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Product Nise tablets 100 mg

I poaykr Haii3®, tabnerku 100 mr

Batch No / : V2101567 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 TabneTtox
Analytical Report No / : 890001548091 Date of Analysis / : 30.09.2021
AHaAUTHYECKH i oT4eT No JlaTa aHanu3a

Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2024

JaTta nponssoacTea T'ogen ao (BKJT)

Analysis performed according to ND / Ananu3s nposegen nmo HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3mM. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

|" N | ~ Test / IloxaszaTenn

Result / PesyabTathl

Specification / Hopma_

1 |Description/ Onucanune

Complies / CooTBeTcTBYyeT

Yellowish white round biconvex tablets with
smooth surface. / DBenrle ¢ XenTOBaThHIM
OTTEHKOM KPYTJIBIE IBOAKOBBIMYKIIbIE TAONETKH
C TJ1aAKO¥H MOBEPXHOCTHIO.

2 Identification /
ITopnmuHHOCTH

Complies / CooTBeTcTByeT

The retention time of principal_pe_ak_ in the

chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»KuBaHHA OCHOBHOIO

MUMKa Ha  XPOMATOrpaMMe  HCTBITYEMOro
pacTBopa AOJDKHO COOTRETCTBOBATL BPEMEHH
yAEpKUBAHHS OCHOBHOTO MuKa Ha
XpOMATOTpaMME  PacTBOpa  CTaHOApTHOro
obpasua HHMeCYTHaa (pasmen |

«KonnyecrBeHHoe onpeneneﬂue»)

3 | Average weight and mass
uniformity / Cpeanssa macca
U OJHOPOIHOCTHL MaCChl

311.6 mg/311.6 Mmr

Complies / CooTBeTcTBYET

310mg+5.0% /310 mr+ 5,0 %

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

2/20 tablets - NMT £+ 10 %/
2/20 Tabnerok — He 6onee = 10 %

4 |Dissolution / Pacteopenne

95 %, 97 %, 97 %, 96 %, 95 %,

Not less than 75 % (Q) of labeled amount of

_|

94 % C13H12N>OsS nimesulide is dissolved in 45
minutes / He medee 75 % (Q) ot
HoMHHanbHOTo copepkanus Ci3HxN>OsS
(aumecynum) gepes 45 MuUH.
5 |Water/Boga 34 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

IIpumeuanne: IIpofyKT cOOTBETCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by /

[ToArotoBieHo: IIposepeno

Checked by /

Approved by: Manager / Executive /
Onobpeno: Menenxep / Pyxosoaurens

Pardeep Kumar [ Himesh Kumar Pawan Kumar o)

-2 c:_L~f’: A‘¥
Print Date / Print Date / Print Date /
Hara: 30.09.2021 Hara: 30.09.2021 Hara: 30.09.2021

Registered | Tha- Tabad - SU0USH, Telangaltg, muia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



‘..o Dr. Reddy's Laboratories Ltd.

9 © ] i

. Formulation Unit-6

Dr’ Reddy 3 3 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHAJIM3A www.drreddys.com

Page 20f 3 /Crp.2u33

Product : Nise tablets 100 mg

IpoaykT :  Hais®, tadnerku 100 mr

Batch No / : V2101567 Batch Quantity / + 25,00,000 tablets /
Cepus Ne Odnem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001548091 Date of Analysis / : 30.09.2021
AHaJduTUYECKHI oTueT Ne JlaTa aHanu3sa

Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2024

JlaTa npoM3BOACTBA Topen go (Bk)

Analysis performed according to ND / Anasn3 nposegen mo 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 / u3m. Ne 2 ot 10.08.2020)

__Ne Test / [TokasaTesb |  Result/ Pe3yabTaThl | Specification / Hopma B ]
6 |Related substances / PoacTBeHHble IPHMeECH
1 0, 0,
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / [Tpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / TIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual Less than 1.0Q (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Exunu4nas o '
HenaeHTHULHpYeMas
ApHMECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6osee 1,5 %
npumecei
7 | Uniformity of dosage units / 35 - Acceptance value (AV) should be not more
OZHOPOAHOCTL AO3UPOBAHHUS than 15.0 / loka3arens npuemiaemoctd (AV)
JomkeH ObITh He 6onee, 15,0
8 |Microbial limits / Muxkpobunosoruueckas 4HCTOTa . B
a) Total aerobic microbial 15 CFU/g/ Not more than 1000 CFU/g /
count / Obuzee uncno 15 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHH3MOB
'b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
| mould count / Obwee uncno Menee 10 KOE/r He 60nee 100 KOE/r
IPOXIKEBBIX U TUIECHEBBIX
rpubos
¢) E. coli Absent in 1g/ Shall be absent in 1g /
OrcytcrByeT B 1Ir JomxHbI OTCYTCTBOBATE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: [Tponykt cooTBeTcTBYET TpeboBanuaM HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonrotosneHo: IIposepeHo: OpnobpeHo: Menemkep / PykoBoaurens
Pardeep Kumar‘_L_’ Himesh Kl&—‘\_‘ Pawan Kumar )
c"_"“- g (J‘
. -
Print Date / Print Date / Print Date /
Hara: 30.09.2021 Hara: 30.09.2021 Harta: 30.09.2021
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Product Nise tablets 100 mg
IMpoaykT Haiiz®, tabnetku 100 mr
Batch No / : V2101567 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo0bem cepun 25,00,000 TabneTtok
Analytical Report No / : 890001548091 Date of Analysis / : 30.09.2021
AHaTUTHYECKHI oTHyeT No JlaTa aHanu3a
Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2024
Jdata nponssoicTea TogeH Ao (BKJ)
Analysis performed according to ND / Ananus nposexen no HJI: 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 / n3am. Ne 2 ot 10.08.2020)

| Ne | Test / IloxazaTenn Result / PesyabTaThl Specification / Hopma B |
[ 9 |Assay/KonndecrsenHoe 99.9 mg/99.9 mr Not less than 90.0 mg and not more than
onpexeJeHHe 110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 900mMr nmo 110,0mr C13H2N2OsS
(numecynun) B Tabnerke
10 : Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerok B|carton. / [lo 10 Tabnerox B IIBX /
[IBX/amromunueB oM 6nucrepe. Ilo 2 | amomunuesoM Gmucrepe. Ilo 1, 2, 3 wim 10
fIMcTepa BMECTE ¢ MHCTPYKLMEH Mo | GIucTepoB  BMECTE € MHCTPyKUWed no
MPUMEHEHHIO B MAYKy KapTOHHYIO. | IPUMEHEHHIO B [TAYKY KapTOHHYIO.
11 |Labeling / MapxupoBka Complies as prescribed / 'According toND /
CooTBercTBYET TpeOOBaHUAM B cootBercTBuu ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B 3auuiieHHOM OT CBeTa MecCTe IPH
XpaHeHnue TeMmneparype He Boiue 25°C
13 | Shelf life / Cpok rogsocTH 3 years / 3 rona

RemarKks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [TpogykT cooTBeTcTBYET Tpebosanusam HJT 3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToxrotoBneHo: ITposepeHo: Onobpeno: Menemxkep / PykoBonutens
Pardeep Kumar - Himesh Kg‘)’f__,; Pawan Kumar /

Print Date / Print Date / Print Date / |

Hara: 30.09.2021 Jata: 30.09.2021 Hara: 30.09.2021
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