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Product Nise tablets 100 mg
[MpoaykT Haiis®, tabnerxku 100 mr
Batch No / : V2102265 Batch Quantity / 1 244355 tablets /
Cepus Ne O6bem cepun 244355 Tabnetok
Analytical Report No / : 890001565941 Date of Analysis / : 11.01.2022
AHaJuTHYecKnii oTyeT Ne Jarta ananusa
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
Jara npoussogcrea Tomen g0 (BKIT)

Analysis performed according to ND / Auanus nposegen o HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Iloxaszatean

Result / PesysabTaTsl

Specification / Hopma

1 |Description / Onucanue

Complies / CooTBercTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XeNTOBATHIM
OTTEHKOM KpPYIJIble ABOSKOBEIMYKIBIE TAGNETKH
C INaKo MOBEPXHOCTHIO.

2 Identification /
HoaauHuuoCTEL

~ Complies / CootBetcTBYET

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>KHBaHUS OCHOBHOTO

OHMKa Ha  XpOMAaTorpaMMeé  HCTIBITYEMOTO
pacTBOopa HOJDKHO COOTBETCTBOBaTH BPEMEHH
YIepXKUBaHUS OCHOBHOT'O THKa Ha
XpOMaTOrpaMMe  pacTBOpa  CTaHOapTHOTO
obpasna HUMeCYauaa (paznen

«KonnuecTBeHHOE onpeneneHue»)

3 | Average weight and mass
| uniformity / Cpeansia macca
H OAHOPOAHOCTEL MACChI

310.6 mg/310.6 mMr

Complies / CooTeercTByeT

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

18/20 tablets - NMT + 5 %/
18/20 Tabnerok — He Gonee + 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnetox — He 6onee + 10 %

4 |Dissolution/ PacTtBopenue

100 %,100 %, 101%, 100 %, 100%,

Not less than 75 % (Q) of labeled amount of

101 % Ci13H12N>05S nimesulide is dissolved in 45
minutes / He Menee 75 % (Q) ot
HoMuHanbHOro cofepxanusa Ci3HjaN>OsS
(Humecynun) uepes 45 MuH.
5 |Water /Boaa 24 % Not more than 6.0 % w/w / He 6onee 6,0 %

[ Remarks : The Product conforms to ND /
Hpaveuanue: [TpojlyKT cooTBeTCTBYET TpeboBanuaM HJT

TConclusion : APPROVED /
3akawuyenne: OJOBPEHO

Prepared by /
[oarorosneno:
Pardeep Kumar

Checked by /
Iposepeno:

=] = Himesh Kugj//,b

Approved by: Manager / Executive /
Opobpeno: Menemxkep / PykoBogutens
Rishu Sharma

fptes

Print Date /
Jara: 12.01.2022

Print Date /
Harta: 12.01.2022

Print Date /
Jlara: 12.01.2022
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Product Nise tablets 100 mg
Ipogykr Haiis®, tabnetku 100 mr
Batch No / 1 V2102265 Batch Quantity / : 244355 tablets /
Cepua Ne O6nem cepun 244355 tabnetok
Analytical Report No / : 890001565941 Date of Analysis / : 11.01.2022
AHanuTHYecKnii oTyeT No Jata ananuza
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa nponsBoacrea T'ogen mo (BKA)
Analysis performed according to ND / Anasus nposeaen mo 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)

| Ne Test / HoxasaTen ]

Result / Pesya bLTATHI |

Specification / Hopma

6 | Related substances / PoaxcrBennbie mpumecu

Impurity A / Ilpumecs A
Impurity B / Ilpumecs B
Impurity C/ Ipumecs C
Impurity D / Ipumecs D
Impurity E / Ilpumecs E
Impurity F / ITpumece F

Any unknown individual
impurity / Enuanynas

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6oxee 0,20 %

Less than LOQ (0.0057%)

0.01%
Not Detected NMT 0.20 % / He 6onee 0,20 %
Not Detected NMT 0.20 % / He 6onee 0,20 %
Not Detected NMT 0.20 % / He 6omnee 0,20 %
Not Detected NMT 0.20 % / He 6onee 0,20 %

Less than LOQ (0.0143%) NMT 0.20 % / He Gonee 0,20 %

HEeUIEHTHOULMpPYeMas
NpHMech
Total impurities / Cymma 0.01 % NMT 1.5 % / He Gonee 1,5 %
MpUmMece
7 | Uniformity of dosage units / 2.6 - Acceptance value (AV) should be not more

OaHOpOAHOCTL JO3HPOBAHUSA

than 15.0 / Iokazarens npuemnemoctu (AV)
nospkeH ObITE He 6onee 15,0

8 | Microbial limits / Muxkpo6uosornueckas 44cToTa

a) Total aerobic microbial
count / O6ee yucio
a3pOOHBIX MUKPOOPTraHHU3MOB

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

Less than 10 CFU/g /
Memnee 10 KOE/r

b) Total combined yeasts and
mould count / O6wiee yucio
JOPOMOKERBIX U INIECHEBBIX

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

Less than 10 CFU/g/
Menee 10 KOE/r

rpubos
¢) E. coli Absent / Shall be absent in 1g /
OrtcyTcTBYET JomiHbI OTCYyTCTBOBATE B 1 I

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: Ipoaykr coorsercreyer TpeGosanusm HJJ 3akarouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosneno: IIpoBepeHo: Onobpeno: Menemxkep / Pykosomurens
Pardeep Kumar S Himesh Kumar . Rishu Sharma
Print Date / Print Date / Print Date /
Hara: 12.01.2022 Hata: 12.01.2022 Jara: 12.01.2022
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Product Nise tablets 100 mg T
Hpoayxr Haiiz®, tabaerkn 100 Mr
Batch No / 1 V2102265 Batch Quantity / 1 244355 tablets /
Cepus Ne O6bem ceprn 244355 Tabnetok
Analytical Report No / : 890001565941 Date of Analysis / : 11.01.2022
AHanuTH4yecKuii oTyet Ne JarTa anaanza
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JaTa nponsBoiacTea T'oaen g0 (BKT)
Analysis performed according to ND / Ananus nposegen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
vzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No Test / [Tokazarenn Result / PesysbraTsl Spgciﬂcation / Hopma
9 | Assay/ KoauyecTBenHoe 100.1 mg/100.1 mr Not less than 90.0 mg and not more than
onpeaeieHne 110.0 mg Ci3H2N205S Nimesulide in tablet /
Or 90,0mr mo 110,0mMr Ci3H)2N2OsS
(uumecynun) B Tabnetke
[ 10 Pac_kage / YoaxoBka 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 Tabnerok B|carton. / Ilo 10 Tabnerox B [BX /
IIBX/amomunues oM 6aucrepe. Io 2 | amomunuesom 6uctepe. IMo 1, 2, 3 mam 10
Gancrepa BMeCTe ¢ MHCTpYKUMeH MO [ 6MMCTEpOB  BMecTe ¢ MHCTpYKLHEH Mo
NPUMEHEHHIO B MAa4Ky KapTOHHYIO. | MPUMEHEHHIO B MAUKy KAPTOHHYIO.
11 |Labeling / Mapxuposka Complies as prescribed / According to ND /
CootsercTByeT TpeGoBaHHAM | B cootBercTBUM ¢ H]]
12 | Storage conditions / Store protected from light below 25°C / B 3awmmiieHHOM OT cBeTa MecTe mnpH|
Xpanenne TeMmIieparype He Beiie 25°C
13 | Shelf life / Cpok rogaocTu 3 years/ 3 rona -

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: [TponykT cootBeTcTBYeT TpeGoBanusm HJJ 3axarouenune: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
HoarororneHo: IIpoBepeHo: Ounobpeno: Menemxep / PykoBogurens
Pardeep Kumar = ] | Himesh Kgl_ﬂ”__,—:) Rishu Sharma //’

o - ) Aol
Print Date / Print Date / Print Date /
Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022
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