Dr.Reddy’s ‘g'.

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 of 3 /Crp. 1133

Jara npousBoacTea

Product Nise tablets 100 mg

Mpoayxr Haiiz®, Tabnerku 100 mr

Batch No / 1 V2201394 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Oo6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001603807 Date of Analysis / : 26.07.2022
AHnanguTnyeckuit oryer No Jara ananuza

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

I'open a0 (BKn)

Analysis performed according to ND / Ananus nposeaen no HJI: TT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne | Test / IlokazaTenn

Result / PesyabTaThl

1 Description / Onucanue

Complies / CooTBeTcTBYET

smooth

| _Specification / Hopma

| Yellowish white round biconvex tablets with
/ bBenple ¢ XKeATOBaThbIM
| OTTEHKOM KpYTJible IBOSIKOBBIMYKJIbIE TAONETKH
| ¢ rIaaKoi NOBEPXHOCTEIO,

surface.

2 | Identification /
MMoanuuocTs

3 | Average weight and mass ‘
uniformity / Cpeausisi Macca
H OAHOPOAHOCTh MacCChl

Complies / CooTBercTBYyET

chromatogram

The retention time of principal peak in the|

test solution should

correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaepxHuBaHUsS OCHOBHOTO

NMKa Ha  XpoMaTorpaMMe  UCIIBITYEMOTO |
pacTBOpa AOJKHO COOTBETCTBOBAaTb BpPEMEHH
VIAEPKUBAHHS OCHOBHOTO MHKa Ha
XpoOMaTorpamMme  pacTBopa  CTaHZApTHOro
obpasua HUMECYIHIa (paznen

«KonuuecTBEHHOE OMNpeaeNeHre»)

308.6 mg / 308.6 mMr

Complies / CootBercrayer

4 |Dissolution / Pacreopenne

98%, 97 %, 98%, 98%, 96%, 99%

310mg+£5.0%/310mMr+£5,0%

18/20 tablets —-NMT £ 5 %/
18/20 Tabnetok — He 6onee £ 5 %

2/20 tablets - NMT £ 10 % /
2/20 Tabnerok — He Gonee + 10 %

Not less than 75 % (Q) of labeled amount of
C13H12N>058S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMmHHaneHOro cogepkanusa CiaHjpN-OsS
| (HMMecynua) yepes 45 MuUH.

5 Water / Boaa

35%

Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product c_onforms toND /

Ilpumedanue: [IponykT coorBercTByeT TpeboranusmM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
ITonrororneno: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onob6peno: MeHemxep / PykoBoaHuTeNb

Manoj Kumar
i

':I%Iw&\@ﬂ}b 2
Print Date / -

Hara: 26.07.2022

Print Date /

Jara: : 26.07.2022

Print Date /
Jarta : 26.07.2022
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIHU3A
Page2 of3/Crp.2 u3 3

Product : Nise tablets 100 mg
IMpoaykr :  Haii3®, tabnetku 100 mMr .
Batch No / 1 V2201394 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Ob6bem cepun 25,00,000 TadneTok
Analytical Report No / : 890001603807 Date of Analysis / 1 26.07.2022
AHaauTHYeCKHH oTyeT Ne Jata ananuza
Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025
JlaTta npou3BoAacTBa Topen a0 (BK)
Analysis performed according to ND / Auasus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

N | Test / Ilokazarenn Result / PeyabTaTel —[— Specification / Hopma ]
6 | Related substances / PoacTBennble npuMecu _ -
Impurity A / Ilpumecs A | 0.02% NMT 0.20 % / He 6onee 0,20 %
| B (]
.[mpurity B/ anMer B Less than LOQ (LOQI0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / IIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
impurity E / ITpumecs E Less than LOQ(LOQ:0.0186%) NMT 0.20 % / He 6osnee 0,20 %
Impurity F / ITpumect F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Equnuunas
HeuaeHTHOULMpYemast
NpUMeECh
Total impurities / Cymma 0.04 % NMT 1.5 % / He Gonee 1,5 %
npuMecei
7 | Uniformity of dosage units / 3.6 'Acceptance value (AV) should be not more |
OaHOpoAHOCTH J03HPOBAHHS than 15.0 / Ioka3atens npuemaemoct (AV) |
nosmked ObITh He Gotee 15,0
8 | Microbial limits / MuxpoGHoIOrHUeCKAS YHCTOTA B |
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1uee uucno Menee 10 KOE/r He 6onee 1000 KOE/r ‘
| a3pOOHBIX MUKPOOPraHH3IMOB :

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanue: I1poayxt cootBercTByeT TpeboBanusM HJJ 3akmouenune: OJIOGPEHO

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

l'[ogr(}'mBneH% Ramakant ITpogepeno: Pardeep Kumar OnobperHo: Menemxkep / PykoBoautens
“&uhg/ Q‘ET’ Manoj Kumar J@;jﬁ‘i—‘

Print Date / Print Date / Print Date /

Hara: 26.07.2022 Harta: : 26.07.2022 Hara : 26.07.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A
Page3 of 3/Crp.3 u33

Product : Nise tablets 100 mg
IlpoaykTr :  Haiiz®, radnetku 100 mr
Batch No / 1 V2201394 Batch Quantity / 1 25,00,000 tablets /
Cepusi Ne Oobbem cepun 25,00,000 Tabierok
Analytical Report No / : 890001603807 Date of Analysis / 1 26.07.2022
AHanuTHUYeCcKHIT oTyeT Ne Jata ananuza
Date of Manufacture / ¢ JUL.2022 Date of Expiry / : JUN.2025
Jara npoussoacTea TopeH o (BK)
Analysis performed according to ND / Anaau3 nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne iest / TlokazaTeJb

Result / PesyabTaTst

Specification / Hopma

b) Total combined yeasts and
mould count / Obuiee umcno
IOPOMNOKEBBIX M MIECHEBBIX
rpubos

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

Not more than 100 CFU/g /

He 6onee 100 KOE/r

:c) E. coli

9 |Assay/ Konnuecreennoe
onpegejieHne

Absent /
OrcyTcTByeT

98.3 mg/98.3 Mmr

10 :_Package / YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / [lo 10 Tabnerok B
IIBX/anomunner om 6aucrepe. 1o 3
6rMcTepa BMeCTe ¢ WHCTPYKUMEN Mo
NPUMEHEHHIO B NA4YKy KAPTOHHYIO.

Not less than 90.0 mg and not more than |

Shall be absent in lg7
JlomKHBI OTCYTCTBOBAaTH B 1 T

110.0 mg C;3H12N-0O;S Nimesulide in tablet /
Ot 90,0 MIr ao 110,0 Mr C13H|1N’_705S
(HuMecynun) B Tabnetke

10 tablets in PVC/aluminum blister. 1,2, 3 or 10|
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerok B IIBX /
amomuHueBom Onucrepe. Ilo 1, 2, 3 wiu 10
O6IMCTEpOB  BMECTe C  MHCTPYKLMEH Mo
MPHUMEHEHHIO B Ia4YKy KapTOHHYIO.

11 |Labeling / Mapkuposka

Complies as prescribed /
COOTBETCTBYET TpeGOBAHUAM

12 | Storage conditions /
XpaHeHne

TeMneparype He Bolie 25°C

Store protected from light below 25°C / B 3aylieHHOM OT CBETa MecTe npu

According to ND /
B cootBercTBuM ¢ H/J

|: 13 | Shelf life / Cpok rogHocrn

3 years/ 3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanune: IIpoaykT cooTBeTcTBYET TpeboBanusam HJ 3akawuenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Tonrorosneno; Ramakant Ilporepeno: Pardeep Kumar Opnobpeno: Menenxep / PykoBoauTes
V Ve Manoj Kumar )
oo e ) (ol
Print Date / Print Date / Print Date /
Jara: 26.07.2022 Hara: : 26.07.2022 Hata : 26.07.2022
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