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Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2201125 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O06bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 040001588775 Date of Analysis / : 18.06.2022
Anasutnyecknii oryet Ne Jarta anaaunsa
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa npousBoacTBA Cogen po (BK1)

Analysis performed according to ND / Anasnus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020)

_Ne Test / @Kaaenb
1 |Description / Onucanue

Result / PesyabTaThl

Specification / HopM_a

Complies / CooTBeTcTBYeT

2 |Identification /
IMoaaMHHOCTH

3 Average weight and mass
uniformity / Cpeansia macca
1 OAHOPOJHOCTH MaCChI

Complies / CooTBercrByer

305.8 mg/305.8 Mr

Complies / CoorsercTByeT

| The retention time of principal peak in the

1310 mg+5.0% /310 Mr+5,0%

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XenToBaTbiM
OTTEHKOM KpYTJIble ABOSKOBBITYKIIbIE TaOIETKH
C IJIAAKOM MOBEPXHOCTBIO.

chromatogram of test solution should
| correspond to retention time of principal peak in |
Nimesulide standard solution chromatogram |
| under Assay / Bpems yaepXHBaHUs OCHOBHOTO
[mMka wHa  xpomarorpaMme — HCIIBLITYEMOro
[ pacTBOpa HOJKHO COOTBETCTBOBATH BPEMEHH

yIoepKUBAHUS OCHOBHOT'O MHKa Ha
XpOMAaTrorpamMme  pacTBopa  CTaHAapTHOTO
obpazua HUMecyIaa (pasmen

«KoJH4ecTBEHHOE ONpeeNneHHE)

18/20 tablets —NMT +5 %/
18/20 tabnerok — He bosee + 5 %

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

4 | Dissolution / PacrBopeHue

100%, 100 %, 98%, 100%, 97%,
96%

Not less than 75 % (Q) of labeled amount of
C13H2N»OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOoMHHansHOro coaepxaHus Ci3H;2N>OsS
(Humecynua) yepes 45 MHH. ‘

Remarks : The Product conforms to ND /
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpebobaHusam HJI

Conclusion : APPROVED /
Zaxnruenne: QJOBPEHO

Prepared by /

Iloxarorosneno:

Noor Mohammad /
A

Checked by /
IIposepeno: Ankaj Verma

&

Approved by: Manager / Executive /
Onobpero: Menemxkep / PykoBoauTens

Manoj Kumar
e

Print Date /
Jara: 18.06.2022

Print Date /
Jlata: 18.06.2022

Print Date /
Jata 18.06.2022
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Product : Nise tablets 100 mg

IIpoaykr : Haiiz®, Tabnerku 100 mr

Batch No / 1 V2201125 Batch Quantity / : 25,00,000 tablets /
Cepus No O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 040001588775 Date of Analysis / : 18.06.2022
AHanuTHYEeCKHIf oTueT Ne JlaTa anannaa

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

JlaTa npousBoacTBa T'onen no (BK)

Analysis performed according to ND / Ananus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

No Test / [TokazaTensn | __Result/ PesyabTaThl | Specification / Hopma
5 Water / Boxa 2.6 % l'Not morPe than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoicTeenHble npiMecH ]
Impurity A / ITpumecs A 0.03% NMT 0.20 % / He 6onee 0,20 %
|
Impurity B / IIpumecs B Less than LOQ (LOQ:0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity F / TTpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Eqpunuuas I
HeuAeHTUOULHpyemast '
NpUMECh
Total impurities / Cymma 0.07% NMT 1.5 % / He 6osee 1,5 %
npyuMecent
7 | Uniformity of dosage units / 35 - iAcceptance value (AV) should be not more
OaHOpOAHOCTL JO3UPOBaHHUS than 15.0 / ITokazarens mpuemnemocts (AV)
| JnoJokeH ObITh He Oonee 15,0
8 | Microbial limits / Mannﬁu_qﬁunmeman YHCTOTA '
| a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g / I
count / Ob1uee yHcI0 Menee 10 KOE/r He 6os1ee 1000 KOE/r
a3poOHBIX MHKPOOPTaHU3IMOB
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameuanne: IlpogykT coorseTcTByeT TpeHoranusm HJT 3axnrouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarororneHo: ITpoBepeHo: Ankaj Verma Onobpeno: Menemxep / Pyxosoaurens
Noor Mohammad f)/f Manoj Kumar "
E= ‘ !.UL‘*{-!
Print Date / Print Date / Print Date /
Hara: 18.06.2022 Hara: 18.06.2022 Hata 18.06.2022
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Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / : V2201125 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0Bem cepuu 25,00,000 tabnerox
Analytical Report No / : 040001588775 Date of Analysis / : 18.06.2022
AHannTHYeCKH i oTueT Ne JaTa ananusza
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

T'open mo (Bk)

Analysis performed according to ND / Ananus npogseaen no HJI: I1N012824/03-140119 (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 / Ilokasarean

Result / PesyanTaThl Specification / Hopma

b) Total combined yeasts and
mould count / Ob1iee yncno
IPONOKEBBIX M TUIECHEBBIX
rpuboB

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

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

¢) E. coli

9 | Assay/ KoanuecTBeHHOe
onpeieneHne

‘Shall be absent in 1 g/
JomxHbl oTcyTcTBOBaTH B 1 T

Absent /
OrtcytcTBYET

97.6 mg/97.6 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3Hi2N>0sS Nimesulide in tablet /|
Or 900mMr pmo 110,0mMr Ci3H;pN-OsS
| (numecynun) B Tabnetke

Shelf life / Cpox ronnocru

10 |Package/ YmakoBka 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. / ITlo 10 Tabnerok B|carton. / Tlo 10 Tabnerox B [IBX /
IIBX/amomunues oM 6nucrepe. [o 2 | amomunueBom Onucrepe. Ilo 1, 2, 3 wnu 10
6aucrepa BMecTe C HHCTPYKUHMEH 0O | GNHCTEpPOB  BMECTe €  MHCTPYKUMER 1O
TIPUMEHEHUIO B MaUKy KAPTOHHYIO. | IPUMEHEHHUIO B MAYKy KapTOHHYIO.

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

CootBeTcTBYET TpeGOBAHUAM B cootrercTBUM ¢ HI]
12 |Storage conditions / Store protected from light below 25°C / B 3alIMIMeHHOM OT CBETa MeCTE NpH
XpaHenue TeMmIeparype He seiiie 25°C
13 | 3 years/ 3 rona -

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipameuanne: [IpogykT coorBeTcTBYeT Tpeboanusm HJT 3aknouenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: IIposepeno: Ankaj Verma Onobpeno: Menemxep / PykoBoznuTens
Noor Mohammad W /i Manoj Kumar

- o bt
Print Date / Print Date / Print Date /
Hara: 18.06.2022 Hara: 18.06.2022 Jara 18.06.2022
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