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[Product Nise tablets 100 mg

IlpoaykTr Haiz®, Tadnerxi 100 mr

Batch No / : V2201768 |Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O0nbem cepun 25,00,000 TabneTok
Analytical Report No / : 040001635972 Date of Analysis / : 07.09.2022
AHanuTuyeckuii oruet Ne JlaTa anaJjausa

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

JlaTta npouzBoacTBAa IlNogen po (Bku1)

Analysis performed according to ND / Anasins nposeaex mo HJI: TT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
v3m. Ne 1 07 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne | Test / [Moka3zaTenn |

Result / PesysibTars

1 | Description / Onucanue

Complies / CoorsercrByeT

Specification / Hopma |
Yellowish white round biconvex tablets with |
smooth surface. / Bensle ¢ xenroBaThiM
OTTEHKOM KPYTJIbIE ABOAKOBLIMYKNbIE TaBNEeTKH
C TIaAKOM MOBEPXHOCTBIO.

2 Identification /
INoanuuuocrn

Complies / CootBercTyet

3 | Average weight and mass
uniformity / Cpeansia macca
1 OAHOPOIHOCTH MacChl

i
|

312.1mg/312.1 mr

Complies / CooTBeTcTByeT

4 | Dissolution / PacTeopenue

98%, 98 %, 97%, 95%, 99%, 96%

5 Water / Boaa

37%

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 yaep»XMBaHHS OCHOBHOTO
|IMKa  Ha  XpomaTorpamMMe  WCIbITYEMOro
pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHHU

YAEPXKHUBaHUA OCHOBHOTO nuKa Ha
XpomarorpaMMe  pacTBOpa  CTaHOApPTHOTO
obpa3zua HUMecCYnuaa (pazmen

«KonuuecTseHHoe OHpCZ[CHCHHe»)

[310mg=5.0%/310 mr+ 5,0 %

18/20 tablets - NMT £ 5 % /
18/20 Ttabnetok — He 6osnee £ 5 %

2/20 tablets —NMT + 10 %/
2/20 Tabnetok — He Gosee = 10 %

Not less than 75 % (Q) of labeled amount of
Ci3H12N205S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) or
HOoMUHasibHOTO copepxkanusi Ci3H2N-Os8
(Humecynun) yepes 45 MuH,

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

Remarks : The Product conforms to ND /
ITpumeuanue: Ilponykr cooTBeTcTBYET TpeGoBaHusM HJI

Conclusion : APPROVED / _
3axawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: ﬁ] Verma | Ilpoeepeno: Naresh Kumar Onobpeno: Menemxkep / Pykosonurens
. Mano: K - /
h @(/ anoj Kumar l)‘hgﬁ&()”
Print Date / Print Date / Print Date /
Jara: 07.09.2022 Hara: : 07.09.2022 Hara : 07.09.2022
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Product Nise tablets 100 mg - ]
[MpoaykT Haii3®, tadnetku 100 mr
Batch No / 1 V2201768 |Batch Quantity / : 25,00,000 tablets /
Cepna Ne O0nem cepun 25,00,000 Tadnerok
Analytical Report No / : 040001635972 Date of Analysis / : 07.09.2022
AHAMUTHYECKHI oTueT No Jlara anaau3sa
Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025
Jata npoi3BoacTBa Ilogen o (BkI)
Analysis performed according to ND / Ananus npoeeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)
_.Ni_r | Test / IloxazaTenn Result/ PesyabTaThl | Specification / Hopma ]
6 | Related substances / PoacTeeHHble npumecn
o 0

Impurity A/ Ilpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %

[mpurity B / I1pumecs B 0.01% NMT 0.20 % / He 6osnee 0,20 %

Impurity C / Ipumecs C Not Detected NMT 0.20 % / He 6onee 0.20 %

Impurity D / Tlpumeces D Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity E / Ipumecs E Less than LOQ (LOQ: 0.0186%) NMT 0.20 % / He 6onee 0,20 %

Impurity F / Ipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %

impurity / Enunuanas

HeuaeHTHHLupyemast

npUMech

Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %

npumecei
=7 | Uniformity of dosage units / 2.6 'Acceptance value (AV) should be not more

OaHopoaHOCTE N03UpOBaHUS than 15.0 / Iokaszatens npuemnemoctu (AV)

oJkeH ObITh He Gonee 15,0
8 Microb:ial limits / Mukpo6nojoruueckas 4ucrora

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

count / OG1ee yucno Meuee 10 KOE/r He 6onee 1000 KOE/r

a3pOOHBIX MHKPOOPTraHU3MOB |

Remarks : The Product conforms to ND /
ITpumeyanne: [Ipoaykr cootBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenune: OJJOGPEHO

Prepared by /
ITonrorosneno: A/;nkaj Verma

)

Checked by /
ITposepeno: Naresh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykosoauTens
@ Manoj Kumar

)
hgped

Print Date /
JlaTa: N7 N9 2022

Print Date /
Hata: : 07.09.2022

Print Date /
Hata : 07.09.2022

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
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Product Nise tablets 100 mg

IIpoaykr Haii3®, Tadnetku 100 mr -

Batch No / 1 V2201768 |Batch Quantity / 1 25,00,000 tablets /
Cepus Ne Odnem cepun 25,00,000 Tabnetok
Analytical Report No / : 040001635972 Date of Analysis / : 07.09.2022
AHaJTHTHYECKHH oTueT Ne JlaTa aHanu3za

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

Jata npomssoacrea Tomen no (Bkn)

Analysis performed according to ND / Anaaus nposegen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
(u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

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

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

No

- Test / Iloka3zarenn
b) Total combined yeasts and
mould count / O6wee uyncno
NPOMOKEBBIX U MJIECHEBBIX
rpuboB

¢) E. coli

Absent /
OrtcyTteTByer

Shall be absent in 1g/
JomKHbl OTCYTCTBOBaTh B 1 T

Not less than 90.0 mg and not more than
110.0 mg Ci3H,>N>05S Nimesulide in tablet /
Or 90,0 Mmr oo 110,0 Mr C|3H|3N205S
(HuMecynun) B TabieTke

9 |Assay/KonuuecrBenuoe 98.7 mg/98.7 mr

onpeaeneHue

;'Package / ¥YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerok B
IBX/antomuuuer om Oncrepe. Io 2

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabneroxk B TIBX /
anmomuHueBom Onucrepe. I[lo 1, 2, 3 unu 10

| GmicTepa BMECTe ¢ MHCTPYKUMEH MO | 6MCTEpOB  BMECTE ¢  MHCTPYKLUMeH Mo
NIPUMEHEHHIO B TIA4YKy KAPTOHHYIO. | IPUMEHEHHMIO B MAYKY KapTOHHYIO.
11 Labeling_/ Mapkupogka Complies as prescribed / According to ND /

CooTeercTByeT TpeOOBaHUAM | B cootBercTuuM ¢ HJJ
I

Store protected from light below 25°C / B saluMmCHHOM OT cBeTa MecTe npH
Temneparype He Briue 25°C |

12 | Storage conditions /
Xpanenue

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

Conclusion : APPROVED /
3axnoyenue: OJJOGPEHO
Approved by: Manager / Executive /
Onobpero: Menemxep / PykoBoautens
Manoj Kumar ' :

Remarks : The Product conforms to ND /

Ilpumeuanue: IIpoaykt coorsercTayer TpeboBanuam HJJ
Prepared by / Checked by /
[Toarotosneno: Ankaj Verma | I[Tposepeno: Naresh Kumar

e

=

:.lh Yy ALt I

Print Date /
Hata : 07.09.2022

Print Date /
Hara: : 07.09.2022

Print Date /
JlaTa: 07.09.2022
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