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Product : Nisc tablets 100 mg |
| [TpoayrT + Haiiz®, Tadaerku 100 mr -

Batch No / 1 V2201845 Batch Quantity / : 25,00,000 tablets /

Cepus Ne Odnem cepun 25,00,000 TadneTok
Analytical Report No / 1 890001620676 Date of Analysis / : 13.10.2022
AHanuTHYecKHii oTueT No JlaTra aHanamn3sa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

Jlata npon3soacTea Toaen po (BrA)

Analysis performed according to ND / Ananus nposejed no H/I: [1N012824/03-140119 (amend Ne 1 from 08.06. 2020/
w3m. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08. 2020)

N | jest/ Moxkazateasn Result / Pesﬁmru
1 | Description/ Onucanve Complies / CooTBeTcTBYET

Spccﬂ"c‘llmn/ llJma
[Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ JKENTOBATHIM
OTTEHKOM KpYrJlble ABOSKOBBIMYKJIbIE TAONETKH
¢ rafKoi MOBEPXHOCTHIO.

2 |Identification / | Complies / CooTBeTcTBYET
[MoaanunoOCTHL

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 / Bpema ynep:KUBaHUs OCHOBHOIO |
[MKa Ha XpoMarorpaMMe  HCMBITYEMOTo
pacTBopa HOMKHO COOTBETCTBOBATH BPEMEHH
yACPXKUBAHUA OCHOBHOTO nuKka Ha
XpoMarorpamme  pacTopa  CTaHAApTHOrO
obpasua HHMecynuaa (pazpen
«KonnyecTBeHHOE OnpeeneHHie)

3 | Average weight and mass . 309.7 mg/309.7 mr
uniformity / Cpeansia macca

Complies / CooTBeTCTBYET
H OAHOPOAHOCTb MACCHI

310 mg £ 5.0 % /310 Mr+ 5,0 %

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

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

4 Dissolution / PacTBopenue 100%, 96 %, 96%, 97%, 97%, 95%

| (numecynun) uepes 45 MHH.

Not less than 75 % (Q) of labeled amount of
C3H,>N>05S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
nomunansHoro coaepxkanns CisHinN20sS

5 | Water / Boaa 24 % Not more than 6.0 % w/w / He 6onee 6,0?
Remarks : The Product conforms té ND / Conclusion : APPROVED /
IMpumeuanue: [IPoJAYKT COOTBETCTBYET TPEOOBAHNAM HJI 3axaodenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Toarorosneno: Ramakant [Tposepero: Pardeep Kumar OgnobpeHo: Menemxep / PykosonuTes

Pavan Kumar Sharma ' .
1A L A
% yd - = k‘///)
Priut Date/ Print Date / Print Date / -
Hata: 13.10.2022 Jara: : 13.10.2022 Hara : 13.10.2022
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Product : Nise tablets 100 mg

[IpoaykTt : Haiz®, tadnerkii 100 mr

Batch No / : V2201845 [Batch Quantity / . 25.00,000 tablets /

| Cepnus No Oonem cepuu 25,00,000 Tadnerok
Analytical Report No / : 890001620676 Date of Analysis / : 13.10.2022
AHaJHTHYeCKHIT oTueT No JlaTa ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

JlaTa npon3BOACTBA |Toaen a0 (BKJ)

Analysis performed according to ND / AHa/u3 poBeaeH no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 oT 10.08.2020)

T
6 | Related substances / PoacTeennble npumecs

| Test / [lokaszarenn

; - Result_/Pe'j__lebTaTu

Specification/ Hopma ]

Impurity A / TTIpumecs A

| Bclow Limit of Detection
(LOD:0.0019%)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 % ‘

Impurity B / TIpumecs B 0.01%
Tmpurity C / Mpumecs C DELELE G NMT 0.20 % / He Gonee 0,20 %
Impurity D / Tpuvecs D NofDYIESE NMT 0.20 % / He Goree 0,20 %
. Less than LOQ (LOQ:0.0186%)
[mpurity E / Ilpumecs E NMT 0.20 % / He Gonee 0,20 %
Not Detected
Impurity F / Tlpumecs F NMT 0.20 % / He 6onee 0,20 %
| Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / Eaunnunas
HeuaeHTUGMUUpyemas
npumech
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more
OaHOpPOAHOCTH A03MPOBAHIA than 15.0 / [Toka3arens npuemaemoctu (AV)
| no/keH 6bITh He Gonee 15,0
8 | Microbial limits / Mukpodu1oJioruueckas YMCTOTa

a) Total aerobic microbial
count / Obulee yncno
a3pOOHBIX MHKPOOPraHH3MOB

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

[ Not more than 1000 CFU/g/
| He 6onee 1000 KOE/T

Remarks : The Product conforms to ND /
Tpumeuanne: TIPOLYKT COOTBETCTBYET TPeOOBAHUAM HI

Conclusion : APPROVED /
3axawouenne: OJJOBPEHO

Prepared by /
[Moarorosiiedo: Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpero: Menenxep / PykoBoauTeib

@&‘*\\8’ (_[ § Pavan Kumar Sharma y
Print Date / ) Print Date / Print Date / <
Jara: 13.10.2022 Iara: : 13.10.2022 Hara : 13.10.2022
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Product Nise tablets 100 mg

Mpoayxr Haiiz®, Tadnerkn 100 mr

Batch No / 1 V2201845 Batch Quantity / : 25,00,000 tablets /
Cepust N O0bem cepuu 25,00,000 Tabaerox
Analytical Report No / : 890001620676 Date of Analysis / : 13.10.2022
AHaJuTHUYeCKHI oTyeT Ne Jara ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

Jara npousBoacTBA \Topen go (BK)

Analysis performed according to ND / Ananns nposejen no H/J: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / n3m. Noe 2 or 10.08.2020) o

Test / lTokazaTennb

Result /P_e3y.n BTATHI

Specification / Hopma

:.N'Q 1T

b) Total combined yeasts and

‘ mould count / O01ee yncio
JPOAOKEBBIX M MJIECHEBBIX
rpuboB

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

¢) E. coli

Absent /
OTtcyTcTBYET

"|'Shall be absent in 1 g/—

[ Not more than 100 CFU/g /

He 6onee 100 KOE/r

JIOMmKHBL OTCYTCTBOBaTh B 1 T

9 | Assay/ KonnuecrBeHHoe
onpeaejeHne

99.9 mg/99.9 mr

Not less than 90.0 mg and not more than
110.0 mg C13H2N>0sS Nimesulide in tablet /
Or 900mr mo 110,0mr Ci3Hi2N2OsS
(numecynun) B Tabnerke

IO_Fac@e / YnaxkoBka 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. / Tlo 10 Ta6nerok B|carton. / TIlo 10 Tabnerok B [BX /
TIBX/amomunrer oM 6nuctepe. 1o 3 | anioMHHUEBOM Gnucrepe. Io 1, 2, 3 unm 10
6aMcTepa BMECTe C MHCTpYKUMeH no | 61McTepos  BMecTe  C MHCTpYKUMEH — TIo
NPUMEHEHUIO B 24Ky KAPTOHHYIO. | IPUMEHEHHIO B NA4KYy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /

CoOTBETCTBYET TpeboBaHUAM B cootsercTBuu ¢ HJL
| 12 | Storage conditions / Store protected from light below 25°C / B 3alMIIEHHOM OT CBETA MECTe in
XpaneHnue Temmneparype He Bbiue 25°C
13 | Shelf life / Cpok roasoctu |3 years/ 3 rona N

Remarks : The Product conforms to ND /
M pumeuanue: [1polyKT COOTBETCTBYET TPEOOBAHUAM HII

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarotoeneno: Ramakant

Checked by /
I[Tposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pyxosonirens
Pavan Kumar Sharma £ e
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Print Date /

Hara: 13.10.2022

Print Date /
Jara: : 13.10.2022

Print Date / -
IlaTta : 13.10.2022
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