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Product : Nise tablets 100 mg

| [TpoaykrT :  Haiia®, tadnerki 100 mr - |
Batch No/ : V2201844 | Batch Quantity / : 25,00,000 tablets /

Cepust Ne Qo0bem cepun 25,00,000 Tadnerok
Analytical Report No / : 890001620564 Date of Analysis / : 13.10.2022
AHanuTudeckunii oryet Ne |Mara anannza

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

Jara nponssoacrea ToneH o (BKJ)

Analysis performed according to ND / Anaaus nposeact no H/J: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wanm. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| N | Test/Ilokasarens ~_ Result/Pesyaptarer | Specification / Hopma |
1 |Description / Onucarue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with

| smooth surface. / benble ¢ )KeJ'ITOBaTblM‘

| | OTTEHKOM KPYIJIble IBOSKOBBIMYKIIbIE TAOIETKNM

| C r1aJKOoM MOBEPXHOCThIO.

2 | Identification / Complies / CooTseTCTBYET The retention time of principal peak in the
‘HOHJ’IHHHOCTB chromatogram  of test solution  should
correspond to retention time of principal peak in

Nimesulide standard solution chromatogram
' | under Assay / Bpems ynepxuBarts OCHOBHOIO
| Nuka Ha  XpOMAaTorpamMMme  MCILITYEMOTO
' pacTBOpa HOIIKHO COOTBETCTBOBATH Bpemel-m‘
yIAepIKUBaHUA OCHOBHOTO nuka Ha
XpOMaTorpaMMe  pacTeopa  CTaHJapTHOrO |
obpasua HUMECY A (paznen |
«KOJIM4eCTBEHHOE OTPEAETIEHHUEN)

3 | Average weight and mass - 3124 mg/3124 mr 310 mg+5.0%/ 310 Mr+ 5,0 % o
uniformity / Cpeansasa macca

- Complies / CooTeeTcTBYET 18/20 tablets —-NMT £ 5 %/
¥ 0ZHOPOAHOCTH MACChI

18/20 Tabnetok — He Gosiee £ 5 %

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

4 | Dissolution / PacTBopenue 96%, 97 %, 96%, 99%, 97%, 100% | Not less than 75 % (Q) of labeled amount of
C3H,-N-0sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
somuHansuoro copepxanus Ci3HjaN-OsS
(Humecynun) uepes 45 MHH.

5 |Water / Boaa J 25% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
I pumeuanue: [poyKkT cCOOTBETCTBYET rpebosannsam HJI 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
MMoarorosneHo: Ramakant IIposepeHo: Pardeep Kumar OnobpeHo: Menemxkep / Pykosoantenb
%u-\“" /j:/ Pavan Kumar Sharma 1"“ —
& = . Cf’;_‘"/"—"_
Print Date / Print Date / Print Date /
Hara: 13.10.2022 Jara: : 13.10.2022 IMara : 13.10.2022
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Product Nise tablets 100 mg

MNpoayk Haiiz®, Tadaerkn 100 mr

Batch No / 1 V2201844 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0bem cepin 25,00,000 TadneTox
Analytical Report No / : 890001620564 Date of Analysis / : 13.10.2022
AHanuTHyeckuii oTyer Ne JlaTa ananusa

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

JlaTa npon3BojacTBa |Topen no (Bra)

Analysis performed according to ND / Auasius nposeaett no HJI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / uam. No 2 o1 10.08.2020)

:S_peciiiation / Hopma

LN | Test / Toxazatean _ Result / Pesyanrarsi
6 | Related substances / PojacTsennble npiMecH
‘ Impurity A / ITpumech A

T INMT 020 Y Yo Anren 0 00 %
Below Limit of Detection NMT 0.20 % / He Gonee 0,20 %
(LOD:0.0019%)

‘ Impurity B / Mpumecs B 0.01% |NMT 0.20 % / He 6onee 0,20 %

Impurity C / Tlpumecs C iat DEieie ‘NMT 0.20 % / He Gonee 0,20 %
Impurity D / Tpuvect D INOHPEEEEtEd NMT 0.20 % / He Gonee 0,20 %
0.02%
: Impurity E / ITpumecs E |NMT 0.20 % / He Gonee 0,20 %
) Not Detected

Impurity F / TTpumecs F NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.03% ‘NMT 0.20 % / He Gonee 0,20 %
impurity / EanHuunasi

HEUIEHTUDHLMpyEMast

puMech

Total impurities / Cymma 0.07 % NMT 1.5 % / He Gonee 1,5 %

npumecei
1 i | — —

7 | Uniformity of dosage units / 3.0 ‘ Acceptance value (AV) should be not more

than 15.0 / [NokasaTens npuemneMocTH (AV)

OaHOpOAHOCTH J03HPOBAHUA
|,uon>|<e1-| 6bITh He 6onee 15,0

8 | Microbial limits / MuikpoGnoaorieckas Hncrora

a) Total aerobic microbial Less than 10 CFU/g /
count / Obuuee yuco Menee 10 KOE/r
a’poBHBIX MUKPOOPTaHH3MOB

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

Conclusion : APPROVED /
3axaoyenne: OJJOBPEHO
Approved by: Manager / Executive /

Remarks : The Product conforms to ND /
Ipumeuanne: [IpolyKT COOTBETCTBYET TPEOOBAHUSM HJL
Prepared by / Checked by /

[ToarorosJyieHo: quakant

Ja

[Tposepeno: Pardeep Kumar

==

OnobpeHo: Menemxep / PyxosoauTenb
Pavan Kumar Sharma . ——

s

Print Date /
Hara: 13.10.2022

Print Date /
ara: : 13.10.2022

Print Date /
Jara : 13.10.2022
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Product Nise tablets 100 mg

[Mpoayxt Haii1®, rabnerkn 100 mr

Batch No / 1 V2201844 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tadbnetoxk
Analytical Report No / : 890001620564 Date of Analysis / + 13.10.2022
AHaJUTHYECKHI oTueT No JlaTa anaansza

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

JlaTa npou3BoACTBA Togen oo (BK.1)

Analysis performed according to ND / Ananus nposesaen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm, Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020)

Ne Test / loka3zaTenb

! ~ Result/ PesyabTaThl

I Specification / Hopma

b) Total combined yeasts and
mould count / Of1iee uucio
IPONOKEBBIX M MIECHEBBIX
rpubos

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

'Not more than 100 CFU/g/

He 6onee 100 KOE/r

' ¢) E. coli

Absent /
OrcyTcTBYET

|'Shall be absent in 1g/

Jlo/IHbI OTCYTCTBOBaTL B 1 T

9 | Assay/ Koauuecrpenuoe
onpejaesieHHe

100.1 mg/ 100.1 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N-0sS Nimesulide in tablet /
Or 90,0 Mr o 110,0 Mr C|3H13N2055
(uuMecynun) B TabneTke

10 [Package/ YnakoBka 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. / Mo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B TIBX /
[IBX/antomuunee oM 6nuctepe. [1o 3 | antoMuHueBoM Guuctepe. o 1, 2, 3 vnu 10
Gnuctepa BMECTe C MHCTPYKLMEH MO 67MCTEpOB  BMECTE C  MHCTPYKUWEH no
TMIPUMEHEHMIO B NAYKY KAPTOHHYIO. | IPUMEHEHHIO B Ma4Ky KapTOHHYIO.

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

| CooTBeTcTBYET TpeOOBAHUAM B coorsercTBun ¢ HJL
12 | Storage conditions / Store protected from light below 25°C / B 3ampiieHHOM OT CBETa MeCTe fMpH
XpaHenue Temmneparype He Boime 25°C
13 | Shelf life / Cpok roasocTn 3 years /3 rona

Remarks : The Product conforms to ND /
Ipumeuanne: [IpoayKT cooTBeTCTBYET Tpebosannam HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
ITpoepeno: Pardeep Kumar

t Pavan Kumar Sharma (/4”_//7
] g —

Approved by: Manager / Executive /
Onobpeno: Mexemxep / PykoBoaurenb

Bl
Print Date /

Hara: 13.10.2022

Print Date /
JaTa: : 13.10.2022

Print Date /
Jara : 13.10.2022
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