Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIFI3A

Page 1 of 4/ Crp. 1 n3 4

JlaTa npoM3BOACTBA

Product Nise tablets 100 mg

MpoaykT Haiia®, Tabnerky 100 mr

Batch No / 1 V2400782 Batch Quantity / : 5,000,000 tablets /
Cepua No Oo6bem cepuu 5,000,000 rabneTox
Analytical Report No / : 040002527489 Date of Analysis / : 18.05.2024
AHaJIMTHYECKHI oTyeT No Jlara aHaiusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

ToneH Ao (BK)

28.09.2022)

Analysis performed according to ND / Ananu3s nposesen no HJ/I: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / u3m. Ne 3 ot

Ne

Test / ITokasaTenn
1 | Description / Onucanue

Result / PesyanraTsl
Complies / CooTBeTcTBYET

____ Specification/Hopma
Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ )KeATOBATEIM OTTEHKOM
KpYTJIble ABOSIKOBBIMTYKIIbiE TabNeTKu C riaakoi
OBEPXHOCTHIO.

2 Identification /
IMoaaMHHOCTDL

Complies / CooTBercTBy€ET

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 yZepKMBaHMs OCHOBHOTO MWKa Ha
XpOMaTOrpaMMe MCIBITYEMOr0 pacTBOpPa JOJKHO
COOTBETCTBOBATh BpEMEHH yHAepKUBaHUs
OCHOBHOIO MHKa Ha XpoMaTorpaMMe pacTBOpa
cTagaapTHoro obpasua HuMmecynuza (paszen
«Kon14yecTBEHHOE OMNpPEAETIEHUE)

3 | Average weight and mass
uniformity / Cpeansst macca
H OAHOPOJHOCTb Macchl

311.6 mg/311.6 Mr

Complies / CooTBeTcTBYyET

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

18/20 tablets —NMT £ 5 %/
18/20 Tabnetok — He bostee = 5 %

2/20 tablets — NMT + 10 % /
2/20 TabneTok — He 6ostee = 10 %

4 |Dissolution / PacTBopenue

98 %,

97%, 98 %, 95 %, 95 %, 98 %,

Not less than 75 % (Q) of labeled amount of
C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMMHANIBLHOTO
conepxkanusi Ci3HN-OsS (Humecynun) uepes
45 MHuH.

Remarks : The Product conforms to ND /
Hpumeuanune: [Tpoaykt coorBeTcTBYeT TpebosanmsM HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

IloaroToBieHoO: Ramakant

A

Checked by /
Iporepeno: Pardeep Kumar

of -

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykgsoaurens

Pavan Kumar Sharma _x"////"
|

Reprint Date /
Hara: 18.05.2024

4

Reprint Date /
Hata: 18.05.2024

Reprint Date /
Jara: 18.05.2024
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D ASG0 2500, Fax: +91 4

7, Ropd No. 3,

el ¥4

Wills, Hyderabag - 500034
) 2008, Email: mail

Cliv: LBSIR5AP1982FLC00RENT

wowvy dnede

s, com




Be
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Page 2 of 4/ Crp. 2 u3 4
Product : Nise tablets 100 mg |
Ipopykr  : Haiis®, tabnetku 100 mr
Batch No / : V2400782 Batch Quantity / : 5,000,000 tablets /
Cepus Na O6bem cepun 5,000,000 Tabneroxk
Analytical Report No / : 040002527489 Date of Analysis / : 18.05.2024
AHANUTHYECKHIT oTUeT No JlaTa anaausa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jata npousBoacTBa I'ogen po (Bxa)
Analysis performed according to ND / Auaans nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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
28.09.2022)

No Test / ITokazaTenn _ Result/PesynbraThl Specification / Hopma
Water / Boga 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacrBesnbie npumecu
Impurity A / Ilpumecs A Below LOQ (LOQ = 0.0057 %)/ |NMT 0.20 % / He 6onee 0,20 %
Hixe npezena KOTM4ECTBEHHOrO
onpeanenenus (ITIKO = 0.0057 %)
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Impurity C/ Ipumecs C Not detected / He obGHapyxeHa

Impurity D / ITpumecs D NMT 0.20 % / He 6onee 0,20 %
purity p Not detected / He obHapyxena >
Impurlty E/ HpHMer E Below LOD (LOD — 00062%) / NMT 0.20 % / He 6onee 0,20 %
Hiwke npenena obuapyxenus (I1O
=0.0062 %)
Impurity F / ITpumecs F NMT 0.20 % / He Gonee 0,20 %
Not detected / He 0OHapy»xeHa
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EaunuuHas 0.02%
HeUAEHTUDHUIIHpYeMas
NpUMeCh
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuyanue: [IponykT cooTBeTCTBYET TpeboBanusam HJI 3akmwuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Toarotosneno: Ramakant [Mporepeno: Pardeep Kumar Onobpero: Menemxkep / Pykosoaurens
‘Q\Wl U:e\ z Pavan Kumar Sharma 4 onr
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.05.2024 Hara: 18.05.2024 Jata: 18.05.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A
Page3of4/ Crp.3 usz 4

Product : Nise tablets 100 mg
Ilpoaykr Haitz®, Tabnerku 100 mr
Batch No / : V2400782 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepun 5,000,000 Tabnerox
Analytical Report No / : 040002527489 Date of Analysis / : 18.05.2024
AHaJIUTHYeCKHIT oTueT Ne JlaTa ananausa
Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2027
JaTa npou3BOACTBA Ioaen g0 (BK)
Analysis performed according to ND / Ananus nposeaex no H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / u3m. Ne 3 ot
28.09.2022)

[ Specification/Hopma |
Acceptance value (AV) should be not more than
15.0 / Iokazarens npremiaeMoctd (AV) nomkeH

ObITE HE Gonee 15,0

Ne Test / MokxazaTenn Result / PeayanrarTst
7 | Uniformity of dosage units / 1.7
OHOPOAHOCTHL A03MPOBAHUS

8 | Microbial limits* / MukpoGuoJ0rnyeckas YucTora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / OBiiee yuco He Gonee 1000 KOE/r
a9pOGHBIX MHKPOOPraHH3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obwee yucno He 6onee 100 KOE/r
JPOMOKEBBIX M [IECHEBBIX

rpudoB

¢) E. coli NA Shall be absent in 1g/

JIO/MKHBEI OTCYTCTBOBaTh B 1 T

100.9 mg/100.9 mr Not less than 90.0 mg and not more than 110.0 mg
C3H;2N20sS  Nimesulide in tablet /
Ot 90,0 MI pale} 110,0 mr C13H12N305S

(Humecynun) B TabneTke

9 | Assay / KoiimuecTBeHHOe
onpeaeieHne

10 |Package / YnmakoBka

10 tablets in PVC/aluminum blister.
3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok
B [IBX/amomunueBom OmucTepe.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerok B IIBX / amoMUHHEBOM
6nucrepe. [lo 1, 2, 3 nnu 10 6nucTepoB BMECTE ¢

I[lo 3 Onucrepa BMecTe€ C|HHCTPYKUHEH IO
WHCTPYKLIMEH 10 MPUMEHEHHUIO B |KapTOHHYIO.
na4yky KapTOHHYIO.

OPUMEHCHHIO B nayKy

| Conclusion : APPROVED /
3akawouyenue: OJOBPEHO
Approved by: Manager / Executive /
Onobpeno: Menemxep / PyKOBofHTRIb

Pavan Kumar Sharma ¢« "/"/f’,:-'
J“.—:‘ *

Reprint Date /
Jlara: 18.05.2024

Remarks : The Product conforms to ND /
IIpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusM HJL
Prepared by / Checked by /
IToarotoBneHo: Ram;ie}n ITposepeno: Pardeep Kumar

Gt L=

Reprint Date /
Hara: 18.05.2024

Reprint Date /
Jlara: 18.05.2024




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 4 of 4/ Crp. 4 u3 4

Product : Nise tablets 100 mg
Hpoaykr :  Haita®, tabnerku 100 mr
Batch No / : V2400782 Batch Quantity / + 5,000,000 tablets /
Cepua Ne O6nem cepun 5,000,000 TabneTox
Analytical Report No / : 040002527489 Date of Analysis / : 18.05.2024
AHaJUTHYECKHI oTyeT Ne Jarta ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
JlaTa npoM3BOACTBA I'ogen go (Bk.1)
Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / uam. Ne 3 ot
28.09.2022)

Ne Test / TlokazaTenn Result / Peayanratni S __Spg_ciﬂc_g@o_n/__l_—[_qgi«{ -
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBercTBYeT TpebOBaHUAM B cootserctun ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3allMuieHHOM OT CBETa MecTe npu
XpaHenue Temneparype He Bbiue 25°C
13 | Shelf life / Cpok roasocTn 3 years/ 3 roga

*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.

* AHanu3 10 TOKasareao «MUKpoOMHOIOrdyeckast YUCTOTa» MPOBOAMTCS MNMPOU3BOAMUTENEM IPH BbIMYCKE INEPHOINYECKH
(c uHTEpBaaOM OIHO UCMbITaHHe Ha 20 cepuii min He Menee 1 pasa B roa). [Tokasatens MoxeT ObITh He BIo4eH B Ceprudukar

aHanuza UpPMBLL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS-1A-203024, NMS-1A-233028, NMS-1A-243007
Homep cepun npoussoautens ADC:
FP Manufacturer API Batch number / FEOA03249, FERA00063, FERA00188
Homep cepuu cyocranuun npouspoanTe s I'JID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpoussogurens ADC, crpana: Masnranam [lpar3 saa Oprauvkce Jita, Muaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [Iponykr coorsercTByeT TpeboBanuam HJI 3axmoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
lloaroroBneno: Ramakant | Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens

OL"' Pavan Kumar Sharma  cfan—>

— ///—

Reprint Date / J Reprint Date / Reprint Date /
Hara: 18.05.2024 Hara: 18.05.2024 Jara: 18.05.2024




