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Product : Nise tablets 100 mg
Mpoaykr : Haiia®, tabnerku 100 mMr
Batch No / : V2101956 Batch Quantity / : 25,00,000 tablets /
Cepns Ne Oobem cepuun 25,00,000 rabnerok
Analytical Report No / 1 40001474343-1 Date of Analysis / : 30.11.2021
AHanuTHYecKkHii oTueT Ne Jara anaausa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2024
JlaTa npoH3BOACTBA I'open go (BK)
Analysis performed according to ND / Ananu3 nposeaen no H/I: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mmM. Ne 1 o7 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / HoxasaTenb Result / Pe3)7JII>TaTbl S_Eeciﬁcation/ Hopma
1 ‘Descripﬁon/ Onucanne Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with

smooth surface. / bBenble ¢ XKeITOBATLIM
OTTEHKOM KpYTJIbIE ABOSIKOBBIITYKIIbIE TabneTku
C THaKOM TOBEPXHOCTHIO.

2 |Identification / Complies / CoOTBETCTBYET The retention time of principal peak in the
IMoannHHOCTE chromatogram of test solution should
correspond to retention time of principal peak in
| Nimesulide standard solution chromatogram
under Assay / Bpems yaepxuBaHHA OCHOBHOTO |
NMKa Ha XpOMaTrorpaMme  HCIBLITYeMOro
pacTBOpa JO/DKHO COOTBETCTBOBATH BPEMEHH

yHEp)KUBaHHUA OCHOBHOTO nMKa Ha
XpOMaTOrpaMMe  pacTBOpa  CTaHIAPTHOTO
o6pasua HUMeCYIHIa (pazzen
«KonnuectBeHHOE onpeneneHHe»)
3 | Average weight and mass ' 3114 mg/3114 mr 310 mg£5.0%/310mMr+5,0%
uniformity/l SpeaHagmaccs Complies / CooTBeTCTBYET 18/20 tablets —NMT + 5 % /

H OAHOPOIHOCTH MACCHI X
AHOpoa 18/20 tabnerok — ne Honee £ 5 %

2/20 tablets —-NMT £ 10 %/
2/20 tabnetok — He 6onee £ 10 %

4 |Dissolution / PacTBopenue 106 %, 94 %, 94 %, 94 %, 95%, Not less than 75 % (Q) of labeled amount of
94 % C13H12N2058S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro coaepxanus Cij3Hj2N20sS

(auMecynun) yepes 45 MuH.
5 |Water/Boaa 32% | Not more than 6.0 % w/w / He 6onee 6,0 %
|

) . L _ _ A _
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuaM HJI 3akiaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarotosnexo: ITposepeHo: Opobpeno: Menemxep / PykoBoauTeENb
Pardeep Kumar {9‘ Himesh KuM Pavan Kumar Shgrma
Print Date / Print Date / Print Date /
Hara: 30.11.2021 Hara: 30.11.2021 Hara: 30.11.2021
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JaTa npon3BoACTBa

Product Nise tablets 100 mg

Ipoaykr Haiiz®, Tadsnetkn 100 mr

Batch No / : V2101956 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Obbem cepun 25,00,000 Tabnerok
Analytical Report No / 1 40001474343-1 Date of Analysis / : 30.11.2021
AHanuTHYecKHii oTueT Ne Jara ananmsa

Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2024

T'ozen ao (BKJI)

Analysis performed according to ND / Anann3 nposeaex no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne Test / HHoxa3aTenn [

Result / Pe3yabTaThl

6 |Related substances / PogcTBeHHbIe TPHMECH

Specification / i-Io_Qma_ -

Impurity F / ITpumecs F

Any unknown individual
impurity / Exunnynas

Impurity A / Tlpumece A | Less than LOQ (0.0057%)
Impurity B / Ilpumecs B | 0.01%
Impurity C / IIpumecs C Not Detected
Impurity D / ITpumecs D | Not Detected
Impurity E / IIpumecs E Not Detected

Not Detected

Less than LOQ (0.0143%)

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

O)ZlHOpOIlHOCTb AO03UpoBaAHUA

HeuaeHTHDULIHpYyeMast
npuMech
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Uniformity of dosage units / 32

Acceptance value (AV) should be not more
than 15.0 / [Tokasarens npuemnemocty (AV)
nomkeH ObiTh He 6osee 15,0

8 Microbial limits / MukpoGuoJornuyeckas 4HcToTa

a) Total aerobic microbial
count / ObLiee YUCIO
a3po6HBIX MHKPOOPTraHH3MOB

<10 CFU/g/
<10 KOE/r

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

b) Total combined yeasts and
mould count / Obuiee uncio
IPOXOKEBBIX U IIECHEBBIX
rpubos

Less than 10 CFU/g /

Menee 10 KOE/r

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

¢) E. coli

Absent /
OT1cyTcTBYET

Shall be absent in 1g/
JIOmKHEI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /

IIpameuanne: [TpoaykT coorBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3axarouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnieHo: ITpoBepeno: Onobpeno: Menemxkep / PykoBoaurenn
Pardeep Kumar Himesh KW Pavan Kumar Sharmia

i
Print Date / Print Date / Print Date /
Jara: 30.11.2021 Hara: 30.11.2021 Jlata: 30.11.2021
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[Product : Nise tablets 100 mg
Mpoaykr  : Haitz®, Tabnerxn 100 mr
Batch No / : V2101956 Batch Quantity / : 25,00,000 tablets /
Cepus Ne OGvem cepun 25,00,000 Tabnerok
Analytical Report No / 1 40001474343-1 Date of Analysis / : 30.11.2021
AHanuTudeckuii oryer Ne JlaTa ananuza
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2024
JlaTa npousBoacTBa Toaen p0 (BKJ)
Analysis performed according to ND / Anasu3 nposeaen mo HJI: T1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020)

Ne Test / HokaszaTens Result / PesyabrarTst Specification / Homwai - N
9 | Assay/KoanuyecTBeHHOe 99.7 mg/99.7 mr Not less than 90.0 mg and not more than
omnpeaeneHne 110.0 mg Cy3Hj5N-OsS Nimesulide in tablet /

Or 90,0mr gmo 110,0mr Ci3H;2N20sS
(aMMecynun) B TabneTke

10 |Package / YrmakoBka 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 Tabnerok B|carton. / Ilo 10 Tabnetrox B IIBX /
[MBX/antomuuunes oM 6nuctepe. Io 3 | amomunnesom 6nucrepe. Ilo 1, 2, 3 wi 10
6nMcTEpa BMECTE C MHCTPYKLMeH 1o | ONHCTepoB  BMeCTE € MHCTPYKLHEH Mo

NPUMEHEHHIO B NaYKy KaPTOHHYIO. | IPUMEHEHHIO B ITa4YKy KapTOHHYIO.
11 |Labeling / MapkupoBKka Complies as prescribed / According to ND / - -
CootBeTcTBYET TpeOOBaHUAM B cootBerctBuu ¢ H]
12 | Storage conditions / Store protected from light below 25°C / B 3amuilleHHOM OT CBETa MECTE MNpU
XpaHeHHe Temrneparype He Bole 25°C

13 | Shelf life / Cpok roanocTu 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [TponykT coorseTcTBYeT TpeboBanusm HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: ITposepeHo: Opobpeno: Menemxep / PykoBOANTEND
Pardeep Kumar P Himesh Kumar | Pavan Kumar Sham'{"fj‘

Print Date / Print Date / Print Date /

Hara: 30.11.2021 Hara: 30.11.2021 Mara: 30.11.2021
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