeOOBaHUAM B coorBercTauu ¢ HJ]

12 | Storage conditions / Xpauneuue | Store protected from light below 25°C / B 3alMIIeHHOM OT CBeTa MecTe MpH

Temreparype He Bbilue 25°C

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

Registered Cifice: 8-2-

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJL 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnexo: Santosh ITporepeno: Pardeep Kumar Onobpeno: Meunemwxep// PykoBoaurens
Kumar Maurya [ ; Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 14.09.2024 Jara: 14.09.2024 Hara: 14.09.2024

7, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

33
Tel: +81 40 4300 2900, Fax: +91 40 4500 2999, Ernail: mail@drreddys.coin
CIN: L85195AP1984PLCON4A507

wwwdrreddyz.com




Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Kho!, Naiagarh Road, Baddi,
Distt. Solan, H.P, 173 235, iNDIA
Tel : 491 98166 56001-02
www.drreddvs.com

Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
PageSofS/ Crp. Sus 5

Product Nise tablets 100 mg
ITpoaykT Hait3®, Tabnetku 100 mr
Batch No / : V2401795 Batch Quantity / : 5,000,000 tablets /
Cepus Ne Ob1em cepun 5,000,000 Tabnetox
Analytical Report No / : 890001761149 Date of Analysis / 1 14.09.2024 ]
AnanauTHueckuii oTuer Ne Jara aHanau3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BOACTBA I'ogen go (BT)
Analysis performed according to ND / AnaJm3 nposeaen no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)

*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.

* AnanuM3 no nokazatento «MHKpOOHONOTHYECKasd YUCTOTa» MPOBOAMTCA NPOU3BOAMTENEM IPU BBIMYCKE MEPHONUUECKU
(c MHTEpBaNOM OHO HCMbITaHWe Ha 20 cepHii win He meree 1 pasa B ron). [Tokasatens MoxeT ObITh He BKJtOueH B CepTudukar

aHann3a UpMAL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /
Howmep cepun npoussoautes ADC:

NMS/14050321, NMS/14060327

FP Manufacturer API Batch number /
Homep cepun cyocranuun npoussogureas I'JIdD:

FERA00365, FERA00366

API Manufactured by & country /
ITpouseogutear ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu [Jpar3 JIta., Muaus

Remarks : The Product conforms to ND /

I pumeuanne: [Iponykr coorBercTByeT Tpebosanusm HJJ

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / Checked by /

IlTonrorosneHo: Santosh

Kumar Maurya &,
. S

[Tporepeno: Pardeep Kumar

Approved by: Manager /| Executive /
Onobpeno: Meﬂenmepl,f PykoBoznutenb
Abhishek Chauhan /

Reprint Date /
JHata: 14.09.2024

Reprint Date /
Hara: 14.09.2024

Reprint Date /
Hata: 14.09.2024

Registered Cffice: 8-2-337, Road No. 2, Banjara Billz, Hyderakbad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +¢1 10 4500 2959, Erail: maii@direddys.coin
CIN: L851954P1984PLCD04507
wwnw.drreddys.com




