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Product Nise tablets 100 mg

Mpoaykr Haitz®, tabnerxu 100 mr

Batch No / V2101610 Batch Quantity / : 25,00,000 tablets /
Cepusa No O6bem cepun 25,00,000 Tabnerox
Analy tical Report No / : 890001547589 Date of Analysis / : 29.09.2021
AnHanviTnueckuii oryer Ne Hara ananusza

Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2024

Jara @ipousBoicTBa TIozen po (Bka)

Analysis performed according to ND / Anasins nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. N1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne |

Test / [okazaTean

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanue

Complies / CooTBercTBYyeET

Identification /
HoaanuHOCTL

Yellowish white round biconvex tablets with
smooth surface. / DBenble ¢ »kenroBaTbim
OTTEHKOM KpYTJble ABOSKOBBINYKbIE TaGNEeTKH
C IMIAJKOM MOBEPXHOCTHIO,

Complies / CoorBercTByeT

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 yIep>KHBaHHSI OCHOBHOTO
NUKa Ha  XpOMArorpamMMe  MCIIbITYeMOrd|
pacTBOpa IOJDKHO COOTBETCTBOBATH BPEMEHH
yAEp>KUBaHMS OCHOBHOT'O NyKa Ha
XpoMarorpaMMe  pacTBOpa  CTAHAAPTHOIO
obpazua HUMeCYIHIa (pazmen
«KonuuecTBeHHOE ornpeneneHue»)

' Average weight and mass

uniformity / Cpeansis macca
M OJHOPOAHOCTb MACCHI

311.2mg/311.2 mr

Complies / CootBeTcTBYET

310 mg £5.0% /310 Mr+ 5,0 %

18/20 tablets —-NMT £ 5 %/
18/20 tabnerok — He Bonee £ 5 %

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

Dissolution / PacTBopenue

'Water / Boaa

Remarks : The Product conforms to ND /
Ilpumeuanne: IIponykT cooreTcTBYeT TpeboraHusM HJT

96 %, 98 %, 97 %, 98 %, 98 %,
98 %

Not less than 75 % (Q) of labeled amount of
C13H2N2OsS nimesulide is dissolved in 45
minutes”/ He menee 75 % (Q) ot
HOMUHaBHOTO coaepxanus Ci3H;2N->OsS
(rumecynun) uepes 45 MuH,

32%

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

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroTrosneHo: ITpoepeno: Onobpeno: Menemxep / PykoBonurens
Pardeep Kumar . Himesh Klgarj/’_:_—; Pavan Kumar Sharma »

DF - - d_—
Print Date / Print Date / Print Date /
Hara: 29.09.2021 I[aTa 29 09. 2021 I[aTa 29 09. 2021
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Product : Nise tablets 100 mg
[Mpoaykr :  Ha#z®, tabnerku 100 mr
Batch No / : V2101610 Batch Quantity / + 25,00,000 tablets /
Cepusi Ne O6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001547589 Date of Analysis / 1 29.09.2021
Ananurudeckni oruet Ne JlaTa ananu3za
Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2024
Jara npou3BoicTBa T'ogen go (BKJI)
Analysis performed according to ND / Ananns nposeaen no HJI: ITN012824/03-140119 (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)

No Test / llokasaTejb | Result / PesyabTaThl | - _Speciﬁcaﬁ / Ho_pﬁ
6 | Related substances / PoacTBeHHBIC npHMecH
3 0, 0,
Impurity A / IIpumecs A | Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / ITpumece B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / I[Tpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / IIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / ERuHm4Has '
HeugeHTHUIMpyeMas
npuMech
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
| npuMeceit
7 | Uniformity of dosage units / 34 - Acceptance value (AV) should be not more
OIHOPOAHOCTL NO3UPOBAHHSA than 15.0 / Iloxazarens npuemiemocty (AV)
JoJhKeH ObITh He Oosee 15,0
8 |Microbial limits / MukpoOuoJorHyecKan YUCTOTa B
a) Total aerobic microbial 05 CFU/g/ Not more than 1000 CFU/g/
count / OBee yucio 05 KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61ee uncio Menee 10 KOE/r He 6omnee 100 KOE/r
JPOMOKEBBIX U MIECHERBIX
rpuboB
¢) E. coli Absentin 1g/ Shall be absent in 1g/
OrtcyTteTByeT B 1T JlomKHEI OTCYTCTBOBATH B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykt coorBercTBYeT TpeboBanusM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarororneHo: IpoBepeHo: OnoGpeno: Menemxkep / Pykosoautesb
Pardeep Kumar [ Himesh Ig_&_/’—’; Pavan Kumar Sharma =~ =
5 ' - i_};,, .
Print Date / Print Date / Print Date /
Hara: 29.09.2021 I[aTa 29 09 2021 I[aTa 29 09. 2021
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Product Nise tablets 100 mg

NMpoaykr Hariz®, tadnerku 100 mr

Batch No / : V2101610 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepun 25,00,000 tabaeTok
Analytical Report No / : 890001547589 Date of Analysis / ¢ 29.09.2021
AnanuTH4ecKuil oryeT No JlaTta ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024

JlaTa npou3BoacTBa ~_|Toaen no (Bka)

Analysis performed according to ND / Ananu3s nposenen no HA: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IloxazaTtens Result / Pe3yabTaThl Specification / HopnTa
Assay / KonnyecTBennoe 99.5 mg/99.5 Mr Not less than 90.0 mg and not more than
onpeneeHne 110.0 mg Ci3H;>N->OsS Nimesulide in tablet /
Or 900mr gmo 110,0mMr C;3H;pN20sS
(ammecynun) B TabneTke
10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 | 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. / ITo 10 Tabmerok B carton. / Ilo 10 Tabnerox & TIBX /
[BX/amomunner oM Grucrepe. [o 2 | amomuuueBom 6nmcrepe. Io 1, 2, 3 uau 10
6nKcTepa BMECTE C MHCTPYKUMEH 10 | GIHCTEPOB  BMECT€ ¢  HHCTPYKLMEH IO
PUMEHEHNIO B Ma4YKy KAPTOHHYK). | IPUMEHEHHIO B 34Ky KaPTOHHYIO.
11 Labeling / Mapxuposka Complies as prescribed / A_ccording to ND /
CootBetcTBYET TpeOOBaHUSAM B cootBercTBuu ¢ H]J
12 | Storage conditions / Store protected from light below 25°C / B 3alUMIIEHHOM OT CBeTa MecTe npu.
| Xpanenue TeMmIepaType He Beie 25°C
13 | Shelf life / Cpok rognocTn 3 years / 3 rona

Remarks : The Product conforms to ND /

IIpumeuanne: [IpoayxT cooTBeTcTBYET TpeGoBanusaM HJJ

Conclusion : APPROVED /
3akmwouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITonrotorneno: ITposepeno: Onobpero: Meunemwxep / Pykgsourens
Pardeep Kumar@f—/‘ Himesh @J’/f: Pavan Kumar Sharma .

P \ /_/‘,_—'::-{;f’ﬂ;’.
Print Date / Print Date / Print Date /
Hara: 29.09.2021 Hara: 29..2021 Hara: 29.09.2021

noad NO
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