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Product : Nise tablets 100 mg
llpoaykt  : Haiis®, tabnetku 100 mr
Batch No / 1 V2200495 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001581403 Date of Analysis / : 29.03.2022
AHanuTHYecKHii oTyeT Ne Jarta ananusza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npousBoacraa TI'ogen no (BxJ)
Analysis performed according to ND / Auaaus npoenen mo HJI: [T N012824/03-140119 (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)

N | Test / [Tokasatean Result / PesyasTaTnl Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Benwie ¢ xenToBaThHIM
| OTTEHKOM KPYIJIble ABOSKOBBIMYKIIBIE TaBleTKH
C rnagkof MOBEPXHOCTELIO.

[SH] ‘

Identification / Complies / CooteercrByeT The retention time of principal peak in the
MoannuuocTs chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»uBaHHs OCHOBHOTO
MHKa HA  XpOMaTOrPAMME  HCITBITYEMOFO
pacTBOpa HOKHO COOTBETCTBOBATH BPEMEHH
YAepKUBaHHS OCHOBHOTO THKa Ha
XpOMAaTorpamMMe  pacTBOpa  CTaHAAPTHOTO
obpasua HUMECYyTuaa (pazmen
«KonnuecTereHHOE onpenesieHne»)

3 |Average weight and mass 310.0 mg/310.0 Mr 310 mg+£5.0% /310 Mr=+5,0%

Elzle;m;tyﬂ/of_f:l:l:;gacca Complies / CootBeTcTBYeET 18/20 tablets —-NMT + 5 %/
AHOPOR 18/20 Tabnetok — He Gonee + 5 %

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

4 | Dissolution / Pacreopenue 95 %, 93 %, 96%, 94%, 95%, 93 % | Not less than 75 % (Q) of labeled amount of
Ci13H2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHMHaJIEHOTO coaepxanus Ci3HpN2OsS

(numecynun) uepes 45 MUH.
|

5 |Water/Boaa 33% Not more than 6.0 % w/w / He 6onee 6,0 %

| — . i I S — ——
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameuanue: [Tpomykr cooTBeTcTBYeT Tpeboranusm HJT 3akaouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarororneno: INposepeno: Himesh Kumar Onobpeno: Menemzxep / PykoBoputens
Ankit ~ Pavan Kumar Sharma |
Print Date / Print Date / o Print Date / ,
Jlara: 29.03.2002  FeENere) ARy Ay a8 S e e YL e 99,03 e o

él N: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise tablets 100 mg
Hpoayktr  : Haii3®, tabnerku 100 Mr
Batch No / : V2200495 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001581403 Date of Analysis / 1 29.03.2022
AHaJUMTHYECKUH oTYeT No Jara aHanusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npousBoacTBa I'open go (BK1)
Analysis performed according to ND / Ananns nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

OZlHOpOﬂHOCTb AO3HpOBaHUsA

| N ~ Test/IlokazaTean | Result / PesynbTaThl | Specification / Hopma

6 | Related substances / PogcTBeHnbIe npumecn _ |
Impurity A / IIpumecs A Below LOD (LOD: 0.0019%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / [Ipumecs B Less than LOQ (LOQ: 0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ipumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ipumecs D Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity E / IIpumecs E Not Detected NMT 0.20 % / He 6osee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He 6osee 0,20 %

. Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %

impurity / Enuaudnas
HeHaAeHTHHLHMpYeMas
NpUMecCh
Total impurities / Cymma Less than LOQ NMT 1.5 % / He Gonee 1,5 %
npUMecer

7 | Uniformity of dosage units / 2.1 Acceptance value (AV) should be not more

than 15.0 / ITokazarens npuemnemocth (AV)
JOJKeH ObITh He Gonee 15,0

8 Microbial limits / Muxpobuosornyeckas Yucrora

| a) Total aerobic microbial Less than 10 CFU/g /
count / Obruee ymucno
a3pOOHBIX MUKPOOPTaHU3MOB

Menee 10 KOE/r

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

'b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

mould count / O61ee yncno Mesnee 10 KOE/r He 6onee 100 KOE/r

JPOHOKEBLIX W MJIECHEBBIX

rpubos

¢) E. coli Absent / Shall be absent in 1g/
OTtcyTcTBYET JomkHb! orcyTcTBOBaTH B 1 T

Remarks : The Product conforms to ND /
Ilpumeuanue: ITpoxyxT cootBercTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hata: 29.03.2022 g pistered|offioaas-29093836@ 8o. 3, Banjara Hills, Hydq

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: IlpoBepeno: Himesh Kumar Onobpero: Menemxep / RykoBoaHTe b
Ankit — Pavan Kumar Sharma ¢,

//d-,- o~ st ‘ /
Print Date / Print Date / Print Date /
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Product : Nise tablets 100 mg

Mpoaykt _ : Haiis®, Tabnetkn 100 mr

Batch No / 1 V2200495 Batch Quantity / :+ 25,00,000 tablets /
Cepust Ne O0beM cepHn 25,00,000 tabnetok
Analytical Report No / : 890001581403 Date of Analysis / : 29.03.2022
AHaauTHUecKnil oTyeT Ne Jlata anajusa

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

Jlata mpon3BOJACTBA Toaen g0 (BiKIT)

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

__ Ne Test / IlokazaTeb Result / Pe3yibTaThl | Specification / Hopma ]
9 | Assay/ KontnuecTseHHoe 99.2 mg/99.2 Mr [ Not less than 90.0 mg and not more than |
onpepeneHue 110.0 mg Ci3H2N20sS Nimesulide in tablet /

Or 90,0mr go 110,0wmr C13H2N205S
(HumMecyiu) B Tabretke

10 |Package/ YnaxoBka 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. / Ilo 10 Ta6nerox B|carton. / Ilo 10 Tabnerok B nBx /
MIBX/amomuuues om 6aucrepe. [o 3 | amomuuuesoM Gnuctepe. Tlo 1, 2, 3 wm 10
6amcTepa BMECTE C MHCTPYKIIMEH 110 | 61ucTepoB  BMECTE  C HHCTpYKLMEH 1o

MPUMEHEHHIO B MAYKy KapTOHHYIO. | IPUMCHEHHIO B MatKy KapTOHHYIO.
11 | Labeling / MapxkupoBKa Complies as prescribed / According to ND / R N
CooTBeTCTBYET TPeOOBAHUAM | B coorserctaiu ¢ HJI
|12 |Storage conditions / Store protected from light below 25°C / B 3allMIIEHHOM OT CBETa MECTE IIpH
Xpanenue Temnepatype He Boiuie 25°C

13 | Shelf life / Cpok rogHocTn 3 years / 3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipameuanne: [IPOAyKT COOTBETCTBYET rpebosannam HJT 3axmouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oarorosnexo: [Tposepeno: Himesh Kumar Ono6peno: Menemxkep / PykoBoAHTENL

Pavan Kumar Sharma s

Ankit @ ) — H /_»lc/v-’"’:’/ E
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Print Date / P,ﬁf(}‘ Date / . .
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