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Product Nise tablets 100 mg
Ipoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2102261 Batch Quantity / : 25,00,000 tablets /
Cepusn No Obnem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001567367 Date of Analysis / : 12.01.2022
AHanuTHUecKHi oTyeT No JlaTa ananunsa
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
Jarta npoussoacTea I'omen g0 (BKJI)

Analysis performed according to ND / Ananus nposeaen nmo HJ/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne | Test / MoxazaTen
1 | Description / Onucanue

Result / Pe3yn;TaTu

Specification / Hopma

Complies / CooTeercrByeT

2 Identification /
Hoannunocte

Complies / CooTseTcTByeT

smooth surface.

C TJIaIKOM TMOBEPXHOCTHIO.

chromatogram of test solution

«KonuuectreHHOE onpeuenex—me»)

3 | Average weight and mass
uniformity / Cpeanns macca
H OJHOPOJHOCTHL MaCChI

308.4 mg/308.4 mr

Complies / CooTBeTcTBYET

310 mg+5.0%/310 mr 5,0 %

18/20 tablets —NMT £ 5 %/
18/20 Tabnerok — He 6onee £ 5 %

2/20 tablets - NMT £+ 10 % /
2/20 tabnerok — "e 6ojee + 10 %

Yellowish white round biconvex tablets with
/ Benble ¢ KEATOBATLIM
OTTEHKOM KPYTJIbIe IBOSAKOBBINYKIIbIE TaBIETKH

The retention time of principal peak in the|
should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaepuBaHus OCHOBHOTO

NMKa Ha XpOMAaTrorpamMe  HCIBITYeMOro
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHH
yIepXKHUBAHUS OCHOBHOI'0 ryKa Ha
XpomarorpaMMe  pacTBOpa  CTaHOAPTHOTO
obpasua HHMeCYy1a (pazmen

4 |Dissolution/ PacrBopenue

99 %,100 %, 100%, 100 %, 99%,

| Not less than 75 % (Q) of labeled amount of

100 % Ci3H2N20s58S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHuHaNEHOTO cogepxanus Ci3HpN.OsS
(uumecymn) yepes 45 MUH.
5 |Water/ Boaa 24% Not more than 6.0 % w/w / He 6osee 6,0 %

Remarks : The Product conforms to ND /
IIpumeyanue: [1pogykT cootBetcTBYeT TpeboBanusm H]T

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: Iposepeno: OnobpeHo: Menemkep / PykoBonurensb
Ankit @ Naresh Kumar @/ Abhishek Chauhan

Print Date / Print Date / Print Date /

Hata: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022
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AHaJUTHYECKH oTUeT No

Product : Nise tablets 100 mg

Ipoaykr :  Haiiz®, Tadnerku 100 mr

Batch No / 1 V2102261 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001567367 Date of Analysis / : 12.01.2022

Jara ananuza

Jara npou3BoacTBa

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

Toaen no (BKca)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne | Test / llokazaTean |

Result / PesysnbTaThl | Specification / Hopma

6 Rcl;tcd__substances_{ Poacreennbie npuMecH

Impurity A / Tlpumecs A
Impurity B / Ilpumecs B
Impurity C / ITpumecs C
Impurity D / [Tpumecs D
Impurity E / Ilpumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / Exunuunas

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He Gosnee 0,20 %

Less than LOQ(L0OQ:0.0057%)

0.02%
Not Detected NMT 0.20 % / He 6onee 0,20 %
Not Detected NMT 0.20 % / He 6onee 0,20 %
Not Detected NMT 0.20 % / He 6onee 0,20 %
Not Detected NMT 0.20 % / He 6onee 0,20 %

Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %

HeuJeHTHHLUpyeMast
HPHUMEChH
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
rpumMeceit
7 Uniformity of dosage units / 3.6 Acceptance value (AV) should be not more

OanopoaHOCTb A03UPOBAHUSA

than 15.0 / Ioka3sarens npuemiemoctu (AV)
JIoikeH Otk He 6ontee 15,0

8 | Microbial limits / Mukpoduosornyeckast YHeToTA

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

count / Ob1ee Yncio Mewnee 10 KOE/r He 6onee 1000 KOE/r

a9poBHBIX MUKPOOPTaHM3MOB

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

mould count / Obiee urncio Menee 10 KOE/r He 6onee 100 KOE/r

JPONOKEBBIX U MIECHEBBIX

1pubue

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

OtcyTcTBYET JlomxHsl oTcyTcTBOBaTH B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJT 3axiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosnexo: IIposepeHno: Onobpeno: Meneaxep/ Pykosoautens

Ankit @ Naresh Kumar @ Abhishek Chauhan

Print Date / Print Date / Print Date /
Hara: 12.01.2022 Hata: 12.01.2022 Hara: 12.01.2022
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Product : Nise tablets 100 mg

Mpoaykr @ Haiiz®, tabnetku 100 mr

Batch No / : V2102261 'Batch Quantity / : 25,00,000 tablets /
Cepusn Ne Oo6Bem cepuun 25,00,000 TabneTok
Analytical Report No / 1 890001567367 Date of Analysis / : 12.01.2022
AHaJmTHYecKUi oTueT No JaTa ananu3za

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

Jata npousBojcrea T'omen xo (BKJT)

Analysis performed according to ND / Anasus nposeaen 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 / uzm. Ne 2 oT 10.08.2020)

in a carton. / Ilo 10 Tabnerok

PUMCHEHHIO B MMAYKy KapTOHHYIO.

blisters and patient information leaflet | blisters and patient information leaflet in a

IBX/amomuunes om Giucrepe. o 3 | antoMuHmneBOM 6nucrepe. Ilo 1, 2, 3 wnu 10
GnucTepa BMeCTe ¢ WHCTpYKUMedl Mo | 6NIMCTEpOB  BMecTe  © HHCTPYKLHEH [0

Ne Test / Ilokazatenn Result / PesyabraTsr B Specification / Hopma ]
9 | Assay/ KoanyecrBeHHoe 99.0 mg/99.0 mr Not less than 90.0 mg and not more than
onpeJesenne 110.0 mg C;3H2N»OsS Nimesulide in tablet /
Or 90,0mMr gmo 110,0mr C;3H;2N.0sS

(aumecynun) B Tabnerke
10 |Package/ YuakoBska 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10

B|carton. / Ilo 10 Tabnerox B IIBX /

NPUMEHEHHIO B MAYKY KAPTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteercTBYeT TpeGoBaHHAM B coorserctBun ¢ H
12 | Storage conditions / Store protected from light below 25°C / B samuIueHHOM OT cBeTa MecTe rnpu
XpaHeHne Temmneparype He Bbliie 25°C

13 | Shelf life / Cpok rognoctn . 3 years /3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: Ipoaykr coorsercTByeT Tpebosanusm H]I 3akmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarororneHo: IIpogepeno: OnobpeHo: Menemsxkep / PykoBogurens
Ankit [@/ Naresh Kumar @L Abhishek Chauhan
Print Date / Print Date / Print Date /
Hata: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022
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