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Product Nise tablets 100 mg

IpoayxT Haiiz®, Tabaerku 100 mMr

Batch No / : V2201180 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuH 25,00,000 tabneTtox
Analytical Report No / : 040001590610 Date of Analysis / 1 22.06.2022
AHATHTHYECKNIA 0TYeT Ne JlaTa aHaju3a

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

JlaTa npou3BOACTBA TI'ogen po (BKJI)

Analysis performed according to ND / Auanus nposenes mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne

Test / Iloka3zaTenn

Result / Pe3yabTaThl

Specification / Hopma

1

Description / Onucanue

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benele ¢ KenToBaTbIM
OTTEHKOM KpYTJIbIe IBOSKOBBIMYKJIBIE TA6TETKH
C raAKoi MOBEPXHOCTHIO.

Identification /
ITogiuHHOCTH

Complies / CooTBeTCTBYET

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»HBaHHs OCHOBHOTO
OMKa Ha  XpOMAaTorpaMMe  WCIIBITYEMOTro
pacTeopa JOPKHO COOTBETCTBOBATbL BPEMEHH
yIepKUBaHUA OCHOBHOI'O nuKa Ha
XpOMarorpaMMe  pacTBopa  CTaHAapTHOro
obpasua HUMeCYIUaa (pazaen
«KonuuecTseHHOE OnpeieNeHHe»)

Average weight and mass
uniformity / Cpeanss macca
¥ OJHOPOAHOCTH MACChI

311.1 mg/311.1 Mr

Complies / COOTBETCTBYET

310 mg+5.0% /310 Mr+ 5,0 %

18/20 tablets - NMT + 5 %/
18/20 Tabnetok — He 6onee £ 5 %

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

Dissolution / PacTrBopenue

97%, 97 %, 97%, 98%, 97%, 99%

| Not less than 75 % (Q) of labeled amount of
C13H,2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomunanbHoro cofepxanus CraHaN2OsS
(unMecynua) yepes 45 MUH.

5

| Water / Boaa

28%

'Not morPe than 6.0 % w/w / He 6ornee 6,0 %
|

Remarks : The Product conforms to ND /
Hpumeuanne: [Ipoaykt coorBeTcTBYeT TpedosanusM HJL

Conclusion : APPROVED /
3axarouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

TonrorosneHo: Ramakant I[Tposepeno: Santosh Kumar Onobpeno: Menemkep / PykosoauTens
Mﬂ/ Maurya - Manoj Kumar .V\}: e

Print Date / Print Date / Print Date /

Jlara: 22.06.2022 Jara: 22.06.2022 Harta 22.06.2022
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Product : Nise tablets 100 mg

fpoaykr  : Haiia®, tabnerxn 100 mMr

Batch No / : V2201180 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetok
Analytical Report No / : 040001590610 Date of Analysis / 1 22.06.2022
AHaJUTHYECKHUil oTyeT No Jara anaaunsa

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

Jlata npou3BoACcTBa ToaeHn no (BK.)

Analysis performed according to ND / Auanus nposeaen o HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
waMm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

[ N Test / Iloxazarenb | Result / PesyabraThbl ] Specification / Hopma |
6 |Related substances / PojgcTBeHHbIe IIPHMeECH '
Impurity A / Ilpumecs A 0.03% NMT 0.20 % / He 6onee 0,20 %
. (1]
|
Impurity B/ HpHMCCb B Less than LOQ(LOQ:0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
[[mpurity E / Ilpumecs E Less Than LOQ(LOQ:0.0186%) NMT 0.20 % / He 6o.1ee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EnyHnunas
HewaenTHdHUMpyemas
NpUMech
| Total impurities / Cymma 0.05 % NMT 1.5 % / He Gonee 1,5 %
npumece
7 | Uniformity of dosage units / 2.8 Acceptance value (AV) should be not more 1
OIHOPOAHOCTL J03HPOBAHNSA than 15.0 / ITokazaTens npremnemocts (AV)
mosDKeH 6bITh He BGonee 15,0
8 | Microbial limits / Mukpotnonorsngeckas 4MCTOTa .
a) Total aerobic microbial Less than 5 CFU/g / Not more than 1000 CFU/g/
count / Obiiee yuciIo Menee 5 KOE/r He 6onee 1000 KOE/r
i a3pOBGHBIX MMKPOOPraHH3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanue: [Tpoxykt coorBercTByeT TpedoBanusaM HJL Zakmouenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBNEHO! Ramaé(ant ITposepeno: Santosh Kumar Ono6peno: Menemxkep / PykoBoauTe/n
Y Maurya { éulf Manoj Kumar
&&\"?’ v Wl s : W
Print Date / Print Date / Print Date /
Hara: 22.06.2022 Hara: 22.06.2022 Jara 22.06.2022
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JlaTa mpoH3BOJACTBA

Product Nise tablets 100 mg

Mpoaykr Haiiz®, Tabnerku 100 mr

Batch No / : V2201180 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo0nemM cepuu 25,00,000 Tabnerok
Analytical Report No / : 040001590610 Date of Analysis / : 22.06.2022
AHaJIMTHYeCKHii oTdeT Ne JlaTa aHanu3za

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

Tomen ao (Brn)

Analysis performed according to ND / Ananus nposeaen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
waM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

Ne Test / IlokazaTennb

Result / PesyabTath

1 Specification / Hopma

rpuboB

b) Total combined yeasts and
mould count / O6uiee uucno
JPOXOKEBLIX U IJIECHEBBIX

Memnee 10 KOE/r

Less than 10 CFU/g/

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

¢) E. coli

Absent /
OtcyTcTBYET

Shall be absent in 1g/ |
JIo/DKHBEI OTCYTCTBOBaTh B 1 T

onpeaeneHve

Assay / KonndecTeennoe

99.7 mg/99.7 mr

Not less than 90.0 mg and not more than
110.0 mg C13H;2N-0sS Nimesulide in tablet /
Or 900mr mo 110,0mr Ci3Hi2N2OsS
(uuMecynun) B Tabnetke

10 |Package/ Ynakosxa

fnuciepa BMeCTe C MHCTPYK

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerox B|carton.
[IBX/amomuuues om 6muctepe. ITo 2 | amomunnesoM Gmactepe. Ilo 1, 2, 3 nm 10

MPpUMEHEHHUIO B NAYKy KapTOHHY1O.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

/ Mo 10 Tabnerox B IIBX /
uuelt no | 6IMCTepoB  BMECTE € MHCTpYKUMEH 10

IMMPUMEHECHUIO B MAa4Ky KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /

CootsercTByeT TpebOBaHUAM

According to ND /
B cootsercTBun ¢ H

12 | Storage conditions /
XpaHeHue

Store protected from light
TemrnepaType He Bsile 25°C

below 25°C / B 3aluieHHOM OT CBeTa MECTE IIpH

13 | Shelf life / Cpok roanocru

3 years / 3 rona

Remarks : The Product conforms to ND /
IIpumeyanue: [IpoyKT COOTBETCTBYET TpeDOBAHHMAM HJ

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[loaroToBneHo: Ranzjkant [Mporepeno: Saptosh Kumar Onob6peno: Menemxep / PykoBoaureinb
-' Maurya @MJ Manoj Kumar <

Print Date / Print Date / Print Date /

Hata: 22.06.2022 Harta: 22.06.2022 Jlata 22.06.2022
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