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CERTIFICATE OF ANALYSIS

,I[aTa Npou3BoOACTBA

CEPTUHO®UKAT AHAJIM3A
Page10f4/Crp.1u3 4

Product Nise tablets 100 mg
IlpoaykTt Haii3®, Tabnetku 100 mr
Batch No / 1 V2401566 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepuu 5000000 TabneTok
Analytical Report No / : 040002623920 Date of Analysis / : 14.08.2024
AHanUTHYECKHii oT4eT Ne JaTta anaauza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

Toaen po (BK.)

Analysis performed according to ND / Auanu3s npoeeaex mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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)
| N Test / [lokazaTean Result / PesyabTaThbl Specification / Hopma

1 Description / Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / Besbie ¢ )kenTOBaTEIM OTTEHKOM
KpPYIJIble ABOAKOBBIIYKIIbIE TabMETKH C TiagxoH
[OBEPXHOCTBIO.

2 Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the

IMoanuHHOCTH chromatogram of test solution should correspond to

retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMst ymep)KHBaHHs OCHOBHOIO MMKA Ha
XpOMAarorpamMMe HCIBITYeMOro pacTBOpa HOJKHO
COOTBETCTBOBATH BpPEMEHH YIAEpKUBAHUS
OCHOBHOIO IMKa Ha XpOMarorpaMmme pacTBOpa
cTaHgapTHoro ofpasua HuMecynupa (pasgen
«KonuuecTBeHHOE OTIpENCIEHHEN)

3 Average weight and mass 308.8 mg /308.8 Mr 310 mg+5.0%/310mMr+5,0%

_ ;T:g:l:lﬁil_/l;z;l::zb Complies / CooTBeTCTBYET 18/20 tablets —NMT + 5 %/
18/20 tabnerok — He Gonee = 5 %
[ Macceht

2/20 tablets — NMT + 10 %/
2/20 Tabnetok — He 6onee £ 10 %

4 Dissolution / Pacreopenne |99 %, 98 %, 97 %, 98 %, 98 %, 96 % | Not less than 75 % (Q) of labeled amount of

C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHAJIBEHOTO
copepxanusa Ci3H;2N>OsS (Humecynun) qepes 45
MUH.

Remurks : The Product conforms o ND /
Ipumeuanue: [Tpoaykr cooTBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3aknarouenue: OJOBPEHO

Prepared by /TITonrotoeneno: | Checked by / ITposepeHo: Approved by: Manager / Executive /

Noor Mohammad Santosh Kumar Mauryg~ , Onobpeno: Menemiep// PykoBogutens
G % Abhishek Chauhan 7

Reprint Date / Reprint Date / Reprint Date /

Hata: 24.10.2024 Jara: 24.10.2024 Jarta: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2598, Email: maii@drreddys.com

CIN: L85195AP1984PLCOJ4507
wanwdrredays.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page2of4/Crp.2 uz 4

Product : Nise tablets 100 mg
IMpoaykr : Haiiz®, tabnerku 100 Mr
Batch No / 1 V2401566 Batch Quantity / : 5000000 tablets /
Cepus No Oo6bem cepuu 5000000 TabneTok
Analytical Report No / : 040002623920 Date of Analysis / : 14.08.2024
AHanuTudecknd otyer Ne JlaTa ananuza
Date of Manufacture / 1 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BOACTBa T'open go (BK)

Analysis performed according to ND / Anaau3s nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / wam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

N Test / llokazaTean Result / PesyastaTht Specification / Hopma

5 Water / Boga 31% Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PoacTBeHHbIe IpuMecH

Impurity A / ITpumecs A Below LOQ (LOQ = 0.0057 %) / NMT 0.20 % / He 6onee 0,20 %
Hwxe npenena KosM4ecTBEHHOTO
onpenenenus (ITKO = 0.0057 %)
Impurity B / ITpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gounee 0,20 %
NMT 0.20 % / He 6oinee 0,20 %

Impurity C / TTpumecs C Not detected / ne obHapy»xeHa

Impurity D/Tlpumect D | gejoy 1.OD (LOD = 0.0049 %) /
Hike npenena obHapysxenus (I10 =

0.0049 %)
Impurity E / ITpumecs E INot detected / He oGHapy»xeHa NMT 0.20 % / He 6osee 0,20 %
Impurity F / [Ipumecs F Below LOD (LOD = 0.0045 %) / NMT 0.20 % / He 6onee 0,20 %
Huxe npeaena o6Hapyxenus (I10 =
0.0045 %)
Any unknown individual Below LOQ (LOQ = 0.0143 %) / NMT 0.20 % / He 6onee 0,20 %
impurity / EapHuunas Hrnke nmpenena KonM4ecTBEHHOTO
HenpeHTUGUIMpyeMas ompepenenus (ITKO = 0.0143 %)
[pHMeECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 Uniformity of dosage units 2.0 Acceptance value (AV) should be not more than
/ OZHOpPOAHOCTDH 15.0 / Iokazarens npuemsieMocTd (AV) gomkeH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBETCTBYET TpebopanusM HJI 3axmwyenune: OJOBPEHO
Prepared by /ITonrorosneno: | Checked by / IIposepeHo: Approved by: Manager | Executive /
Noor Mohammad Santosh Kumar Maur Onobpeno: Meneazkep/ PykosoauTesnb
"K Abhishek Chauhan
2 == /
_,—'-"F.
Reprint Date / Reprint Date / Reprint Date / /
Hata: 24.10.2024 Hara: 24.10.2024 Hara: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page3 of 4/ Crp.3 uz 4

Product Nise tablets 100 mg
Ipoayxr Haii3®, Tabaetku 100 Mr
Batch No / 1 V2401566 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 040002623920 Date of Analysis / : 14.08.2024
AHaauTHYeckHii oTyeT Ne Jara anajansa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npon3BoacTsa T'ogen go (BK)

28.09.2022)

Analysis performed according to ND / Ananus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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 / u3m. Ne 3 ot

[ Ne |  Test/Ioka3atean
M03UpOBaAHHSA

Result / PesyabTaTel

S})ecification / Hopma
6uITh He 6osiee 15,0

8 Microbial limits* / Mukpo6

HOJIOTHYeCcKas Yuerora*

a) Total aerobic microbial NA ' Not more than 1000 CFU/g /
count / Ob1uee umcio He 6onee 1000 KOE/r
a3po6HBIX

MHKPOOPraHM3MOB

"tFTc;a.l combined yeasts NA Not more than 100 CFU/g /
and mould count / O6iiee He 6onee 100 KOE/r

YHCIIO APOAGKEBBIX U

IUIECHEBBIX IpHGOB

¢) E. coli NA Shall be absent in 1g /

JIOJDKHBEL OTCYTCTBOBATh B 1

9 Assay / KonmuecTBenHoe
onpeaeleHue

97.9 mg/97.9 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3Hi2N-OsS  Nimesulide in tablet /
O1 90,0 Mr go 110,0 Mr C3H(x2N20sS (Humecynun)
B Tabnerke

10 |Package/ YnaxoBka 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. / ITo 10 Ta6nerok B|Io 10 Tabnerok B [IBX / amomunuesom Giucrepe.
I[IBX/amomunuesom Gnucrepe. [To 2 |IMo 1, 2, 3 wm 10 OnucrepoB BMecTe ¢
Giucrepa BMECTE ¢ MHCTPYKUHMEH MO | MHCTPYKLMEH 110  NPUMEHEHWIO B MauKy
MPUMEHEHHMIO B [Ta4Ky KAPTOHHYIO. | KADTOHHYIO.

11 |Labeling / Mapxuposka | Complies as prescribed / According to ND /

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipoaykr cooreTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /Iloaroroeneno:
Noor Mohammad

0%

Checked by / IIpoBepeHo:
Santosh Kumar Maurya

—

Approved by: Manager / Executive /
Onobpeno: Menemep / PykoBoauTens
Abhishek Chauhan

Reprint Date /
Hara: 24.10.2024

Reprint Date /
Jara: 24.10.2024

Reprint Date /
Jara: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCOO4507
wwwe.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Paged4of4/Crp. 4 uz 4

Product : Nise tablets 100 mg
Ipoaykr : Haiiz®, Tabnerku 100 mr
Batch No / : V2401566 Batch Quantity / : 5000000 tablets /
Cepns Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 040002623920 Date of Analysis / : 14.08.2024
AHanuTnyeckni oTyeT Ne Jlara ananu3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BOACTBA Tomen mo (BKJ)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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)

Ne | Test / IloxasaTean Result / Pesy.ﬂb'r_aTu | ~ Specification / Hopma
CoOTBETCTBYET TpeOOBaHHAM J B cootBerctBun ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3amuiueHHOM OT CBETa MECTE NPU TEMIeparype
XpaHeHue He Bblie 25°C
13 |Shelflife/ Cpox roAHOCTH pgyears / 3 ropa

*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 mokasaTemo «MHKpoOHOTOrHueckas YHUCTOTa» MPOBOJUTCS TIPOU3BOIMTENEM INPH BBINYCKE IMEPUOJUUYECKH
(c uhTepBanoM oaHO UcnbiTaHue Ha 20 cepuit unu He MeHee 1 pasa B rox). Ilokasarens MoxeT ObITh He BKIIOUEH B CepTrdukar

aHaIM3a JMPMEL.

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

API manufacturer batch number / NMS/14050319, NMS/14050321

Homep cepuu npouspogurenasa ADC:

FP Manufacturer API Batch number / FERA00364, FERA00365

Howmep cepun cy6crannuu npoussoautes I'JIP:

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

IIpouspoautens ADC, cTpana: Aaprtu Hpars JIta., Uujgus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: [Iponykr coorBercTBYeT TpeboBanusaM HJ| Zaxmouenne;: OJOBPEHO
Prepared by /Iloarorosneno: | Checked by / IIposepero: Approved by: Manager// Executive /
Noor Mohammad Santosh Kumar Maury; Opnobpeno: Menemkep'/ PykoBoantens

@{?2, %\__ Abhishek Chauhan f

Reprint Date / Reprint Date / Reprint Date /
Hara: 24.10.2024 Jata: 24.10.2024 Jara: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 49060 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: LB5195AP1984PLCDD4507
wwwv.drreddys.com




