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Product : Nise tablets 100 mg
[Hpoayxr : Haiiz®, rabnerku 100 mMr
Batch No / : V2200489 Batch Quantity / + 50,00,000 tablets /
Cepus Ne Oo6nbem cepun 50,00,000 tabnetok
Analytical Report No / : 890001579707 Date of Analysis / : 19.03.2022
AHanuTHYeCKHH oTYyeT Ne Harta anannza
Date of Manufacture / : FEB.2022 Date of Expiry / : JAN.2025
Jlara npon3soAcTBa Togen go (BKI)
Analysis performed according to ND / Ananu3 nposegen no HJ: 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)

| N Test / IlokasaTennb Result / Pe3yabTaThi | Specification / Hopma

| 1 |Description / Onucanue Complies / CooTBeTCTByET Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ XKenTOBaTHIM
OTTEHKOM KPYTJIble ABOSIKOBBIMYKIbIE TaONETKH
C IJIafikOH MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IMoganuuocTh chromatogram of test solution should
| correspond to retention time of principal peak in
| Nimesulide standard solution chromatogram
under Assay / Bpems ynepxuBaHusi OCHOBHOTO
NUKa Ha XpOMAarorpamMe  HCIBITYEMOrO
pacTBOpa IOJDKHO COOTBETCTBOBATh BPEMEHH

yIep>KUBAHUS OCHOBHOTO MrKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHAApTHOTO
obpazna HUMeCYyN1aa (pazmen

«KonuuecTBeHHOE onpeneneﬂue»)

3 | Average weight and mass 310.8 mg/310.8 Mr 310mg+5.0%/310mMr+5,0%

::r:)lf(:{l;)m:)tyﬂ/o(cjf:;:wuas:;::acca Complies / CooTBercrByeT 18/20 tablets —-NMT + 5 % /
AHOPOX 18/20 Tabnetok — He Gonee = 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He 6oyiee = 10 %

4 |Dissolution / PacrBopenue 96 %, 95 %, 98%, 99%, 97%, 98 % | Not less than 75 % (Q) of labeled amount of
Ci13H2N20sS nimesulide is dissolved in 45
minutes / He MeHee 75 % (Q) ot
HoMHHaneHOTO copepxanus Ci3H2N-OsS
(numMecynun) uepes 45 MuH.

5 | Water / Boaa S 29% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Iponykrt coorBeTcTBYET TpeboBaHusm HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: Ilposepeno: Himesh Kumar OpnobpeHo: Menemxkep / PykoBogurtens
Pardeep Kumar L . Manoj Kumar =

gL
Print Date / Print Date / Print Date /
Hara: 19.03.2022 Hara: 19.03.2022 Hara: 19.03.2022
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Product : Nise tablets 100 mg
Npoaykr  : Haiis®, Tabnerxu 100 mr
Batch No / 1 V2200489 Batch Quantity / : 50,00,000 tablets /
Cepus Ne Obbem cepuu 50,00,000 Tabnetok
Analytical Report No / : 890001579707 Date of Analysis / : 19.03.2022
AHANUTHYECKHIH oTUeT No Hdata anaanza
Date of Manufacture / : FEB.2022 Date of Expiry / : JAN.2025
JaTa npou3BoACTBa Tonen go (BKJT)
Analysis performed according to ND / Ananus nposegen mo HJI: T1 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)

Ne Test / IlokasaTens [ R_esu_llt / Pe3yJibTaThl | Specification / Hopma
6 | Related substances / PoacTeennbie npumMecH
; 0, 0,
Impurity A / ITpumecs A Not Detected NMT 0.20 % / He 6osee 0,20 %
Impurity B / [Tpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
| Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
|
Impurity E / ITpumecs E 0.05% NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / Enuanunas ’
HeuOeHTHULMpyeMas
npumech
Total impurities / Cymma 0.10 % NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more '
OaHOpOAHOCTL 103UPOBAHHS : than 15.0 / Ilokazatens npuemneMocTH (AV)
| JoJbkeH ObITh He 6omee 15,0
8 |Microbial limits / MukpoGuoJsioruyeckast YUCTOTa - —
a) Total aerobic microbial Less than 10 CFU/g / | Not more than 1000 CFU/g /
count / Ob1ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOGHBIX MHKPOOPraHU3MOB
| b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / Ob1tee 4yuco Menee 10 KOE/r He 6onee 100 KOE/r
IPOJMOKEBBIX U IUIECHEBBIX
rpuboB
¢) E. coli Absent / Shall be absent in 1g/
OtcyrcTBYyeT HomxHbl oTCyTCTBOBaTE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusam H]I 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: . IIpoeepero: Himesh Kumar Ono6peno: Menemxep / Pykopoaurens
Pardeep Kumar Ir ”!'/f___,: _ Manoj Kumar P
Print Date / Print Date / Print Date /
Hara: 19.03.2022 Hara: 19.03.2022 Hara: 19.03.2022
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Product Nise tablets 100 mg
poaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2200489 Batch Quantity / ¢ 50,00,000 tablets /
Cepua Ne O0Bem cepun 50,00,000 Tabnetok
Analytical Report No / : 890001579707 Date of Analysis / : 19.03.2022
AHajiuTHYeCKHI oT4yeT Ne JdaTa ananusza
Date of Manufacture / : FEB.2022 Date of Expiry / : JAN.2025
Jara npou3BoacTsa T'open po (BK)
Analysis performed according to ND / Ananu3s nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Specification / Hopma

Not less than 90.0 mg and not more than
110.0 mg Ci3Hi2N20sS Nimesulide in tablet /
110,0 mr  C;3Hj2N2OsS

10 tablets in PVC/aluminum blister. 1,2,30r 10|
blisters and patient information leaflet in a
10 rtabnerok B TIBX /
amomuHueBoM Onuctepe. ITo 1, 2, 3 unu 10
BMECTE C HHCTpyKLMel 1o
MPUMEHEHHUIO B NTAYKY KapTOHHYIO.

Ne | Test / TlokasaTtenn Result / PesyabTaThl
9 | Assay/KoaunuecTBennoe 100.8 mg/ 100.8 Mr
onpejgeleHHe
Or 90,0Mr mo
(numecymun) B Tabnetke
10 |Package/ YmakoBka 10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B|carton. / Ilo
IMBX/amomunues oM 6aucrepe. ITo 3
6aKcTepa BMeCTe ¢ MHCTPYKLMEH Mo | 6aucTepor
MPHMEHEHHIO B [TAYKY KaPTOHHYIO.
11 |Labeling / MapkupoBKka -"Complies as prescribed / According to ND /
CooTBeTcTByeT TpeOOBaHUAM B cootsercTBuu ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B samuimeHHOM OT CBeTa MecTe MNMpH
Xpanenne TeMmrneparype He Boilne 25°C
13 | Shelf life / C[;K roaHoctu |3 years/3 roga

Remarks : The Product conforms to ND /
Ilpumeyanue: [IponykT cooTBeTcTRYeT Tpeboanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Propared by /
Ioaroropnexo:
Pardeep Kumar [

o—

Chcolced by /
[IpoBepeno: Himesh Kumar

Approved by Manager / Exccutive /
Onobpeno: Menemkep / PykoBoauTens

Manoj Kumar . J

Print Date /
Jata: 19.03.2022

Print Date /
Jara: 19.03.2022

Print Date /
Hara: 19.03.2022
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