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Product : Nise tablets 100 mg

Hpoxyxr  : Haiis®, Tabnetkn 100 mr

Batch No / : V2102159 Batch Quantity / : 25,00,000 tablets /
Cepusn No O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001563553 Date of Analysis / : 27.12.2021
AHaJHTHUECKHH 0T4YeT No Jara aHnanuza

Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024

Marta npouzsoacrea I'oaen oo (Bin)

Analysis performed according to ND / Auaaus nposesen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| Ne Test / llokaszaTenn I Result / PesyabTathi Specification / Hopma

1 | Description / Onucaune Complies / CooTseTcTBYET Yellowish white round biconvex tablets with

smooth surface. / Benble ¢ >XenToRaTbiM
OTTEHKOM KPYTJIble ABOSIKOBBINYKIIbIE TAGIETKY
C IMaaKoil MOBEPXHOCTEIO.

MopauuHoCcTL

2 |Identification / Complies / CooTsercTByeT 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 yfep>KuBaHUsI OCHOBHOIO
MHKa Ha  XpOMAaTOrpaMMe  MCIBITYEMOrO
pacTeopa HOMKHO COOTBETCTBOBATH BPEMEHH

YIEPIKUBAHHS OCHOBHOT'O MyKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHAapTHOro
obpazna HUMeCyuaa (pazgen

«KonuuecTBeHHOE ONpeneneHue»)

uniformity / Cpeansas macca
W OHOPOAHOCTH MACCHI

3 | Average weight and mass 3109 mg/310.9 mr 310 mg+5.0% /310 mr+ 5,0 %
Complies / CooTsercTByeT 18/20 tablets ~NMT £ 5 % /

18/20 Tabnerok — He Gonee = 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnetok — He Gonee + 10 %

4 | Dissolution / PacTBopenne 99 %, 97 %, 96 %, 98 Y%, 98%, 97 % | Not less than 75 % (Q) of labeled amount of

C13H12N2058S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaNbEHOTO coaepxanus C3H p2N>OsS
(HumMecynun) yepes 45 MuH.

5 Water / Boaa

2.0% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

IIpumeyanue: ITpoayKT COOTBETCTBYET TpedoBanusm HJ 3agmouenne: OJIOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /
ITonrorosneno: Iposepeno:

Pardeep Kumar _Ir, Himesh KumM Botchu Anjali &

Approved by: Manager / Executive /
Ono6peno: Menemxkep / Pykosogurens

Print Date / Print Date / Print Date /
Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021 .
m. [ PR =]
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Product ¢ Nise tablets 100 mg

IIpoaykTt Haiiz®, tabnerku 100 mr

Batch No / : V2102159 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001563553 Date of Analysis / : 27.12.2021
AnagyTHyeckuii oT4er Ne Jara ananuza

Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024

JlaTa npoM3BOACTBA Tomen no (BKJT)

Analysis performed according to ND / Auanus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

__ No Test / IlokazaTens | Result / PesyabTaTsl | Specification / Hopma N
6 |Related substances / PoacTBeHHbIe MpUMecH
o 0, 0,
Impurity A / ITpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / IIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ipumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / IIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunu4nas
HeUOeHTHDULUpYeMast
MpUMEChH
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more
OaHopoaHoCcTbL A03HPOBaAHHUSA than 15.0 / ITokasarens npuemiaemocTH (AV)
noinkeH 6Tk He Gonee 15,0
8 |Microbial limits / MnKpoaao.n_o;nq_ecm;ﬂ YHCTOTA

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6mee uxcno Menee 10 KOE/r He 6onee 1000 KOE/T
a3pO6HBIX MUKPOOPTAHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O61ee aucno Menee 10 KOE/r He 6onee 100 KOE/r
JNPOXOKEBBIX U IIECHEBBIX
[ rpu6os
| _
¢) E. coli Absent / Shall be absent in 1g/
OtcyTcTBYET JoykHBI OTCyTCTBOBaTh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: IIpoaykT cooTBETCTBYET TpeboBanusaM HJI 3axnouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: IIposepeno: Onobpeno: Menemxkep / PykoBoanTens
Pardeep Kumar r Himesh Kurfr/-k//’/__3 Botchu Anjali %
Print Date / Print Date / Print Date /
HaTa: 27'12'2021 Drvv?r-*nEEEllHnﬁ.g;%; ;-\27,"1‘-272..922—:.1 Ao 3 Boniaes Hille gerdA%I%:_%ZnJ};AZQ%L~~H~ 5 Y- hey
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Product : Nise tablets 100 mg
IMpoaykr  : Haiis®, tabnerku 100 mMr

Batch No / : V2102159 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001563553 Date of Analysis / 1 27.12.2021
AdaJauTHyeckuii oTyet Ne Jara ananusa

Date of Manufacture / : NOV.2021 . |Date of Expiry / : OCT.2024

JlaTa npoM3BOACTBA TI'ogen xo (Bxu1)

Analysis performed according to ND / Auanu3 nposeaed no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokasaTenan Result / F(;3_VJII>TaTbl 1. _ ~ Specification / Hopma
9 | Assay/ Koaunuecteennoe 99.6 mg/ 99.6 Mr Not less than 90.0 mg and not more than
onpejgeeHHe 110.0 mg Ci3Hj2N2OsS Nimesulide in tablet /

Or 900mr mo 110,0mMr Ci3H2N20s8
(uumecynunn) B Tabnerke

10 |Package/ Ynakoska 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. / ITo 10 Ttabnerok B|carton. / Tlo 10 Ttabmerox B IIBX /
MBX/anmoMuunes om 6aucrepe. o 3 | amoMuunesoM Gmuctepe. Ilo 1, 2, 3 wma 10
GnUcTepa BMECTE ¢ MHCTPYKLMEit 1o | GNHCTepoB  BMECTeé C  UHCTPYKLMEH IO
NPUMEHEHHIO B A4Ky KAPTOHHYIO. l NPUMEHEHHIO B NIaUKy KapTOHHYIO.

13 | Shelf life / Cpok roaHocTu 3 years /3 ropa

11 |Labeling / MapkupoBka Complies as prescribed / | According to ND /
|; CooTtBeTcTBYeT TpeOOBAHUAM B coorsetctBuun ¢ H]
l 12 |Storage conditions / Store protected from light below 25°C / B 3alUMIIEHHOM OT CBETa MeCTe npu
| XpaHeHue TeMrmeparype He Belle 25°C
|

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpameuanne: [TpoaykT cooTBeTcTBYeT TpeboBanusam H/ 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: IIposepeHo: Onobpeno: Meremxkep / PykosoauTens
Pardeep Kumar t Himesh Kumar E ey Botchu Anjali %(

Print Date / Print Date / Print Date /

Jata: 27.12.2021 Regisrord db8TA: 2712202 wo 2 aniara nine wi AT 280022080 o0 i
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