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Product Nise tablets 100 mg

| Mpoayxr Haiis®, Tabnerku 100 mr

Batch No / 1 V2200832 Batch Quantity / :+ 25,00,000 tablets /
Cepus Ne O0BbeM cepHHU 25,00,000 TabneTok
Analytical Report No / : 040001569321 Date of Analysis / : 11.05.2022
AHaJHTHYeCKHIi oTueT No JaTa ananusa

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

JlaTa npoH3BOACTEA Tomen a0 (BK)

Analysis performed according to ND / AHanu3 nposeaex no HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020)

Ne Test / [Toka3zarennb

Result / Pe3yabTaThl

Specification / Hopma

1 |Description / Onucanue

Complies / CootBeTCTBYET

Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XEITOBATHIM
OTTEHKOM KpYrible JIBOSKOBBIMYKITBIC
TabJIeTKH ¢ TIaJKOH TOBEPXHOCTRIO.

2 Identification /
MoaNuHHOCTH

Complies / CooTBETCTBYET

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 / Bpewms
yAepIKUBAHHA OCHOBHOT'O MyKa Ha
XpOMATOTPaMME  MCIBITYEMOro  pacTBopa
JOJDKHO COOTBETCTBOBATD BpEMEHH
yOEP>KUBaHHUS OCHOBHOTO nHKa Ha
XpoMaTorpamMMe  pacTBOpa  CTaHHApTHOro
obpazua HUMECYIUAa (pazpen

«KonuuecTBEHHOE ONpesIENeHHEN)

Average weight and mass

U OAHOPOAHOCTb MACChI

uniformity / Cpeanssa macca

306.4 mg / 306.4 Mr

Complies / CooTBeTCTBYET

310 mg £ 5.0 % /310 Mr+ 5,0 %

18/20 tablets —NMT £ 5 % /
18/20 tabneTok — He Bonee £ 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnerok — He Honee = 10 %

4 |Dissolution / PacTBopenue

98 %, 101 %, 100%, 96%, 94%, 99%

Not less than 75 % (Q) of labeled amount of
C3H;>N-OsS nimesulide is dissolved in 45
minutes / He mexee 75 % (Q) ot
nomunaneroro coaepxanust C3H1aN20sS
(HuMecyu) Yepes 45 MUH.

5 |Water /Bona

2.6%

Not morPe than 6.0 % w/w / He 6ounee 6,0 % |

6 |Related substances / PoacTBenHble mpumect

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoayKkT cooTBETCTBYET TpeOOBaHNIAM HJT

—

Conclusion : APPROVED /
Zakmouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Moxarotos/ieno;: Pawan Kumar | ITpoepeHo: Naresh Kumar Opobpeno: Menemxep 4 Pykopoaurens
M 2‘ Abhishek Chauhan &, y r
‘ A =~ _

Print Date / Print Date / Print Date /
Jara: 11.05.2022 Hara: 11.05.2022 Tara 11.05.2022
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Product Nise tablets 100 mg
[poaykr Haiiz®, tabnerku 100 Mr
Batch No / : V2200832 Batch Quantity / + 25,00,000 tablets /
Cepust Ne O6LeM cepun 25,00,000 Tabnetok
Analytical Report No / : 040001569321 Date of Analysis / : 11.05.2022
AHanuTHuyecKMil oTueT Ne JaTa ananmnsa
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jdara npousBoacTBa Tonen a0 (Bx1)
Analysis performed according to ND / Ananns npogexex no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| N | Test / IlokasaTenb Result / PesyabTaThl 1 Specification / Hopma
I = . AN o )
| Impurity A / Ilpumecs A Less than LOQ(LOQ:0.0057%) |NMT 0.20 % / He Gontee 0,20 %
|
[mpurity B / IIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
| Impurity D / IIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
| [mpurity E / [Ipumecs E Below limit of detection (LOD: 0.0062%) | NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Below limit of detection (LOD: 0.0045%) | NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He Gosee 0,20 %
impurity / EnuHnunas
HenaeHTUULUpYeMast
NpHMEChH
Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %
| npumecei
7 | Uniformity of dosage units / 2.6 Acceptance value (AV) should be not more |
! OaHOPOAHOCTD 103HPOBAHUSA than 15.0 / INokasarens npuemiemMocty (AV)
noJDkeH 6bITh He 6onee 15,0
| 8 | Microbial limits / Muxkpobuonoruuecikas 4Y4McToTa B |
| a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g / |
count / Obee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHEIX MUKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
[ mould courl / OOwee HueIy Mener 10 ICOL/ TTe. Gonee. 100 TCOL/T
| APONOKEBBIX M MIICCHEBBIX
rpubos
I A =

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Remarks : The Product conforms to ND /
IIpumeuanue: [Tponykr coorBercTByeT Tpebosanusm HJY

Approved by: Manager / Executive /
Onobpeno: Menemxkep|/ PyxoBoaurens
Abhishek Chauhan

Prepared by / Checked by /
TMogrorosaeno: Pawan Kumar | IIposepero: Naresh Kumar

‘_*}“‘%' ©

Priut Date /
Hata 11.05.2022

Print Date /
Jata: 11.05.2022

Print Date /
Hara: 11.05.2022
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Product : Nise tablets 100 mg

Mpoayskr  : Haiiz®, tabnerku 100 mr

Batch No / : V2200832 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6nbemM cepunl 25,00,000 tabaerok
Analytical Report No / : 040001569321 Date of Analysis / : 11.05.2022
AHanuTuyecKni oT4eT Ne Jara anaausa

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

JlaTa npoH3BOJACTBA Ionen no (BKrN)

Analysis performed according to ND / Auanus nposeaen mo HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
p3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

|jN9_' ~ Test/ IokazaTean Result / Pe3yabTaThl | Specification /:HopM—a |
| ¢) E. coli Absent / | Shall be absent in 1g /
OrtcyTCcTBYET lHOJ'DKHLI OTCYTCTBOBaTh B 11
9 |Assay/KonnuyecTtBeHHOe 98.6mg / 98.6Mr [Not less than 90.0 mg and not more than
onpejeeHne 1110.0 mg Cy3HaN2OsS Nimesulide in tablet /

Or 90,0mMr mo 110,0mMr C;3Hi2N2OsS
(numecynun) B TabneTke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerok B|carton. / ITo 10 Tabnerox B IIBX /
IIBX/amomunues oM Oincrepe. [lo 2 | anroMiHHEBOM omdctepe. Ilo 1, 2, 3 unu 10
GmicTepa BMECTE C MHCTPYKUHEH o |GMMCTEpOB BMECTE C  MHCTpYKLHeH 110

NPUMEHEHHIO B NTa4Ky KapTOHHYIO. TPUMEHEHHIO B NTAYKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteeTcTBYyeT TpeOOBaHUAM B cooteerctBuu ¢ HI|
= _
12 |Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CB€Ta MeCTe IpU
XpaHeHue | Temniepatype He Bpie 25°C
|

13 | Shelf life / Cpok roaHocTH | 3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBankam HJI 3axawoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moarotosieno: Pawan Kumar | IlpoBepeno: Naresh Kumar Onobpeno: Menemkep,/ Pykosogurenn
N~ 6;. Abhishek Chauhan l

y_'QL B =~ ;&,.._..«
Print Date / - Print Date / Print Date /
Hara: 11.05.2022 Hara: 11.05.2022 Hara 11.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



