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Product : Nise tablets 100 mg

IpoaykT : Haiiz®, Tabnerxu 100 mr

Batch No / : V2102162 Batch Quantity / 1 25,00,000 tablets /
Cepusi Ne Ob6bem cepun 25,00,000 TabneTtok
Analytical Report No / : 890001563855 Date of Analysis / 1 27.12.2021
AHanuTHyeckui oTyer No Jlata anannsza

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

JlaTa npou3BOaCTBA Togen xo (BK.T)

Analysis performed according to ND / Ananus nposegen no H; IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne | Test / Iloka3aTeib Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanue Complies / CooTercrByer Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ KeaToBaTHIM
OTTEHKOM KPYTJIble IBOSKOBBIMTYKJ/bIE Ta0JIeTKN
C TIaJIKO# MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMoanuuHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep»uUBaHHs OCHOBHOTO
MUKa Ha XpOMAarorpamMMe  HCIBITYEMOro
pacTBopa JOJDKHO COOTBETCTBOBATH BPEMEHH

yIOep>KUBaHHS OCHOBHOTO TIHKa Ha
XpoMaTorpamMMe  pacTBOpa  CTaHJApTHOIO |
obpasua HUMECYJIHIA (pasmen
«KonnuecTBeHHOE OTpeesieHre)
3 | Average weight and mass 3114 mg/311.4 mr 310mg +5.0% /310 mr+ 5,0 %
uniformity / Cpeanaz macca Complies / CoOTBETCTBYET 18/20 tablets —-NMT + 5 % /

M OJHOPOJHOCTH MACChI
AHopoa 18/20 Tabnerok — He Gonee = 5 %

2/20 tablets —NMT + 10 %/
2/20 tabnerok — He 6osiee £ 10 %

4 Dissolution / PacTBopenue 99 %, 98 %, 98 %, 98 %, 100%, Not less than 75 % (¢ (Q) of labeled amount of
99 % Ci3Hi5N->0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHanbHOTO cofepxanus Ci3H2N2OsS
(numecynun) yepes 45 mMuH.

5 |Water /Boaa 1.7% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpogyxt cootBeTcTBYET TpeboBanusm H]L 3akmouyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: ITposepeHo: &? Onobpeno: Menemkep / PykoBoanTennb
Ankit Naresh Kumar =~ Pavan Kumar Sharma ﬂ/__/
Print Date / Print Date / Print Date /

Harta: 27.12.2021 Hara: 27.12. 2021 ... . | HNata:27.12, 2021
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Product : Nise tablets 100 mg
HpoaykTr Haiiz®, Tabaetkn 100 mr
Batch No / 1 V2102162 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 rabnerok
Analytical Report No / : 890001563855 Date of Analysis / 1 27.12.2021
AHANUTHYECKHH oTYeT N JlaTa aHanu3a
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JaTta npou3BoacTBa I'open go (BKuT)
Analysis performed according to ND / Auanus nposegen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)
N | Test / IlokazaTean | Result / I?S_y.ﬂbTaTbl_ [ _Speciﬁcation / Hopma ]
6 | Related substances / PoacTBeHHbIE NpHMecH
Impurity A / ITpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
. 0
Impurity B / [Ipumece B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumece C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / IIpumecs 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 / [Ipumecs F Not Detected NMT 0.20 % / He 6oaee 0,20 %
:Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Equau4Has
HeuaeHTHOHUMpYyeMas
NpUMECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 % '
rpuMecei |
7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more
OaHOPOAHOCTL NO3HPOBAHUS than 15.0 / Ilokasarens npuemiemoctu (AV)
| NOJDKEH ObITh He 6omee 15,0
8 |Microbial limits / Mukpo6uoaory4yecxkas 4ucToTa -

a) Total aerobic microbial
count / O61ee 4uco
a3pOGHBIX MHKPOOPTraHH3MOB

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
mould count / Oblee uncio
JPOMOKEBBIX U MIECHEBBIX
rpubor

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

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

¢) E. coli

Absent /
OrtcyTcTBYET

Shall be absent in 1g/
JomxHb! oTcyTCTBOBaTE B 1 T

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJL

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IogrorosneHo: IIposepeHo: @ Onobpeno: MeHnemxep /f_j])yrcoso,m-i'fenb
Ankit .u Naresh Kumar A5 Pavan Kumar Sharma(}*{' R

Print Date / Print Date / Print Date /

Hara: 27.12,2021 Hara: 27.12.2021 Hata: 27.12.2021 )
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Product Nise tablets 100 mg
TIpoaykr Haiiz®, tabnetkn 100 mr
Batch No / V2102162 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepum 25,00,000 tabnetok
Analytical Report No / : 890001563855 Date of Analysis / 1 27.12.2021
AHanuTnyeckuii oTyer Ne Jara anaaunsa
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
Jlata npou3BoacTBa ToaeH no (BkJI)
Analysis performed according to ND / Auaans nposeaen mo 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 / u3m. Ne 2 ot 10.08.2020)

L Ne Test / TlokazaTean B Result / PesynbTathl Specification / Hopma -
9 | Assay/ KosimvecTBeHHOE 99.3 mg/99.9 mr Not less than 90.0 mg and not more than
ompeseeHHne 110.0 mg Ci3H2N»OsS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr Ci3HiaN-OsS
(uumecynun) B Tabrnerke
10 |Package/ YnakoBka 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
in a carton. / ITo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomunues oM 6nuctepe. Io 3 | amomununeBom 6muctepe. Ilo 1, 2, 3 wnn 10
6nucTEpa BMECTE C UHCTpyKUHWei 1o | GIMCTEpOB  BMECTE C  MHCTpYKLuWEH 110
NPUMEHEHHIO B TTaYKy KapTOHHYIO. | IPHMEHEHHIO B MAauKy KapTOHHYIO.
11 |Labeling / MapkupoBka | Complies as prescribed / Accordir{g to ND /
| CooTrercTBYET TpEOOBAHMAM B cootsercTeun ¢ HJ
12 |Storage conditions / Store protected from light below 25°C / B 3AIMIEHHOM OT CBeTa MeCTe MpH
XpaHenue TeMmeparype He Bhlie 25°C
13 | Shelf life / Cpox roanoctu ; 3_years /3 roga
Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ipumeuanne: IIpoaykT coorBeTcTBYET TpebopanusM HJT

Zakawuenne: OJOBPEHO

Prepared by / Checked by /
IloarororieHo: IIposepeHo: &
Ankit Naresh Kumar =

A

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pyxosoantens
Pavan Kumar Sharma

—

Print Date /
Jata: 27.12.2021

Print Date /
I[aTa 27.12. 2021

Print Date /
Z[aTa 27.12. 2021
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