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Product ¢ Nise tablets 100 mg

Ipoaykr :  Haiiz®, Tadnerku 100 Mr

Batch No / 1 V2201772 Batch Quantity / : 25,00,000 tablets /
|Cepua Ne Obdwbem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001638454 Date of Analysis / : 14.09.2022
AHanuTHYeCKHi oT4eT No HaTta anaausa

Date of Manufacture / 1 AUG.2022 Date of Expiry/ : JUL.2025

JaTa npoussoacTea Tonen a0 (BKJI)

Analysis performed according to ND / Auaaus nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / [loka3aTenn Result/ PesynbTaThl Specification / Hopma B
1 |Description/ Onucanue Complies / CooreercrByeT Yellowish white round biconvex tablets with

smooth surface. / DBenble ¢ KeNnToBaThbiM
OTTEHKOM KpYrJible ABOSKOBLINYKbIE TaONEeTKH
C MIaAKO# MOBEPXHOCTLIO.

2 |Identification / Complies / CoorBercTByer The retention time of principal peak in the
IHOHJIHHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepxuBaHus OCHOBHOTO
, NHKAa HAa  XpOMarorpamMe  HCRLITYEMOTO |
pacTBopa MODKHO COOTBETCTBOBATH BPEMEHU

yAEpKUBAHHs OCHOBHOTO nuKa Ha
XpoMaTrorpaMMe  pacTBOpa  CTaHAAPTHOIro
obpazua HUMECYNUIa (pazmen

«KonuuecTBeHHOE ornpenesicHUe»)

3 | Average weight and mass 308.1 mg/308.1 mr 310 mg+5.0% /310 Mmr+5,0%

:r:)lf(::;)m:)tyH/O(clTp :lllwﬂaﬂ;::acca Complies / CooTBercTByeT 18/20 tablets — NMT + 5 %/
Aropon 18/20 tabnerok — ue Gonee + 5 %

2/20 tablets —-NMT £ 10 % /
2/20 Tabnerok — He Gonee + 10 %

4 | Dissolution / PacTBopeune 97%, 98 %, 95%, 98%, 98%, 95% | Not less than 75 % (Q) of labeled amount of
C3H12N2OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHanbeHOTO coaepkanus Cj3H2N»>OsS
(numecynun) yepes 45 MuH.

5 | Water / Boaa 35% | Not more than 6.0 % w/w / He 6onee 6,0 %
| —

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [{ponykt coorBeTcTBYET TpeGoBanusimM HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: Tak%nt [Tpogepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykosoaurens

(Y Al f Amit Kumar .

i___ ,L \ - § ‘/X.A\'}_'“____,—’_;-’
Print Date / Print Date / Print Date /
Jlata: 14.09.2022 Hara: : 14.09.2022 Hata : 14.09.2022
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Product Nise tablets 100 mg
NMpoaykr Haiiz®, tabnerku 100 mr
Batch No / : V2201772 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepun 25,00,000 TadneTok
Analytical Report No / : 040001638454 Date of Analysis / : 14.09.2022
AHaJuTHYecKuii otuet Ne JlaTa ananau3sa
Date of Manufacture / : AUG.2022 Date of Expiry/ : JUL.2025
JlaTta nponspoacrea |Togen no (BKJT)
Analysis performed according to ND / Auanus nposesen mo HJI: [T N012824/03-140119 (amend Na 1 from 08.06.2020 /
usm. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

I:N'g | Test / TlokazaTens [ Result /_Pe3_yJ1I>TaTI>l ] Specification / Hopma ]
| 6 |Related substances / PoacTBeHHbIE NpUMecH
Impurity A / Ilpumecs A 0.01% NMT 0.20 % / He 6osee 0,20 %
. 0

Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %

Impurity C / I[Ipumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity D / [lpumecs D Not Detected INMT 0.20 % / He 6onee 0,20 %

Impurity E / TTpumecs E Less than LOQ (LOQ: 0.0186%) NMT 0.20 % / He 6onee 0,20 %

Impurity F / [pumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %

impurity / EapHuunas

HeHIEHTU HLHpYeMas '
npuMech

| Total impurities / Cymma 0.07 % |NMT 1.5 % / He 6onee 1,5 %

npumecei

7 | Uniformity of dosage units / 3.8 Acceptance value (AV) should be not more
OgHOPOAHOCTH JO3HPOBAHHUS than 15.0 / Ioka3arens npueminemoctu (AV)
| nomxeH ObITh He 6onee 15,0
8 Microbial limits / Mukpo6uoJsornueckan yucToTa - -.

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

count / O61uee yncno 10 KOE/r He 6onee 1000 KOE/r

|' a3p0OHBIX MUKPOOPTraHH3MOB

Remarks : The Product conforms to ND /
Ipumeyanne: IIponyxT coorsercrsyer TpeGosanusm HJL

Conclusion : APPROVED /
3axunwuenue: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

ol

Checked by /
Iposepeno: Pardeep Kumar

-

Approved by: Manager / Executive /
OnobpeHo: Meneaxep / PykoBoauTens

Amit Kumar
\——oo
AM\/

Print Date /
Jara: 14.09.2022

Print Date /
Hata: : 14.09.2022

Print Date /
Hata : 14.09.2022
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Product Nise tablets 100 mg

MpoaykT Haiiz®, tabnetku 100 mr

Batch No / : V2201772 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepuu 25,00,000 tabnetok
Analytical Report No / 1 040001638454 Date of Analysis / : 14.09.2022
AHAJTMTHYECKHI 0TYeT No JlaTa avannsa

Date of Manufacture / : AUG.2022 Date of Expiry/ : JUL.2025

Jara mpousBoacTsa Iogen go (BKa)

Analysis performed according to ND / Ananns nposenen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

No Specification / Hopma
Not more than 100 CFU/g /

He 6onee 100 KOE/r

Test / IlokazaTens
b) Total combined yeasts and
mould count / O6ee yucno
JPOKKEBBIX M NIIECHEBLIX
rpubos

') E. coli

Result / PesyabTaThl
Less than 10 CFU/g /
Menee 10 KOE/r

Absent /
OrcytcTByeT

97.9 mg/97.9 mr

| Shall be absent in lg/
JlomkHb! oTcyTcTBOBaTH B 1 T

Not less than 90.0 mg and not more than
110.0 mg Cy3H;2N20sS Nimesulide in tablet /
Or 90,0mr gmo 110,0mMr C;3H;»N>OsS
(HuMecynup) B TabieTke

9 |Assay/KosnuectBennoe
onpeaeneHne

10 |Package/ Ynakoeka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerox B|carton. / I[To 10 Tabnerox B I[IBX /
[IBX/anmomuuues om 6nucrepe. [To 2 | amomunuesom Gnucrepe. Ilo 1, 2, 3 wu 10
GaucTepa BMecTe C MHCTpPyKUHel 1Mo | GIMCTEpOB  BMECTE C  MHCTPYKUMeH Mo |
NPHMEHCHHIO B MaYKy KapTOHHYIO. | IPUMEHEHHIO B MAYKY KAPTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

CootBeTcTRYyeT TpeGOBAHHAM B cooreercTBuu ¢ H/]
12 Storage conditions / Store protected from light below 25°C / B sawumuieHHOM OT cBeTa MecTe NpH
XpaHeHnne Temrneparype He Bolie 25°C [
13 | Shelf life / Cpok rogsoctn 3 years / 3 roma

L —

Remarks : The Product conforms to ND /
Hpumeuanne: [poaykr coorBerctayeT Tpebosanuam HJT

Conclusion : APPROVED /
3axkmouyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
IIpoBepeno: Pardeep Kumar

—

Approved by: Manager / Executive /
Onobpeno: Mernenxep / PykoBoaurens
Amit Kumar N\

i

i
Print Date /

Hara: 14.09.2022

Print Date /
Hara: : 14.09.2022

Print Date /
Hara : 14.09.2022
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