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Product Nise tablets 100 mg
Ilpoaykr Haii3®, tabnetku 100 mr
Batch No / : V2200493 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O60beM cepun 25,00,000 rabneTok
Analytical Report No / : 890001580130 Date of Analysis / : 22.03.2022
AHanuTnyecknii oruer Ne JlaTa ananusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JaTa npon3BoACTBA T'oxen go (BK)
Analysis performed according to ND / Anaaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

“Test / Hoxa3aTeJ1|>

Result / Pe3yasTaThl

Specification / Hopma

Descrlptlon / Onucanue

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ IKENTOBATHIM

1
' OTTEHKOM KPYTJIbIEe JBOSKOBLIMYKIIbIE TabIeTKH
C TNIagKo#i MOBEPXHOCTHIO.
2 |Identification/ | a)mplies / CooTBeTCTBYET | The retention time of principal peak in the
IloanuHHOCTH | chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs ynepxuBaHUs OCHOBHOTO
MMKa Ha XpOMAarorpamMMe  HUCIIBITYeMOro
pacTBOpa MOMKHO COOTBETCTBOBATH BPEMEHH
yAEPKHUBAHUSA OCHOBHOIO MHKa Ha
XpoMarorpaMme  pacTtBopa  CTaHAApPTHOLO
obpazua HUMeCYJIHAa (pazzen
«Konu4ecTBEHHOE ONPEAEEHHED)
3 |Average weight and mass 3113 mg/ 3113 mr 310mg+5.0%/310mMr+5,0 %
zr:f(::;)m:)tyﬂ/o(cjf:;l(‘:iasg;lracca Complies / CooTBeTcTBYET 18/20 tablets —NMT & 5 % /
AHOpOA 18/20 Tabnetok — He Honee + 5 %
2/20 tablets — NMT + 10 % /
2/20 tabnerok — He 6onee £ 10 %

4 | Dissolution / PacTBopeHue 97 %, 94 %, 95%, 94%, 94%, 95 % | Not less than 75 % (Q) of labeled amount of
Ci3H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaJIBEHOrO cofepxanus Ci3HxNaOsS
(HuMecynun) yepes 45 MUH.

| —
5 |Water/Bona 30% Not more than 6.0 % w/w / He 6onee 6,0 % |
i |
| |
_ . | . |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [lpoaykT cooTBeTcTBYeT TpeboBaHusM HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IlonrorosncHo: \, IIpoBepcHo: Ashish Kumar Onobpcuo: Menicmiep / Pycopogurenn
Ramakant bg U}L\LUL ,/]s - Manoj Kumar QM
Print Date / Print Date / Print Date /
Hata: 22.03.2022 Hara: 22.03.2022 Hata: 22.03.2022
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Product : Nise tablets 100 mg

Hpoaykr : Hais®, tabnerku 100 mr

Batch No / 1 V2200493 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne Oo6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001580130 Date of Analysis / : 22.03.2022
AHanuTHYecKHii oT4eT No JlaTta ananusa

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

Jara npousBoacTBa Togen no (BKJT)

Analysis performed according to ND / Ananus nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
3. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / MokasaTean | Result / PesyabTaThl | Specification / Hopma
6 | Related substances / PoacTeennsle npuMecn |
3 0, 0,
Impurity A / Ipumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6omee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6ounee 0,20 %
Impurity E / [Ipumecs E Below Limit of Detection (LOD NMT 0.20 % / He 6onee 0,20 % |
0.0062%
Impurity F / Tpumecs F * NMT 0.20 % / He Gonee 0,20 %
Not Detected
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas 0.01% I
HEeUJIeHTUDULIMpYeMast
[PUMEChH
Total impurities / Cymma 0.01 % NMT 1.5 %/ He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / | 43 Acceptance value (AV) should be not more
OaHOPOAHOCTH 103UPOBAHHA than 15.0 / TToka3arens npuemiemoctu (AV)
nokeH ObiTh He 6onee 15,0
8 |Microbial limits / Mukpoduoiornueckas 4McToTa -
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / OGuee yueno Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOGHBEIX MHKPOOPTaHH3MOB
') Total combined yeasts and Less than 10 CFU/g/ | Not more than 100 CFU/g /
mould count / Ob1ee yucio Menee 10 KOE/r He 6onee 100 KOE/r
JPOXIKEBBIX M IIECHEBBIX '
rpHOoOB
¢) E. coli Absent / " | Shall be absent in 1g /
i OrtcyTcTBYET JlomxkHbI oTCyTCTBOBaTh B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumevanue: IIponykT coorBeTcTBYET TpeboBanusm HJJ 3aknouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Bxceutive /
IToarorosneHo: t IIposepeno: Ashish Kumar Onobpeno: Menemxkep / PykoBoaurens
Ramakant 4, \ |, L Manoj Kumar W
Print Date / Print Date / Print Date /
Hara: 22.03.2022 Hara: 22.03.2022 Hara: 22.03.2022
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Product Nise tablets 100 mg

IIpoaykr Haiiz®, Tabnerku 100 Mr

Batch No / : V2200493 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 tabnetox
Analytical Report No / : 890001580130 Date of Analysis / : 22.03.2022
AHaanTHuyecKui oTyer No HarTa ananusza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

HJara npousBoacTea TI'onen go (BKa)

Analysis performed according to ND / Auasus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTen Result / PesyabTaTh! N S_peciﬂcation / Hopma
9 | Assay/ KosnuecTBeHHOE 101.0 mg/101.0 mr Not less than 90.0 mg and not more than
onpejaeeHne 110.0 mg C13H;2N205S Nimesulide in tablet /
Or 900mr gmo 110,0mMr Ci3H2N20sS
(HuMecynun) B TabneTke
10 | PaEka_ge / YnakoBxa 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 23 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
IBX/amomunuer om onmcrepe. 1o 3 | amomunneBom 6nucrepe. Ilo 1, 2, 3 wnu 10
6iucrepa BMecTe ¢ MHCTPYKUMEH o | 6nHMCTEpoB  BMecTe € HMHCTPYKUMEH 10
TPHMEHEHHIO B TAYKy KapTOHHYIO. | MPUMEHEHHIO B MaYKy KapTOHHYIO.
|1 Labeling / Mapxuposka Complies as prescribed / According to ND / -
| CootBeTcTBYET TpeOOBaHUAM B cooreercteuu ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B 3amumeHHOM OT CBETa MeCTe IIpH |
XpaHeHne TeMrneparype He Boiie 25°C
13 [ Shelf life / Cpox roguoctu 3 years /3 rona

Remarks : The Product conforms to ND /
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHusam HJ|

Conclusion : APPROVED /
3akmouenune: QJIOBPEHO

Prepared by /
[Moaroroenexo: lr [Iposepeno: Ashish Kumar
|
L =

Ramakant D &\
@,

vl

Checked by /

i

Approved by: Managet / Executive /
OnobpeHo: Menemxep / PykoBoaurens

Manoj Kumar - wa
e

Print Date /
Hara: 22.03.2022

Print Date /
Hara: 22.03.2022

Print Date /
Jara: 22.03.2022
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