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Product : Nise tablets 100 mg
Tpoaykr  : Haiiz®, tabnetkn 100 Mr
Batch No / : V2200027 Batch Quantity / : 25,00,000 tablets /
Cepun Ne O6nem cepuu 25,00,000 TabneTok
Analytical Report No / : 890001567918 Date of Analysis / : 21.01.2022
AHanuTH4YecKHi oTueT Ne Jara aHaan3a
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa npou3BOACTBA T'ogen xo (BKa)
Analysis performed according to ND / Auanus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o1 10.08.2020)

Ne Test / IlokazaTenn Result / PesyabTaThl Specification/ Hopma |
1 |Description/ Onucanue Complies / CooTBeTCTByET Yellowish white round biconvex tablets with
smooth surface. / benbie ¢ XKEJITOBaTEIM
OTTEHKOM KPYIJIble JBOSKOBBIITYKIIbIE TAONETKH

¢ MIagKou MOBEPXHOCTLBIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
HoaauuHOCTL | chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsi yaep»uBaHHA OCHOBHOIO
OMKa Ha XpOMaTorpamMMe  HCIBITYeMOro
pacTBOpa IO/KHO COOTBETCTBOBATh BPEMEHH
yIEpXHBaHHUA OCHOBHOTO NHKa Ha
XpoMarorpaMme  pacTBopa  CTaHJApTHOTO
o6pasua HUMECYNHIA (pazmen
«KonnuecTBeHHOE OTNpeieNIeHUE) '

3 | Average weight and mass ' 3104 mg /3104 mr 310 mg=5.0% /310 Mr+ 5,0 %

;I:le;m;tygoffzi:lc‘;::acca Complies / CooTBeTCTBYET 18/20 tablets —~NMT * 5 %/
AHOpOA 18/20 Tabnerok — ne Gonee = 5 %

2/20 tablets = NMT = 10 % /
2/20 tabnerok — He Gonee = 10 %

4 |Dissolution / Pac_TBOpeHne 99 %,98 %, 96%, 100'%, 100%, |Not less than 75 % (Q) of labeled amount of
100 % C13H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaneHOTro codepxauust C3H2N205S
(numecynun) uepes 45 MuH.

5 |Water /Boga 28% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanue: [TponykT coorBeTcTByeT TpeboBanuam HJL 3axmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroBneHo: IIposepeno: Himesh Kumar Ono6peno: Menemxep / PykoBogurens
Pardeep Kumar df//p Kusum Lata q\ i

C}i’//' = —_—

Print Date / Print Date / Print Date / o
Hara: 21.01.2022 Jara: 21.01.2022 Jara: 21.01.2022
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Product Nise tablets 100 mg

IpoaysT Haiia®, Tabnerxu 100 mr

Batch No / : V2200027 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Oo0bem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001567918 Date of Analysis / : 21.01.2022
AHanutTudyecknit orueT Ne Jara ananausa

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

JlaTa npon3BoACTBA Togen po (BK.)

Analysis performed according to ND / Anaaus nposeaes mo HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Iloka3arTenb I Result / Pe3yasTaThl ' Specification / Hopma
6 |Related substances / PoacrBennble npumMecH ] o
3 0, o,
Impurity A / Ilpumece A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He Gonee 0,20 %
Impurity C / ITIpumecs C Not Detected NMT 0.20 % / He 6oxee 0,20 %
[
' Impurity D / IIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
II Impurity E / Ipumecs E Not Detected NMT 0.20 % / He 6osee 0,20 %
Impurity F / [Tpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.01% NMT 0.20 % / He 6onee 0,20 %
impurity / EnpHu4Has '
HeuIeHTHGHUMpYeMast
NpUMeCh
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 34 Acceptance value (AV) should be not more
OIHOPOAHOCTDH 103UPOBAHMS than 15.0 / Ilokazatens npuemaemMoctd (AV)
nokeH 66ITE He Gonee 15,0
8 | Microbial limits / Mukpofuojorndeckas YHCTOTa . B

a) Total aerobic microbial
count / O61ee yHcao
a3po6HBIX MUKPOOPTaHU3MOB

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

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

b) Total combined yeasts and i
mould count / O61ee 4ncio
JIPOMNOKEBBIX M MIECHEBBIX
rpubos

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

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

¢) E. coli

Absent /
OTcyTcTBYET

Shall be absent in 1g/
JloMKHBL OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /
Ipumeyanue: IIpoJyKT COOTBETCTBYET TPEOOBAHH M H

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: ITposepeHo: Himesh Kumar Onobpeno: Menemxep / Pykosoauntens
Pardeep Kumar P M Kusum Lata 5%‘3\5( g

Print Date / Print Date / Print Date /

Hara: 21.01.2022 Hara: 21.01.2022 Hara: 21.01.2022
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Product Nise tablets 100 mg

Ipoaykr Haiiz®, Tabnerku 100 Mr

Batch No / 1 V2200027 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6beM cepun 25,00,000 tabnerok
Analytical Report No / : 890001567918 Date of Analysis / : 21.01.2022
AHnaJuTH4YecKHii oTyeT Ne JlaTa anajnsa

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

JlaTa mpousBoJcTBa T'ogen o (BKJI)

Analysis performed according to ND / Anasnu3s 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 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTennb Result / PesysibTaThl Specification / Hopma ]
9 | Assay/ KoauuecTBenHoe 98.1 mg/98.1 mr Not less than 90.0 mg and not more than
ompeaeseHne 110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 90,0mr go 110,0mMr Ci3H;pN2OsS
l (uumecynun) B TabneTke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 110 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 Ttabmnerox B|carton. / Ilo 10 Tabmetox B IIBX /
[IBX/amomuHues oM 6auctepe. Io 3 | amomunnesom Omucrepe. Ilo 1, 2, 3 wnn 10
6IIHCTEpa BMECTE ¢ MHCTPYKLMEH 1o | GIMCTEpPOB  BMECTE €  MHCTPYKUHMeH 10
NPUMEHEHHUIO B NAYKY KaPTOHHYIO. | IPUMEHEHHIO B Na4YKy KapTOHHYIO.
1 Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteercrByeT TpebOBaHUAM B cooreercrBuu ¢ HJT
12 |Storage conditions / Store protected from light below 25°C / B 3awuiueHHOM OT CBETa MECTE MpH
XpaneHnune TeMrieparype He Boiiie 25°C
13 | Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusam HI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loaroroBneHo: Ipoeepero: Himesh Kumar Ono6peno: Menemxkep / PykoBoauTens
Pardeep Kumart__wiﬂ Q&/“—_“‘ Kusum Lata .
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Print Date / Print Date / Print Date /
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