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Product ¢ Nise tablets 100 mg
Ipoayxr  : Haiiz®, tabnerku 100 mr
Batch No / 1 V2102263 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6bem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001567974 Date of Analysis / : 21.01.2022
AHajquTn4yeckuii oryet Ne Jara ananuza
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa npousBojcTBa T'ogen go (BKJT)
Analysis performed according to ND / Auasnns nposenen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

[ N Test / IloxazaTenn Result / PesyanTaTsl l Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ xenroBaTbiM
OTTEHKOM KPYTIIble JBOAKOBHITYKJIbIE TabIeTKH
C M1aJKOH MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTCcTBYET The retention time of principal peak in the
oanuuHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsl ynep>KUBaHHS OCHOBHOTO
MKa HA  XpPOMAaTOrpaMMe  HCIILITYeMOro
pacTBOpa AO/KHO COOTBETCTBOBATE BPEMEHH

YIEPIKUBAHHSA OCHOBHOT'O rKa Ha
XpoMaTtorpaMMe  pacTBOopa  CTaHAAPTHOIO
obpasia HUMeCYIuza (paspmen

«KonuuectrenHoe onpe;[enem/le»)

3 | Average weight and mass 310.1 mg/310.1 mr 1310 mg +5.0% /310 mMr+50%

:I:)lf(l):;)m:)tyﬂ/o(c:f :;:l:cs;::acca Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/
Auopon 18/20 Tabnerok — He Honee + 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnerok — He 6onee = 10 %

4 |Dissolution / PactBopenne | 98 %,100 %, 97%, 97 %, 98%, 98 % | Not less than 75 % (Q) of labeled amount of
Ci3H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHansHOTO comepxanus Ci3H2N20s5S
(uumecynun) uepes 45 MHH.

5 |Water/Boaa 3.0% Not more than 6.0 % w/w / He 6osiee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT Tpebopanusm HJJ 3akiaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: IIposepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBoauTens
Pardeep Kumar C;S,_/”D Kusum Lata W}

Print Date / Print Date / Print Date /
Hara: 21.01.2022 Hara: 21.01.2022 Hara; 21.01.2022
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Product Nise tablets 100 mg

MpogykT Haiiz®, Tabnerku 100 mr

Batch No / 1 V2102263 Batch Quantity / : 25,00,000 tablets /
Cepun Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001567974 Date of Analysis / : 21.01.2022
AHanHTHYECKH 0TueT No JaTa anannsa

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

JaTa npon3BoACTEA ToseH mo (BK.1)

Analysis performed according to ND / Auanus nposenen mo H/l: [1 N012824/03-1401 19 (amend Ne 1 from 08.06.2020 /
nam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020)

- Ne Test / Ilokazarenb | Result / Pe3yabTaThl | Specification / Hopma
6 |Related substances / PoacrBeHHble NpUMecH -
] 0, o,

Impurity A / Ilpumecs A Less than LOQ (LOQ: 0.0057%) ‘ NMT 0.20 % / He Gonee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / TIpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumece 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 / Tlpumecs F Not Detected NMT 0.20 % / He 6osee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6oiee 0,20 %
impurity / Exvananas '
HeupeHTHUuLMpyemas
MpUMECH :
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npumeceit

7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more
OaHOPOJHOCTL AO3HPOBAHHSA than 15.0 / Iokazarens npuemyeMocty (AV)

oJKeH BBITh He Gosiee 15,0
8 | Microbial limits / Mu KpoGHoJ0rH4ecKas YucToTa

a) Total aerobic microbial
count / Ob1uee uucio
a3po6HBIX MHKPOOPTaHH3MOB

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

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

'b) Total combined yeasts and
mould count / Obwee uncno
JIPOMOKEBBIX U IIECHEBBIX
rpubos

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

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

¢) E. coli

Absent /
OTcyTCTBYET

Shall be absent in 1g/
JIomKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /
ITpumeuannue: [ponykr coorseTcTByeT Tpebonanuam HJI

Conclusion : APPROVED /
Zaxaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[loarorosneHo: ITporepeno: Himesh Kumar Ono6peno: Menemxep / PykoBoauTenb
Pardeep Kumar ﬁ CZ—"-J"”;J Kusum Lata W 1

Print Date / Print Date / Print Date /

ata: 21.01.2022 Hata: 21.01.2022 Ilara: 21.01.2022
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Product Nise tablets 100 mg
IpoayxT Haiiz®, Tabnerku 100 mr
Batch No / 1 V2102263 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6nem cepu 25,00,000 tabneTox
Analytical Report No / : 890001567974 Date of Analysis / : 21.01.2022
AHaTUTHYECKHIt oTdeT No JlaTa anaJau3a
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JaTta npoU3BOACTBA Togen g0 (BK.)
Analysis performed according to ND / Auanu3s nposeges no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)
Ne Test / ITokazarens Result / PesyabTaTsl Specification / Hopma |
9 | Assay/ KoanuecTBeHHoe 97.8 mg/97.8 Mr Not less than 90.0 mg and not more than|
ompejaeseHHe 110.0 mg C13H;2NaOsS Nimesulide in tablet /|
Or 90,0mr mo 110,0mMr Ci3H;paN2OsS
(numecymn) B TabaeTke |
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r 10|
blisters and patient information leaflet | blisters and patient information leaflet in a|
in a carton. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B TIBX /
TIBX/amomuunes oM 6nucrepe. [To 3 | amomunuesom 6aucrtepe. Ilo 1, 2, 3 wmm 10
GnucTepa BMecTe C MHCTPYKLUeH 1o | GiCTepoB  BMECTE ¢  UHCTPYKLHEH 1O
MPUMEHEHHIO B AYKY KAPTOHHYIO. | MPUMEHEHHIO B MaYKy KapTOHHYIO. [
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBercTBYeT TpeOOBAaHUAM B coorsercteuu ¢ HIT
12 |Storage conditions / Store protected from light below 25°C / B 3amuieHHOM OT CBETa MeCTe npui
XpaHeHue Temriepatype He Boiire 25°C [
13 | Shelf life / Cpok rognoctn 3 years/ 3 rona
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: I1ponyKT cootBeTcTBYET TpeboBanusm HJ{ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBaeHo: IpoBepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBoIuTen
Pardeep Kumar F_) C:}J/_’_D Kusum Lata l(a)é'ﬁ i
P > = >~ —
Print Date / Print Date / Print Date /
JHata: 21.01.2022 Jara: 21.01.2022 Jara: 21.01.2022
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