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AHaMnTHYecKHil oTueT No

Product : Nise tablets 100 mg

Nponykr  :  Haiis®, Tabnetkn 100 mr

Batch No / 1 V2202339 Batch Quantity / : 25,00,000 tablets /
Cepua Ne Odbem cepui 25,00,000 TadneTok
Analytical Report No / : 890001627482 Date of Analysis / : 15.11.2022

JlaTa aHaan3a

Jlara npou3BoacTBa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

ToneH g0 (BxA)

Analysis performed according to ND / Awaaus nposeaen no HJI: 11 N012824/03-140119 {(amend Ne 1 from 08.06.2020 /

wam. No | ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020) B
Ne | Test / [lokasaTenn | Result / Pe3yabTaTh! - Specification / Hopma -
1 ! Description / Onucanue Complies / COOTBETCTBYET Yellowish white round biconvex tablets with

smooth surface. / DBesable ¢ KENTOBAThIM
OTTEHKOM KPYTJIbie ABOSIKOBBITYKIbIE Ta0IIETKH
C TIaAKOH MOBEPXHOCTLIO.

2 Identification /
IloanMHHOCTDH

Complies / CooTBeTCTBYET The retention time of principal peak in the
chromatogram  of test solution  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep:K1UBaHHs OCHOBHOTO
AMKa Ha  XpOMATOrpaMMe  HCILITYEMOTO
pacTBopa AOJDKHO COOTBETCTBOBATH BPEMEHM

U OJHOPOAHOCTb MACChl

yIoep>KUBaHHA OCHOBHOTO nHKa Ha
XpOMaTorpaMMe  pacTeopa  CTaHIAPTHOTO
obpazua HUMeCcyNiaa (pazgmen
«KonMuecTBeHHOE ONpeIeNeHHE)
3 | Average weight and mass = 310.0 mg/310.0 Mr 310 mg £ 5.0 % /310 mr £ 5,0 % O
iformi .
uniformityl Cpennsmimacea Complies / CooTBercTBYET 18/20 tablets - NMT + 5 %/

18/20 Tabnerok — He Gosiee £ 5 %

2/20 tablets — NMT = 10 % /
| 2/20 TaBneToK — He Anmee + 10 %

4 |Dissolution / PacrBopenue

99%, 99%, 100%, 98%, 98%, 98% | Not less than 75 % (Q) of labeled amount of
C13H,2N-05S Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomunansHoro cogepxatus CisHiaN2OsS
(uumMecynup) depes 45 MHH.

| 5 | Water/Boaa 28% Not more than 6.0 % w/w / He 6onee 6,0 % .
Remarks: The Product conforms to ND / Conclusion: APPROVED / b
Ipumeuanue: IIpoayKT COOTBETCTBYET TPeDOBAHHAM HIT{ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: i_{an.}akaltu [IpoeepeHo: Pardeep Kumar Onobpeno: Menemkep / Pykosoaurensb

(P o] Amit Kumar A
Print Date / Print Date / Print Date /
Jata: 15.11.2022 Iata: : 15.11.2022 JlaTta : 15.11.2022
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Product Nise tablets 100 mg

IIpoaykr Haiiz®, tadnerku 100 mr

Batch No / : V2202339 Batch Quantity / : 25,00,000 tablets /
| Cepust No O6nem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001627482 Date of Analysis / : 15.11.2022
AHaanTnyecknii oruer Ne JlaTa anann3sa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

J—lﬂ Ta NPOoNIBEOACTBA

|I'omen po (B.1)

Analysis performed according to ND / Anasu3 nposeaen no H/L: Il N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m, No 2 ot 10.08.2020)

Ne Test / Iloka3zaTesnn

; Result / Pesyabtarst

———

Specification / HopMZ

6 | Related substances / PoacTBenHbIe lIpHMecH

Impurity A / Tlpumecs A

Less than LOQ (LOQ: 0.0057%)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

[mpurity B / Ilpumecs B 0.01%
Impurity C / TTpumecs C Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity D / Ilpuimecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
[mpurity E / ITpumecs E Below limit of detection (LOD: NMT 0.20 % / He 6onee 0,20 %
0.0062%)
Impurity F / Ilpumecs F NMT 0.20 % / He 6onee 0,20 %
Not Detected
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EqyiHnunas 0.02%
HeupeHTUUUMpyemas |
TIpUMEChH
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
fnpuMeceit
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more

OaHOPOAHOCTL XO3HPOBAHMS

than 15.0 / IToka3zarens npuemiieMocTd (AV)
animen GriTs He Gomee 15,0

8 | Microbial limits / Mukpodioaoruueckasi UHCTOTA

a) Total aerobic microbial
| count / O6iee yucno
a3pOOHBIX MUKPOOPraHU3MOB

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

| Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks: The Product conforms to ND /
Ipumeuanue: [Tpoaykt coorseTcTByeT TpedoBaHnam HI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

)

\

Checked by /
IMTposepeno: Pardeep Kumar

: _—

Approved by: Manager / Executive /
Opobpeno: Menemxep / PykoBoautens

Amit Kumar A“/\

Print Date /
Jata: 15.11.2022

Print Date /
Hara: : 15.11.2022

Print Date / v
Jlara : 15.11.2022
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Product Nise tablets 100 mg

Npoaykr Haiiz®, tabnetkn 100 mr

Batch No / : V2202339 Batch Quantity / : 25,00,000 tablets /
Cepusa No O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001627482 Date of Analysis / : 15.11.2022
AHanuTHuecKkuii oTyeT No JlaTa anaausa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

Jdata npon3sodcTsa T'oxen po (Bxn)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

2

Test / IlokazaTenn

Result / PesynpTaThl

Specification / Hopma

b) Total combined yeasts and
mould count / Odwee uncno
JPOXOKEBBIX W MIECHEBBIX
rpuboB

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

: ¢) E. coli Absent / Shall be absent in 1g/
OtcyTcTBYET JlomKHBI OTCYTCTBOBATE B 1 T
9 |Assay/ KoauuecTBeHHOE 99.5 mg/99.5 mr Not less than 90.0 mg and not more than|
onpeaeseHne 110.0 mg Ci3H2N20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr Ci3H;2N-OsS
(Humecynun) B TabneTKe
10 'Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 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. / IMo 10 Tabnertok B|carton. / Tlo 10 Tabnerox B [IBX /
[IBX/amomunmes om Grunctepe. Ilo 3 | amomunuesom 6nuctepe. Ilo 1, 2, 3 wm 10
GnKcTepa BMECTE C MHCTPYKUHel 10 | GIHCTEpOB  BMECTe  C  MHCTPYKUMCH O |
NPUMEHEHHUIO B NaYKy KapTOHHYIO. | IPUMEHEHHIO B NMa4Ky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteeTcTBYET TpeOOBaHUAM | B cootsercreun ¢ HJJ
12 |Storage conditions / Store protected from light below 25°C / B 3aliHUIEHHOM OT CBETa MECTe mp |
XpaHenue Temmepatype He Bbime 25°C
13 | Shelf life / Cpok roanoctu 3 years/ 3 roga 1

Remarks: The Product conforms to ND /
ITpumeuanne: [IpogyKT COOTBETCTBYET rpedosansm HJT

Conclusion: APPROVED /
3aknroyenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

/

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBonurenb
Amit Kumar

p*wv—/

Print Date /
Jara: 15.11.2022

Print Date /
Tara: : 15.11.2022

Print Date /
Hara ; 15.11.2022
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