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Product Nise tablets 100 mg

ITpoaykTt Haii3®, tabnerku 100 mr

Batch No / 1 V2101822 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 890001552673 Date of Analysis / : 31.10.2021
AHaguTnuyeckuit oTuer Ne JlaTa ananausa

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

Jdara npou3BoacTBa TI'ogen no (BK.I)

Analysis performed according to ND / Ananun3 nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N Test / Ilokazatenn

Result / PesyabTaTsl

Specification / Hopma

1 |Description/ Onncanne

Complies / CooTBeTcTBYyET

| Yellowish white round biconvex tablets with

smooth surface. / Benwle ¢ XKenToBaThiM
[ oTrenkom KpYTJIble IBOSIKOBLIMYKJIble TabneTku
C IVIAJIKOM TIOBEPXHOCTHED.

2 | Identification /
MoanuHHOCTD

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 / Bpemst ynepxHBaHUS OCHOBHOTO

MHKAa HAa  XpOMATOrpaMMe  HCIBITYEMOTro
pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHH
yIepKHBaHHUS OCHOBHOTO THKa Ha
XpoMarorpaMMe  pacTBopa  CTaHAapTHOrO
obpasia HHUMecyJHIa (paznen

«KonuuectBeHHOE onpeaenenue»)

3 | Average weight and mass
uniformity / Cpeausas macca
H OJHOPOJHOCTBH MaCChI

4 |Dissolution/ P_ac;Bopame

308.2 mg/308.2 mr

Complies / CooTBeTcTBYyET

310 mg+5.0% /310 mMr=5,0%

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

2/20 tablets — NMT + 10 % /
2/20 Tabnetok — He 6onee = 10 %

197 %, 96 %, 96 %, 97 %, 96%, 98 %

Not less than 75 % (Q) of labeled amount of
| C13H12N>05S nimesulide is dissolved in 45
minutes / He Menee 75 % (Q) ot
HoMHRaneHOro cogepxkanust Ci3H|2N2OsS
(aumecynun) yepes 45 MUH.

5 Water / Boga

I

2.6%

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

Remarks : The Product conforms to ND /

IIpumeuanne: [IponykT cooTBercTBYeT Tpeboanusim HJI

Conclusion : APPROVED /
3axkmaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: ITposepeHo: Onobpeno: Menemkep / PykoBoauTe b
Ankit Himesh Kug//p Pawan Kumar

Print Date / Print Date / Print Date /

Jarta: 31.10.2021 Jara: 31.10.2021 Hara: 31.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L§5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTH®UKAT AHAJIH3A

www.drreddys.com

Page20of3/Crp.2 133

Product Nise tablets 100 mg

MpoaykT Haii3®, rabnerku 100 mr

Batch No / : V2101822 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 TabneTox
Analytical Report No / : 890001552673 Date of Analysis / : 31.10.2021
AHaJuTHYeCKHiH oTueT No JlaTa aHaausa

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

Jara npoH3BoACTEA Toaen oo (BKJI)

Analysis performed according to ND / Ananus nposeaeu o HJL: I1 N012824/03-140119 (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)

Ne Test / Iloxa3zaTeab

| Result / PesynbTaTh!

| Specification / Hopma

6 | Related substances / PoacTBeHHbIE IPHMECH

Impurity A / Ilpumecs A
Impurity B / Ilpumecs B
Impurity C / Ilpumecs C
Impurity D / Tlpumecs D
Impurity E / ITpumecs E
Impurity F / Tlpumece F

Any unknown individual
impurity / Equanunas

|
Less than LOQ (0.0057%)

0.02%
Not Detected
Not Detected
Not Detected
Not Detected

Less than LOQ (0.0143%)

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6oxee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

OAHOpPOAHOCTH J03HPOBAHUS

HeUAeHTHPHUIHUpYeMast
| IpUMECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6osee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.7 Acceptance value (AV) should be not more

nomkeH 6uITh He 6onee 15,0

8 | Microbial limits / Muxpo6uoJjioruueckasi YucToTa

a) Total aerobic microbial
count / Obuiee Yucno

<10 CFU/g/
<10 KOE/r

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

than 15.0 / Iokazares npuemaeMoctH (AV)

a3p06Hbe MUKPOOpPraHHu3MOB

' b) Total combined yeasts and
mould count / O6mee uncio
IPOMIKEBBIX U INIECHEBBIX

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

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

rpubos
') E. coli Absent / Shall be absent in 1g/
OTCyTCTBYET JIOMmKHEI OTCYTCTBOBaTh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanne: [IpoaykT cootBeTcTBYeT Tpebosanuam HJL 3axmouenne: OQJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoxgrorosieHo: [IpoBepeHo: Onobpeno: Menenxep / PykoBoauTensb
Ankit Himesh KM Pawan Kumar
é%’ k &/
Print Date / Print Date / Print Date / '
Hara: 31.10.2021 Jara: 31.10.2021 Jara: 31.10.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabnerku 100 mr
Batch No / : V2101822 Batch Quantity / : 25,00,000 tablets /
Cepusa No O0bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001552673 Date of Analysis / : 31.10.2021
AnanuTuyecknii oruer Ne JlaTta aHanusa
Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024
JlaTa npou3BOACTBA T'ogen Ao (BKJ)

Analysis performed according to ND / Anasnus nposenen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / Iloka3aTensn

Result / PesyabTaThl

Specification / Hopma

9 | Assay/ KonnmuecTBennoe
onpeaeneHue

99.4 mg/99.4 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N20s5S Nimesulide in tablet /
Or 90,0mr go 110,0mr Ci3H2N2OsS
(nuMecynun) B TabneTke

10 |Package/ Ynaxkoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IMBX/amomunues om 6auctepe. ITo 2
GaucTepa BMECTE C WHCTPYKLMEH MO
TPUMEHEHHIO B MA4Ky KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerox B TIBX /
amomuHueBom 6imcrepe. Ilo 1, 2, 3 unn 10
67IMCTEpOB  BMECTE€ C  MHCTpyKUueH ro
NPUMEHEHHIO B NMaYKy KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CootBercTByeT TpebOBaHUAM

According to ND /
B cooteercreuu ¢ HJJ

12 |Storage conditions /
XpaneHnue

Store protected from light below 25°C / B 3auiuiieHHOM OT CBETa MECTE MpH

TeMmneparype He Bole 25°C

13 | Shelf life / Cpok roanocTn

3 years / 3 roaa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameuanne: [ponykt coorBeTcTBYET Tpebosannam HI 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[NoarotosieHo: IposepeHo: Onobpero: Menemxep / PykoBoauTensb
Anij// Himesh Kumar \ 7= Pawan Kumar R\W/

Print Date / Print Date / Print Date /

Hara: 31.10.2021 Hara: 31.10.2021 Jlara: 31.10.2021
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