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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

AHaJIiTHYeCcKni oTyeT No

JdaTa aHaau3za

CEPTH®HUKAT AHAJIU3A
Pagelof S/ Crp.1u35
Product Nise tablets 100 mg
Ipoaykr Haii3®, tabaerku 100 mr
BatchNo / 1 V2400156 Batch Quantity / ¢ 5000000 tablets /
Cepuft Ne O6bem cepuu 5000000 Tabnetok
Analytical Report No / : 040002425057 Date of Analysis / 1 22.02.2024

Date of Manufacture /
JlaTa npousBoacTBa

: 02/2024

Date of Expiry /
I'open o (BKuT)

: 01/2027

28.09.2022)

Analysis performed according to ND / Ananus nposegen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

~Ne ~ Test/Ilokazarean

1 |Description / Onucanue

Result / Pe3yabTaThl

Specification / Hopma

Complies / CooTBercTByeT

Yellowish white round biconvex tablets with
smooth surface. / Beibie ¢ )K€NTOBATHEIM OTTEHKOM
KpYTJIble JBOSIKOBLIMYKJIbIE TAONETKH C IJIaIKoit
NOBEPXHOCTBIO.

2 Identification /
IoaanuHoCcTh

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 /
Bpemsi ynepXuBaHMs OCHOBHOTO MIMKA Ha
XpOMaTOrpaMMe KCTIBITYEMOTO PACTBOPA IOJIKHO
COOTBETCTBOBAThH BpPEMEHH  yIEpXKUBaHHs
OCHOBHOTO MHKa Ha XPOMAaTOrpaMMeE pacTBOpa
CTaHOapTHOrO obpa3ua Humecynuna (pasmen
«KOnM4€eCTBEHHOE OTPEAETIEHHEN)

3 |Average weight and mass
uniformity / Cpeguss macca
H 0JHOPOJHOCTHL MACChI

308.6 mg/308.6 mr

Complies / CooTBeTcTBYET

310 mg+5.0% /310 mr+ 5,0 %

18/20 tablets —-NMT £ 5 %/
18/20 Tabsierok — He Gosee £ 5 %

2/20 tablets —NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %

4 | Dissolution / PactBopenue

95 %, 95 %, 96 %, 95 %, 94 %, 95 %

Not less than 75 % (Q) of labeled amount of
C13H|2N20sS nimesulide is dissolved in 45
minutes / He Menee 75 % (Q) OT HOMHHAJIBHOTO
conepxanus C3H12N->OsS (Humecynun) yepes
45 MuH.

Remarks : The Product conforms to ND /
Ipumeuanne: IIpogykT cooTBeTCTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Proparod by / Cheoked by /

[MoarotoBneHo Anjii, [Tpoeepeno: Rama Kant
Dhiman l\, )
e >

Approved by: Manager / Cxccutive /
Opnobpeno: Menemxep / Pyxoso,u TEh
Manoj Kumar ﬁ

Reprint Date /
JHata: 22.02.2024

Reprint Date /
Jara: 22.02.2024

Reprint Date /
Hara: 22.02.2024

Registered Office: 8-2-337, Read Mo 3
Tel: +91 40 4900 2900, Fae 101

Banjara rI|l'°, rlydprabad q00034 Telangana, India




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@
DI'. Reddy,s ‘.... Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Page2of 5/ Crp.2u3 5

Product : Nise tablets 100 mg
Hpoavier  : Haiiz®, tabnerku 100 mr
BatchNo / : V2400156 Batch Quantity / : 5000000 tablets /
Cepein No Oo6bem cepuu 5000000 Tabrerok
Analytical Report No / : 040002425057 Date of Analysis / ¢ 22.02.2024
AHaJIUTHYECKHH oTHeT Ne JarTa anajausa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npoussoacTea I'ogen no (BruT)
Analysis performed according to ND / Auanus nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

Ne Test / IlokaszaTenn Result / Pe3yabTaTs! o Specification / Hopma
5 |Water /Boaa 2.6 % Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTeennbie npumecn

Impurity A / Ilpumecs A Below LOD (LOD = 0.0019 %)/ |NMT 0.20 % / He 6onee 0,20 %
Huxe npenena o6Hapyxxenus (ITO =
0.0019%)
Impurity B / IIpumecs B Below LOQ (LOQ = 0.0084%) / NMT 0.20 % / He 6onee 0,20 %

Hwxe npenena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0.0084%)

Impurity C / Ilpumecs C Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Not detected / He o6HapyxeHa NMT 0.20 % / He 6oiee 0,20 %
Impurity E / Ilpumecs E Not detected / He obHapykeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / pumecs F Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EauHuunas 0.02%
HeHAEHTHOULUMpPyeMast e
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBercTBYeT TpeboBanusm HJ 3axmouenue: OJJOBPEHO
Propared by / Checlked by / Approved by: Manager / Exccutive /
[Tonrorosieno: Anjali ITposepeno: Rama Kant Onob6peno: Menemxkep / Pykosoaireib
Dhiman —icﬁ‘ﬁ’/ W Manoj Kumar 8 EI
& A
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.02.2024 Hara: 22.02.2024 Hara: 22.02.2024
Registered Office: 8-2-337, Raad o 2, Banjara Hills, Hydarabad - £00034, Telangana, India

Tel: +91 40 4800 260

9, Erail: mail@drreddys.com
i 1004507
LaiTenays.cen




Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page3 of S/ Crp.3u35
Product Nise tablets 100 mg
IIpoAyxT Haiiz®, tabnerku 100 mr
BatchNo / : V2400156 Batch Quantity / ¢ 5000000 tablets /
Cepms No Ob6bem cepun 5000000 Tabnerox
Analytical Report No / : 040002425057 Date of Analysis / : 22.02.2024
AHaJluTHYecKUit oTyeT Ne JlaTa ananu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npou3BoOACTBA T'oxen ao (BKJI)
Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usMm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)
Ne Test / IlokasaTeanb Result / Pe3yabTaThl Specification / Hopma
MpHUMech
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more than
OaHOpPOAHOCTDb 103HPOBAHHSA 15.0 / ITokazarens npuemsieMocTH (AV) noynkeH
65T He Oonee 15,0
8 |Microbial limits* / Muxpo6uoJsiornyeckasi yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1uee yucno He 6onee 1000 KOE/r
a’pO6HBIX MHKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6mee yncno He 6onee 100 KOE/r
IPOMOKEBBIX M TUIECHEBBEX
rpHOOB
¢) E. coli NA Shall be absent in 1g/
JIOMKHBI OTCYTCTBOBAThH B 1 T
9 |Assay/KoaunyecTtBenHoe 100.5 mg/ 100.5 mr Not less than 90.0 mg and not more than 110.0 mg
onpegeeHue Ci3HipN>OsS  Nimesulide in tablet /
Or 90,0mr pmo 110,0mr C;3H;2N2OsS
(aumecynun) B TabneTke

Remarks : The Product conforms to ND /
IIpumeuanne: [TpogykT cooTBeTCTBYET TpeboBarusm HJT

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Preparcd by / Checked by / Approved by: Manager / Exceutive /
IoaroTosnero: Anjali IIpoBepeno: Rama Kant Onobpeno: Menemxep / Pykopoauresb
Dhiman _w. Manoj Kumar i

/ L
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.02.2024 Hara: 22.02.2024 Hara: 22.02.2024

Registered Office: 8-2-337, Read Mo 3, Eanjara Rills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2000,

B, CIT V%S

9, Email: mail@drreddys.com
304507

ddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIU3A
Page4 of 5/ Crp. 4u3 5

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnetku 100 Mr
Batch No / 1 V2400156 Batch Quantity / : 5000000 tablets /
Cepua Ne Oo6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002425057 Date of Analysis / + 22.02.2024
AnaauTHyeckuii oryet Ne Jara ananun3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTta npou3sBoAcTBa TI'oxen go (BKJT)

28.09.2022)

Analysis performed according to ND / Anaaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

No Test / IlokazaTean
10 |Package/ YnakoBka

Result / PeyabTaThl

Specification / Hopma

10 tablets in PVC/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 carton.
in a carton. / Ilo 10 Ttabnerok B|/ Ilo 10 Tabnerox B IIBX / amomuHHEBOM
I[MBX/amomunuesom 6nucrepe. ITo 2 | 6nucrepe. Io 1, 2, 3 unu 10 6nuctepoB BMecTe ¢

6aKMcTepa BMeCTe C MHCTPYKLHMEH IO | MHCTpYKLMEH 1o
KapTOHHYIO.

TPUMEHEHHUIO B [IA4YKYy KapTOHHYIO.

TNPpUMEHEHHIO B  MNayky

11 |Labeling / MapxupoBka

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHUAM

According to ND /
B cootBercTBUHU ¢ H]]

12 | Storage conditions /
Xpanenue

TeMmmeparype He Bolie 25°C

Store protected from light below 25°C / B 3amMiueHHOM OT CBE€Ta MECTE TIpH

13 [ Shelf life / Cpox roxnocTn

3 years / 3 rona

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis.
* Ananuz no mnokasarento «MHKpOGHOIOrHYecKas 4YHUCTOTa» MPOBOAMTCSA TNPOU3BOJUTENIEM TpHU BBIMYCKE MEPUONUYECKU
(c uHTEpBaNOM OIHO HcTbITaHKe Ha 20 cepuit WM He MeHee 1 pasa B rox). Ilokasaresnb MOXeT OBITh He BKIOYeH B Cepruduxar

aHau3a (hHPMEL,

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepun npouszsoautenss APC:

NMS-1A-233023

FP Manufacturer API Batch number /
Howmep cepuu cyOcTanuun npoussoautens LJID:

FERAQ0058

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Proparod by /

Cheolced by /
Ilpoepeno: Rama Kant
A

Approved by: Manager / Executive /
Opnobpeno: Menemxkep / Pykosoznutesib

Jlarta: 22.02.2024

Hara: 22.02.2024

.ﬂoﬂroTanw
Dhiman ' Manoj Kumar (\m

w
Reprint Date / Reprint Date / Reprint Date /

Jara: 22.02.2024

Registered Office: 8-2-337, Road Mo 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 49C0 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP19824PLC0O04507

wavw.drreadys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@
DI'. ReddY,S ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Softan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page Sof 5/ Crp.5u3 5

Product : Nise tablets 100 mg
Ipoaykr : Haiiz®, Tabnerku 100 mMr
Batch No / 1 V2400156 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 040002425057 Date of Analysis / ¢ 22.02.2024
AHanuTHYeCKH oT4yeT Ne JdaTta avanusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JdaTa npou3BoACTBA T'ogen no (BKJI)

Analysis performed according to ND / Auanns nposenen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ilpoussogurenr ADC, crpana: Masnranam [lpar3s sua Opranukc JItn, Muaaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: IIponykt coorBercTBYeT TpeboBanmsm HJJ 3akawdenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toprorosneno: Anjali ITposepeno: Rama Kant Opnobpero: Menemxep / PyKoBoguTelb
Dhiman ﬁ] Manoj Kumar j

# i
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.02.2024 Hara: 22.02.2024 Hara: 22.02.2024

Registered Office: 8-2-337, Rocad No 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, Fax: =91 10 4900 2999, Email: mail@drreddys.com
CIN: L85195AF1484PLC004507
www.drieddys.com




