@
Dr.Reddy’s Q;’

Dr. Reddy's Laboratories Ltd,
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Page1of4/ Crp. 1u3 4

Product Nisc tablets 100 mg
Ipoaykr  : Haiia®. Tabnerkn 100 Mr
Batch No / 1 V2400902 Batch Quantity / : 5000000 tablets /
CepHa Ne O6vem cepunt 5000000 TadneTok
Analytical Report No / : 890001739830 Date of Analysis / = 30.05.2024
AHaJTHTHYeCKHii 0T4YeT No JaTta anasnuia
Date of Manufacture / 1 05/2024 Date of Expiry / : 04/2027
Jlara npoHsBoacTBa Toaen a0 (BKJI)
Analysis performed accordmg to ND / Ananus nposeneH mo H/: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
msMm. Ne 1 ot 08.06.2020)

[ N | Test / IlokazaTenb

Recsult / PeavabTaThi

Specification / Hopma

1 |Description / Onucaie

Complies / CooTBeTcTBYET

Yel]ow1sh whitc round biconvex tablets with
smooth surface. / Benbie ¢ XenToBaTbM
OTTEHKOM KpYT/IbIe BOSIKOBBINYKJIbIE TabieTku
C rNaaKkoi NOBEPXHOCTHIO.

2 | ldentification /
[ | opnHHHOCTD
|

|
|

V

Complies / CooTBercTByeT

3 | Average weight and mass
uniformity / Cpeanss macca
H OAHOPOJHOCTH MAaCChI

309.4 mg/309.4 mMr

Complies / CooTBetcTByeT

‘ «KonM4ecTBEHHOE OMNpPENEICHUE)
310mg+5.0%/310mMr=5,0% M
|

18/20 tablets —-NMT £ 5 %/

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 ynep»HBaHHs OCHOBHOrO

NMKA Ha XpOMArorpamMMe  HCILITYEMOro
pacTBOpa JO/DKHO COOTBETCTBOBATE BpPCMEHH
YAEpKHBAHUA OCHOBHOTO NHKa Ha
XpoMaTOTpaMMe€  pacTBOpa  CTaHOAPTHOrO
obpasua HUMeCYNIHaa (pazaen

18/20 Tabnerox — ne Gonee £ 5 %

2/20 tablets —NMT + 10 %/
2/20 Tabnerox — He Gonee = 10 %

4 | Dissolution/ PacTsopenne

08 %, 96 %, 102 %, 101 %, 97 %,
97 %,

Not less than 75 % (Q) of labeled amount of
Ci13H|2N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT
nomuHanbHoro cogepxanus Ci3HaN20sS
(HHMECYHT) tiepe3 45 MUH.

Remarks :

The Product conforms to ND /
ITpumeuanne: [Ipoaykt coorsercTByeT Tpebosauusam HJT

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager / Executive /

"\
[ToAroToBAEHO: \>§
Santosh Kumar Maurya

IIpoBepeHo:
Pardeep Kumar

Onobpeno: Meneaxep / Pyhosumrr b
Manoj Kumar b ; rw
>

Reprint Date /
Hata: 30.05.2024

ol
Reprint Date / ]

Hara: 30.05.2024

Reprint Date /
Iata: 30.05.2024

Pegistered Office: 8-2-337, Road No. 3, Barjera Hills, Hyderabad -~ 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +31 40 4300 2998, Email: mail@drreadys.com
CIN: L85195AP1S84FLCO04507

wwi.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A
Page2of4/ Crp.2 uz 4

[Product : Nise tablets 100 mg
[Mpoaysr @ Haia®, tabnerku 100 mr x B
Batch No / 1 V2400902 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 TabacTok
Analytical Report No / : 890001739830 Date of Analysis / : 30.05.2024
AnasiuTH4ecKui oTyer Ne Harta ananusa )
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npou3BOACTBA S— ~ |Copen no (BKa) o
Analysis performed according to ND / Auaan3 nposegen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
13m. Ne 1 ot 08.06.2020)

e Test / IToxazarenb Result / PeayanrTaTns Specification /] HEMQ; ) e
Water / Boga 3.2% Not more than 6.0 % w/w / He 6onee 6,0 %

6 _ielated substances 'IiPo;cr;mﬂe NpiMecH
Impurity A / Ilpumecs A ]Bclow LOQ (LOQ = 0.0057 %) /|NMT 0.20 % / He Gonee 0,20 %

Hwxe npemena KONHMYECTBEHHOTO
(onpeaenenus (IMTKO = 0.0057 %)

Impurity B / Ilpumecs B Below LOQ (LOQ = 0.0084 %) /|NMT 0.20 % / He 6onee 0,20 %
Himke npepena  KOJHYECTBEHHOrO
onpenenenus (ITKO = 0.0084 %)
Impurity C / IIpumecs C Not dctected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not detected / ue o6Hapyxena | NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not detected / He obHapyxkeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / TIpumece F Not detected / ne oGHapyxena NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / EnuHuuHasn
HeMaeHTUHUHpYeMan
pHMeECh
Total impurities / Cymma 0.04 % NMT 1.5 % / He Gonee 1,5 %
npuMecei
7 | Uniformity of dosage units / 35 ' Acceptance value (AV) should be not more
| OAHOPOOHOCTH J03HPOBAHUS than 15.0 / TTokasarens npuemiaemocti (AV)
Remarks : The Product conforms to ND / 7 Conclusion : APPROVED /
Ipumeuanne: [Tponykr coorBeTcTBYeET TpeboBarnsm HJL 3axmoyenue: OJTOBPEHO
Prepared by / {X_\ Checked by / Approved by: Manager / Executive /
IToaroToBieHO; iy ITposepeHo: /° Onobpeno: Menemxep / PykoBoiTens
Santosh Kumar Maurya Pardeep Kumar [ - Manoj Kumar %o
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.05.2024 Jara: 30.05.2024 Hara: 30.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: :91 40 490G 2200. Fax: 491 40 4900 2999 Fmail: maii@drreddys com
CIN: L85195AP1584FLCO24597
www.drreddys.com
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Dr. Reddy's Laboratcries Ltqd,
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel - 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHAJIM3A

Page3 of 4/ Crp. 3u3 4

Product Nisc tablets 100 mg

Hpegysxr 1 Haiia®, rabnerkn 100 mr

BatchNo / 1 V2400902 Batch Quantity / : 5000000 tablets /
Cepan Ne i O6bem cepui 5000000 Tabnerok
Analytical Report No / : 890001739830 Date of Analysis / : 30.05.2024
AwnasuTuyeckuii oTder Ne Jara ananusa

Date of Manufacture / : 05/2024 Date of Expiry / + 04/2027

JlaTa npoH3IBoACTEA Topen 1o (BKA)

mam. Ne 1 ot 08.06.2020)

Analysis performed according to ND / Anann3 nposegen no HJI: I N012824/03-140119 {(amend Ne 1 frem 08.06.2020 /

l

N I Test / [okxazaTens Ei Result / PesyasTaThl Specification / Ilopma |
j nomiked Gerrh He Honee 15,0
8 | Microbial limits / hln)\fpoﬁllo.:l.n_l‘ll HeCKAS YHCTOTA e i e
a) Total aerobic microbial Less than 10 CFU/g / | Not more than 1000 CFU/g /
count / O6uiee yucio Menee 10 KOE/r | He 6onee 1000 KOE/r
| a3p0GHBIX MMKPOOPraHH3IMOR
'b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / - "
mould count / Obuiee yucno Menee 10 KOE/r | He 6onee 100 KOE/r
LPONOKEBBIX H NIECHEBEIX
rpuboB
c) E. coli Absent in 1g/ Shall be absent in 1g/ R
OTCYTCTBYET B 11 JlonXHE! OTCYTCTBOBATH B 1 T
9 | Assay/ Koauuecteenuoe 98.7 mg/ 98.7 mr Not less than 90.0 mg and not more than|
onpeaeieHue 110.0 mg Ci3H)2N20sS Nimesulide in tablet /
Or 90,0 MU Ooo 110,0 mr  Ci3H;2NzOsS
(uuMecynna) B TabseTke
10 Package / Ynaxoska 10 tablets in PV C/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. / Io 10 Tabmerok B|carton. / Ilo 10 tabserox = TIBX /
[IBX/amoMurneBom 6nuctepe. [To 2| amomunuesom Gamcrepe. Tlo 1, 2, 3 vitn 10
GancTepa BMECTE C HHCTpYKIHe#H 1o | GIMCTepoB  BMecTe C  MHCTpYKumed 1o |
NPUMEHEHHIO B Ta4Ky KapTOHHYIO. | NPUMEHEHHIO B NAaUKy KaPTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / According to ND / i
. CnarnercTayeT TpefoRaiHIM B cooTretcTErN ¢ HII

Remarks : The Product conforms to ND / B Conclusion : APPROVED /
HNpumeuanne: [Iponykt coorBeTcTBYeT TpeboBarmsam HII 3axmoueHue: OJJOFPEHO
Prepared by / & Checked by / Approved by: Manager / Executive /
[ToaroToBNEHO: : [IpoBepeHo: Y Onobpeno: MeHemxep / Pykopomitesb
Santosh Kumar Maurya Pardeep Kumar - e Manoj Kumar IA" ; J

— A N . pA
Repnnt Date / Reprint Date / Reprint Date /
Hara: 30.05.2024 Hara: 30.05.2024 Jara: 30.05.2024 e

Registered Office: 8-2-337, Road Mo. 3, Barjara Hills, Hyderabad - 500034, Telangane, India
Tel: +91 40 3900 2200, Fax: +91 30 4900 2939, Email: mail@drreddys.com

CIN: L851.954P1584PLCO04507
wwdrreddys.com




Dr. Reddy's Laboratcries Ltd,
S Formulaticn Unit-6

? ® . X . )

Dr.Reddv’s ‘ Vill. Khol, Nalagarh Road, Baddi,

r. R y " Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJTH3A
Page 4 of 4/ Ctp. 4u3 4

Product : Nise tablets 100 mg
Hposyxr  : Haiis®, tabnerku 100 mr g B i - y
BatchNo / 1 V2400902 Batch Quantity / : 5000000 tablets /
Cepun Ne O6nbem cepitn ) 5000000 TabseTok
Analytical Report No / : 890001739830 Date of Analysis / : 30.05.2024
AuannTudeckiuii oTder No Jara ananusa
Date of Manufacture / 1 05/2024 Date of Expiry / = 04/2027
Jlara npoH3BOACTRA Tonen no (Br)
Analysis performed according to ND / Ananu3 nposeae no H,II 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 03.06.2020)

Ne | Test/Iloxasarean Result / PesyanTaTol = B i Specification / Hopma

12 |Storage conditions / Store protected from light below 25°C / B sammuiesHoM OT cBeTa Mecte mpu
Xpauneuune TeMneparype He Bellne 25°C

13 i Shelf life / Cpok roguocTn 3 ye‘ar—s7 3roma C g

API name (INN) / AQC (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS-1A-243013

Homep cepun npouzsoantens AOC:

FP Manufacturer API Batch number / FERA00232

Homep cepun cyGetanuun nponssoaurens I'JIdD:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
ITpousBogutenr A®C, crpana: Masnranam [pars supa Oprauuxe Jita, Maaus
Remarks : The Product conforms to ND / ' Ceonclusion : APPROVED /
Ipumeuanne: IIpolyKT COOTBETCTBYET TpeGOBaHUSIM HII 3akawuenne: OJJOEPEHO
Prepared by / A Checked by / Approved by: Manager / Executive /
ITonroToBNEHO: = ITpoepeHo: : OnobpeHo: Menemxep / Pyxoaomrr
Santogh Kumar Maurya Pardeep Kumar .. . Manaj Knmar h '-T
Reprint Date / | Reprint Date / Reprint Date /

Hara: 30.05.2024 'l Hata: 30.05.2024 Hara: 30.05.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: £97 4004900 2900 Fax: +47 40 4300 2999 Fmail- mait@rdireddys com
CIN: L85195AP1S84FLCOG3507
www.drreddys.com




