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Product Nise tablets 100 mg

Ipoaykr Haiiz®, rabnerku 100 Mr

Batch No / 1 V2102034 Batch Quantity / : 25,00,000 tablets /
Cepua Ne O6bem cepun 25,00,000 Tabaerox
Analytical Report No / : 890001563056 Date of Analysis / : 24.12.2021
AHanuTHdeckuii oTyer Ne Jara anaaunsa

Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024

Jlata npon3BoacTBa I'open po (Bxm)

Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne

Test / [Toka3zaTean

Result / Pe3yabTaThl

Specification / Hopma

1 |Description / Onucanue

Complies / CooTBeTcTBYyET

Yellowish white round biconvex tablets with
smooth surface. / Dbenele ¢ XeNTOBATBIM
OTTEHKOM KpYIJIble IBOAKOBBITYKJIBIE TAONETKH
€ rIagKoit MOBEPXHOCTHIO.

2 Identification /
IMoanuHHOCTL

Complies / CooTBeTCTBYET

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 / BpeMms ynep»uBaHus OCHOBHOTO

NMKa Ha XpOMAaTOrpaMMe  HCIBITYEMOro
pacTBOpa IOMKHO COOTBETCTBOBATH BPEMEHH
yIaep>KUBaHHSA OCHOBHOTO NHKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAApPTHOTO
obpasua HUMeECYIHIa (pazmen

«KONN4YeCTREHHOE OTPENENICHUE))

3 | Average weight and mass
uniformity / Cpeansas macca
H OAHOPOJHOCTH MacCChl

310.3 mg/310.3 mr

Complies / CooTBeTCTBYET

310mg+5.0%/310Mr =50 %

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

2/20 tablets - NMT £ 10 % /
2/20 Tabnerok — "e 6onee = 10 %

4 |Dissolution/PactBopenne | 99 %, 99 %, 99 %, 100 %, 99%, |Not less than 75 % (Q) of labeled amount of
101 % C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMUHanbHOro copepxanusa C3Hi2N20OsS
(uuMecynun) yepes 45 MUH.
5 |Water/ Boaa 23% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
IIpumeuanne: [Tpoaykt coorBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axiaouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TloarorosneHo: 1IpoBepeHo: Onobperno: Menemxep / Pykosouueib
Ramakant M Rajeev Gandhi %/ Pavan Kumar Sharma /'

Print Date / Print Date / Print Date /

Jata: 24.12.2021 Jara: 24.12.2021 JaTa: 24.12.2021

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: L85155AP1984PLCOO4507
www.drreddys.com




Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

AHajuTH4YecKHii oTuer No

Jara ananuza

CEPTHOUKAT AHAJIHM3A
www.drreddys.com
Page2of 3/ Crp.2u3 3
Product Nise tablets 100 mg
Hpoaykr Haiiz®, Tabnerxu 100 Mr
Batch No / : V2102034 Batch Quantity / : 25,00,000 tablets /
Cepun Ne O6beM cepun 25,00,000 Tabnetox
Analytical Report No / : 890001563056 Date of Analysis / : 24122021

Date of Manufacture /
JlaTa npou3BoAcTBA

: NOV.2021

Date of Expiry /
T'open go (BKA)

: OCT.2024

Analysis performed according to ND / Anaan3 nposeaen no HJI: TI 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)

Ne

Test / IloxazaTenb

I

Result / Pe3yabTaTh |

Specification / HOpM;_

6

Related substances / PoicTBennble nplimecu

Impurity A / IIpumecs A

Less than LOQ (0.0057%)

NMT 0.20 % / He 6oxee 0,20 %

Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6oxee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EquauyHas
HeuaeHTHuhULHpyeMas
MpUMech
Total impurities / Cymma 0.01 % NMT 1.5 % / He Gonee 1,5 %
npumecei
7 | Uniformity of dosage units / 2.8 Acceptance value (AV) should be not more
OOHOpPOAHOCTL J03HPOBAHHUS than 15.0 / IlokazaTens npuemaemMocTd (AV)
nmoskeH 6eITh He 6onee 15,0
8 |Microbial limits / MukpoGuonoruyeckas 4ncrora

a) Total aerobic microbial
count / Obuiee YUCIO
a3pO6HBIX MUKPOOPTAHH3MOB

<10 CFU/g/
<10 KOE/r

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

b) Total combined yeasts and
mould count / O6mee uncio
JPONCKEBBIX U IIECHEBBIX
rpuboe

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli Absent / Shall be absent in 1g/

Ot1cyTCTBYET JIo/mKHB! OTCYTCTBOBATh B 1 I
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpofyKT coorseTcTBYeT Tpebopanusm HJT Baxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloxrororneHo: ITposepeHo: Onobpeno: Menemkep / PykoBozuTelb
Ramakant %\A/ Rajeev Gandhi Pavan Kumar Sharma _// e

=

Print Date / Print Date / Print Date /
Jara: 24.12.2021 Hara: 24.12.2021 Tara: 24.12.2021
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Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com
Page3of 3/Ctp.3u33

JlaTa npou3BOACTBA

Product Nise tablets 100 mg

IpoayKT Haiiz®, tabnerku 100 mr

Batch No / : V2102034 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001563056 Date of Analysis / : 24.12.2021
AHaJUTHYECKHI oTueT No Jara anaausa

Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024

Toaen go (BKJT)

Analysis performed according to ND / Anaaus nposexes mo H/I: TIN012824/03-140119 {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)

Ne Test / IlokazaTean i Result / PesyabTaTsl Specification / Hopma _
9 | Assay/KoanuecTBeHHoe 99.8 mg/99.8 Mr Not less than 90.0 mg and not more than
onpejaeeHne 110.0 mg C;3H;2N20sS Nimesulide in tablet /
Or 90,0mr gmo 110,0mr Ci3Hi2N2OsS
(numecynun) B TabneTke
10 Packag;/ Ynakoska 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomununer om 6muctepe. Ilo 3 | amomunuesom Gmuctepe. Ilo 1, 2, 3 unu 10
GmycTepa BMECTE ¢ MHCTPYKUMEH Mo | GiMcTepoB  BMECTE € MHCTPYKLMEH 1O
NPMMEHEHHUIO B MTAYKY KAPTOHHYIO. | IPMMEHEHHIO B [IAUKY KapPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootsercTByeT TpeOOBaHUAM B cootsercreuv ¢ HJ]
12 |Storage conditions / Store protected from light below 25°C / B 3amMIlieHHOM OT CBETa MECTE NpPH
XpaneHnue TeMmepaType He Boiue 25°C
13 | Shelf life / Cpok rognoctn 3 yEars /3 roma

Remarks : The Product conforms to ND /
ITpumeuanue: [Tpoaykr coorBeTcTBYeT TpeOoBanusam HII

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /

[ToarorosnesQ;
Ramakant %\\p}

Checked by /
ITpoBepeHo:
Rajeev Gandhi i\

by,

)

Approved by: Manager / FExecnfive /
Opnobpeno: Mernemxkep / Pykosoaureis
Pavan Kumar Sharma /.

Print Date /
Jata: 24.12.2021

Print Date /
Jara: 24.12.2021

Print Date /
JHara: 24.12.2021

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