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[Product : Nise tablets 100 mg —‘
Npoaywri Haiiz®. tabaerkn 100 mr - -
Batch No / 1 V2201846 Batch Quantity / :+ 25,00,000 tablets /
Cepnsa Ne Oo0nem cepHu 25,00,000 tabneTox
Analytical Report No / : 890001620978 Date of Analysis/ : 16.10.2022
AHAAMTHUYeCKH# oTyeT No Jlara aHanu3a
Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025
Jata npou3soacTsa Tonen a0 (BKJ)
Analysis performed according to ND / Ananus nposeaed o HJ: T1 NO12824/03-140119 (amend Ne 1 from 08.06.2020 /
wan. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020)
| Ne | ~Test / Ilokasare/b __} ~_ Result LPe‘;}'Ji_bTaT_l_,l __ Specification / lﬂ'pmi __ __ |
[ 1 |Description/ Onuncanne Complies / CooTBeTcTBYET |Yellowish white round biconvex tablets with |

==
2 | Identification /
[NoanuHHOCTH

‘ B Complies_/ COFBCT_CTByeT_

3 | Average weight and mass
uniformity / Cpeauss macca
W OAHOPOAHOCTL MACCHI

4 |Dissolution / PactBopenue

"1 98%, 96 %, 93%, 100%, 99%, 98% | "Not less than 75 % (Q) of labeled amount of ‘
C3H-N205S Nimesulide is dissolved in 45

3124 mg /3124 wr

Complies / CooTgetcTBYET

5 | Water/Bona

22%

smooth surface.

/ Benble ¢ KENTOBATHIM

‘ OTTEHKOM KpYTIlble N1BOSKOBBINYKIbIC TadACTKHU |

C rNaJKOH NOBEPXHOCTHIO.

[ The retention time of prin_cipal_peak in the|

chromatogram  of  test

solution

should

correspond to retention time of principal peak in |
Nimesulide standard solution chromatogram
|under Assay / Bpems ynepxuBanus OCHOBHOI"O‘

fMka Ha XpOMATOrpaMMme  HCMBITYCMOro
pacTBOpa NOJDKHO COOTBETCTBOBATH BPCMCHMU
yaepyKUBAHHA OCHOBHOIO nuka Ha
XpoMaTorpaMMe — pacTeopa  CTaHAaPTHOTO
‘ o0pasua HUMECYTHIA (pa3nen ‘

«KOJIM4eCTBEHHOE ONpPEENEHHE)

18/20 tablets —NMT + 5 %/
18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnerok — ne donee £ 10 %

minutes / He menee 75 % (Q) ot

(HuMecynun) uepes 45 MHUH.

|

310 mg £ 5.0%/310mMr£5,0%

nomitHansHoro copepianus Ci3sH2N2OsS

'Not more than 6.0 % wiw / He 6onee 6,0_% _‘

Remarks : The Product conforms to ND /
ITpumeyanue: I1poayKT COOTBETCTBYET tpebosatnam HJL

Conclusion : APPROVED /
Zaxmouenne: ONOBPEHO

Prepared by /
[MoarorosneHo: Sunny Sharma

/

¥

Checked by /
[Iposepeno: Ramakant
W
%

Approved by: Manager / Executive /

Onobpeno: Menemxep
Abhishek Chauhan

@OBOAHTCH]:

Print Date / =)
Jara: 16.10.2022

Print Date /
Jara: : 16.10.2022

Print Date /
Jara : 16.10.2022

Registered Office: 8-2-33

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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JlaTa npou3BOACTBA

[Product Nise tablets 100 mg

MpoaykT Haii3®. tadneTku 100 mr )

Batch No / : V2201846 Batch Quantity / : 25,00,000 tablets /
| Cepun Na Oo6bem cepnu 25,00,000 TadneToxk
Analytical Report No / : 890001620978 Date of Analysis / : 16.10.2022
AHAaANTRYECKHH oTueT No JlaTta ananu3sa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

\Topen no (Bra)

Analysis performed according to ND / Anaaus nposeaen no H: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / MokasaTens |

Result / PesyabTaTsi

S_peci_ﬁcation/H(_)_pma -

6 |Related substances / PoacrseHHbie npuMecu
Impurity A / TTpumecs A |

| (LOD:0.0019%)

|
Impurity B / [Ipumecs B 0.01%

Impurity C / Tlpumecs C Not Detected

Impurity D / [lpumecs D Not Detected

Impurity E / Tlpumecs E
Not Detected

Below Limit of Detection

Less than LOQ (LOQ:0.0186%)

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 %

OﬂHOpO}.’lHOCTb AO3HPOBAHUA

Impurity F / Ipumecs F NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% |NMT 0.20 % / He Gonee 0,20 %
impurity / EanHuunas ;
HeuaeHTuhULHpyemas
npHUMeECh
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npuMecen
7 | Uniformity of dosage units / 1.8 | Acceptance value (AV) should be not more

than 15.0 / Tlokasarens npuemiemocTH (AV)
JOJKEH ObITL He Gonee 15,0

8 | Microbial limits / MukpoGuonoruyeckas HHCTOTA

a) Total aerobic microbial
count / Obuee uncno
| a3pOOHBIX MUKPOOPTaHKW3MOB

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

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

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cootBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by /
[ToaroToBneHO: S\gmy Sharma [Tposepeno: Ramakant

. “. ';‘.,-‘} %&J‘/L‘

Approved by: Manager / Executive /
Ono6peno: MeHepxep { PykoBoauTeNb
Abhishek Chauhan

Print Date /
JHata: : 16.10.2022

Print Date /
Jata: 16.10.2022

Print Date /
Jdata : 16.10.2022

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
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'Product : Nise tablets 100 mg

[Ipoaykr : Haii3z®, tadnerku 100 mr

Batch No / 1 V2201846 Batch Quantity / : 25,00,000 tablets /
|Cepnsi Na |O6bem cepuu 25,00,000 Tadnetok
Analytical Report No / : 890001620978 \Date of Analysis / : 16.10.2022
AHaJuTHuecKHi oTuer No JlaTa aHaau3a

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

Jara npousBoacTBa ~ |Cosen go (BKuT)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. No 2 ot 10.08.2020)

__' TVQ_|_ __ Test / MokasaTens [ Result / PesyapTaThl Specification / Hopma |
| b) Total combined yeasts and | Less than 10 CFU/g/ Not more than 100 CFU/g / |
‘ mould count / O6uee uncno ‘ Menee 10 KOE/r He 6onee 100 KOE/r
APOXOKEBLIX U MIIECHEBBIX | |
; rpuboB | |
! . _
: ¢) E. coli | Absent / Shall be absent in 1g/
i OrcyTteTBYyeT JloymKkHbBl OTCYTCTBOBATE B 1 T
| T
! 9 | Assay/ KoaunuecTBeHHoe 99.9 mg/99.9 mr Not less than 90.0 mg and not more than
onpenenenue 110.0 mg Cy3H2N>OsS Nimesulide in tablet /
Or 90,0 Mr o 110,0 Mr C13H2N>0OsS
(Humecynun) B TabneTke
10 ?Package / Ynakoeka 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. / Tlo 10 rta6nerox B|carton. / Ilo 10 Tabnrerox B IIBX /
MBX/amomunues om 6ancrepe. ITo 3 | amomunuesom 6aucrepe. Ilo 1, 2, 3 wm 10
6aucTepa BMECTE C MHCTPYKUHMEH 1o | GIMCTEpoB  BMECT€ C  HMHCTPYKUMEH No
NPUMEHEHHIO B TAYKY KAPTOHHYIO. | IPUMEHEHHIO B Ma4Ky KapTOHHYIO.
| 11 |Labeling / MapkupoBka Complies as prescribed / According to ND / -
CootseTcTBYET TpeOOBaHUAM B cooteerctBumn ¢ HJI
12 |Storage conditions / Store protected from light below 25°C / B 3AIMIIEHHOM OT CBETa MecTe MpH
XpaHeHune Temnepatype He Bbilue 25°C
| 13 | Shelf life / Cpox rOAHOCTH 3 )?ars /3 rona -

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [Ipoayxr coorBeTcTBYET TpeboBanusam HJ| 3aknmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moaroroenenop: Sunny Sharma | IlpoBepeno: Ramakant Onobpeno: Menemkdp / Pykosonurens
,§, ll Abhishek Chauhan KJ

2 W
Print Date / ' : Print Date / Print Date /
Hara: 16.10.2022 Hara: : 16.10.2022 Jarta ;: 16.10.2022

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