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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHANN3A

Pagel ofd /Ctp. 1 us 4

Product : Nise tablets 100 mg

Hpoayxr : Haia®, rabnetku 100 mr

Batch No / 1 V2402278 Batch Quantity / : 5000000 tablets /
Cepus No O6nem cepin 5000000 rabnetok
Analytical Report No / : 040002760377 Date of Analysis / : 21.12.2024
AnanurHdecknii oTver No Jlata anaan3a

Date of Manufacture / : 1172024 Date of Expiry / : 1072027

Jlara npoH3BOACTEA Togen no (Bra)

Analysis performed according to ND / Ananu3s nposeaen no HJI: I1 N012824/03-140119 {amend Ne | from 08.06.2020 / uam.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Mo 3 from 28.09.2022 /nam. Ne 3 or

28.09.2022)

Ne
1

2 | Identification/
| MMoanKuHuNOCTL

Test / MokazaTenns |
Description / Ouncanue

__Result/ Pesyabratnt
Complies / CoorBercTByeT

- __Specification/Hopma |
Yellowish white round biconvex tablets with|
smooth surface. / benpie ¢ KeJITOBATHIM OTTEHKOM
KpyrJsle ABQAKOBBINYKIbte TabNETKW ¢ riapkoi
MOBEPXHOCTHIO. |

Complies / Coorsercrpyer

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 yIepkHBaHMA OCHOBIOTO THKa Ha
XpOMaTOrpaMMe MCIBITYEMOT0 PacTBOpa [AOJPKHO
COOTBETCTBOBATD BPEMEHH YIEPXHBaHUA
OCHOBHOTO TIMKA Ha XpPOMaTOTpaMMC DAacTBopa
cranmapTHOro ofpasua Humecynuaa  (pasnen
| «KonnuecTBeHHOE ONpeAencHIen)

3 Average weight and mass 315.7mg/315.7 mr
LS G G Complies / CooTseTcTByeT
Macca H OTHOPOALIOCTS
Macehl
|
4 Dissolution / Pactsopeune | 101 %, 101 %, 100 %, 99 %:99 %,

100 %

310mg£5.0%/310mMr+5,0%

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

2/20 tablets — NMT £ 10 %/
2/20 Tabnerok — He Gonee + 10 %

Not less than 75 % (Q) of labeled amount of
C13H)aN20;5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMWHanbHOro |
conepxanmnst C13H2N20sS (HuMecysua) uepes 45 |
MHMH. |

Remarks : The Product conforms to ND /
TIpnmevanue: Tpoaykt coorsercTByeT TpebopanuaM HII

Zaxaouenue: OJIOBPEHO

Prepared by /Ilonrotosneno: | Checked by / [IposepeHo: Approved by: Manager / Executive /
Ambresh Kumar Santosh Kumar Mauryga, Onobpeno: Menemxep / Pykopoantens
/@—;\g/ /@ Pavan Kumar Sharma SRSV
i J==
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.12.2024 Hara: 21.12.2024 Hara: 21.12.2024

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: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Page 2 of 4 / Ctp. 2 1 4

Product : Nise tablets 100 mg
TpoayKy Haita®, tabnetkn 100 Mr
Batch No / V2402278 Batch Quantity / : 5000000 tablets /
Cepusi Ne Ofinem cepun 5000000 TabneTok
Analytical Report No / : 040002760377 Date of Analysis / : 21.12.2024
AmananTHaecknil oTyet Ne Jata anannia
Date of Manufacture / : 11/2024 Date of Expiry / + 1072027
Jara npon3BoacTBA Copen jio (BK)

Analysis performed according to ND / Anaana nposegen ;o HJI: [T N012824/03-140119 {amend No 1 from 08.06,2020 / u3m.
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 or

Impurity A / TTpumech A

Below LOD (L.OD = 0.0019 %) /
Hunxe npenena o6Hapysxeuus (TIO =

[ 0.0019 %)

Impurity B / Ilpumecs B |

Impurity C/ lipumecs C
Impurity D / ITpumecs D

Impurity E / Ilpumecs E
Elmpurity F / TIpumecs F

Any unknown individual
impurity / ExMHWYHas

0.03%

Not detected / He 0bHapyeHa

Below LOD (LOD = 0.0049 %) /
Hwxe npeaena ofHapyxenns (I10 =
0.0049 %)

Not detected / He o6HapyxeHa

Not detected / He oGHapyxeHa

Below LOQ (LOQ = 0.0143 %) /
Hinxke npenena KonM4ECTBEHHOTO
onpeaenenmns (TIKO = 0.0143 %)

/ OanoponHOCTH

HenUeHTHQUIMpyeMasn
npumech
Total impurities / Cymma 0.03 %
npuMeceit f 3
7 | Uniformity of dosage units 1.8 3

28.09.2022)
_N'; [ ~ Test/ IlokasaTens Result / PB'}_\'._FI_IH‘_BTLT T a §b_gci_?5£ifo_n_ / Hopma Pl
5 |Water / Boaa 2.7 % Not more than 6.0 % w/w / He 6onee 6,0 %
6 | Related substances / PoacTRenubie npumecH e 5 . __4'

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / e Gosee 0,20 % |
NMT 0.20 % / He Gosiee 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 %

I Acccptauce value (AV) should be not more than
15.0/ TTokasaTenb MpUEMIEMOCTH (AV) fOMAeH |

——

Remarks ; The Product conforms to ND /

IIpumewanue: [TpoaykT cooTBeTcTBYeET TpebopaHiaM HJL

Conclusion : KPE’ROVED/
Zaxkmouenne: OJJOBPEHO

Prepared by /[Toarotosiiero: | Checked by / ITposepeHo: Approved by: Manager / Executive /
Ambresh Kumar 1 Santosh Kumar Maurya OnobpeHo: Meuemxep / Pykonoanreis
@/ @ Pavan Kumar Sharma i
-~ ) L,_;"-"::_P S
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.12.2024 Hara: 21.12.2024 Iara: 21.12.2024

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: L85195AP1984PLCO04507

wiww.drreddys.com
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CERTIFICATE OF ANALYSIS

8 | Microbial limits* / MukpoGHOIOrHHECKAs YHCTOTA®

CEPTHOHKAT AHAJIH3A
Page3 of 4/ Crp. 3 y1 4

Product : Nise tablets 100 mg
MNpogykr : Haiiz®, Tabnetkn 100 mr
Batch No / : V2402278 Batch Quantity / : 5000000 tablets / =
Cepnst Ne O0bem cepun 5000000 TabneTok
Analytical Report No / : 040002760377 : Date of Analysis / 2 21.12.2024
AnanHTHHECKHI oTueT No IMara ananu3a
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
Jata npon3soacTea I"oaen jo (BKA)
Analysis performed according to ND / Ananus nposeaen no HJI: I N012824/03-140119 (amend Ne 1 from 08.06.2020 / uam,
Na 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 ot
28.09.2022)

N | Test/Howxazarens | Result / Pesynstarst ~ Specification / Hopma S———

A03HPOBANHS | 611Th He Gonee 15,0

a3pobHbIX
MHKPOOPraHH3MOB

and mould count / O

| necHeBbIX rpubon

; "a) Total aerobic microbial | NA '
| count / O6wee yucno |

| YUCIO APOXIKEBLIX H

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

brree

|
b) Total combined yeasts = NA "-Not more than 100 CFU/g /

He 6onee 100 KOE/r

blisters and patient information leaflet
in a carton. / Tlo 10 Tabnetox B
TIBX/aniomuamesom 6nuctepe. ITo 2
GaMcTepa BMECTe ¢ MHCTPYKUMEH Mo
TIPHMEHEHHIO B 114Ky KAPTOHHYIO.

[¢)E.coli NA | Shall be absent in 1g/
| Momxkiwt otcyTersosats B 1 T |
9 Assay / KonndectBentoe 102.1 nTg /102.1 mr ;Not less than 90.0 mg and not more than 110.0 mg '
onpejaencHMe Ci13H2N-0sS  Nimesulide in tablet /|
[ Ot 90,0 Mr 10 110,0 mr C3H;2N205S (smecy ) |
| B TabneTke
| 10 |Package/ Ynakonka 10 tablets in PVC/aluminum blister. 2 [ 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

blisters and patient information leaflet in a caiton. /
Io 10 tabnerox B [IBX / antomunmieBom Guctepe.
Ilo 1, 2, 3 unu 10 O6nucrepos BMECTE C
MHCTPYKUMEH MO  TPUMEHEHWIO B TAuKy
KapTOHHYIO.

11 [Labeling/ Mapxupoeka | Complies as prescribed /

According to ND /

Remarks : The Product conforms to ND /
Ipumeyanne: [Ipoaykt coorBeTcTByeT Tpebosanusam HA

Conclusion : APPROVED /
S3axmouenne: OJHOBPEHO

Prepared by /Mloxgrotoeneno: | Checked by / IIposepeno: Approved by: Manager / Executive /
Ounobpeno: Menemiep / Pykosoairrens

Ambresh Kumar % Santosh Kumar Maurya
/6'?!'// - @ Pavan Kumar Sharma o
S

Reprint Date /
Hara: 21.12.2024

Reprint Date / Reprint Date /
HMara: 21.12.2024 JlaTa: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email:
CIN: L85195AP1984PLC004507
www.drreddys.com

mail@drreddys.comn
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page d of 4/ Crp. 4 1 4

Product : Nise tablets 100 mg

Hpoayxr ¢ Haita®, tabnerin 100 mr |
Batch No / $ V2402278 Batch Quantity / : 5000000 tablets /

Cepus Ne Ob6bem cepun 5000000 TabneTok

Analytical Report No / + 040002760377 Date of Analysis / : 21.12.2024

AHANUTHYECKHH oTYeT No Jlara aHanH3a |
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2027

|JlaTa npan3BsoacTea Iones po (Bx) |

Analysis performed according to ND / Auanns nposeaen no I1/1: [TN012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Me 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / izm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / wam. Ne 3 ot

28.09.2022)

i'_ﬁi{ ~ Test/ Ilokasarens | Result / Peayana;'y; = o Speci_ﬁ_cg@g / Hopma

| CootBeTCcTBYET TpeGOBAHUAM B cootserctsin ¢ HJI
| 12 | Storage conditions / | Store protected from light below 25°C / B 3aLUMUICHHOM OT CBETA MECTE NPH TeM rl_(ebarj/pe
l‘ Xpanenne ue rRNNe 250

‘ 13 | Shelf life / Cp‘ox_rolmoc"m ‘ 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.
* AHanui no nokalarento «MHKpoBHONOTHYECKas WHCTOTa» TMPOBOAUTCA 1POM3BOAMTENCM TpH  BBUIYCKE NEPHOAHYECKH
(c wHTEPBaNOM OQHO WcnbITaHHe Ha 20 cepuit Wiy He MeHee 1 pasa B rox). Tlokasarens MOKeT 6bITb He BkmoYeHd B Ceprudmkar

ananmia hnpMel.

API name (INN) / A®C (MHH): Nimesulide / Humecynmua
API manufacturer batch number /
NMS/14090605, NMS/14100686

Homep cepun npoussoanTens APC: A

FP Manufacturer API Batch number / ! FERA00594, FERA00614

Homep cepun cybcTtanumun nponsBoanrensi I'JId:

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

Iponzpoaurenn APC, crpana: Aapru Jlpars Jlta., Mugua

[ Remarks : The Product conforms to ND / - Conclusion : APPROVED /
ITpumevanne: IIpoaykt cooTseTcTRYeT Tpebosanusm HII 3axmouenne: OJIOBPEHO
Prepared by /[Tlogroroenero: | Checked by / Ilposepeno: Approved by: Manager / Executive /
Ambresh Kumar }\F/ ,Santosh Kumar Mautya Onobpeno: Meuemxep / Pykoponnrens

@/ @__ Pavan Kumar Sharma ; : "};fﬁ__

Reprint Date / Reprint Date / ] Reprint Date /
Hara: 21.12.2024 Hara: 21.12.2024 Hara: 21.12,.2024

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: LB5155AP1984PLC004507
www.drreddys.com




