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Product : Nise tablets 100 mg
Ipoaykr : Haiz®, rabnerku 100 mr
Batch No / 1 V2101954 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu _ 25,00,000 Tabnerok
Analytical Report No / : 040001472519-1 Date of Analysis / : 30.11.2021
AHannTHYeCKHIT oTueT Ne Jara ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2024
JaTa npon3BOACTBA Togen 10 (BK)
Analysis performed according to ND / Ananu3 nposegen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Neo Test / IlokasaTeanb Result / PesyJbTaTh! [ Specification / Hopma
1 |Description/ Onucanue Complies / CoorBercTByeT Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XentoBaThIM
OTTEHKOM KPYTJIbIE ABOSKOBBIMYKIIbIE TabneTku
C [NIaKO# MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
oanuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep:kiuBaHHs OCHOBHOTO
NUMKa Ha  XpPOMaTorpaMMe  HCTIBITYEMOTo
pacTBopa HOJDKHO COOTBETCTBOBATH BPEMEHH
yIep>KUBaHHS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAapTHOTrO
obpazua HUMeECYNUNA (pazpmen
«KonyuecTBeHHOE OTMpEeacneHHE»)

3 | Average weight and mass 309.8 mg/309.8 mr 310 mg+5.0 %/ 310 Mr £ 5,0 %

Elzle;m;tyifoff:?::c’;racca Complies / CooTBeTcTBYET 18/20 tablets —NMT £ 5 %/
AisopoA 18/20 tabnerox — He Gonee = 5 %

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

4 | Dissolution / PacTBopeHue 98 %, 97 %, 96 %, 96 %, 98%, 97 % | Not less than 75 % (Q) of labeled amount of
C13H2N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro cogepkanusa Ci3Hi2N>OsS
(auMecynun) yepes 45 MUH.

5 |Water/Boaa 2.5% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Iponykt coorBeTcTBYeT TpeboBaHusaM HJY 3aknmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[lonrorosieHo: [Tposepeno: ﬂﬂﬂ Onobpeno: Menemxep / Pykosonutens
Ankit Ashish Kumar : i Kusum Lata

(b
Print Date / Print Date / Print Date /
Hara: 30.11.2021 Hara: 30.11.2021 Hara: 30.11.2021
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Product : Nise tablets 100 mg

Opoayktr  : Haiiz®, tabnerku 100 Mr

Batch No / 1 V2101954 Batch Quantity / : 25,00,000 tablets /
Cepnsa Ne O6Bbem cepun 25,00,000 tabneTox
Analytical Report No / : 040001472519-1 Date of Analysis / : 30.11.2021
AHajauTudeckuii oTuer Ne Hdara aHanu3a

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2024

JlaTa npon3soacTBa Togen g0 (BK)

Analysis performed according to ND / Ananus nposeaen mo HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne | Test / IlokazaTeanb | Result / PesyabTaThl | ) Specification / Hopma
6 |Related substances / PoacTBeHHbIe NPHMeECH
g i ) o
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / TIpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / TIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / [Ipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuuHas
HeuaeHTHOULUpYeMas
npuMech '
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npuMecert
7 | Uniformity of dosage units / 2.0 Acceptance value (AV) should be not more ]
OaHOPOAHOCTL J03HPOBAHHS than 15.0 / INokasatess npueMaeMocTH (AV)
JoJbKeH 6uITE He 6onee 15,0
8 | Microbial limits / Mukpo6nosoruyeckast YHCTOTA - - -
a) Total aerobic microbial <10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1ee yrco <10 KOE/r He 6onee 1000 KOE/r
23pO6HBIX MHKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
[ mould count / O6mee uncno Menee 10 KOE/r He Gonee 100 KOE/r
| AposOKEBBIX U TLIECHEBBIX
| rpubos
¢) E. coli Absent / Shall be absent in 1g/
OTtcyTcTBYyeT JIOIKHBI OTCYTCTBOBATh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpoxykT coorsercTByeT TpeboBaHusm H/I 3axmiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToxroroBnexo: IposepeHo: SL Onobpeno: Menemxep / Pykosonutenb
Ankit Ashish Kumar / Kusum Lata ,
k w/
A
Print Date / Print Date / Print Date /
Hara: 30.11.2021 Jara: 30.11.2021 JHara: 30.11.2021
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Product : Nise tablets 100 mg

[Mpoaykr : Haiiz®, tabnerku 100 mr

Batch No / 1 V2101954 Batch Quantity / ¢ 25,00,000 tablets /

Cepus Ne Ob6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001472519-1 Date of Analysis / : 30.11.2021
AHaJInTHYECKHIi oTueT No JaTta aHanu3a

Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2024

Jara npousBojicrsa Topen mo (ki)

Analysis performed according to ND / Auaans nposeaen mo HJ/: I1'N012824/03-140119 (amend Ne 1 from 08.06.2020 / J

n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o 10.08.2020)

in a carton. / Tlo 10 Ta6nerok

NPAMCHEHUIO B MaYKy KapTOHHY1O.

L N | Test / ITokazarens Result / Pesyabtatei | Specification / Hopma |
9 |Assay/Konuuecrsennoe 99.5mg/99.5 mr Not less than 90.0 mg and not more than
onpeaejieHHe 110.0 mg Ci3H,2N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr C;3H;5N20sS

(HuMecynun) B TabneTke
10 | Package / YnaxoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10]

blisters and patient information leaflet | blisters and patient information leaflet in a

IIBX/amomuHnes om 6nuctepe. o 3 | antoMunmesom Gnuctepe. Mo 1, 2, 3 wmm 10
Bnucrepa BMecTe ¢ MHCTpyKuUMel M0 | G1HCTEpOB  BMecTe ¢ HHCTpYKUHe#H 1o

Bfcarton. / Tlo 10 Tabmerox ® IIBX /

NPpHMEHEHHUIO B NIAYKY KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CooTBeTcTBYET TpEGOBAHHAM B cooreetrcteum ¢ H]J
12 | Storage conditions / Store protected from light below 25°C / B samumeHHoM OT cBeta Mecre npu
XpaHenne TeMmIeparype He Bolwue 25°C

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeqanue: [TpopykT cooTBeTCTBYET TpeboBannam HJT 3akarouenne: OJIOSPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarotosnexo: Ilporepeno: 'L Onobperno: Menemxep / PykoBomutens
Ankit Ashish Kumar ﬂj Kusum Lata N

L/J__’;-_,—f-”"
Print Date / Print Date / - Print Date /
Jara: 30.11.2021 Hara: 30.11.2021 Jara: 30.11.2021
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