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Product : Nise tablets 100 mg

IlpoaykTr : Haiiz®, tabnerku 100 Mr

Batch No / : V2200831 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6beM cepun 25,00,000 tabnerok
Analytical Report No / : 040001563672 Date of Analysis/ . ¢ 02.05.2022
AHanuTHYecKHH 0T4eT No JlaTa aHaausa

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

JaTta npon3soacrea T'open go (Bx)

Analysis performed according to ND / Ananus nposenen 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 / IlokazaTens Result / PesynbTaThb! _Specification / Hopma

1 |Description / Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / bensle ¢ xenrToBaThM
OTTEHKOM KpYTJIble JBOAKOBBITYKIbIE TaOIEeTKH
€ rIaKO# MOBEPXHOCTBIO. '

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
MoaauHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs yaep>KUBaHHS OCHOBHOTO
MMKa Ha  XPOMAarorpaMMe  HCHBITYEMOro
pacTBOpa MO/DKHO COOTBETCTBOBATH BPEMEHH

yIoepXKHUBaHUs OCHOBHOTO MUKa Ha
XpOMATOrpaMMe  pacTBOpa  CTaHAApTHOIO
obpazua HUMeCYJIHIa (pazmen

«KonuuecTBEHHOE ONpene/iCHHE)

3 A_verag_e weight and mass 308.1 mg/308.1 Mmr 310 mg £5.0 % /310 Mmr+ 5,0 %
::I::f(:;)m:)tyﬂloff :i:::l;::acca Complies / CooTReTcTBYET 18/20 tablets —-NMT £ 5 %/
AEOROA 18/20 tabnerok — He Bonee £ 5 %

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

4 | Dissolution / PactBopeHue 98 %, 98 %, 98%, 99%, 99%, 99% | Not less than 75 % (Q) of labeled amount of
C13H2N>0sS nimesulide is dissolved in 45

minutes / He meHee 75 % (Q) oT
HomuHansHoro cogepxkanusa Ci3Hj2N2OsS
(uumecynua) yepes 45 MUH.

5 | Water/ Bopa T 26% Not morPe than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
INpumeuanue: [Iponykt cooTBercTByeT TpeboBaHusam HJT 3akiarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoxarorosneHo: Pardeep IMposepeno: Himesh Kumar | Ono6peHo: Menemxkep / Pykosonuresins
Kumar 7 Amit Kumar .

A = l( & o~ .
Print Date / Print Date / Print Date /
Hara: 02.05.2022 Hata: 02.05.2022 Hata 02.05.2022
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Product Nise tablets 100 mg
IIpoaykr Hait3®, tabnerku 100 mr
Batch No / : V2200831 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTok
Analytical Report No / : 040001563672 Date of Analysis / : 02.05.2022
AHanuTn4yeckuii oTyer Ne JlaTa aHann3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JaTa npoH3BoACTBA I'oaen o (Bxa)
Analysis performed according to ND / Auanus nposeaen no HJI: T1 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 ot 10.08.2020)

Ne __Test / Ilokazareab | Result / PesyabTaThl | Specification / Hopma
6 | Related substances / PogcTBenHbIe npumecH
o L) V)
Impurity A / [lpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
[mpurity B / IIpumecs B 0.02% NMT 0.20 % / He 6osee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
[mpurity E / TIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
| Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Enuauunas
HeuaeHTUGHLMpYyeMas
npUMech
Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %
npuMecein
7 | Uniformity of dosage units / 4.0 | Acceptance value (AV) should be not more
OAHOPOAHOCTL JO3UPOBAHHUSA than 15.0 / [Tokazaress npuemiemoctu (AV)
nosmxked ObITH He Gosee 15,0
'8 | Microbial limits / MukpoGHOIOrHYecKasi HHCTOTA B
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obiiee yucio Menee 10 KOE/r He Gonee 1000 KOE/r
a3pO6HBIX MHKPOOPraHU3MOB

Remarks : The Product conforms to ND /
Ipumeuanmne: [TpoaykT coorBercTBYeT TpeboBaHuam HJ|

Conclusion : APPROVED /
3akiawuyenue: OJJOBPEHO

Prepared by /
HogrotosneHo: Pardeep

Checked by /
Ipoeepeno: Himesh Kumar

L

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonUTEND

Amit Kumar

S

Kumar Bf_—/
Print Date /

Hata: 02.05.2022

Print Date /
Jarta: 02.05.2022

Print Date /
Jara 02.05.2022
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Product : Nise tablets 100 mg
Ilpogyxr : Haita®, tabnerku 100 mMr
Batch No / : V2200831 Batch Quantity / + 25,00,000 tablets /
Cepus No O6beM cepHH 25,00,000 Tabnerok
Analytical Report No / : 040001563672 Date of Analysis / : 02.05.2022
AnaJIMTHYECKHH 0TYeT No JlaTa aHaJiu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa npon3BoacTBA I'open no (BK.I)
Analysis performed according to ND / Auanus nposenen mo HJI: 1 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 / Iloka3zaTean | Result / PesyabTaThl Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obee uucio Menee 10 KOE/r He 6onee 100 KOE/r
JPOXCOKEBBIX M TUIECHEBBIX
rpubos
¢) E. coli Absent / Shall be absent in 1g /
OrcyTcTBYET JIoJDKHBI OTCYTCTBOBATE B 1 T
9 |Assay/Konaunuecresennoe 99.2mg/ 99.2mr Not less than 90.0 mg and not more than
onpeaeneHne 110.0 mg Ci3H2N20OsS Nimesulide in tablet /
Or 900mr pmo 110,0mr C 3H;2N2OsS
(Humecymua) B TabyeTKe

10 |Package/ YnakoBka 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. / Ilo 10 Tabnerox B carton. / Ilo 10 Tabnerox B ITIBX /
B X/amomunues oM 6auctepe. 1o 2 | amomuHueBoM 6nuctepe. Ilo 1, 2, 3 mnu 10
6nucrepa BMeCTe ¢ MHCTpYKUHel 1Mo | OJIUCTepOB BMECTE ¢  HHCTpYKLMeH 1o
NPHMEHEHHIO B IIAYKYy KAPTOHHYIO. | IPUMEHEHHIO B NAYKy KapTOHHYIO.

11 |Labeling / Mapkuporka Complies as prescribed / AccordingtoND /
CooTBeTcTBYyeT TpeOOBaHUAM B coorBercTBuM ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3auuineHHOM OT CBE€Ta MECTE IpH
XpaHeHue TeMneparype He Boie 25°C

13 | Shelf life / Cpok rogHocTH 3 years /3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumedanne: [TpoaykT coorBercTBYeT TpeboBanusm HJL 3axmouenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarororneHo: Pardeep [Tposepeno: Himesh Kumar Onob6peno: MeHnemxep / PykoBoauTenb
Kumar . Amit Kumar
( e R i

==Y S ~ /
Print Date / Print Date / Print Date /
Hara: 02.05.2022 Hara: 02.05.2022 Jlara 02.05.2022
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