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Product : Nise tablets 100 mg
Mpoayrr : Haii3®, Tabnetrkn 100 mr
Batch No / : V2200070 Batch Quantity / : 50,00,000 tablets /
Cepust Ne O6bem cepun 50,00,000 TabneTtok
Analytical Report No / : 890001568996 Date of Analysis / : 25.01.2022
AHATUTHYECKH I oT4eT No JaTta ananusza
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa npousBojcTBA T'ogen o (BKJY)
Analysis performed according to ND / Anaans nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTeab | Result / PesynbTaThl Specification / Hopma

1 | Description / Onucanue | Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XenToBaTeIM
OTTEHKOM KpYTJIble IBOSKOBBIMYKIIbIE Ta0IETKHU
C riagKoi NOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IoanuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMmsi yaepxuBaHusi OCHOBHOTO
O¥Ka Ha XpOMAaTOrpaMMeé  HCIHBITYEMOTO
| pacTBOpa MOKHO COOTBETCTBOBATHL BPEMEHH
| ynepxuBanus OCHOBHOTO nHKa Ha
XpoMaTorpaMme — pacTBOpa  CTaHJAPTHOrO
obpasua HHUMeCYNHAA (paznen
«KOMM4ecTBEHHOE OTIPEAEIICHUEN)

3 | Average weight and mass 308.2 mg/308.2 Mr 310 mg £5.0% /310 Mr£ 5,0 %

;I:)lf(:;)m:)tyﬂ/offfiﬂ;csz::acca Complies / CooTBeTCTBYET 18/20 tablets —-NMT £ 5 %/
AHOPOL 18/20 tabnerok — He 6onee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnetok — He Gonee + 10 %

4 | Dissolution / PacrBopenue 99 %,99 %, 98%, 99 %, 97%, 97 % |Not less than 75 % (Q) of labeled amount of
C13H;>N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHasbHoro cogepxanus Ci3Hi2N2OsS
(numecynun) yepes 45 MUH.

5 |Water/Boaa 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanne: [IpoaykT cooreTcTBYET Tpebobanusm HJT 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBneHo: IMTposepeno: Himesh Kumar Onobpeno: MeHemkep /[PyxosoguTtenb
Ankit W N Abhishek Chéauhan i r

Print Date / Print Date / Print Date /

Hata: 27.01.2022 Hata: 27.01.2022 JHata: 27.01.2022
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Product Nise tablets 100 mg

IpoaykT Haiiz®, Tabnerku 100 mr

Batch No / : V2200070 ‘Batch Quantity / : 50,00,000 tablets /
Cepusa Ne O61em cepun 50,00,000 Tabnetok
Analytical Report No / : 890001568996 Date of Analysis / : 25.01.2022
AnaauTHdecknii oTuer No JlaTa ananausa

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

Jara npou3BoacTBa Toaeu go (BKJI)

Analysis performed according to ND / Anaaus npoeenes no H/I: TI'N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

OllHOpO}lHOCTb AO3UPOBAHHUSA

No Test / Iloka3aTesan Result / PesyabTaThl | Speciﬁca?ion/ Hopma

6 |Related substances / PoacTBenHble npumecu o |
Impurity A / ITpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / [Tpumece D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / [Ipumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumece F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% |NMT 0.20 % / He 6onee 0,20 %
impurity / Exynn4nas '
HenneHTHbULYpyemas
MIPUMEChH
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMece

7 | Uniformity of dosage units / 3.5 Acceptance value (AV) should be not more

than 15.0 / Tloka3aTens npuemiemMoctd (AV)
IOIDKEH 6bITh He Gosee 15,0

8 | Microbial limits / MukpoGuoJioruueckasi Y4HCTOTA

‘a) Total aerobic microbial
count / Ob1iee yuco
a3pO6HBEIX MUKPOOPTraHH3MOB

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

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

rpu6oB

b) Total combined yeasts and
mould count / Ob1ee yucno
QPONOKEBBIX U [IECHEBBIX

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

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

¢) E. coli

Absent /
OrcyTcTBYET

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

Remarks : The Product conforms to ND /
Ipumeuanne: [IpoayKT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Baxmouenue: OJIOBPEHO

Jara: 27.01.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: IIporepeno: Himesh Kumar Opobpeno: Menemxep / Pykpponnrens
Ankit X& M Ahhishek Chauhan Q

Print Date / Print Date / Print Date /

Jata: 27.01.2022

Hata: 27.01.2022
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Product Nise tablets 100 mg

ITpoaykTt Haiiz®, tabnetku 100 mr

Batch No / 1 V2200070 Batch Quantity / : 50,00,000 tablets /
Cepus Ne O6bem cepun 50,00,000 Tabnerok
Analytical Report No / : 890001568996 Date of Analysis / : 25.01.2022
AnanuTudeckuii oruet Ne Hata ananusa

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

Jlara npou3BOACTBA TI'ogen go (BK) .

Analysis performed according to ND / Anaaus nposenes no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / MokasaTen Result / PesyanTaTnl Specification / Hopma B -
9 | Assay/ KosiuuecTeeHHO®E 98.3 mg/98.3 mr Not less than 90.0 mg and not more than
onpeeeHHne 110.0 mg Ci3H2N20sS Nimesulide in tablet /
QT 90,0 mr mo 110,0 Mmr C;3H;2N2OsS
(Humecyun) B TabieTKe
10 |Package/ YnakoBka 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. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B TIBX /
IBX/amoMunuer oM 6nuctepe. Io 3 | amomuunesoM Gnucrepe. Ilo 1, 2, 3 wm 10
GrucTepa BMECTE C MHCTPYKUMEH Mo | GNUCTepoB  BMECTE€ € MHCTPYKUHMEH 1O
NMPUMEHEHHUIO B MA4Ky KapTOHHYIO. | MPUMEHEHHIO B MAUKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
| CooTeeTcTBYeT TpeboBaHUAM B cooteetcTeuu ¢ HJ
12 | Storage conditions / 'Store protected from light below 25°C / B 3alIMIIEHHOM OT CBETA MeCTe MHpH
XpaHenue TeMIeparype He Bhile 25°C
13 | Shelf life / Cpok rognocTn 3 years / 3 rona

Remarks : The Product conforms to ND /
Ipumeuanne: [Tponykr coorBeTcTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axnouenue: OJJOBPEHO

Prepared by /
Ilogrotosnexo:
Ankit

G

Checked by /
ITpoeepeno: Himesh Kumar

—

Approved by: Manager / Executive /

Onobpeno: Meneasepl/ Pygosoanteins
Abhishek Chauhan .\

Print Date /
Jara: 27.01.2022

Print Date /
Hara: 27.01.2022

Print Date /
Iara: 27.01.2022
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