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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 1 of 3/ Crp. 1 u33

Product : Nise tablets 100 mg

IMpoaykTr :  Haizo, rabneriku 100 mr

Batch No / : V2201391 |Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001603156 Date of Analysis / 1 22.07.2022
AHaauTHYeCcKHii oT4yeT Ne JlaTa aHanu3a

Date of Manufacture / ¢ JUN.2022 Date of Expiry / : MAY.2025

Jdara npon3goacTBa IogeH ao (BK)

Analysis performed according to ND / Anasus nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. No 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| N | Test / [lokazaTean ! Result / Pe3yjabTaThl Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTCTBYET | Yellowish white round biconvex tablets with
smooth surface. / benble ¢ XENTOBATLIM
OTTEHKOM KpPYTJIble IBOSKOBHINYKsIE TAbIETKH

¢ ragKom MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBETCTBYET The retention time of principal peak in ‘the
MoaMUHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>kuBaHHs OCHOBHOTO
NMKa Ha XPOMATOrpamMMe  HCIHBITYEMOro
pacTBOpa HOJDKHO COOTBETCTBOBATb BPEMEHH
yInepIKUBaHUS OCHOBHOTO n1Ka Ha
XpOMaTorpaMMe  pacTBopa  CTaHAapTHOrO
obpazua HUMECY1AA (pazmen
«KonuuecTBeHHOE OTPEETICHHE) |

3 | Average weight and mass _ 309.1 mg/309.1 Mr 310mg +5.0% /310 Mmr£5,0%

Elgﬁ?il;m:)tg:off:ﬁl;ixacca . Complies / CoOTBETCTBYET 18/20 tablets —NMT + 5 % /
P 18/20 Tabnetok — ne Gonee = 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He 6osyee £ 10 %

4 |Dissolution / PacTtBopenue 94%. 94 %, 96%, 93%, 93%, 94% | Not less than 75 % (Q) of labeled amount of
C13H15N-0s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaneHoro cogepxanus C3H2N2OsS
(aumecynun) yepes 45 MUH.

5 |Water /Boaa : 35% Not morPe than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion ;: APPROVED /
Ipumeuanne: [IpoaykT cooTBeTcTBYET Tpebosaniam HJ 3axumouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Moarotosneno: Naresh IIporepeno: Pardeep Kumar Opnobpeno: Menemxep / Pykosoanteib
Kumar @ Qﬁ_’/ Manoj Kumar M
Print Date / Print Date / Print Date /
ata: 22.07.2022 Hara: 22.07.2022 Mata 22.07.2022
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CERTIFICATE OF ANALYSIS

AHATHTHYECKHIT oTueT No

CEPTU®UKAT AHAJIM3A
Page 2 of 3/ Ctp.2 133
Product : Nise tablets 100 mg
MpoayxT Haii3®, rabnerku 100 mr
Batch No / 1 V2201391 Batch Quantity / 1 25,00,000 tablets /
Cepus Ne Oo6bem cepun 25,00,000 Tabnerok
Analytical Report No/ : 890001603156 Date of Analysis / 1 22.07.2022

JlaTa anagaunsa

Date of Manufacture /
Jata npon3BoACTBA

: JUN.2022 Date of Expiry / : MAY.2025

TogeH a0 (BK.JI)

Analysis performed according to ND / Ananuns nposeneu no H/L: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

’__.N'e Test / llokazaTenn | Result / PesyabTaThbl | S_pcciﬁc:ftion/ Hopm:i
6 |Related substances / PoicTeeHHble MPUMECH _
Impurity A / Ilpuimecs A 0.02% NMT 0.20 % / He 6onee 0,20 %
. (4
'Impurity B/ le/lMer B Less Than LOQ (LOQ: 0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ipumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He Gonee 0,20 %
| impurity / Enunnunas
| HeuaeHTUPUUHpYeEMast
FIPUMECH
Total impurities / Cymma 0.06 % NMT 1.5 % / He Gonee 1,5 %
npuMecei
7 | Uniformity of dosage units / 32 Acceptance value (AV) should be not more ]
OaHOpPOAHOCTh A03HPOBAHHA than 15.0 / [Tokazatens npuemyieMocTH (AV)
nosnkeH B6bITh He 6onee 15,0
8 [Microbial limits / Muxpoduosoruyeckas 4YHcToTa
| a) Total acrobic microbial Less than 10 CFU/g / [ Not more than 1000 CFU/g /
count / Ob1uee 4ncao Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeyanue: [IpoaykT cootBercTByeT Tpebosauusm HI Zaxmaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
HogrorosiieHo: Naresh [Mposepeno: Pardeep Kumar Opobpeno: Menemxep / Pykosoaurens
Kumar @/ _ _;f_—’, Manoj Kumar At
Print Date / Print Date / Print Date /
Harta: 22.07.2022 Hara: 22.07.2022 Jata 22.07.2022
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CEPTHOUKAT AHAJIM3A
Page3 of 3/Crp.3 u33
Product Nise tablets 100 mg
IMpoaykr Haiiz®, tadnetku 100 mMr
Batch No / : V2201391 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Oo6bem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001603156 Date of Analysis / 1 22.07.2022
| AHAJIUTHYECKHii oTueT No Jata ananunsa
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JaTa npou3BoACTBA |Toaen mo (BKI)
Analysis performed according to ND / Anaan3 nposeseu mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)
Ne Test / IlokazaTenn I Result / Pe3yabTaThl Specification / Hopma B
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / O6mee unucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX W MIECHEBBIX
rpubos
'¢) E. coli Absent / Shall be absent in 1g/
OtcyrcTByeT Jlo/mKHBI OTCYTCTBOBATh B 1 T
9 | Assay / KonndyecTrBenHoe 99.5 mg/99.5 mr Not less than 90.0 mg and not more than
onpejenieHne [110.0 mg C\3H2N.0sS Nimesulide in tablet /
Or 90,0mr mo 110,0mr C;3H;2N2OsS
(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. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabmerok B TIBX /|
[IBX/antoMutnes oM Gimctepe. [1o 3 | anmomuunesom Gmucrepe. o 1, 2, 3 wm 10
fyMcTepa BMECTE C MHCTPYKIMei no | GIMCTepoB  BMECTE C  MHCTPYKUHeH  fio
NPHYMEHEHHMIO B TIaUKY KaPTOHHYIO. | IPUMEHEHHIO B Ma4Ky KapTOHHYIO.
il 1.
11 |Labeling / MapkupoBka Complies as prescribed / | According to ND /
CootseTcTBYeT TpebOBaHUAM B coorsercreuu ¢ HJ
|
12 | Storage conditions / Store protected from light below 25°C / B 3amuileHHOM OT CBETa MECTE IpH
XpaHeunue TeMnepatype He Bbie 25°C
13 | Shelflife / Cpox rognoctu |3 years/ 3 rona

Remarks : The Product conforms to ND /
Ilpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Hoxarotosneno: Naresh [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykopojiresns
Kumar (,t;” t Manoj Kumar h},@ﬁ—
Print Date / Print Date / Print Date /

Hara: 22.07.2022 Hara: 22.07.2022 Hata 22.07.2022
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