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CEPTHO®UKAT AHAJIH3A

Pagelof3/Crp.1u33

Product : Nise tablets 100 mg

Mponykr  : Haiis®, rabnerkn 100 mr

Batch No / : V2202340 Batch Quantity / :+ 25,00,000 tablets /
Cepus Ne O0bemM cepHH 25,00,000 Tabnerox
Analytical Report No / : 890001627405 Date of Analysis / : 15.11.2022
AHaauTH4ecKHil oTueT Nt JlaTa aHanu3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

JlaTa npou3BoACTEA Toneu go (Br)

Analysis performed according to ND / Ananns nposenen no HJL: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

| Ne Test / [lokazaTens | Result / PeaynnTatsi Specification / Hopma il
1 |Description / Onucanne Complies / COOTBETCTBYET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ >KENTOBATHIM
OTTEHKOM KpYTiible JBOSAKOBBINYKble TabneTku
C rMafIkoi MOBEPXHOCTRIO. '

2 | Identification / Complies / CoOoTBETCTBYET The retention time of principal peak in the
IMoannHAOCTE chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaAep>XHBaHHsI OCHOBHOIO
MHKa HAa XpPOMarorpaMMe  HCIIBITYEeMOro
pacTBopa [OMKXHO COOTBETCTBOBATH BPEMEHH

yIEepIKUBaHHUSA OCHOBHOTO - IHKa Ha
XpoMaTorpamMMe  pacrsopa  CTaHAApPTHOTO
obpazua HUMECYTTHIA (pasnen

«KonnuyecTBeHHOE onpe)lenemle»)

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

::I:,l;(:;,m:,tzﬂ/o(c:f:l,l::ctxacca Complies / CooTBETCTBYET 18/20 tablets —NMT + 5 % /
P 18/20 Tabnetok — He Gonee £ 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6osnee = 10 %

4 | Dissolution / PactBopenue 99%, 101%, 100%, 100%, 97%, 99% | Not less than 75 % (Q) of labeled amount of
C13H2N305S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
Homunansroro cofepskanus Ci3HaN2OsS
(uuMecynun) uepes 45 MUH.

5 | Water/Boaa 2.7% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpumeuanne: IIpoxykr cootsercTayet Tpedosanusam HIT Zaxnovenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMogprorosneno: Ramakant [MposepeHo: Pardeep Kumar Ono6peno: Menemxep / PykoBoauTtenb

& (:4’, Amit Kumar F(;\>u//
Print Date / print Date / Piiut Dale /
Jara: 15.11.2022 Hara: : 15.11.2022 Tlata: 15.11.2022
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CEPTU®UKAT AHAJIM3A
Page 2 of 3/ Crp.2u33

Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabnerku 100 mr
Batch No / 1 V2202340 . Batch Quantity / : 25,00,000 tablets /
Cepusn No O61em cepuu 25,00,000 Tabneroxk
Analytical Report No / : 890001627405 Date of Analysis / : 15.11.2022
AHaqanTnuecknii oryer Ne JlaTa anananza
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025
JlaTa npon3BoAcTBa I'open po (Bxa)
Analysis performed according to ND / Auanus nposenen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne | Test / ITokazaTenn

'| Result / PesynbTaTsl

‘ _ Specification / Hopma

_Impurity A/ Tlpumecs A

Impurity B / IIpumecs B
| Impurity C / ITpumecs C
Impurity D / IIpumecs D
Impurity E / ITpumecs E
Impurity F / Ilpumecs F

6 |Related substances / PoacTBeHHbIe TpHMecH

0.0019%)
0.01%
Not Detected
Not Detected

0.0062%)

Below limit of detection (LOD:

Below limit of detection (LOD:

Below limit of detection (LOD:

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

| OgnoponnoeTs no3MpOBaHNS

0,
Any unknown individual 0'00‘_‘5 %) NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuuHas 0.02%
HeuIeHTUOULHpYeMast
MpUMech
Total impurities / CymmMa 0.05 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more

than 15.0 / [Tokazarens npuemaemocty (AV)
JnosxeH OsITh He 6ostee 15,0

8 Microbial limits / MuxpoOHONIOrHYecKan YHCTOTA

a) Total aerobic microbial
count / Ob1wee yncno
a’3pOOHBIX MHKPOOPraHU3MOB

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

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

Remarks: The Product conforms to ND /
IIpumeuanue: IIpoaykt cootBeTcTBYeT Tpebopanusam HJJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
ITonrorosneHo: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager / Executive /

Onobpeno: Meneskep / PykoBoguTENn
Amit Kumar j&,‘\\"’

c——

et
WV~
Print Date /

Jata: 15.11.2022

Print Date /

Jlara: : 15.11.2022

Print Date /
Mara : 15.11.2022
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CEPTHOHKAT AHAJIH3A

Page3 of 3/ Crp.3u3 3

Product Nise tablets 100 mg

Mpoaykr Haiis®, Tabnerxu 100 Mr

Batch No / 1 V2202340 Batch Quantity / : 25,00,000 tablets /
Cepun Ne O6bem cepuui 25,00,000 Tabnerok
Analytical Report No / : 890001627405 Date of Analysis / : 15.11.2022
ApanuTuyecKHil oTyeT Ne Jlara apanusa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

JlaTa npon3BojacTBa ToaeH g0 (BK)

Analysis performed according to ND / Ananus nposeaen no HJL: T1 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 ot 10.08.2020)

| Ne Test / IlokazaTtenn

Result / Peaynstartht

Specification / Hopma

[ b) Total combined yeasts and
mould count / O6uee yncno
JIPOMOKEBBIX U MUIECHEBBIX

| rpuboB

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

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

() E. coli

Absent /
OTCcyTCTBYET

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

9 | Assay/ KosuuecTBeHHoe
onpeeienue

98.8 mg/98.8 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H;»N>OsS Nimesulide in tablet /
Or 900mr po 110,0mr CisHjpN.OsS
(uumecynun) B TabneTKe

10 tablets in PVC/aluminum blister. 3

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

10 |Package/ YnaxoBka
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Ta6nerok B|carton. / Ilo 10 Tabnmerok B TIBX /
[IBX/amomunmes om Gmmctepe. ITo 3 | amomunuesoM Gnucrepe. Io 1, 2, 3 w10
nucTepa BMECTE C MHCTPYKIMEH MO | GIMCTEpOB  BMECTE C  MHCTPYKIMEH Mo
NPUMEHEHHMIO B NTa4Ky KaPTOHHYIO. | IPUMEHEHHIO B MaUKy KapTOHHYIO.

11 |Labeling / Mapkunposka ‘Complies as prescribed / According to ND /
CooTBercTByeT TpeOOBaHHAM B cootsetcrBuu ¢ HJJ

12 | Storage conditions / Store protected from light below 25°C / B zamyimeHHOM OT CBETa MECTE INpH

Xpanenne Temnepatype e Boiue 25°C
13 | Shelf life / Cpok roanocTu 3 years / 3 rona

Remarks: The Product conforms to ND /
IIpameyanue: [IpoayKT cooTBeTCTBYET Tpebosanusm HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Togrorosieno: Ramakant (ﬁ

Checked by /
TIposepeno: Pardeep Kumar

=

Approved by: Manager / Executive /
Ono6peno: Meremxep / PykoBoaurensb
Amit Kumar

pa

Print Date / i

Hata: 15.11.2022

Print Date /

Hara: . 15.11.2022

Print Date /
Jlara : 15.11.2022
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