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Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2100146 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O06vem cepuu 25,00,000 TabneTok
Analytical Report No / : 890001503074 Date of Analysis / : 31.01.2021
A”aautudeckuii otyer Ne Jara ananusa
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JaTta npon3soacTea Toaen no (Bku1)
Analysis performed according to ND / Ananu3s nposegen mo H/I: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

[ Ne Test / Iloka3arean

] Result / PesyabraTsl Speciﬁcati)n / Hopma |

1 |Description / Onncanune

Complies / CooTBercTByeT Yellowish white round biconvex tablets withlf
smooth surface. / Bensle ¢ xenroBaTbiM
OTTEHKOM KpPYTJIblE NBOSKOBBIIYKIIBIE TAOIETKH
C [IAAKOMH NOBEPXHOCTHIO.

2 Identification /
Hoanunuocre

Complies / CootBercryer The retention time of principal peak in the
chromatogram  of  test  solution  should
correspond to retention time of principal pcak in
' Nimesulide standard solution chromatogram
nnder Assay / RpeMs yaep¥HRaHMS OCHORHOTO
NMKA Ha XpOMarorpaMme  HCIBITYEMOIro
pacTBOpa JODKHO COOTBETCTBOBATH BPEMEHH
YIAEePKUBaHUs OCHORHOTO nvika Ha
AfWrwdin e, (1At rpa LldHAdPH HULY
obpazua TTHMeCYH/In (pasoen
«KonudecTBeHHOE Onpe/ieieHre)

H OJHOPOAHOCTh MACChl

3 | Average weight and mass 307.4 mg/307.4 mr 310 mg+£5.0%/310 Mr+5,0%
uniformity / Cpeansas macca

Complies / CooTBercTBYET 18/20 tablets - NMT + 5 % /
18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 rabnerok — He 6osnee £ 10 %

4 | Dissolution / PacTreopenne 98 %, 99 %, 96 %, 100 %, 100 %, |Not less than 75 % (Q) of labeled amount of

99 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMUHaNBHOrO cogepxanus Ci3HiaN2OsS
(Humecynun) yepes 45 MUH.

5 |Water/Boaa 2.2 Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumenanne: Ipoaykt cootBeTcTBYET Tpebosannsam HJJ 3axaouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Mandger / Executive /
IToarorosnexo: ITposepeno: Onobpeno: Menemxep / P KOBOZUTEID
Pardeep Kumar Qﬁ’ Himesh Kum — Pavan Kumar Sharma '

Print Date / Print Date / Print Date /
Hara: .31.01.2021 Hara: 31.01.2021 HJara: 31.01.2021

Registered Otfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Pruduct : Nise tablets 100 mg
Hpoaykr  : Haiiz®, Tabnerku 100 mr
Batch No/ : V2100146 Ratch Quantity / : 25,00,000 tablets /
Cepnn Ne Obbem cepuu 25,00,000 1abnerok
Analytical Report No / : 890001503074 Date of Analysis / : 31.01.2021
AHAJINTHYECKHIT oTyeT No Jlara anaanza
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
Jata npousBoacrea I'ogen go (Bx.T)
Analysis performed according to ND / Ananns nposexen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mzm, No 1 ot 08.06.2020, amend Nt 2 f1om 10.08.2020 / wam. Ne 2 ot 10.08.2020)

Ne | Test / IlokaszaTenn | __Result / PesyanTaTst | Speciﬁcaﬁon / Hopma
6 |Related substances / PoacTeennsle npumecu
Impurity A / Tlpumecs A NMT 0.20 % / He Gonee 0,20 %

BDL (Disregard Area 808)

Imputity B / Tpumecs B Less than LOQ (0.0084%) NM'1' U.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity E / [Ipumecs E BDL (Disregard Area 808) NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %,
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %

impurity / LanHuanas
HEI1ae1 ITI‘ICbI‘lL[I{p)’GMllfI

npUMect.
Lol impurldes / Cymma U.04 % NMT 1.5 % / He 6omee 1,5 %
NIpMMECEi

7 | Uniformity of dosage units / 4.9 Arceceptance value (AV) ghould be not more
OnanopoaHocTh K03UPOBAHHS than 15.0/ IToxazatens npuemiemoctu (AV)

JIOJIXKEH OLITL Tie Gosee 15,0

8 | Microbial limits / Mukpo6uonoruyeckas uucrora

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOGHBIX MHKPOOPraHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / O6wee mcao Mecuee 10 K OE/r ITe Gunee 100 KOE/1:
APOXKXKEBBIX H IVICCHEBBIX
rpuboB
¢) E. coli Absentin 1g/ Shall he ahsent in 1g/
OtcyTcryeT B 1 HomxHel oTCyTCTBOBaTL B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanue: [1poaykT cootBeTcTBYET TpeGoBanuam HJI 3akmouenune: OQJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosnero: IIposepeno: Onobpeno: Menemxep / PykoBoauTens
Pardeep KumarQ—ﬁ,/ Himesh M Pavan Kumar Sharma ~
Print Date / Print Date / Print Dato /
Jara: .31.01.2021 Hara: 31.01,2021 ITata: 31 01 2021
Registered OfMice: §-2-337, Road No. 3, Banjara Hills, E}yﬁcmbaa = SOOI AL, AP, ITidia

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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CEPTUDPUKAT AHAJIU3A
Page3 of3/Crp.3u33
Product Nise tablets 100 mg
ITpoayxT Haiiz®, tabnerku 100 mr
Batch No / 1 V2100146 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001503074 Date of Analysis / : 31.01.2021
AHaanTudeckuii oTuet Ne JlaTta ananusa
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JlaTa npoM3BoACTBa I'ogen go (BKuT)
Analysis performed according to ND / Ananus nposenen no H/I: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)
N ] Test / IlokazaTenab Result / Pe3yabTaThl Specification / Hopma
9 | Assay/ KoauvecTrBenHoe 98.1 mg/98.1 mr Not less than 90.0 mg and not more than
onpeaeeHue 110.0 mg C,3H;2N>0sS Nimesulide in tablet /
Or 90,0 Mmr o 110,0 Mr CnH]?N,vOsS
(numecynun) B Tabnetke |
10 |Package/ YmakoBka 110 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 Ttabnetok B|carton. / IJo 10 Tabnerox B IIBX /
IBX/amomunuesom Gauctepe. [To 2 | amomunuesom Omucrepe. Ilo 1, 2, 3 mmu 10
GaKcTepa BMeCTe C MHCTPYKUMEH Mo | OnMMCcTepoB  BMECTE ¢ MHCTpYKUMEH 10
DPUMEHEHHIO B MA4YKy KAPTOHHYIO. | IPHMEHEHHIO B NaYKy KapTOHHYIO.
11 |Labeling / MapxupoBka Complies as prescribed / According to ND /
CooTeeTcTBYyeT TpeOOoBaHHAM B coorsercTeuu ¢ HJL
12 | Storage conditions / Store protected from light below 25°C / B 3aumuiueHHOM OT CBETa MECTE IpPH
XpaHeHue TeMIIcparype He Boiuic 25°C
13 | Shelf life / Cpok roanocTu 3 years /3 ropa
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanne: Hpoaykr coorsercTpyet TpebosanusaM HI 3akaouenne: OJOBPEHO
Propared by / Checked by / Approved hy: Manager / Executive /
lloaroToBineHo: ITpoBepeHo: Onobpeno: Menemxkep / PykoBoanTens
Pardeep Kumar Himesh Kumar Pavan Kumar Sharma )
Print Date / Print Date / Print Date /
Hara: .31.01.2021 I_[dld 31.01. 2021 eries] )IaTa 31 01 2021
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