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Product Nise tablets 100 mg

Mpoayst

Ham(kﬁ laoncn\n 100 MI

Jlara mponsBoeacTsa

Topen no (BKJ)

Batch No / : V2200885 Batch Quantity / 1 25,00,000 tablets /-

Cepusi No |O6bem cepnu 25,00,000 TadneTok o
‘Analytical Report No / : 890001591394 Date of Analysis / : 23.05.2022
AnajHTnyeckuil oryet Ne Jata ananusa -
Date of Manufacture / : APR.2022 | Date of Expiry / MAR.2025

| Analysis performed according to ND / Ananns nposenen no H/: 1T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
{13m. Ne 1 ot 08. 06. 2020, amend Ne 2 from 10.08.2020 / u3m. No 2 o1 10.08.2021(})

No
1 Descrlptlon / Onucaune

2 | Identification /
[MToanuuHocTs

TeSt/HOKaJETeJIb i

Specification / Hopma

Result / Pe3ynibTaThi
Complies / CooTBeTcTBYET

~ Complies / CooTercrByer

|Yellow151 white round biconvex tablets with

1smooth surface. / bBenble ¢ KenroBaTbIM
i OTTEHKOM KpYyrible JBOSIKOBbINYKJIbIE TabNeTKH
| € FIaIKO# [I0BEPXHOCTHIO.

"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 / Bpems ynepXMBaHHA OCHOBHOTO

nMKa Ha  XpOMaTOrpaMMe  HCIHBITYEMOrO
pacrBopa HOMKHO COOTBETCTBOBATH BPCMCHH
YAEPIKHBAHMSI OCHOBHOIO nuKa Ha |
XpoMaTorpaMMe  pacTBOpa  CTaHAapTHOro
obpasua HUMECYMAA (pazmen

«Konu4ecTBeHHOE OIpEaeeHHE)

3 | Average weight and mass

H OJHOPOAHOCTE MACChI

uniformity / Cpeansis macca |

309.4 mg/309.4 mr

Complies / CooTBercTByET

310 mg+5.0% /310 Mr+ 5,0 %

| 18/20 tablets ~NMT £ 5 % /
| 18/20 tabnerok — He bonee £ 5 %

2/20 tablets - NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %

4 :M[“)—issolution/ PaCTBopeﬁﬁe

100%, 100 %, 98%, 99%., 100%,
99%

Not less than 75 % (Q) of labeled amount of
C13H,2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHanbHoro cogepacanus CiaHjaN2OsS

| (HuMecynua) yepes 45 MUH.

5 ;:Water/Boaa '

24%

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

Remarks : The Product conforms to ND /
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpedosaHiisam HJI

Conclusion : APPROVED /
3akmyenue: OJOBPEHO

Prepared by /
IMogroTorneHo:
Ankit e

Checked by /
[Iposepeno: Naresh Kumar

e

=

Approved by: Manager / Executive /

Onobpeno: Menemxep / PykoBoauTeb
Manoj Kumar ) 1
e

Print Date /
Jara: 23.05.2022

Print Date /
Jata: 23.05.2022

Print Date /
Jara 23.05.2022
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ﬁ;rnaduct Nisc tablets 100 mg

liﬂpml_ym' Haiisk, tadnetiy 100 mr » S

|Batch No/ ' : V2200885 'Batch Quantity / : 25,00.000 tablets /

Cepusg Ne (O0Bem cepuit 25,00,000 Tadnerok
Analytical Report No / : 890001591394 Date of Analysis / : 23.05.2022
AHaNHTHYECKni oT4eT No ~ MaTa anajansa -
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025 |
Hara npoispoaersa lomen no (BxJ)

Analysis performed according to ND / Anaaus nposenen wo HJ: [1N012824/03-140119 (amend Ne 1 from 08.06.2020/
\3m. Ne 1 o7 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 o1 10.08.202(0)

Ne Test/floxaz.arens N
6 | Related substances / Puuu BLllele nprmMecH

i Result / PesyanraTi

| Speciﬁéulinn/ H Ol)Mi

| Impurity A/ Hpumer A

1
|

!Impurity B / [Tpumece B

! Impurity C/ Ilpumecs C
| Impurity D / Ilpumecs D
Impurity E / Ipumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / Earanunas

Less than LOQ(LOQ:0.0057%)

0.02%
Not Detected

Below Limit of detection
(LOD:0.0049%)

Not Detected

Below Limit of detection
(LOD:0.0045%)

INMT 0.20 % / He Gonee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
INMT 0.20 % / He 6onee 0,20 %
'NMT 0.20 % / He 60osee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

| HeupeHTHOHUHpYeMast 0.02%
fpHMeECh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
| MpHUMecei
7 Uniformity of dosage units / 2.1 Acceptance value (AV) should be not more |

| OﬂHOpO}]HOCTb DO3HMpPOBAHNHA

l count / Obliee ynucno

8 | Microbial limits / Muwpodiio. rmruklumm YHCTOTA
[ a) Total aerobic microbial

' than 15.0/ TlokazaTens npuemaeMocTi (AV)
i,ILOJDKeH 66iTh He Gosee 15,0

5 CFU/g /
5 KOE/r

a3p0BHBIX MUKPOOPraHU3MOB
|

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [Iponykr coorserctyer Tpebosanuam HJJ 3axmwoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonroToBIEHO: [Tposepeno: Naresh Kumar Opobpeno: Menenxep / PyKOBOB,HTeHb
Ankit o~ Manoj Kumar ‘ 1

G R“ @/ “*, wodfLLEL /
Print Date / Print Date / Print Date /
Hara: 23.05.2022 Hata: 23.05.2022 Hara 23.05.2022
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'Product : Nise tablets 100 mg

INpoaykr  : Haits®, Tadnetkn 100 mr o e
{Batch No / 1 V2200885 'Batch Quantity / 1 25,00,000 tablets /
\c episi Ne O6bem cepuu 25,00 00()_'r§9.rlf_:1"91< B
Analytical RepoxtNo/ : 890001591394 Date of Analysis / 1 23.05.2022
AHasnuTHyecknii otyer No JaTta ananusa o
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025

JlaTa nponssoactea Tonen no (BKiI)

Analysis performed according to ND / Ananns nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

L N { Test / [lokasaTein Result / PesynbTaTnl Specification / Hopma
| | b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

mould count / Obiuee uncno Meunee 10 KOE/r | He 6onee 100 KOE/r

NPONOKEBBIX M MIIECHEBBIX ’

rpHoOOR

¢) E. coli Absent / | Shall be absent in lgT - o A~A‘~%
, OrcyTcTByeT | lo/mKHbL OTCYTCTBOBaTh B 1 T }
L9 Aésay / KoanuecTBeHI0e 100.5 mg/ 100.5mr ~ Not tess than 90.0 mg and not more than | i
| onpeaencHue 1110.0 mg C3H,2N205S Nimesulide in tablet /|

'Or 90,0mMr mo 110,0mr C3H;2N2OsS
(HHMCC){IIH}.‘[) B TabneTke

10 | Package / Ynakopka 10 tablets in PVC/aluminum blister. 3| 10 tablets in PVC/aluminum blister. 1r 4,3or10
blisters and patient information ]eaﬂet blisters and patient information leaflet in a
in a carton. / Tlo 10 tabmerok B carton. / Tlo 10 Tabnerox 8 [IIBX /
TIBX/amomunnes om 6nucrepe. [To 3| antomuuueBom Gnucrepe. Ilo 1, 2, 3 uau 10
GnucTepa BMECTE C MHCTpPYKLMEH Mo | GiucrepoB  BMECTE €  HMHCTpyKiHe#  no

IIPUMEHEHHIO B ayKy KapTOHHYIO. | IPHMEHEHHIO B Ma4Ky KaPTOHHYIO.
;,_,11 A Labeling/ Mapkupomca 'Complies as prescribed / ’According to ND /
» | CooTBeTcTBYET TpeOOBaHHAM B cootBercTeuu ¢ HI
[12 Stoi'age conditions / Store pxotected from hght below 25°C / B 3aMIIEHHOM OT CBETa MeCTe_np_M
XpaHenue TemmnepaType He Bbiue 25°C

13 | Shelf life / Cposc rOQHOCTH 3 years/3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumevanne: [TpogykT cooTBeTcTBYET TpebosaHusam HI 3akmouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosnexo: [Iposepeno: Naresh Kumar OnobpeHo: Menemxkep / Pykosonurens
Ankait A~ @ Manoj Kumar A

C/’& e W
Print Date / Print Date / Print Date /
Hata: 23.05.2022 Jara: 23.05.2022 Harta 23.05.2022

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: L85195AP1984PLC004507
www.drreddys.com



