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Product Nise tablets 100 mg
IpoaykTt Haii3®, Tabnerkn 100 mr
Batch No / 1 V2102161 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001563529 Date of Analysis / 1 27.12.2021
AHanuTMYecKHif oTueT Ne JlaTa ananu3a
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa npousBoACTBA T'open ao (Br)

Analysis performed.according to ND / Auaau3 nposeaen no HJI; IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne

Test / IToxa3zaTeib

Result / Pe3ynbTaTh!

Specification / Hopma

1

Description / Onucanune

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / bBencle ¢ KENTOBaTBIM
OTTEHKOM KPYTJIbIe ABOSKOBBIMYKIBIE TabneTKH
C r1aAKo# NMOBEPXHOCTHIO.

Identification /
HoanuHHOCTL

Average weight and mass
uniformity / Cpeansas macca
M OTHOPOJHOCTH MACChI

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>vBaHUs OCHOBHOTO
IMKa Ha XpOMaTorpaMMe  HCIBITYEMOTO
pacteopa JOKHO COOTBETCTBOBAThH BPEMEHU
yAepKUBaHHUS OCHOBHOT'O MHKa Ha
XpoMaTorpaMme  pacTBOpa  CTaHIAPTHOTO
o6pazua HUMeCYHa (pasnen
«Kon14ecTBEHHOE OTpeIENICHHEN)

309.7 mg/309.7 mr

Complies / CooTBeTcTBYET

310 mg £5.0 % /310 Mr+ 5,0 %

18/20 tablets —-NMT + 5 % /
18/20 tabnerok — He 6ojee £ 5 %

2/20 tablets = NMT £ 10 %/
2/20 Tabaerok — He Gonee £ 10 %

Dissolution / PacTeopenue

99 %, 100 %, 99 %, 98 %, 98%,
96 %

Not less than 75 % (Q) of labeled amount of
C13H12N>0s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaneHoro conepxkanus Ci3H2N20sS
(aumecynua) uepes 45 MUH.

Water / Boga

21%

Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [Tponykt coorBeTcTBYET Tpebobannam HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: IIposepeHo: Opobpeno: Menemxep / PykoBoauTeNb
Pardeep Kumar [-” Himesh KW Botchu Anjali %

Print Date / Print Date / Print Date /

Hata: 27.12.2021 o icvoron dedd@18520412.2020 5 oonin vine woe H8T802721 2202110 1nais

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product Nise tablets 100 mg
poayxr Ha#iz®, tabnetku 100 mr
Batch No / : V2102161 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo6bem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001563529 Date of Analysis / + 27.12.2021
AHaNHTHYECKHI oTueT Ne Jara ananuza
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa npou3BOACTBa I'onen go (BKI)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

B S}_)ec_iﬁcaﬁon / ﬁ:)[;m;

OIHOpPOAHOCTL 103U POBAHUS

Ne Test / TloxazaTenb [ Result / PesyabTaTnl |

6 | Related substances / PoacTBeHHbIe TpHMeCH
Impurity A / Ilpumecs A 0.01%
Impurity B / Ilpumecs B 0.02%
Impurity C / TIpumecs C Not Detected
Impurity D / Ilpumecs D Not Detected
Impurity E / ITpumecs E Not Detected
Impurity F / TIpumecs F Not Detected
Any unknown individual Less than LOQ (0.0143%)
impurity / Enuaugnas
HeuaeHTudULIMpyemas
IIPHMECh
Total impurities / Cymma 0.03 %

|' npuMecei
7 | Uniformity of dosage units / 3.1

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

NMT 1.5 % / He 6onee 1,5 %

Acceptan_ce value (AV) should be not more
than 15.0 / IToka3zarens npuemaeMoctu (AV)
| momxen 6eITH HE Gonee 15,0

8 | Microbial limits / MukpoGuosiornueckas Y4HCTOTa

a) Total aerobic microbial
count / O61iuee 4ucio
a3pOBHEIX MUKPOOPraHM3MOB

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

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

b) Total combined yeasts and
mould count / Obinee yucio
IPOMOKEREIX U IIIECHEBBIX

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

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

rpuboB
c) E. coli Absent / Shall be absent in 1g/
| OTCyTCTBYET Hoxnel orcyrcTBoBaTh B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanusam HJT 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneno: IIposepeHo: Onobpeno: Menemxep / PykoBoautens
Pardeep Kumar i Himesh Kum\arl’kr/’_-—:_ Botchu Anjali ;
Print Date / Print Date / Print Date /
Hara: 27.12.2021 _| Jata; 27.12.2021, Lo o HaTa 27,12.2021

CIN: L85195AP1984PLC0ON4507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Nise tablets 100 mg

IpoayxTt :  Haiiz®, tabnerku 100 mMr

Batch No / : V2102161 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6bem cepum 25,00,000 TabseTok
Analytical Report No / : 890001563529 Date of Analysis / 1 27.12.2021
AHaauTHYecKH oTyeT Ne JlaTa ananuza

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

JlaTta npousBoacTBa T'omen no (BxII)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne “Test / MokasaTean Result / PesyabTaTsl Specification / HopM_a __
Assay / KosqmuecTBeHHOe 98.6 mg/ 98.6 mr Not less than 90.0 mg and not more than
onpegesieHHe 110.0 mg Ci3H;2N20sS Nimesulide in tablet /

Or 90,0mr pmo 110,0mr Ci3H;2N,05S
(Humecymnun) B TabneTke

10 |Package/ YmakoBka 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. / ITo 10 Tabnerox B|carton. / Ilo 10 Tabnerox B IIBX /
[MBX/amomunnes om 6iucrepe. Io 3 | amomunneBoM Gnuctepe. Io 1, 2, 3 unum 10
|6nucrepa BMECTE C MHCTPYKUHEH Mo | GIUCTepOB  BMeCTe €  HHCTPYKLMENR 10
NPHUMEHEHHIO B Na4Ky KAPTOHHYIO. | IPUMEHEHHIO B [a4Ky KAPTOHHYIO.

11 |Labeling /D MapkupoBka Complies as prescribed / According to ND /
CooteercTBYeT TpebOBaHUAM B cooteercrBuu ¢ H]|
12 Storage conditions / Store protected from light below 25°C / B 3alMIIEHHOM OT CBETAa MeCTe npu
XpaHeHue TeMmreparype He Bbiue 25°C

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumedanne: IIponykT cooTBeTCcTBYET TpeGoBaruam HJJ 3axaouende: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IloaroroBneHo: IlpoBepeHo: Onobpeno: Menemxep / PykoBonutens
Pardeep Kumar Himesh Kumar — | Botchu Anjali

Print Date / Print Date / Print Date /

Hara: 27.12.2021 ] )IaTa 27 12 2021 - . - Z[aTa 27 12, 2021

TeI. +91 40 4900 2900, Fax: +91 40 4900 2999, Emall. nﬂall@drreddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



