Dr.Reddy’s ":

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

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

CERTIFICATE OF ANALYSIS

Tel : 491 98166 56001-02

CEPTHO®UKAT AHAJIU3A www.drreddys.com
Page 1 0of3/Crp.1u3 3

Product Nise tablets 100 mg
IIpoayKT Haii3®, tabnerxu 100 mr
Batch No / : V2200100 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne OGbem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001508010 Date of Analysis / : 31.01.2022
AHanuTHYecKHil oTyeT Ne Hara ananusa
Date of Manufacture / : JAN.2022 Date of Expiry / : DEC.2024
JaTa npou3BOACTBA Togen po (B.)
Analysis performed according to ND / Ananus nposeaen no HJI[: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne Test / Iloka3aTens Result / PesyabTaThl | Specification / Hopma

1 | Description / Onucanue Complies / CooTBercTByeT Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ »xenroBaTeiM
OTTEHKOM KpYTJible IBOSKOBBINYKJIbIE TabneTku
C [NIaJKO# TOBEPXHOCTHIO.

2 | Identification / Complies / CooTBercTByeT The retention time of principal peak in the

MoamuuHocTHL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>KUBaHHsi OCHOBHOIO
MKa Ha XpOMAarorpaMMe HUCHBITYEMOTro
pacTBopa HOJKHO COOTBETCTBOBATH BPEMEHM
yIep>KUBaHUSA OCHOBHOT'O nvka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAApPTHOTO
obpasua HUMECYJIHIA (pasmen |
«KonnuecTBeHHOE OMpeaciieHUEN)

3 | Average weight and mass 311.7mg/311.7 mr 310 mg£5.0 % /310 mr + 5,0 %

uniformity / Cpextisia Macca Complies / CootBercTByeET 18/20 tablets —-NMT £ 5 % /

1 GUMOPCAHOCKE MACCEI 18/20 tabnerok — He Bonee = 5 %
2/20 tablets - NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %

4 | Dissolution / PacTBopeHune 96 %,97 %, 97%, 99 %, 99%, 97 % | Not less than 75 % (Q) of labeled amount of
C13H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanbHoro comepxanust CiaHaN-OsS
(numecynun) yepes 45 MUH.

5 |Water /Boaa 22% Not more than 6.0 % w/w / He Gonee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboanusaM HJI 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToryeHo: [posepeno: Himesh Kumar Opnobpeno: Menenxep / PykoBoanTens
Pardeep Kumar _ Manoj Kumar = J’
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Print Date / Print Date / Print Date /
Hara: 31.01.2022 I[aTa 31. 01 2022 IIaTa 31.01. 2022
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Product Nise tablets 100 mg
IpoaykT Haiiz®, Tabnerxku 100 mr
Batch No / £ V2200100 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nem cepun 25,00,000 Tabaetok
Analytical Report No / : 040001508010 Date of Analysis / : 31.01.2022
A"aauTHyecKkuii oTuer Ne JlaTa aHann3a
Date of Manufacture / : JAN.2022 Date of Expiry / : DEC.2024
JlaTa npou3BoAcCTBa T'onen ao (BKII)
Analysis performed according to ND / Ananu3 nposeaen no HJI: TT N012824/03-140119 (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)
Ne Test / IlokasaTesb | Result / Pe3x{lb_TaTl>l | Specification / Hopma __
6 |Related substances / PoacTBeHHbIe IpUMecH
: ‘ (1] 0,
Impurity A / Tlpumecs A ' Less than LOQ (LOQ : 0.0057) NMT 0.20 % / He 6onee 0,20 %
Impurity B / I[Tpumecs B Less than LOQ (LOQ : 0.0084) NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs 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 / Ipumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / Enuananas '
HenaeHTHOHLUHpYeMas
npHMech
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMecer
7 | Uniformity of dosage units / 33 Acceptance value (AV) should be not more
OIHOPOAHOCTH A03HPOBAHUS than 15.0 / IToka3arens npueMnemMoctH (AV)
nomkeH OpITh He Gonee 15,0
8 Mlcroblal limits / MuKpo6HO/10ruyecKas 4McroTa
' a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61mee 4yucio Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MMKPOOPTaHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O61mee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U TIECHEBBIX
rpubos
¢) E. coli Absent / Shall be absent in 1g/
] OrcyTcTBYET ‘ JloKHBI OTCYTCTBOBATh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /

3axawouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToxroroBneno: INpoBepeno: Himesh Kumar Onobpeno: Menemkep / PykoBoauTeb
Pardeep Kumar (_\( C)l,";’ Manoj Kumar )
Print Date / Print Date / Print Date /
Hata: 31.01.2022 HaTa' 31.01.2022 Hara: 31.01. 2022
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Product : Nise tablets 100 mg

Mpoxyxr  : Haiis®, Tabnerkm 100 mr

Batch No / : V2200100 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O61Lem cephu 25,00,000 tabnetok
Analytical Report No / : 040001508010 Date of Analysis / : 31.01.2022
AHanuTHYECKHI oTyeT Ne JlaTa aHaJu3a

Date of Manufacture / : JAN.2022 Date of Expiry / : DEC.2024

JaTa npon3BoicTBA Tonen go (BKJT)

Analysis performed according to ND / Ananus nposexen o HJI: ITN012824/03-140119 {(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)

Ne Test / IloxasaTeb | Result / PesyabTaThbl Specification / Hopma
9 | Assay/ KoauuyecTBeHHOe 99.4 mg/99.4 mMr Not less than 90.0 mg and not more than
omnpeneleHHe 110.0 mg C;3H12N-OsS Nimesulide in tablet /

Or 90,0mr g0 110,0mr Ci3H;2N2OsS
(numecynun) B Tabnerke

10 |Package/ YnmakoBKa 10 tablets in PVC/aluminum blister. 2 | 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. / ITo 10 Tabneroxk B|carton. / Ilo 10 Tabnerox B IIBX /
IBX/antomunues om 6muctepe. Io 2 | amomuunesom 6muctepe. Ilo 1, 2, 3 wim 10
GnucTepa BMECTE C MHCTPYKUKEH 10 | OIHCTEpoB  BMecTe € HHCIPYKLMEH 110

[ NPHUMEHEHHUIO B [1a4Ky KAPTOHHYIO. | IPUMEHEHHUIO B Ia4Ky KapTOHHYIO.
11 | Labeling / MapkupoBka Complies as prescribed / | According to ND /
CooTBeTcTBYET TpeOOBaHUAM B cootsercrun ¢ HJI
12 |Storage conditions / Store protected from light below 25°C / B sammmeHHOM OT CBETa MECTE IpH
XpaHenne Temmneparype He Boire 25°C

13 | Shelf life / Cpok roagnoctn 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: Ipoaykt cooTBeTcTBYET TpeboBanusam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarororneHo: IIpoeepero: Himesh Kumar Onobpeno: Menemxkep / Pykosoaurens
Pardeep Kumar Manoj Kumar :

¢’. C:;,L_g @, L
Print Date / Print Date / Print Date /
Harta: 31.01.2022 . IIaTa 31.0L 2022 L I[aTa 31, 01 2022 .
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