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Product : Nise tablets 100 mg

Ipoaykr :  Haiz®, tabnerku 100 mr

Batch No / : V2101614 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6Lem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001552651 Date of Analysis / : 28.10.2021
AHanUTHYEeCKHit oTyeT No JlaTa anann3za

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTta ripou3BOACTBA TIopen po (BK)

Analysis performed according to ND / Auanus nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzM. Ne 2 ot 10.08.2020)

N | Test / TlokazaTens Result / Pe3syabTaThbl | Specification / Hopma

1 |Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bBemple ¢ xenToBaThiM
OTTEHKOM KpYIIIble IBOSKOBBITYKNbIE TabIeTKH
C rf1aJKoi OBEPXHOCTEHIO.

2 |Identification / ' Complies / CooTBeTcTBYyET | The retention time of principal peak in the|
MoaaHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaepiBaHHI OCHOBHOIO
NMKa Ha  XpOMATOTPaMME  UCIIBITYEMOro
pacTBopa MOKHO COOTBETCTBOBaTbH BPEMEHH

yIOepKUBAHUA OCHOBHOTO MHKa Ha
XpOMArorpaMMe  pacTBopa  CTAHIapTHOro
obpasua HUMeCYJIHAA (pazpmen

«KonuuectBenHoe onpeneneHHe»)

3 |Average weight and mass 308.0 mg/ 308.0 mr 310mg+5.0%/310 Mr+ 5,0 %

;I::f(:;)m:)tyﬂ/off:i:l;::acca Complies / CooTBeTcTBYET 18/20 tablets —NMT + 5 % /
/opoa 18/20 tabnetok — He 6onee = 5 %

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

4 | Dissolution/ PacTtBopenue 96 %, 96 %, 96 %, 98 %, 97%, 96 % | Not less than 75 % (Q) of labeled amount of
Cy3H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMmuHaNsHOTO coaepykanua Ci3HjpNaOsS
(aumecynun) yepes 45 MHUH.

5 |Water /Boaa 32% Not more than 6.0 % w/w / He 6o1ee 6,0 %
Remarks : The Product conforms to ND / Conclusxon APPROVED/
IIpumeyanue: Ilpogyxt cooTBeTcTBYET TpeboBanusaM HJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarororneHo: IIpogepeno: Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar Himesh Kumar Manoj Kumar =
Print Date / Print Date / Print Date /

Hara; 28.10.2021 fic l[aTa 28.10. 2021 e .| HaTa: ,28n10 2021
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Product Nise tablets 100 mg
Mpoaykr Haiiz®, tadnetku 100 mr
Batch No / 1 V2101614 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Oo6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001552651 Date of Analysis / : 28.10.2021
AHATUTHYECKHIH oTueT No JlaTa aHaquza
Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024
JaTa npou3BoACTBa T'open g0 (BKT)
Analysis performed according to ND / Auanus nposenen no HJI: ITN012824/03-140119 (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 / ITokazaTesanb | Result / PesyabTaThl | Specification / Ho_pma__

6 | Related substances / PogcTBenHbI¢ npuMecH

Impurity A / Tlpumece A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / ITpumecs B 0.02% NMT 0.20 % / He 6onee 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 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Hipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

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

! . Less than LOQ (0.0143%)
impurity / EnuHnunas

HeuaeHTHOUIHpyeMas
MpUMeCh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
fnpuMecei
7 | Uniformity of d(Tsage units / 2.5 | Acceptance value (AV) should be not more

than 15.0 / Ilokazarens npuemneMoctu (AV)
noJpked ObITh He 6onee 15,0

O)ZlHOpOllHOCTb AO03HPOBAHUA

8 Microbial limits / Mukpo0Ouogorudyeckas 4McToTa

a) Total aerobic microbial <10 CFU/g/
count / Obiee yucio <10 KOE/r
a3pO6HEIX MMKPOOPraHU3MOB

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

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

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

b) Total combined yeasts and
mould count / Ob1ee yucno
IPOMOKEBBIX U TUIECHEBBIX

rpuboB
¢) E. coli Absent / | Shall be absent in 1g/
OTcyTcTBYET | Tomxnsr oTcyreTBOBaTE B 1 T
1
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IlpogykT cooTBeTcTBYET TpeboraHusaM HJ| 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloarorosneHo: [IpoBepeno: Opnobpeno: Menemkep / PykoBoauTesb
Pardeep Kumar Himesh Kumar Manoj Kumar j
- - e
Print Date / Print Date / Print Date /
Jara: 28.10.2021 Z[aTa 28.10.2021 . Z[aTa 28.10. 2021 .
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Product : Nise tablets 100 mg
Npoayxkt  : Hais®, Tabnerku 100 mr
Batch No / : V2101614 Batch Quantity / : 25,00,000 tablets /
Cepuna Ne Obbem cepuu 25,00,000 TabneTok
Analytical Report No / : 890001552651 Date of Analysis / : 28.10.2021
|AHAJHTHYECKUEH oTueT N HaTa ananusa
Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024
Jata npou3BoAcTBA TI'oxen g0 (BK)
Analysis performed according to ND / Ananus nposenen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 or 10.08.2020)

| N | ~ Test/IlokasaTenanb Result /_Pesym;ra'n,l Specification / Hopma 'I
9 | Assay/ KoanuecTBeHHoe 99.3 mg/99.3 mr Not less than 90.0 mg and not more than
onpeaeneHHe 110.0 mg C;3H;2N20sS Nimesulide in tablet /

Ot 90,0 Mmr ao 110,0 Mr C|3H13N2055
(Humecynun) B Tabnetke

10 |Package/ ¥YnakoBxa 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 Ttabnerok B|carton. / Ilo 10 Tabnetox B I[IBX /
[MBX/amomunnes oM 6nucrepe. [To 2 | antomunuesom Giuctepe. Io 1, 2, 3 umm 10
6nMcTepa BMeCTe ¢ HHCTPYKUMeEH 10 | GIIMCTEPOB  BMECTE C  MHCTPYKLMEH MO
NPUMEHEHHIO B Na4YKy KAPTOHHYK). | IPUMEHEHHIO B MAYKY KAPTOHHYHO.

11 |Labeling / Mapkuposka 'Complies as prescribed / According to ND /
CootsercTByeT TpebOBAaHUAM B cootsetcTBuu ¢ H/J
12 | Storage conditions / - Store protected from light below 25°C / B 3amuiieHHOM OT CBETA MECTE NPH
XpaHenue TeMmmeparype He Bsie 25°C

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBeTCTRYET Tpebopanusm HJT 3akaouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarororneHo: ITposepeHo: Onobpeno: MeHnemxkep / PykoBogurens
Pardeep Kumar CQL, HimeshW Manoj Kumar .

- : h)QI},“.ﬁf/
Print Date / Print Date / Print Date /
Jara: 28.10.2021 ) Jata; 28.10.2021 . | Hata: 28.10.2021
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