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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTUD®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com Page 1 of 3 /Crp. 1 u3 3
Product : Nise tablets 100 mg
Ilpoaykr : Haiis®, Tabnetku 100 mr
Batch No / : V2201021 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001593222 Date of Analysis / ¢ 31.05.2022
AxanuTudeckmif oryer Ne JlaTa anann3a
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa npou3BoACTBA TI'oxen go (Bxu)
Analysis performed according to ND / Anasn3 nposenen no HJI: IT1N012824/03-140119 (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)

I N | Test / Ilokaszarens

Result / Pe3zyabTatni

Specificati'o—n'/ HOpMi_l

1 |Description / Onucanue

Complies / CootBeTcTBYET

2 |Identification /
IMopanuHOCTSL

Complies / COOTBCTCTByeT_

3 | Average weight and mass
uniformity / Cpeansisi macca
H OJHOPOJHOCTH MACCHI

309.8 mg/309.8 mr

Complies / CooTBeTcTByeT

Yellowish white round biconvex tablets with
smooth surface. / DBenple ¢ enroBaTbiM
OTTEHKOM KPYIJIbIE JBOSKOBBITYKIIbIE TAOIETKH
C IJIaJIKOM TIOBEPXHOCTELIO.

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 / BpeMms yaep>KHBaHUS OCHOBHOTO
NMUKa Ha XpOMaToOrpaMMe  HCHBITYEMOro
pacTBOpa AOJDKHO COOTBETCTBOBAaTH BPEMEHH

yIoepXUBaHUSA OCHOBHOTO TNHKa Ha
XpomarorpaMMe  pacTBOpa  CTaHZAPTHOTO
obpasiia HUMECYIIHa (paznen

«KonuuecTseHHoe onpeneneHue»)
310 mg £5.0% /310 Mmr+ 5,0 %

18/20 tablets —NMT = 5 %/
18/20 tabnerok — He Gonee = 5 %

2/20 tablets —NMT + 10 % /
2/20 Ttabnerok — He Gosee = 10 %

4 |Dissolution / PacrBopenne

97%, 98 %, 98%, 98%, 98%, 98% INot less than 75 % (Q) of labeled amount of

C13H2N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHajbHoro coaepxkanus Ci3Hj2N>OsS
(HuMecynun) yepes 45 MuH.

5 Water / Boaga - |

2.6 %

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

Remarks : The Product conforms to ND /
IIpameyanue: Ilpoaykt coorBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmwyenne: OJJOBPEHO

&

Prepared by / Checked by /
IToaroToeneHo: Ilpoeepeno: Pardeep Kumar
Ankit

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoautens

Pawan Kumar
,{F__

Print Date / Print Date /
Hara: 31.05.2022 Hara: 31.05.2022

Print Date /
Hara 31.05.2022
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Product Nise tablets 100 mg
[poaykr Haiiz®, Tabnetu 100 mr
Batch No / : V2201021 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 tabnerox
Analytical Report No / : 890001593222 Date of Analysis / : 31.05.2022
AHaauTnyeckuii oryer Ne JlaTa ananusa
Date of Manufacture / : MAY 2022 Date of Expiry / : APR.2025
Jara npou3BoacTBa I'open no (BKu1)
Analysis performed according to ND / Auanus nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nu3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne Test / [ToxazaTenan

Result / PesyabTaThl

6 | Related substances / PoacTBeHHbIe IPUMeECH

Impurity A / Tlpumecs A

Less than LOQ(LOQ:0.0057%)

| Speciﬁc;ltion / Hop;aj .

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

NMT 0.20 % / He 6onee 0,20 %

Impurity B / Ipumecs B 0.01%
|

Impurity C / Ilpumecs C Not Detected | NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
[mpurity E / Tlpumecs B Less than LOQ(LOQ:0.0186%) NMT 0.20 % / He 6osnee 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 / Eaquuuunas
HeuaeHTUOULHpYeMast
HpHUMECh
Total impurities / Cymma 0.08 % NMT 1.5 % / He 6onee 1,5 %
npumecei

7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more

| OIIHOpOL(HOCTb AO3UpOBaAHUSA

than 15.0 / IToka3arens npuemiieMocTH (AV)
noJixeH OBITL He 6onee 15,0

8 |Microbial limits / MukpoGuosornyeckasi 44CToTa

a) Total aerobic microbial
count / Obuiee yucno
a3pOOHBIX MUKPOOPTaHHU3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Product conforms to ND /
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusm HJT

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroeneHo: IIporepeno: Pardeep Kumar Onob6peno: Menemxkep / PykoBoauTeb
Ankit 4 Pawan Kumar P

rd

C~ - g
Print Date / Print Date / Print Date /
Hara: 31.05.2022 Hara: 31.05.2022 Hara 31.05.2022
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[Product : Nise tablets 100 mg

IIpoayxr : Haiiz®, Tabnerku 100 mr

Batch No / 1 V2201021 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6Bbem cepum 25,00,000 TabneTtok
Analytical Report No / : 890001593222 Date of Analysis / : 31.05.2022
AHamuTHYecKHii oTueT No Jarta anaanza

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

Jara npou3BoacTBa T'ogen g0 (BKT)

Analysis performed according to ND / Auanus nposegen mo H: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IlokasaTensn Result / PesyabTaThl 1 Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Ob1uee uucno Menee 10 KOE/r He 6onee 100 KOE/r
IPOMOKEBBIX U TUIECHEBBIX
rpubor
c) E. coli h Absent / i Shall be absent in 1g/ B
OtcyTcTByeT JlomKHBI OTCYTCTBOBATE B 1 T
9 | Assay/KonanuecTBennoe 99.1 mg/99.1 mr Not less than 90.0 mg and not more than
onpejgeieHne 110.0 mg Ci3Hi2N20sS Nimesulide in tablet /

| Or 900mr mo 110,0mr Ci3H;2N-OsS
| (Humecynun) B Tabietke

10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 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. / Ilo 10 rtabnerok B|carton. / Ilo 10 Tabnerox B TIIBX /
IIBX/amomunnes om 6nucrepe. Io 3 | amomunueBom Gnucrepe. o 1, 2, 3 wim 10
6nucTepa BMeCTe ¢ HHCTpYKUHel 1o | GiincrepoB  BMecTe €  HHCTPYKLUMEH 110

NPMMEHEHHIO B [TAYKy KAPTOHHYIO. | MPHMEHEHHIO B MaYKy KapTOHHYIO.
11 |Labeling / MapkupoBka | Complies as prescribed / According to ND /
CootBeTcTByeT TpeboBaHHAM B cooteerctBun ¢ HJJ
12 |Storage conditions / Store protected from light below 25°C / B 3aliMIIEHHOM OT CBETa MecTe MpH
XpaHeHnue TeMrneparype He Bbiiue 25°C

13 | Shelf life / Cpox rognoctu 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpnmeuanne: [IpogykT cooTBeTCTBYET Tpebopanusam HJI 3akmiodyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBneHo: ITposepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBogurens
Ankit C"B Pawan Kumar %’r

Print Date / Print Date / Print Date /

Hara: 31.05.2022 Hara: 31.05.2022 Harta 31.05.2022
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