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Product Nise tablets 100 mg

IlpoaykTt Haiz®, radnerku 100 mr

Batch No / : V2202368 Batch Quantity / : 25,00,000 tablets /
Cepusa No Oobnem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001627814 Date of Analysis / : 17.11.2022
AHAJAUTHYECKHH oTyeT N2 JlaTta ananu3za

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

JlaTa npoussoacTea Fonen no (Bxa)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / wam. Ne 2 o1 10.08.2020)

Ne Test / IlokazaTe/n

Result / Pe3yibTaThbl

Speciﬁcati(;/ Hopma

1 Desc;iption / Onucanue

Complies / CooTeeTcTByeT

2 Identification /
IMoaauHHOCTH

3 | Average weight and mass

H OJHOPOAHOCTDb MacCChl

uniformity / Cpeansis Mmacca

Complies / CooTBercTByeT

Yellowish white round biconvex tablets with |
smooth surface. / benble ¢ XenTOBaThbiM
OTTEHKOM KpPYIJIble JBOSAKOBBIMYKJIIbIC TabJIeTKH
C MIAJIKOM TIOBEPXHOCTHIO.

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 / Bpemst ynep»HBaHHI OCHOBHOTO

|nMKa Ha  XpoMmarorpaMMe  HUCTBITYEeMOro
pacTBOpa AOJKHO COOTBETCTBOBATH BPEMEHH
yIOEPXKUBAHUS OCHOBHOTO MHKa Ha
XpoMmarorpaMMe  pacTBOpa  CTaHZApTHOro
obpazua HUMECYIHIa (pazmen

«KoanuecTreHHOE onpeaeneﬂne»)

310.7mg /310.7 mr

Complies / CoorBercTByeT

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

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

2/20 tablets —NMT + 10 % /
[ 2/20 Ta6nerok — He Gosee £ 10 %

4 | Dissolution / PacrBopenue

5 Water / Boaa

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

3.0%

Not less than 75 % (Q) of labeled amount of
Ci3H12N>05S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHanpHOro cogepxkanust Ci3H|2N2OsS
(aumecynun) uepes 45 MuH.

"Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks: The Product conforms to ND /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion: APPROVED /
Saknrwuyenne: OJJOBPEHO

Prepared by /
[Tonrorosnexno; Ramakant

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: Menen}xeﬁ / PykoBoniuTens

Amit Kumar y

Lo
Print Date /

Hara: 17.11.2022

Print Date /
Hata: : 17.11.2022

Print Date /
Hata:17.11.2022
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Product : Nise tablets 100 mg

ITpoaykr :  Haii3®, rabnetkn 100 mr

Batch No / 1 V2202368 Batch Quantity / ¢ 25,00,000 tablets /
Cepua Ne Obbem cepun 25,00,000 Tadnerok
Analytical Report No / : 890001627814 Date of Analysis / : 17.11.2022
AHanuTH4YecKHH oTyeT Nt |daTa anannsa

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

JlaTa npoussoacraa [Tonen no (BKJT)

Analysis performed according to ND / Auanus nposeaen no HJI; I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Result / Pe3y_J|bTaT|>|_

| Ne | Test / MokazaTen

Impurity A / TlpumMecs A

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

Any unknown individual
impurity / Equnuanas

6 | Related substances / PogcTBennbie mpumec

Below limit of detection (LOD:
0.0019%)

0.02%
Not Detected
Not Detected
Below limit of detection (LOD:
0.0062%)
Not Detected
Less Than LOQ(L0OQ:0.0143%)

OaHOpOAHOCTL NO3UPOBAHUS

HeHJAeHTUDULIMpYemast
MpUMECh
Total impurities / Cymma 0.02 %
npuMecen
7 | Uniformity of dosage units / 25

Specification / lﬁma__ - |

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

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / ITokazaTtens npuemMneMocTh (AV)
Jossked Obris He Guiiee 13,0

oo

‘Microbial limits / Mukpo6uosornueckast 4ucToTa

a) Total aerobic microbial
count / O6uee ynci0

| a3pOOHBIX MUKPOOPIraHU3MOB

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 /
IIpumeyanne: IIpoaykrt coorBeTcTBYeT TpeboBanusIM HJT

Conclusion: APPROVED /
Saknwuyenne: OJOBPEHO

Prepared by /
HOJIFOTaBﬂeHO_: Ramakant

Checked by /
IIposeperno: Pardeep Kumar

(=

[

Approved by: Manager / Executive /
Ono6peHo: Menemkep / PykoBoautens

Amit Kumar (5 "N
/

s
Print Date /

Hata: 17.11.2022

Print Date /
Hara: : 17.11.2022

Print Date /
Hata:17.11.2022
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Product Nise tablets 100 mg
Ilpoaykr Haiiz®, Tadnerku 100 mMr
Batch No / 1 V2202368 Batch Quantity / ¢ 25,00,000 tablets /
Cepusa Ne O61em cepun 25,00,000 TabneTok
Analytical Report No / : 890001627814 Date of Analysis / : 17.11.2022
AHaJuTHYeCKHH 0TUeT Ne JdaTta ananausa
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025
Jara npousBoacrsa TI'onen a0 (BKJ)
Analysis performed according to ND / Auaius nposenen no HJ/I: 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 / u3m. Ne 2 ot 10.08.2020)

! N | Test / [lokazarenn

Spec_iﬁchtio;l /Hopma |

“Result / Pe3yabrarnl '
'Not more than 100 CFU/g /

mould count / Ob1uee uncno
JIPO>KXKEBBIX U MIECHEBBIX
rpubos

b) Total combined yeasts and

Less than 10 CFU/g /

Menee 10 KOE/r He Gonee 100 KOE/r

¢) E. coli

9 | Assay/ KonanuecrseHHoe
onpenesieHue

10 |Package/ YnakoBka

Shall be absent in 1g /
J0JDKHBI OTCYTCTBOBATh B 1 T

Absent /
OTcyTcTBYyET

99.0 mg/99.0 Mr

110.0 mg C13H|»N-0O;S Nimesulide in tablet /
IOT 90,0 mr mo 110,0 Mr C;3H;2N-O;S
| (aumecynun) B Tabnerke

10 tablets in PVC/aluminum blister. 3 | 10 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. / Ilo 10 Tabnerox B|carton. / Ilo 10 Ttabnerox B IIBX /
[IBX/anoMuHHeB oM BnucTepe. ITo 3 | amomuuneBoM Gaucrepe. Ilo 1, 2, 3 unu 10
GUcTepa BMECTE C MHCTPYKUHEH MO | ONMCTEpOB  BMECTE C MHCTPYKLHEH 1o
OPUMEHEHHIO B NTAUKy KapTOHHYIO. MPUMEHEHHIO B MaUKy KapTOHHYIO.

Not less than 90.0 mg and not more than |

11 Labeling / MapkupoBka

12 | Storage conditions /
XpaHenue

According to ND /
B cootBetcTBHu ¢ H/,

Complies as prescribed /
CootBeTcTBYET TpebOBaHUAM

Store protected from light below 25°C / B 3amuineHHOM OT CBeTa MECTE TNpPH
Temreparype He Boile 25°C

13 | Shelflife / épBKr_onHOCTH

3 years / 3 rona

Remarks: The Product conforms to ND /
Ilpumeuanne: IIpoayxr coorBercTBYeT TpeboBanusam HJJ

Conclusion: APPROVED /
Saxmrwyenune: OTIOBPEHO

Prepared by /
ITogrotorneHo: Ramakant

o

Approved by: Manager / Executive /
Onobpeno: Menemkep / PyxoBoautens

Amit Kumar / 5 . y

Checked by /
IIposepeno: Pardeep Kumar

Print Date /
Jara: 17.11.2022

Print Date /

Hara: : 17.11.2022

Print Date /
Jara: 17.11.2022
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