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Product : Nise tablets 100 mg

MpoaykTr :  Haii3®, tadnerku 100 mr

Batch No / : V2200951 Batch Quantity / : 25,00,000 tablets /
Cepun Ne Ob6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 890001591668 Date of Analysis / : 23.05.2022
AHAIHTHYECKHU{T oTyeT No JlaTa ananuza

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

Jlara npousBogcTBa I'ogen a0 (BKJT)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTenn

Result / PezyabTaThl

1 | Description / Onncanue

2 Identification /
I[NognuHHOCTDL

H OJHOPOOHOCTH MaCChI

3 | Average weight and mass ' 310.6 mg/310.6 mr
uniformity / Cpeansis macca

Complies / CooTBeTCTBYyET

Complies / CooTBeTcTBYET "~ [ Yellowish white round biconvex tablets with |

. |
The retention time of principal peak in the

Specification / Hopna

smooth surface. / DBenpie ¢ kenrosaTeiM
OTTEHKOM KpYTJbie NBOSIKOBBINYKJbIE TAONETKH
C r1aikoM NOBEPXHOCTLIO. '

chromatogram of test solution should|
correspond to retention time of principal peak in |
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»vBaHus OCHOBHOF0|
NMKa Ha XpOMaTorpamme  HCIBITYeMOro
pacTBOpa JAO/DKHO COOTBETCTBOBATH BPEMEHU

yAepPKUBAHHA OCHOBHOTO nu1Ka Ha
XpoMaTorpaMme  pacTBopa  CTaHAAPTHOro
obpa3ua HUMECYNUIA (pazmen

«KonnuecrBeHHOE OMpeaeneHne»)

Complies / CooTBeTcTBYyET

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

18/20 tablets —NMT £ 5 % /
18/20 Tabnerok — e Gonee £ 5 %

2/20 tablets — NMT + 10 % / ,
2/20 tabnerok — He Goyiee = 10 % |

4 |Dissolution / PacTeopeHue 97%, 97 %, 98%, 98%, 99%, 98%

Not less than 75 % (Q) of labeled amount of |
C13H2N20s8 nimesulide is dissolved in 45 |
minutes / e meriee 75 % (Q) ot
HoMuHaneHOro coaepxanusa CisHjpN2OsS
(anMecynuna) yepes 45 MUH.

I 5 | Water/ Boga 23 % | Not morPe than 6.0 % w/w / He Gonee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanuam HJL 3axmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnexo: [Tposepeno: Naresh Kumar Onobpeno: Menemxep / Pykoponurens
Ankit 1 5 Manoj Kumar - )

( fé @/ \1}\4;1(_{,1' L
! Rl Soet
Print Date / Print Date / Print Date /
Jara: 23.05.2022 Hara: 23.05.2022 Hara 23.05.2022
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Product Nise tablets 100 mg
IpoaykTr Haii3®, tabnerku 100 mr
Batch No / 1 V2200951 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001591668 Date of Analysis / 1 23.05.2022
AHanuTHUYeCKHU oTUeT No JlaTa ananu3a
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa mpou3zBoacTBa Tonen no (Bre)
Analysis performed according to ND / Ananans nposenen no H/I: 1 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)
Ne Test / [TokazaTenan | Result / PesyabTatsl | _Speciﬁcation/ Hopma |
6 |Related substances / PoacTeennbie npumecu |
: > > .
Impurity A / Ilpumecs A Less than LOQ(LOQ:0.0057%) NMT 0.20 % / He 6osnee 0,20 %
|
Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
[mpurity E / [Tpumecs E Less than LOQ(LOQ:0.0186%) NMT 0.20 % / He Gonee 0,20 %
Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual | 0.02% NMT 0.20 % / He 6omee 0,20 %
impurity / EquHu4Has
HeuAeHTUDHLIHpYemast
npHUMech
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.8 Acceptance value (AV) should be not more
OaHOpOAHOCTE AO3HPOBAHUS than 15.0 / [Tokazarens npuemieMoctu (AV)
JoJkeH ObITh He Gonee 15,0
8 |Microbial limits / Mmcpoﬁuoﬁomqecxaﬂ YHCTOTA o .
a) Total aerobic microbial Less than 10 CFU/g / ]Not more than 1000 CFU/g /
count / Ofimee ynann Mewee 10 KOF/r He Annee 1000 KOF/r
[ a3pOOHBIX MMKPOOPraHU3MOB ‘ ‘

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm H]T 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: IIpoBepeno: Naresh Kumar Onobpeno: Menemxep / Pykoponurens
Ankit e Manoj Kumar i
(/B @ f\.‘rné'.f “‘“Q =
e e
Print Date / Print Date / Print Date /
Hara: 23.05.2022 Hara: 23.05.2022 Hara 23.05.2022
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Product : Nise tablets 100 mg
[ Mpoaykr Hait3®, tabnerku 100 mr
Batch No / : V2200951 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne |O6Bem cepuu 25,00,000 tabneTtok
Analytical Report No / : 890001591668 |Date of Analysis / : 23.05.2022

Jlara ananusza

Date of Manufacture /
Jara nmponu3Boacrea

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

T'ogeH Ao (BKJI)

Analysis performed according to ND / Ananus nposeaen no HJI; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne | Test/ Hoxa3g‘re§1|: | Result/ Pe;yanaTbl Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / O6wee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX M TUIECHEBBIX
rpubos
I c) E. coli B Absent / Shall be absent in 1g/
OTtcyTcTByeT Jomxubl oTcyTcTBOBaTH B 1 T
9 | Assay/ KonuuecTtBeHHoe 100.5mg / 100.5mMr Not less than 96.0_mg and not more than
onpeaeneHue 110.0 mg C;3H2N-OsS Nimesulide in tablet /
Or 900mr mo 110,0mMr C3H;aN-OsS
(uumecynun) B TabneTke '
10 |Package/ VuakoBka 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. / Mo 10 rtaGnerok B|carton. / IJo 10 Tabnerox B TIBX /
[IBX/amomunuer oM 6aucrepe. [To 3 | antomunuerom Omuctepe. Ilo 1, 2, 3 mnm 10
GnucTepa BMecTe C MHCTPYKLMEH 10 | 6nHCTepoB  BMECTE € MHCTPYKUMEH no
NPUMEHEHHIO B NA4Ky KAPTOHHYIO. | MPUMEHEHHMIO B [IAYKY KAPTOHHYIO.
——
11 |Labeling / MapkupoBka Complies as prescribed / | Accor/ding toND/
| CooTBeTcTByET TpeboBaHHAM B cootBercTeun ¢ HJL
12 | Storage conditions / Store protected from light below 25°C / B 3aMIIeHHOM OT CBETA MECTE MNpH
|XpaHeHne TeMreparype He Boille 25°C
13 | Shelf life / CpoK rogHocTH 3 years / 3 rona o -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpnmevanue: [IponyxT coorBercrByeT TpedboBanusam HJ 3akmoyenune: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosineHo: IlpoBepeno: Naresh Kumar Onobpeno: Menemxep / Pykosonurens
Ankit C, Manoj Kumar —) (]
(A e (mguul—
Print Date / Print Date / Print Date /
JHata: 23.05.2022 Harta: 23.05.2022 Hara 23.05.2022
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