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Product : Nise tablets 100 mg
Mpoaykr : Haiiz®, tabaerku 100 mr
Batch No / : V2101568 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001547358 Date of Analysis / : 29.09.2021
AHAJTUTHYECKHH oT4eT Ne JaTa ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2024
JlaTa npon3BOACTBA TIoxen go (BK)
Analysis performed according to ND / Ananu3s nposeaen no HJ: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IToxaszaTeqn Result / PezynbTaThl Specification / Hopma
1 |Description/ Onucauue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ kenroBaTbiM
OTTEHKOM KPYTJible ABOSKOBBIMYKJIbIE Ta0NETKH
C IJIaAKOH NOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTcTBy€ET The retention time of principal peak in the
HoanuHHOCTB chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>KuBaHHs OCHOBHOTO
NMUKa Ha  XpOMaTOrpaMMe  MCIIBITYEMOro
pacTBopa JOJDKHO COOTBETCTBOBATH BPEMEHH

yAep>KUBaHHA OCHOBHOTO [THKa Ha
XpoMarorpaMme  pacTBopa  CTaHZApTHOTO
obpasua HUMeECYIHIa (pasmen

«KonnuyecTBeHHOE OMpeaeNeHHe»)

3 A_verage weight and mass 309.2 mg/309.2 Mr 310 mg+5.0%/310Mr£5,0%

Erzle;mzwljoff:ﬂl;sz::acca Complies / CooTBeTCTBYET 18/20 tablets —NMT £ 5 %/
aECpes 18/20 Tabnerok — He Honee = 5 %

2/20 tablets —NMT + 10 %/
2/20 tabnerok — He Gosiee = 10 %

4 | Dissolution / PacTtBopeHnne 97 %, 96 %, 95 %, 96 %, 95 %, Not less than 75 % (Q) of labeled amount of
96 % C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHasbHOTO conepkaHus Ci3HjxN>OsS
(Humecynun) yepes 45 MuUH.

5 |Water/Boxa 3.1 % Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoaykT coorBercTByeT TpeboBanusm HJI 3akawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: [IpoBepeHo: Onobpeno: Menemxep / PykoBoauTens
Pardeep Kumarc‘[//’ Himesh KumW Pawan Kumar /C)l_

Print Date / Print Date / Print Date /
Jara: 29.09.2021 JHara: 29.09.2021 Hata: 29.09.2021
EEIstere ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product Nise tablets 100 mg

Ilpoaykr Haiiz®, tabnetku 100 mr

Batch No / 1 V2101568 [Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnertox
Analytical Report No / : 890001547358 Date of Analysis / : 29.09.2021
AHATUTHYECKHI 0TueT Ne Jlara anajusa

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

JaTa npou3BoAcTBA Tonen a0 (BKN)

Analysis performed according to ND / Auaaus nposeaen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. No 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020)

Ne Test / IToxkazaTean

| Result / Pe3yabTaTsl

Specification / Hopma

Related substances / POL(CTBel_mble NpHMeCH

Impurity A / Ilpumecs A
Impurity B / IIpumecs B
Impurity C/ Ipumecs C
Impurity D / Ilpumecs D
Impurity E / Ilpumece E
Impurity F / IIpumecs F

Any unknown individual
impurity / Enuauynas

Less than LOQ (0.0057%)
0.02%
Not Detected
Not Detected
Not Detected
Not Detected

Less than LOQ (0.0143%)

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

HenpeHTuduuupyemas
TIPUMECH
|
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npuMecen
7 | Uniformity of dosage units / 4.6 Acceptance value (AV) should be not more

| OXHOPOAHOCTL J03UPOBAHUA
|

than 15.0 / [Tokaszarens npremiemoctd (AV)
JoJkeH 6eITh He 6onee 15,0

a) Total aerobic microbial
count / Obuiee yucyo

a3po61-u>1x MUKpPOOPraHH3MOB

8 |Microbial limits / MukpoGHoaoruueckas 4ucToTa

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

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

JPOMOKEBBIX U IJIECHEBBIX
rpubor

b) Total combined yeasts and
mould count / Obimee 4HcII0

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1g/
OTtcytcrByeT B 11

Shall be absent in 1g/
JI0JDKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND /
ITpumeuanne: [Ipoxykr coorBercTByeT Tpebopanusm HJL

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[lonroroBieHo: [poBepeHo: OnoGpeno: Menekep / PykoBoauTens
Pardeep Kumar ’f’/ Himesh Kug‘l///_,‘._. Pawan Kumar '

S N
Print Date / Print Date / Print Date /
Jata: 29.09.2021 Hara: 29.09.2021 Jata: 29.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Telr 191 10 4000 2000, Fma 101 10 1000 2000, Emails mail@drreddyc.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q:.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com
Page3of3/Crp.3u3z3

AHAJIUTHYECKHH 0TUeT No

Product : Nise tablets 100 mg

IMpoaykr : Hais®, tabnetxkn 100 Mr

Batch No / : V2101568 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0BeM cepun 25,00,000 Tabnetok
Analytical Report No / : 890001547358 Date of Analysis / : 29.09.2021

JlaTa ananusa

JaTa npon3BoACTBA

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

TogeH Ao (BK)

Analysis performed according to ND / Anasus nposeaen mo HJI: II N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

- Ne Test / IloxazaTenb Result / PesyasTaThl ) Specification / Hopma
9 | Assay/ KonunuecTBenHoe 100.1 mg/100.1 mr Not less than 90.0 mg and not more than
ompeaeeHue 110.0 mg C;3H;2N-0sS Nimesulide in tablet /

Or 90,0mr mo 110,0mMr Ci3H;pN.OsS
(uumecynun) B TabieTke

10 |Package/ YnakoBxa

10 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. / Tlo 10 Tta6nerok B|carton. / Ilo 10 Tabnerok B IIBX /
[IBX/amoMunrues om 6auctepe. Io 2 | amomuuuesom 6Gnuctepe. Ilo 1, 2, 3 wm 10
fnucTepa BMecTe C MHCTpYKUMel 10 | OlMcTepoB  BMeCTE € MHCTPYKLHMEH 110

NIPUMEHEHHIO B MAYKy KapTOHHYIO. | NPMMEHEHHIO B MaYKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootgetcTByeT TpebORAHHAM B coorBerctum ¢ HJI

12 | Storage conditions /
Xpanenue

Store protected from light below 25°C / B 2alllUIIEHHOM OT CBETA MECTE NpPH
TeMImepaType He Bbile 25°C

13 |Shelf life / Cpok rognocTx

3 years/ 3 roma

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: ITpoaykT coorBeTcTBYeT TpeboBaHusM HJL 3akauenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneHo: IIpogepeHo: Onobpeno: Menemiep / PykoBoauTeNnn

Pardeep Kumar f/, Himesh Kum;l”/’: Pawan Kumar
= —= ~ =z ﬁg

)

Print Date / Print Date / Print Date /
Hata: 29.09.2021 Hara: 29.09.2021 Jara: 29.09.2021
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