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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Pagelof4/ Crp.1u3 4
Product : Nise tablets 100 mg
Mpoaykr : Haiis®, tabnerku 100 mr
Batch No / 1 V2402279 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepuu 5000000 Tabnerox
Analytical Report No / : 040002763551 Date of Analysis / : 21.12.2024
AHAJINTHYECKHIT oTUeT No JlaTa ananuza
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
JlaTra npou3BoaCTBa T'open go (BKII)
Analysis performed according to ND / Anaaus nposeaen no HJI: 1 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 / uzm. Ne 3 or
28.09.2022)

‘ Ne Test / IToxasarean Result / Pesyabrarsl __Specification / Hopmaw -
1 |Description/ Onucanue Complies / CooTBercTBYET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XENTOBATHIM OTTEHKOM
' KpYyTJible NBOSIKOBBIMYKJbIE TabJIETKHM ¢ TIankoii
MOBEPXHOCTBIO.
2 Identification / Complies / CooTBeTCcTBYyET The retention time of principal peak in the
IoaaunHoCTH chromatogram of test solution should correspond to
retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
|Bpems  ynepxHBaHMs OCHOBHOTO THKa Ha
XpOMATOTPAaMME HCIIBITYEMOrO PacTBOpa JOHKHO
COOTBETCTBOBATh BpEMEHH YAep>KUBaHUS
| OCHOBHOrO ITHKa Ha XpoMaTorpaMMe pacTBopa
' cTaupaaptHoro ofpasua HuMecyluaa (pasaen
«KonuyecTBeHHOE ONpeneeHHe»)
3 Average weight and mass 308.9 mg/308.9 mr 310 mg+5.0% /310 Mr£5,0%
;l:cf:::u(ti;;l; ;l:::;:b Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/
18/20 tabnerok — He Gonee £ 5 %
Maccebl
| 2/20 tablets - NMT + 10 %/
2/20 Tabnerok — He Gonee = 10 %
4 Dissolution / PacTBopeHnue 101 %, 96 %, 98 %, 97 %, 96 %, |Not less than 75 % (Q) of labeled amount of
96 % C3H12N-05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHUHAJILHOIO
cogepxanns Cy3Hi2N-OsS (HuMecynun) depes 45
MMH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanne: Ilpogykt cooTseTcTBYeT TpeboBanusaM HJI 3axsouenne: OJOBPEHO
Prepared by /HOI[I‘OTOBIIeHOD Checked by / [TposepeHo: Approved by: Manager / Executive /
Ambresh Kumar Santosh Kumar Maurya Ono6peHo: Menemxkep / Pykopoaurenb
Gx/ @_ Pavan Kumar Sharma A .
A
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.12.2024 Jara: 21.12.2024 Jlara: 21.12.2024
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Tel: +91 40 4960 2900, Fax: +51 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OO4507
wwyv.drreddys.com



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

-_ ‘ Ge
Dr. Reddy,s "... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 2 of 4/ Ctp. 2 n3 4
Product : Nise tablets 100 mg
Ipoayxr : Haiiz®, tabnetku 100 mr
Batch No / 1 ' V2402279 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepuu 5000000 TabaeTok
Analytical Report No / : 040002763551 Date of Analysis / : 21.12.2024
AHajuTHYecKui oTyeT No JlaTa ananu3za
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
JlaTa mpou3BoACTBA T'ogen po (BX1)
Analysis performed according to ND / Auanu3s nposeaen no HJ: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
No 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 / u3zm. Ne 3 ot
28.09.2022)

_Specification / Hopma

Ne | Test / Illokasarean ' Result / PesyabraThl |
5 Water / Boaa 2.8 % ]Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PoacTBeHHble IpHMecH
Impurity A / ITpumecs A Below LOD (LOD = 0.0019 %) / NMT 0.20 % / He 6onee 0,20 %
Huxe npeaena odHapyxkeHus (11O =

0.0019 %)

Impurity B / IIpumecs B 0.03% | NMT 0.20 % / He 6onee 0,20 %

| Impurity C / Hpumecs C NMT 0.20 % / He 6onee 0,20 %

Not detected / He o6HapyxeHa
Impurity D / Ilpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He 6onee 0,20 %

Huxxe npenena obxapyxenus (ITO =

0.0049 %)
Impurity E / IIpumecs E Not detected / He obHapysKeHa NMT 0.20 % / He 6onee 0,20 %
|Impurity F / Ipumecs F Not detected / He o6HapyxeHa NMT 0.20 % / He 6omnee 0,20 %

Below LOQ (LOQ =0.0143 %)/
Hike mpemena KOJHYECTBEHHOrO
onpenenenus (ITKO = 0.0143 %)

Any unknown individual NMT 0.20 % / He 6onee 0,20 %

impurity / EnuHugnas

HeuaeHTUGHUUpYeMast '
pHMECh
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
i rippuMecei
7 Uniformity of dosage units 23 1 Acceptance value (AV) should be not more than
|/ Oanopoanocts B 15.0 / IlokasaTens npuemiaeMocTH (AV) No/keH |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykt cooTBeTcTBYET Tpebopanusam HJI Zaxarouenne: OJOBPEHO
Prepared by /IToarotoeneno: | Checked by / IIpoBepeHo: Approved by: Manager / Executive /
Ambresh Kumgr— 0~ . | Santosh Kumar Maurya @ Onobpeno: Menemxep / Pykopoaurens
é& 2 | Pavan Kumar Sharma L}t(/"
Reprint Date / Reprint Date / Reprint Date /
Jlata: 21.12.2024 Hara: 21.12.2024 Jara: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A
Page3 of4/ Crp.3 uz 4
Product Nise tablets 100 mg
IIpoayxr Haiz®, Tabaerku 100 mr
Batch No / 1 V2402279 Batch Quantity / : 5000000 tablets /
Cepna Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 040002763551 Date of Analysis / : 21.12.2024
AHanuTHYeCKHi oTHeT No JlaTta ananusa
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
JlaTa npou3BoacTBa T'open po (BK)
Analysis performed according to ND / Ananu3 nposeaex no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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. Ne 3 ot
28.09.2022)
Ne ~ Test / Mokasaren Result / [’egﬂliaru Speciﬁcal"iun / Hopma
JO3UPOBAHUA 6b1TH He Bonee 15,0
8 Microbial limits* / Mukpo6uosorniyeckas 4ucToTa* B ]
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obwee yucio He Gonee 1000 KOE/r
a’poBHBIX
MHKPOOPraliiHMon
b) Tolal combined yeasts NA | Not more than 100 CFU/g /
and mould count / Obiuee He 6onee 100 KOE/r
YUCJIO NPOMOIKEBBIX H
IJIECHEBLIX IPUOOB
'c) E. coli NA Shall be absent in 1g/

Jo/mKHBEI OTCYTCTBOBATh B 1 T

|ompeneJieHHe

10 |Package/ YnakoBka

9 | Assay/KonnuecTeennoe

99.5 mg/99.5 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3Hj2N>0OsS  Nimesulide in tablet /
Ot 90,0 Mr g0 110,0 mr Ci3H2N>O5S (Humecynun)
B Tabnerke

110 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. / Tlo 10 Ttabnerok B|ITo 10 Tabnerok B [IBX / amomMuHIEeBOM GaHCTEpE.
[IBX/amomunuesom Gnucrepe. ITo 2 | ITo 1,

2, 3 wm 10 OmucrepoB BMecTe C

6IMCTEpa BMECTE C WHCTPYKLMEH 10 | MHCTPYKUMEH N0  [PUMEHEHHIO B Madky
NPUMEHEHHIO B NaYKy KAPTOHHYIO. | KAPTOHHYIO.
Complies as prescribed / | According to ND /

11 | Labeling / MapkupoBka

Remarks : The Product conforms to ND /
ITpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by /Iloaroroeneso:
Ambresh Kumar

cX>-

_/J

Checked by / [IposepeHo:
Santosh Kumar Maurya

N

Approved by: Manager / Executive /
Onobpeno: Menemwkep / Pykosonutesns
Pavan Kumar Sharma »

e

i -

Reprint Date /
Jata: 21.12.2024

Reprint Date /
Hara; 21.12.2024

Reprint Date /
Hata: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCDO4507

ww.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page4 of4/Crp. 4 nz 4

Product : Nise tablets 100 mg
IMpoaykr : Haiiz®, tabnerku 100 mr
Batch No / 1 V2402279 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnetox
Analytical Report No / : 040002763551 Date of Analysis / : 21.12.2024
AHanuTnyeckuii oryet No JlaTa anaau3a
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
JaTa npou3BoacTea Togen ao (BKJI)

128.09.2022)

Analysis performed according to ND / Auann3 nposenen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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

Ne | Test / Mokasarens

12 |Storage conditions /
XpaHeHue

Result / PesyabTaTsi
CooTBeTcTBYET TpeOOBaHHAM

| Specification / Hopma
|B cootBercTBUM ¢ HJL

He BBIlIE 25°C

13 | Shelf life / Cpok rognoctu |3 years/ 3 rona

Store protected from light below 25°C/B 3alUIIEeHHOM OT CBETa MECTE NPH TeEMIEpaType

*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.
* Aganus no nokazaremo «MukpoOGHoNOrnyeckass 4UCTOTa» [MPOBOAMTCA MPOU3BOAMTENIEM 0PH BBITYCKE [MEPUOAMYECKH
(c uHTEpBaIOM 0aHO HchbITanue Ha 20 cepHit WK He mMeHee 1 pasa B rox). [Tokazarens MoxeT OBITE He BKIKOUEH B CepTudmKar

aHanu3a upmeL.

API name (INN) / A®@C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npoussoaurteasa ADPC:

NMS/14100686, NMS/14100687

FP Manufacturer API Batch number /
Homep cepun cyocTanmuu npoussoxurensn I'JID:

FERAO00614, FERA00615

API Manufactured by & country /
IIpon3zpoautenn ADC, cTpaHa:

Aarti Drugs Ltd., India /
Aapru Hpars JItn., Muaus

Remarks : The Product conforms to ND /
IMpumeyanne: [ponykt coorBeTcTBYET TpeboannsaM H]I

Conclusion : APPROVED /
3axmouenue: ONNOBPEHO

Hata: 21.12.2024

Jara: 21.12.2024

Prepared by /ITonrotosaeHo: | Checked by / IIposepeHo: Approved by: Manager / Executive /
Ambresh Kumar - Santosh Kumar Maurya Onobpeno: Menemxep / Pykoponutens

& @ Pavan Kumar Sharma c{:ﬁ./ﬂ
Reprint Date / Reprint Date / Reprint Date /

Jara: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
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