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Page 1 of 3/ Crp. 1133

Product , : Wise tablets 100 mg

IpoaykT Haii3z®, tabnerkn 100 mr

Batch No / 1 V2101637 Batch Quantity / : 25,00,000 tablets /
Cepns Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No/ : 890001550115 Date of Analysis / v 13.10.2021
ARaNMTHYECKHH oTyeT Ne JlaTa aHanu3a

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024

JlaTa npon3BoACTBA I'open go (BKJ)

Analysis performed according to ND / Auanu3s nposeaen no HJI: 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 / u3m. Ne 2 or 10.08.2020)

Ne ’| Test / Iloka3zaTensn } Result/ Pesyabratel _ Specification / Hopma
1 |Description / Onucanue Complies / CooteTcTBYyeET Yellow1sh white round biconvex tablets with
} ! | smooth surface. / Bensle ¢ KenToBaTbIM
‘ ‘ | OTTEHKOM KpyTJible IBOAKOBBIMYK/IblE TabNeTKH
C ry1aIkoM MOBEPXHOCTHIO.
2 Identification / R " Complies / CootsercTByeT The retention time of principal peak in the
' IToanuHHOCTB chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep)KHBaHWs OCHOBHOIO
MMka Ha  XpOMarorpaMMe  HCIMBITYEMOro
pacTBopa HOKHO COOTBETCTBOBATH BPEMEHH
YAEPKHBAHHSI OCHOBHOTO nuka Ha
XpoMaTorpaMmMe  pacTBopa  CTaHAapTHOroO
obpasua HUMecynuaa (pa3nen
«Kon14yecTBEHHOE OTpENENEHHEN)
3 | Average weight and mass 310.2mg/310.2 mr 310mg+5.0% /310 Mr+5,0%
l:::ﬂ;rom:)%'/off:ﬁ'":;l:mcca Complies / CoorBercTByeT 18/20 tablets - NMT £ 5 % /
AROP 18/20 Tabnerok — He Gonee = 5 %
2/20 tablets ~ NMT £ 10 %/
1 2/20 Tabnerok — He 6onee £ 10 %
4 | Dissolution / PacTBopenne 96 %, 95 %, 96 %, 96 %, 96 %, Not less than 75 % (Q) of labeled amount of
97 % C13H2N>058 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHanpHoro comepxarus Ci3Hj2N2OsS
; | (HuMecynun) yepes 45 MUH.
5 |Water/Boga 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %
i
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Iponykr cooTseTcTByeT Tpebosanusam HI 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBAEHO: ITposepeHo: Onobpeno: Menegmep / PykoBonuresb
Pardeep Kumar Himesh Kumar Ajay Sharma (m\
- (:;VL,——\:: .
Print Date / Print Date / Print Date /
Hata: 13.10.2021 [lara: 13 10. 2021 Jara: 13.10.2021
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Product  : MNise tablets 100 mg ‘
INMpoaykt Haiiz®, tabnerku 100 mr
Batch No / : V2101637 Batch Quantity / : 25,00,000 tablets /
Cepus Ne OGbem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001550115 Date of Analysis / : 13.10.2021
AHanHTHYECKHIT oT4eT No JlaTa ananusa
Date of Manufacture / : Sep.2021 |Date of Expiry / 1 Aug.2024
JlaTa npou3BOACTBA |TopeH no (BKJ)

Analysis performed according to ND / Anaans nposeaes no HJL: [1N012824/03-140119 (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)

rﬁésult / Pe3yabTaThl B

Specification / Hopma

T

'NMT 0.20 % / He 6ontee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

| NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / [NokazaTens npHemiemoctH (AV)
noykeH 6bITh He Honee 15,0

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

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

- Ne Test / [lokaszaTenb N

6 |Related substances / PoacTBeHHble IpumecH o
Impurity A / Ilpumece A 0.01%
Impurity B / Ilpumece B 0.02%
Impurity C / IIpumecs C Not Detected
Impurity D / Ilpumece D Not Detected
Impurity E / Ilpumecs E Not Detected
Impurity F / Ilpumecs F Not Detected
Any unknown individual ‘ Less than LOQ (0.0143%)
impurity / Eausnusas }
HeuaeHTHULKMpYyemast ‘
MpHUMECh ‘
Total impurities / Cymma ; 0.03 %
npuMecei |

7 77ﬁ-l_1iformity of dosage units / ‘ 25
OaHOPOAHOCTH JO3HPOBAHMS

" 8 |Microbial limits / Mnkpoﬁuqnorhfqemﬁu uncTOTA

a) Total aerobic microbial Less than 10 CFU/g /
count / Obuiee uucno Menee 10 KOE/r
a3pOoOHBIX MHKPOOPraHHW3MOB
b) Total combined yeasts and Less than 10 CFU/g /
mould count / Ob1wee 4yucio Menee 10 KOE/r
IPO}OKEBBIX M TIECHEBbIX ’
rpubos |
¢)E. coli Absent in 1g/

OtcyterByer B I

Shall be absent in 1g/
JIO/KHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND /
INpumeuanne: [Tpoaykr coorsercTByeT Tpebosanusm HJT

Conclusion : APPROVED /
3axmouenue: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroBneHo: [IpoBepeHo: Onobpeno: Meuemkep / PykoBoauTesb
Pardeep Kumar Himesh Kumar Ajay Sharma

= N o b L X
Print Date / Print Date / Print Date /
Hara: 13.10.2021 Jara: 13.1 Jara: 13.10.2021
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Product v : Nise tablets 100 mg

AHAJMTHUYECKHIT oTueT No

Ipoaykt _ : Haiia®, tadnetku 100 mr

Batch No / 1 V2101637 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Oobbem cepiin 25,00,000 rabieTok
Analytical Report No / : 890001550115 Date of Analysis / 4 13.10:2021

JlaTra aHaau3a

JlaTa npou3BOACTBA

Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2024

I'oaen go (BKJ)

Analysis performed according to ND / Anasnus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 or 10.08.2020)

.N'o ' Test / floxa;atenb
9 Assay / KonnuyecrBenHoe
onpejeleHue

~_ Result/ Pe3lebTaTbl Specification / Hopma
 97.6mg/97.6 Mmr 'Not less than 90.0 mg and not more than
1110.0 mg Ci3H2N20sS Nimesulide in tablet /
OT 90 0 mr a0 110 0 mr C13H12N:O sS
(uumecynun) B TabneTke

10 | Package/ Ynakoska

11 hrLabeling /—MﬂpKHPOEKa

12 | Storage conditions /
Xpaueuue

13 | Shelflife / Cpok rognoctn

110 tablets in PVC/aluminum blister. 3
' blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
| TIBX/amoMuHHeB oM GancTtepe. n03‘aJ'IIOMHHHeBOM 6nucrepe. Ilo 1, 2, 3 uwnm 10

10 tablets in PVC/aluminum blister. 1,2 3or10 ‘
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B TIBX /

6nucTepa BMECTE C MHCTPYKLHEH nolGnnﬂepos BMECTe C HMHCTPYKLMEH T10

MPUMEHEHHIO B AYKy KapTOHHYK.  MPHUMEHEHHIO B MauKy KapTOHHYIO.
Complies as prescribed / ' According to ND /
CoorBeTcTBYeT TpeGoBaHUAM B coorBercrBur ¢ HJT

I -

3 years / 3 rona

Store protected from light below 25°C / B 3alMLIEHHOM OT CBETa MeCTe MpH
Temreparype He Bbiie 25°C

X

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [1posykT cooTBeTCTBYET Tpedosannsam HJ 3akmaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroseHo: [1poBepeHo: Onobpero: Menekep / Pykosoauress
Pardeep Kumar Himesh Kumar Ajay Sharma

" — O

Print Date / Print Date / Print Date /
JMata: 13.10.2021 Jara: 13.10.2021 Hata: 13.10.2021
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