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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIHN3A

Pagelof4/Crp. 1 w3 4

Product : Nise tablets 100 mg

Opoayxr : Haiin®, tabnericn 100 mr

Batch No/ 1 V24041870 Batch Quantity / + 5000000 tablets /

Cepna N Obnem cepun 5000000 TabncTox

Analytical Report No / : 040002661129 Date of Analysis / : 23.09.2024

|AnaauTHuecknii oTaer Ne o Jara asannaa 3

Date of Manufactare / : 08/2024 Date of Expiry / : 07/2027 P |
JlaTa npoN3BoAcTEa Togen no (BKa)

28.09.2022)

—]
Analysis performed according to ND / Anaan3 nposeaen no HJ: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3wm.
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 / nam. Ne 3 ot

N Test / okasaTeas
1 Description / Onneanne

2 |Identification/

IloannuuoCTL

Result / PesyabTaTs!

Coihp lies '/"'Coo;rscr'créyc'r gl

[ Spe n/Hopma |
| Yellowish white biconvex tablets with
smooth surface. / Bensle ¢ *eNTOBaThIM OTTEHKOM
Kpyrnple OBOAKOBbINYKAbte TabneTku ¢ rmagkoit
MTOBEPXIOCTHIO.

"_Cc_;mpliéé / CooTseTtcTayeT

The retention time of principal peak in the
chromatogram of test solution should correspond to
relention time of principal peak in Nimesulide
standard solution chromatogram under Assay / .I
BpeMs  YAEPKHMBaHMA  OCHOBHOTO NHKa Ha
XPOMAaTOrpamMMe MCTILITYEMOro pacTBOpa AOIIKHO |
COOTBCTCTBOBATD BpeEMEHH YAep>KHUBaHHA
OCHOBHOFG TMHMKA Ha XpOMAaTOrpaMMe pacTsopa
|cTanmaptHoro ofpasua muMecynuia  (pasgen
| «KONMUECTBEHHOE Orpefenernen)

| Average weight and mass

uniformity / Cpegnnasn
Macca U 0AHOPOAHOCTE
macebt

i
|

311.7mg/311.7 ur

Complies / CooTBeTcTBYET

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

18/20 tablets —-NMT = 5 % /
18/20 Tabnetok — He 6onece + 5 %

2/20 tablets - NMT = 10 % /
2/20 TadneTok — ne 6onee + 10 %

4 Dissolution / PacTeopenue

Q9 %, 99 %, 101 %, 101 %, 101 %,
98 %

Not [ess than 75 % (Q) nf Taheled amannt nf
C3H|-N20;S nimesulidc is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHaALHOTO
cogepkanns Ci3H|aNaOsS (anmecynmn) yepes 45
|MHH.

Remarks : The Product conforms to ND /
Ilpumedanne: [Iponyxr cooreTcTByeT Tpebopannam HJI

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / [Executive /
[ToaroTopneno: [Mporepeno: Pawan Kumar Opobpeno: Menenxep /fPykosoanTteins
Pardeep Kumar t\f/, Abhishek Chauhan /ﬂ

e e I ™
Reprint Date / Reprint Date / Reprint Date / -
Iara: 23.09.2024 Hara: 23,09.2024 Hara: 23.09.2024

Pegistered Cfice: 8-2-337, Road No. 2, Banjara Hills, Hyderakad - 500034, Telangana, India

el +51 49 4908 2500, Fax: +51 20 4500 2958, Enail: maii@drreddys.coin
CIN: LB53195AP1284PLCNNA507
wwvdrreddyz.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A
Page 2 of 4 / Ctp. 2 y3 4

Product Nise tablets 100 mg
Tpoaykr @ Haia®, Tabaerkn 100 Mr
Batch No / 1 V2401870 Batch Quantity / + 5000000 tablets /
| Cepus Ne O6bem cepnu 5000000 TabaeTox
Analytical Report No / : 040002661129 Date of Analysis / = 23.09.2024
AnaiuTHyecKuit oTyer Ne Jlara ananuia
Date of Manufacture / 1 08/2024 Date of Expiry / + 07/2027
JlaTa npoH3BOACTRA lopen go (BKT)

28.09.2022)

Analysis performed according to ND / Auaam3 nposesen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / 13w,
Ne 1 or 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. Ne 3 ot

{ Impurity B / IIpumecs B
Impirlty C 7 Nipusect «

Impurity D / TIpumecs D

Impurity E / Ilpamecs E
Impurity F / HHpumece F

| Any unknown individual
impurily / Eavaununas

jl\_ﬂ Test/ [lokasateas | ~__Resi
5 |Water/Bona
6 ] Related substances / PoacToenubie npumecit =
Impurity A / Tlpumecs A 0.01%
0.02%

HNol delected / ne 00nupynce i

Below LOD (LOD = 0.0049 %) /
Huxe npegesna obnapyxenns (110 =
0.0049 %)

Not detected / He oGHapyxeHa

Not detected / ve o6HapyxeHa

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

~ [NMT 0.20 % / He 6osiee 0,20 %

_b:pcciﬁcal'ion / Hopma

NMT 0.20 % / Ie Gonee 0,20 %

WNT 020 %/ He Ouonee 0,20 %
{

NMT 0.20 % / He Gonee 0,20 % |

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6oaee 0,20 %

|/ OawopoaHOCTE
AO3HPOBAHMS

HEeHIeHTHDHUHpyeMas 0.02%
npBMech
Total impurities / Cymma 0.05 % NMT 1.5 % / He Gonee 1,5 %
npuMece
] 7 :-Uniformity of dosage units 1.6 Acceptance value (AV) should be not more than

15.0 / TTokazatcne npuemnemoctd (AV) moJixeH
| 6u1Th He Gonee 15,0

8 Microbial limits* / MuxpotHonorusieckan yucToTa

Remarks : The Product conforms to ND /

Hpumeuanue: [poaykT coorseTcTByeT Tpebosannsam HII

Conclusion : APPROVED /
3axmouenue; ONOBPEHO

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

Tloarorosnexo: Ilposepeno: Pawan Kumar Opobpeno: Meneep/ PyroBounTens

Pardeep Kumar f Abhishek Chauhan - 71]
= « Nl 4

Reprint Date / Reprint Date / Reprint Date /

Jlara: 23.09.2024 Jara: 23.09.2024 Jarta: 23.09.2024

Registered Cifice: §-2-337, Road No. 2, Banjara Hillz, Hyderabad - 500034, Telsngana, India
Tal: +91 40 4300 2360, Fax: +51 40 4500 2949, Ernail: maiiddrreddys.zoim
CIN: L85195AP1G84PLENDASDT

weavdrreddys.com
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Vill. Kho!, Nafagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page3 of 4/ Ctp. 3 34

Product : Nisetablets 100 mg

Npoaykr Haia®, Tabnerku 100 Mr

Batch No / 1 V2401870 Batch Quantity / + 5000000 tablets / |
Cepns Ne O6bem cepri 5000000 TabneTok

Analytical Report No / : 040002661129 Date of Analysis / 1 23.09.2024

AnanuTHyeckuii oTyer Ne ) Jlata ananusa

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

MaTa npou3BoACcTBa T"oaen a0 (BKJT)

=
Analysis performed according to ND / Auasus nposenen mo HI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 o1

28.09.2022)

Ne

i Test / [lokazaTeasb
a) Total acrobic microbial
count / O6ee 9Ucno
a3pobHBIX

I MUKPOOPTranH3IMOB

b) Total combined yeasts
and mould count / Obwee
YHCNQ APOXKIKEBBIX 1
nnecHeBsIX rpHboB

: Result / Pesyastater
[ NA
|

¢) E. coli

| Shall be absent in 1g/

/ Hopma

He 6onee 1000 KOE/r

Not more than 100 CFU7g/_
He Gunee 100 KOL/r

]
|
|
===
f

Tomxnuel oTcyTeTBOBaTh B 1 T

| Assay / KonuuecTBenHoe

99.6 mg/ 99.6 mr

Not less than 90.0 mg and not more than 110.0 mg :

| | onpexenenne C;3H2N2OsS  Nimesulide in tablet /
[ 0T 90,0 Mr 1o 110,0 mr Cy3H(aN205S {HumMecynnn)
I B Tabnerke
10 |Package/ Ynakoska 10 tablets in PVC/aluminum bhister. 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. / Ilo 10 Ta6nerok B |Ilo 10 Ta6neTok 8 IIBX / amtomMunneBom 6auctepe.
[IBX/anmomunnesom Gaucrepe. o 2 |Tlo 1, 2, 3 wumm 10 6nuctepoB BMECTE C
GMCTEpa BMECTE C MHCTPYKLMeH Mo | MHCTpYKUMEH 710 [PMMEHEHHIO B Mauky
| mprvcenMIo B navky KapTOHHYIQ. | EAPTOHHYO.
11 | Labeling / Mapkuposka | Complies as prescribed / According to ND /
| CootsercryeT TpeboBaHHAM B cootBercreuu ¢ HJT
12 | Storage conditions / Store protected from light below 25°C / B 3awuiueHHOM OT CBETa MECTE P 'remnepa'rype'

Remarks : The Product conforms to ND /
IIpumeqanne: [TIpogykT cootseTcTBYeT TpeboBanuam HI

Conclusion : APPROVED /
3axoyernne: OJOBPEHO

JlaTa: 23.09.2024

Prepared by / Checked by / Approved by: Manager |/ Executive /
[logrotosneno; ¢ [Tposepeno: Pawan Kumar OnobpeHo: Menemiep) PyxopoauTens
Pardeep Kumar cﬂ.-f' Abhishek Chauhan I

Reprint Date / Reprint Date / Reprint Date / :

Jara: 23.09.2024

Hara: 23.09.2024

Prgistered Cifice: 8-2-337, Road Mo. 2, Bznjara Hiliz, Hyderabad - 500034, Telangana, (ndia
Tel: 191 40 4900 2400, Fax: 441 40 4500 2959, Eraail: maiifdireddys.zoin

CIN: L851954P1984PLCOG507
wwvdrreddys.com
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Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTH3A

Pagedof 4/ Ctp. 43 4

Product : Nise tablets 100 mg

Mpoayrr _: Ha#s®, tabnerkn 100 mr

Batch No / : V2401870 Batch Quantity / = 5000000 tablets /
Cepust Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 040002661129 Date of Analysis / : 23.09.2024
Ananutdueckuit oTyer Ng Jata aHAAH3a

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

Jlara MpoH3BoACTBa [oaen ao (BiwT)

Analysis performed according to ND / Anaaus nposeaes no H/: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 / uawm.
No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Me 3 from 28.09.2022 / uam. Ne 3 ot

28.09.2022)

Specification / Hopma

Result / Pesya wratet |
He Beie 25°C

[ Ne ! Test/ NoxasaTean
| Xpaneune

i

![ 13 | Shelf life / Cpox 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.
* Auanui no mnokazareMio «MukpoGHONOTUUECKAA 'IMCTOTa» TNPOBOAWTCA IPOMU3BOAHTCNIEM IPH BbIMYCKE TIEPUOOHUECKH
(c MHTEpBaNOM OHO HCTEITaHMe HA 20 cepwit WM He Menee | pasa B roa). TTokasatens MOxer Obith HE BKIKOUCH B Cepindukar

ananuza GupmsL

API name (INN) / A®GC (MHH):

Nimesulide / Humecynua,

API manufacturer batch number /
Homep cepun nponzsoautens ADPC:

NMS/14060340

FP Manufacturer API Batch number /

Homep cepuu cyGeTaHuuH npoussoanTeas IJIM:

FERA0036%

API Manufactured by & country /
IIponssoputens ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu [Ipars JIta., Aupus

Remarks : The Product conforms to ND /
ITpnmeyvanne: Iponyxr cooteTcTBYET TpeboBaHuam HJ{

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

TloaroTorneno: ITposepeno: Pawan Kumar
Pardeep Kumar

Prepared by / Checked by /

Approved by: Manager ) Executive /

Opnobpeno: Menewrep// Pyxosonnrens

Abhishek Chauhan | ;
/

Reprint Date / ;
Hara; 23.09.2024

Reprint Date /
Jara: 23.09.2024

Reprint Date /
Jlara: 23.09.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tel: #9140 4900 2200, Fax: +41 40 4500 2999, Eraail: mait@drreddys.cam
CIN: L85195AP1984PLCD0NASOT
wwwdrreddys.com




