®e
Dr.Reddy’s Q}'

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
www.drreddys. Egge 10f3/Crp. 1n33

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

Product ¢ Nise tablets 100 mg
[poayxTt ¢ Haiiz®, Tadbnerku 100 mr

AHajJuTHYeCcKRIi oTyeT No

Batch No / : V2200883 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001591046 Date of Analysis / : 18.05.2022

{laTa ananusa

Date of Manufacture / : APR.2022
JaTa npoH3BOACTBa

Date of Expiry / : MAR.2025
lopen no (BiK)

Analysis performed according to ND / Auanus nposeaen no HI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

- Ne ' Test / [ToxazaTenn

Result / PesynpTaTh! _Specification / Hropr,wa

1 Description / Onucanue Complies / CoorBercrByeT ' Yellowish white round biconvex tablets with

smooth surface. / Benble ¢ KeNTOBATHIM
OTTEHKOM KpYIJible ABOSKOBBINYKJIblE TaDNETKH
C I1aIKO# MOBEPXHOCTHIO.

IMoanuunoctn

2 | Identification / CaAl;ltl}snli>é;-./COOTBCTCTByeT 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 / Bpemsi yaep/kHBaHus OCHOBHOTO
NUKa Ha  XpoOMaTorpaMMme  HCIIBITYEMOro
pacTBOpa NOMKHO COOTBETCTBOBATH BPEMEHM

H OAHOPOAHOCTHL MAacCChl

YAEPIKHBAHMUS OCHOBHOTO mHKa Ha
1 XpoMaTorpaMMe  pactsopa  CTAHAAPTHOro
| —
1 odpa3ua HUMeCynHa (paznen
«KonuuecTpeHHoe onpesieneHHe)
3 |Average weight and mass | 307.6 mg/307.6 mr 310 mg = 5.0 % / 310 mr £ 5,0 % T
uniformity / Cpesusis macca | : :
. Cpen ; Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/

18/20 1abnetok — He Gonee £ 5 %

2/20 tablets — NMT = 10 % /
2/20 Tadnerok — He dosiee = 10 %

4 | Dissolution / Pacreopenie | 100%, 100 %, 99%, 98%, 98%, 97% | Not less than 75 % (Q) of labeled amount of

C13H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHaneHOTO conepxkanus Ci3Hj2N-OsS
(Hnmecynua) yepes 45 MHH.

5 Water / Boaa

2.8 % Not morPe than 6.0 % w/w / He 6omee 6,0 %

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumeuanue: [Iponykt cooTBeTcTBYET TpeGoBanuamM []] 3axmwouenune: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToproroBseHo: ITpoBepeno: Ramakant Onodpeno: Menenxep / PykoBogirenb
Ankit /A %L ‘—(\C’y’ Amit Kumar B sbae

- ‘ [
Print Date / Print Date / Print Date /
Hara: 18.05.2022 Jara: 18.05.2022 Jara 18.05.2022

Registarec Office: 8-2-337,

Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q_‘:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unrit-6
Vill. Khol, Malagarh Road, Baddi,

CEPTHOHUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys Page 2 of 3/ Crp. 2 us 3

Jara npoussoacrea

Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tadnerku 100 mr
Batch No / : V2200883 Batch Quantity / = 25,00,000 tablets /
Cepus Ne Obbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001591046 Date of Analysis / ¢ 18.05.2022
AnBaanTHYEeCKHI oTyeT No Hara ananusa
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025

TNonen xo (BK1)

Analysis performed according to ND / Ananus uposesen o HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| B Specification / Hopma

N ! Test / Tlokasatenn ' ] - Result / Pe:iyﬂkj';l_Tbl
6 | Related substances / Poscreensible npumect -
Impurity A / Ilpumecs A 0.01% | NMT 0.20 % / He Gosee 0,20 %
[mpurity B / Ilpumecs B 0.02% NMT 0.20 % / He donee 0,20 %
Impurity C / ITpumecs C Not Detected {NMT 0.20 % / He Gonee 0,20 %
Impurity D / Tlpumecs D Not Detected INMT 0.20 % / He 6onee 0,20 %
[mpurity E / [pumeck E Not Detected {NMT 0.20 % / He Gonee 0,20 % i
Impurity F / Tlpumecs F Not Detected |NMT 0.20 % / He 6oniee 0,20 %
{ Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
| impurity / Exunnunas
| HeuaeHTHULHpyemas
NPHMEChH
Total impurities / Cymma 0.06% NMT 1.5 % / He 6onee 1,5 %
npumeceti
B | Uniformity of dosage units / 2.6 | Acceptance value (AV) should be not more 1‘
| OAHOPOAHOCTH N03HPOBAHHS than 15.0 / Tlokasarens npremiemoctu (AV)
nomxeH 6biTh He Gonee 15,0
8 | Microbial limits / I\’Irug_poﬁuo.nonir‘;evcicaﬂ YHCTOTA >_ - ) _ -
a) Total acrobic microbial Less than 10 CFU/g / { Not more than 1000 CFU/g /
count / O61uee 4Hcno Menee 10 KOE/r He 6onee 1000 KOE/r
| @3pOOHEIX MUKPOOPraHHW3MOB

Remarks : The Product conforms to ND /
Ipumeuanue: [ponykr coorsercTyeT Tpebosanusm HJJ

Conclusion : APPROVED /
3aknmiouenne: OJJOBPEHO

Prepared by / Checked by /
[onrorosnexo: [Tpoeepeno: Ramakant
Ankit

(A Houleed

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PyrosoaiTens
Amit Kumar ,

r&\:‘h —:-\’\}’ 7

i

Print Date /
Jara: 18.05.2022

Print Date /
Hata: 18.05.2022

Print Date /
Hata 18.05.2022

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: L85195AP1984P|.CO01507
www.drreddys.com
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Product Nise tablets 100 mg ]
Mpoayxr Haiiz®, tabnerku 100 mr
Batch No / 1 V2200883 Batch Quantity / : 25,00,000 tablets /
Cepust No OdBem cepun 25,00,000 rabnetok
Analytical Report No / : 890001591046 Date of Analysis / ¢ 18.05.2022
A”anuTa4eckuii oryer No Hata ananusa
Date of Manufacture / ¢ APR.2022 Date of Expiry / : MAR.2025
/JlaTta nponssoacTea Togen go (Bxi)
Analysis performed according to ND / Auanus wposenen no HJI: 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 / uam. Ne 2 ot 10.08.2020)
- Ne Test / IlokazaTens Result / PesyabTars! Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
‘ | APOAOKEBBIX H MNIECHEBBIX
K rpudos
¢) E. coli Absent / Shall be absent in 1g /
OtcyrcTyer | [IOSTKHBI OTCYTCTBOBATL B 1 T
9 | Assay/ Koauvectsennoe 100.3mg / 100.3mr |Not less than 90.0 mg and not more than
onpenejeHue 1110.0 mg Ci3H;2N20sS Nimesulide in tablet /]
Ot 90,0 Mr Ao 110,0 Mr C13H1:N305S
(HHMecynna) B TabneTke
10 | Package/ YnaxoBka | 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 TaGnetok B|carton. / [lo 10 TaGnetox & JIIBX /
{ TIBX/amomunues om 6nuctepe. Tlo 3 | aiomunnesom 6aucrepe. Tlo 1, 2, 3 wm 10
| GymcTepa BMECTE ¢ MHCTPYKUMEN 110 | GNHCTEPOB  BMECTE C  MHCTpYKLMed 1o
| IPUMEHEHHIO B NAYKy KapTOHHYIO. | IPHMCHEHHIO B MauKy KapTOHHYIO.
11 | Labeling / MapxupoBka | Complies as prescribed / According to ND / k
CootrBeTcTBYET TpebosaHUAM B coorsercTBum ¢ HJL
12 | Storage conditions / Store protected from light below 25°C / B sammmenHom oT cBeTa MecTe "nf);
Xpaneune | Temneparype He Bbiie 25°C
13 | Shelf life / CpoK roanocTs 3 years/3 roma

Remarks : The Product conforms to ND /
Hpumeuanue: [poaykr cooTBeTeTBYET TPEOOBAHIAM HI

Conclusion : APPROVED /
3axadenne: OJJOBPEHO

Hara: 18.05.2022

Hara: 18.05.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IToarororneno: ITposepeno: Ramakant Onobpeno: Menemxep / Pykosoanrens
Ankit =y J Amit Kumar
WV NN
\, Bk pose
Print Date / Print Date / Print Date /

Mara 18.05.2022
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