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Product : Nise tablets 100 mg
IipoaykT : Haiiz®, tabnerku 100 mr
Batch No / : V2101821 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo6bem cepuu 25,00,000 tabnetok
Analytical Report No / : 890001557333 Date of Analysis / : 23.11.2021
AHanuTHYeCKHH oTyeT Ne JlaTa ananusa
Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024
JlaTa npou3BOACTBA T'opeH no (BKI)
Analysis performed according to ND / Ananus nposeaes no HJ: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

Ne Test / Hokasarenn Result / PesysbTaThl Specification / Hopma

1 |Description / Onucanue Complies / CooTreTcTBYET Yellowish white round biconvex tablets with

smooth surface. / Benrle ¢ XKenToBaThiM
OTTEHKOM KPYIJIBIE IBOSIKOBBIMYKIIbIE TabIeTKH
C [NaAKO NOBEPXHOCTEIO.

IMognuHHOCTL

2 | Identification / Complies / CooTBeTCcTBYET 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 / Bpemsa ynepHBaHUsl OCHOBHOIO
NYKa Ha XPOMATOrpaMMe  UCHIBITYEMOro
pacTBopa HO/DKHO COOTBETCTBOBaTh BPEMEHH

yIaepKUBaHUs OCHOBHOTO MHKa Ha
[ xpomaTorpamMme  pacTBOpa  CTaHAAPTHOTO
| o6pasua HUMECYUAa (pazzen

«KonuuecTBeHHOE onpeneneHHe»)

uniformity / Cpeansas macca
H OTHOPOJHOCTL MACChI

3 |Average weight and mass | 309.1 mg/309.1 mr 310 mg+5.0%/310Mr+5,0%
Complies / CooTBeTcTBYET 18/20 tablets - NMT + 5 %/ [

18/20 tabnerok — He 6onee = 5 %

2/20 tablets — NMT + 10 %/
2/20 tabnerok — e 6osee += 10 %

4 | Dissolution / PacTBopeHue 96 %, 95 %, 96 %, 98 %, 95%, 96 % | Not less than 75 % (Q) of labeled amount of

C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHansHoro conepxanus C3H2N20sS
(Humecynun) yepes 45 MHH.

| Water / Bopa

|

2.5% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

Ipumeuanue: IlponykT cooreTcTBYeT Tpebopanusm HJI 3aknouenue: Q[JOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /
IToarorosneno: IIpoBepeHo:

Ankit }\ Himesh Kuw. Amit Kumar N
( -_.‘__..-/' = . [ 5_.,,.::/,'/

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

Print Date / Print Date /

JHara: 23.11.2021 Hara: 23.11.2021

Print Date /
Hara: 23.11.2021
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Product : Nise tablets 100 mg

IMpoayxr : Haiiz®, Tabnerku 100 mr

Batch No / 1 V2101821 Batch Quantity / : 25,00,000 tablets /
Cepus No O61bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001557333 Date of Analysis / : 23.11.2021
AHaanTH4YecKHi oTyeT Ne JlaTa aHajiu3a

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npoH3BOACTBA I'oaen go (BKT)

Analysis performed according to ND / Ananus nposeaen no HJ{: [T N012824/03-140119 {amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTenn | Result / PesyabTaTsl | Specification / HOpMT
| 6 | Related substances / PoacTBeHHble MpHMeECH
- 1) 0,
| Impurity A / Ilpumech A Less than LOQ (0.0057%) NMT 0.20 % / He Gosee 0,20 %
| Impurity B / TIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumece D Not Detected NMT 0.20 % / He 6onee 0,20 %
|
Impurity E / IIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Equanunas '
HEWACHTUOHLMpYeMast
NPHUMECH
| Total impurities / CymMma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npuMecen
-7 | Uniformity of dosage units / 3.5 Acceptance value (AV) should be not more
OIHOPOAHOCTH A03HPOBAHUS than 15.0 / ITokasatens npuemnemoctd (AV)
1 JIOJDKEH ObITh He 6onee 15,0
8 | Microbial limits / Muxpo6uosoruyeckas 4ucToTa
| a) Total aerobic microbial <10 CFU/g/ Not more than 1000 CFU/g /
| count / O61wee yucio <10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MHKPOOPraHH3MOB
b) Total combined_yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
| mould count / O6mee yucno Megree 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U IUIECHEBBIX
| rpuboB
1 —
¢) E. coli Absent / Shall be absent in 1g/
OrcyTcTBYET JIOJDKHBL OTCYTCTBOBAThH B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [TponyKT cooTBeTCTBYET TpeboBanusm H/L 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloaroroBieHo: [IposepeHo: Ono6peno: Menemxep / PykoBoauTenb
Ankit _ Himesh I(Cu;g’/’_/‘;‘ Amit Kumar A~
L-;fL' _ (Sf/
Print Date / Print Date / Print Date /
Jarta: 23.11.2021 Hara: 23.11.2021 Jara: 23.11.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product Nise tablets 100 mg

IMpoaykTt Haii3®, Tadaerku 100 mr

Batch No / : V2101821 Batch Quantity / : 25,00,000 tablets /
Cepns Ne Oo6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001557333 Date of Analysis / : 23.11.2021
AHanuTHYecKni oTueT Ne JlaTa aHann3a

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npou3BOACTBA Tonen 10 (BKJI)

Analysis performed according to ND / Auanus nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| Ne Test / IlokazaTenn

Result / PesyabTaThl

Specification / Hopma

9 | Assay/KoauuyecTtBeHHoe
onpeneleHue

99.4 mg/99.4 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H;2N-0OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mr Ci3H;pN2OsS
(Humecyun) B TabneTke

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / IlTo 10 Tabnerok B
[IBX/amomunues oM Gnuctepe. Ilo 2
6JKcTepa BMECTe ¢ MHCTPYKLIMEH Mo
NPUMEHEHHIO B NAYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10|
blisters and patient information leaflet in a
carton. / Tlo 10 Tabmerox B IIBX /
amomunreBoM 6aucrepe. o 1, 2, 3 mnmu 10

11 |Labeling / MapkupoBka

Complies as prescribed /
CooTseTcTByeT TpeOOBaHHUAM

GIHCTEPOB  BMECTE C  MHCTPYKLMEH MO
| BPHMCHEHIAIO B MUKy KapTOHHYIO.
| According to ND /

B coorsercreuu ¢ HA,

12 Storage conditions /
XpaHeHue

Store protected from light below 25°C / B 3auuieHHOM OT CBeTa MecTe NpH

Temmepatype He Boie 25°C

13 | Shelf life / Cpok roguocts

3 years / 3 roma

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [TponyxT cooTBeTcTBYET TpeboBanuam HJT 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TloaroroBneHo: IIpoBepeHo: Onobpeno: Menemxep / PykoBoauTens
Ankit } Himesh Kumar Amit Kumar N

Print Date / Print Date / Print Date /

Jara: 23.11.2021 Hara: 23.11.2021 Hara: 23.11.2021
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