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Product : Nise tablets 100 mg
Ipoaykr :  Haiiz®, rabnerkn 100 mr
Batch No / : V2200069 Batch Quantity / : 50,00,000 tablets /
Cepusi Ne O6bem cepuu 50,00,000 TabneTox
Analytical Report No / : 890001568812 Date of Analysis / : 25.01.2022

Date of Manufacture / : DEC.2021
JlaTa npou3BOACTBA

Date of Expiry / : NOV.2024
Tonen ao (BKT)

Analysis performed according to ND / Ananu3 nposegen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

N Test / IlokasaTe b Result / Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bensle ¢ XenToBaThiM
OTTEHKOM KPYIJIbIE JBOSKOBBITTYKIIbIE TAONETKH
| ¢ raakoit NOBEPXHOCTBIO. '
2 |Identification / Complies / CooTBeTcTBYET | The retention time of principal peak in the
IMognuHHOCTD chromatogram of test solution should

cortespond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsi ynep>xuBaHust OCHOBHOTO
[IMKa Ha XpPOMAaTOrpaMMe  WCIIBITYEMOIo
pacTBOpa IONXKHO COOTBETCTBOBATh BPEMEHH

| yaepKUBAHUSA OCHOBHOTO nHKa Ha
| XpoMarorpaMMe  pacTBopa  CTaHaapTHOro
obpasua HUMECYHa (paznen
| «KonuuyecTBEeHHOE OMpe/IeNIEHHE)
|3 | Average weight and mass 307.8 mg/307.8 mr [310mg£5.0% /310 Mmr+ 5,0 %
umiformiity/A(E peis A M cen Complies / CooTBeTCTBYET 18/20 tablets —NMT + 5 %/

H OAHOPOAHOCTb MACChI

18/20 tabnetok — He Gonee £ 5 %

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

4 | Dissolution / PacTBopeHue 98 %,96 %, 98%, 98 %, 95%, 100 % | Not less than 75 % (Q) of labeled amount of

C13H2N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHanbHoro cogepxauns C3Hj2N20sS
(uumecynun) uepes 45 MUH.

5 Water / Boaa

3.0% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanuam HJI 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToprorosneHo: [poeepeHo: Anil Kumar Onobpeno: Menemxep / Pykosonures
Ankit Abhishek Chauhan /Z

Print Date / Print Date / Print Date /

Hara: 25.01.2022 Hara: 25.01.2022 JHara: 25.01.2022
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AHaauTnyeckni oruer No

Product : Nise tablets 100 mg

ITpoaykr Hait3®, Tabnetkn 100 mMr

Batch No / : V2200069 Batch Quantity / : 50,00,000 tablets /
Cepus Ne Oo0bem cepuu 50,00,000 Tabnerox
Analytical Report No / £ 890001568812 Date of Analysis / : 25.01.2022

JlaTa anaau3a

Date of Manufacture /
JlaTta npon3BoAcTBa

: DEC.2021

Date of Expiry / : NOV.2024
T'ogen go (Bxa)

Analysis performed according to ND / Auaaus nposesen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Moxazares | Result / PesyabTaThl | _ Specification / Hopni B
6 |Related substances / PoagcreenHble npumecu |
Impurity A / ITpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
. (V]
Impurity B / IIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumeces D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / TIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected ' NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.02% iNMT 0.20 % / He 6onee 0,20 %
impurity / Exyunuunas '
HeuneHTHuLUpyemast
NpUMeECh
Total impurities / CymMmMa 0.04 % NMT 1.5 % / He 6onee 1,5 %
nMpUMecei
7 | Uniformity of dosage units / 23 | Acceptance value (AV) should be not more
OaHOPOAHOCTH X03HPOBAHHA than 15.0 / Ilokazatens npuemiaeMocTH (AV)
noJkeH 6b1Th He 6onee 15,0
8 | Microbial limits / MuxpoGuostorudeckas 4ucTora B ]

' a) Total aerobic microbial

count / Obiee yncio
a3pOOHBIX MHKPOOPTaHU3MOB

10 CFU/g/ 10 KOE/r Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

wuuld count / OB wneiw Meree 10 ICOE/T ITc Gonee 100 IKOL/r

IOPOXAKEBBIX H TJIECHEBBIX

rpubon

¢) E. coli Absent / Shall be absent in 1g /

OrcyTcTBYET JIO/DKHBI OTCYTCTBOBATh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [TponykT cooTBeTcTBYET Tpebosanusim HJL 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: IIpoeepeno: Anil Kumar Opobpeno: Menemxep / Pykoponurens
Ankit Abhishek Chauhan | \
sl o =

Print Date / Print Date / Print Date /
Jara: 25.01.2022 Jlara: 25.01.2022 Hata: 25.01.2022
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Product : Nise tablets 100 mg

Npoaykt :  Haiiz®, Tabnerkn 100 mMr

Batch No / : V2200069 Batch Quantity / : 50,00,000 tablets /
Cepns Ne Oonem cepun 50,00,000 Tabnerox
Analytical Report No / : 890001568812 Date of Analysis / : 25.01.2022
AHAJUTHYECKHUH oTueT No HaTta ananusa

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

JaTa npoH3BOACTBA TI'ogen po (Bki)

Analysis performed according to ND / Anaans nposeaen mo HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usMm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. No 2 ot 10.08.2020)

N | Test / [lokazaTeb Result / Pe3ysbTaThl Specification / Hopma_ )
9 | Assay/KoauuectBeHHoe ' 99.3 mg/99.3 mr Not less than 90.0 mg and not more than
|onpene.nelme 110.0 mg C;3H;2N20sS Nimesulide in tablet /

Or 900mr gmo 110,0mMr Ci3HpN2OsS

|
(aumMecynun) B Tabnerke

| |

10 |Package/ Ymakobxka | 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 Tabmerox B IIBX /

| IMBX/amomunres oM Gauctepe. [o 3 | amomunueBoM Onucrepe. Ilo 1, 2, 3 unmu 10

| 6nMcTepa BMECTe C MHCTPYKUMeil M0 | GIUCTepoB  BMeCTe C  WHCTPYKUMEH M0

| MPUMEHEHHIO B MaYKy KapTOHHYIO. | IPUMEHEHMIO B Na4Ky KapTOHHYIO. |

i 11 | Labeling / MapkupoBka Complies as prescribed / According to ND / i
CooteeTcTByeT TpeOOBaHUAM B coorsetcTeun ¢ HJ]

12 |Storage conditions / Store protected from light below 25°C / B 3ammineHHOM OT CBeTa MeCTe MpH |'

‘ XpaHeHue TeMIeparype He Beie 25°C '

‘—13 Shelf life / Cpox roanoctu 3 years /3 roma - |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuannue: Ilponyxr coorsercTByeT TpeboBanusm HII 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBieHo: [Tposepeno: Anil Kumar Onobpeno: MeHnemwxkep / Pykooaurens
Ankit ) Abhishek Chauhan {

IS/ @’ i (L=
Print Date / Print Date / Print Date /
Jata: 25.01.2022 Hara: 25.01.2022 Jata: 25.01.2022
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