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Product ¢ Nise tablets 100 mg

Mpoaykr  : Haiiz®, tabnerku 100 mr

Batch No/ : V2200738 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O0bem cepun 25,00,000 Tabnetok
Analytical Report No / : 040001560126 Date of Analysis / 1 23.04.2022
AHajanTHyeckyii oTuyet Ne JlaTta anaaunza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa NpoH3BOACTBA Togen go (BKI)

Analysis performed according to ND / Anaaus nposegen mo HJI: T1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
nsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne Test / IoxasaTenn Result / PesyabTaThi Specification / Hopma ]
1 |Description / Onmncanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / benbie ¢ XKeATOBATHIM
OTTEHKOM KPYIJIbIE IBOSKOBBINYK/blE TAONETKH
C IIaAKOM MOBEPXHOCTEIO. [

2 |Identification / Complies / CooTBeTCTBYeET The retention time of principal peak in the
IMofTHAHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaepxHUBaHUs OCHOBHOIO
NMKa Ha XpOMaTrorpaMMme  HCIIBITYEMOIO
[ pacTBOpa HOIKHO COOTBETCTBOBATH BpPEMEHH
yIEepPIKHBAHUS OCHOBHOTO IMKa Ha
XpOMATOrpaMMe  pacTBopa  CTaHJapTHOro
obpasua HUMECYTHIA (pazmen
«Konu4ecTBeHHOE OTNpeneIeHHE)

3 |Average weight and mass 309.8 mg/309.8 mr 310 mg+5.0% /310 Mr£5,0%

Engzzm;ty}:off:ﬁ:[;:acca Complies / CooTBETCTBYET 18/20 tablets —-NMT + 5 %/
AR 18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets —NMT £+ 10 % /
2/20 tabnetox — He 6osee + 10 %

4 |Dissolution / Pacreopenne | 100 %, 98 %, 98%, 100%, 99%, 97% | Not less than 75 % (Q) of labeled amount of

| C13H2N20OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHanbHoro cogepxanust CisHi2N2058 ‘
(uumecynun) yepes 45 MHH.

5 |Water / Bona i 24 % Not morPe than 6.0 % w/w / He 6oee 6,0 %
- |

6 |Related substances / PorcTBenHbIE npUMecH |

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

ITpumeuanne: [TIpoayKT cooTBeTCTBYeT TpeboBanuam HJI 3axmouenue: OJJOBPEHO

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

IMoarorosneno: Pravesh Rana | ITposepeno: Naresh Kumar Onobpeno: Menemkep / PyxoBoauTensb
; {C @/ Amit Kumar J&"’ __}l;_/

Print Date / Print Date / Print Date /

Jara: 23.04.2022 Hata: 23.04.2022 Iara: 23.04.2022
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www.drreddys.com
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Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, tabaerku 100 Mr
Batch No / 1 V2200738 Batch Quantity / : 25,00,000 tablets /
Cepua Ne O61bem cepuit 25,00,000 TabneTok
Analytical Report No / : 040001560126 Date of Analysis / : 23.04.2022
AHaJuTH4YecKHii oTyeT Ne JlaTa aHanusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npou3BOACTBA T'open no (BKuT)
Analysis performed according to ND / Anaaus nposenen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N Test / Iloka3aTens Result / PesyabTaThl B Specification / Hopma |
i 3 0, 0,
Impurity A / Ipumecs A Below Limit of Detection (LOD NMT 0.20 % / He 6onee 0,20 %
:0.0019%)
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ipumecs C ot Fictested NMT 0.20 % / He 6onee 0,20 %
| . .
[ Impurity D / IIpumecs D Below le_l(; 824139?/06;: tion{(LOD NMT 0.20 % / He 6onee 0,20 %
| Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumece F Below Limit of Detection (LOD NMT 0.20 % / He 6onee 0,20 %
= o,
| Any unknown individual AULLSLO) NMT 0.20 % / He 6onee 0,20 %
i Uy, AR M Less than LOQ(0.0143%)
HeuzeHTHGHUHpYeMas
MpHUMECh
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
npumeceit '
7 | Uniformity of a(gzige_units / 1.8 I Acceptance value (AV) should be not more
OaHopoAHOCTL JO3HPOBAHHS than 15.0 / ITokasarens npuemieMocTH (AV)
noskeH 6bITs He 60s1ee 15,0
8 | Microbial limits / MukxpoGuosornueckas 4ucCToTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uee yHcIo Menee 10 KOE/r He 6osiee 1000 KOE/r
a3pOGHBIX MUKPOOPIaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
[ mould count / O6mee uncino Menee 10 KOE/r | He 6omee 100 KOE/r
IPOMOKEBBIX H ILIECHEBBIX |
rpudor
| — ! = ——
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: IIponykt cooTBeTCTBYET TpeboBanuam HJI 3axnouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: Pravesh Rana | IIpoeepeno: Naresh Kumar Onobpeno: Menemkep / PykoBoauTens
‘ ' Amit Kumar L
B B P
Print Date / Print Date / Print Date /
Jara: 23.04.2022 Jlata: 23.04.2022 Jata: 23.04.2022
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Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 Mr
Batch No / : V2200738 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo0Bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 040001560126 Date of Analysis / : 23.04.2022
AHanuTHUYecKHil oTueT No Hara ananusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jlara nponsBoacTBa T'ogen no (Bx.T)
Analysis performed according to ND / Anaaus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020)

) ‘Test / Nokasateas
c) E. coli

No Result / PesyabTaThbl | Speciﬁ_cation / Hopma
Absent / | Shall be absent in 1g/

OrcyTcTBYyeT JomXHBI OTCYTCTBOBaTh B 1 I

|

|Not less than 90.0 mg and not more than |

[110.0 mg C3H2N20sS Nimesulide in tablet /|
Or 90,0 mr 1o 110,0 Mr C]3H|2N305S |

| (Humecynun) B Tabnerke |

9 | Assay/ KosudecTBeHHOe 99.7 mg/99.7 mr

onpenejseHue

10 |Package/ YnaxoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10

blisters and patient information leaflet
in a carton. / [lo 10 Tabnetox B
[IBX/antoMmunuer om 6nucrepe. Io 2

| Gnucrepa BMecTe ¢ MHCTpYKLHMEH MO

NMPpUMEHEHHIO B NNAYKY KapTOHHYIO.

blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amomunreBoM Omuctepe. Ilo 1, 2, 3 unu 10
6IMCTEpPOB  BMECTE C  HHCTPYKLHEH Mo
MPUMEHEHHIO B MAYKy KapTOHHYIO.

11 |Labeling / MapkupoBka

12 |Storage conditions /
Xpaunenue

13 | Shelf life / Cpok rogaocTn

Complies as prescribed /
CootBeTcTBYeT TpeOOBaHUAM

According to ND /
B cootserctBuM ¢ HJ|

| Store prbtf:_cted from light below 25°C / B 3amMiieHHOM OT CBETd MECTE NPH

Temrnepatype He Beiue 25°C

3 years / 3 rona

Remarks : The Product conforms to ND /
Ipumeuanne: [IpogykT coorBercTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToprorosieHo: Pravesh Rana

4

Checked by /
Iposepeno: Naresh Kumar

M,

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykosoAHTeENb
Amit Kumar

jlwiff;- :

Print Date /
Jarta; 23.04.2022

Print Date /
Jata: 23.04.2022

Print Date /
JHata: 23.04.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




