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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

1 |Description / Onucanue

Complies / CooTBercrByeT

CEPTH®HUKAT AHAJIU3A
Page10of4/Crp.1u3 4
Product Nise tablets 100 mg '
Hpoayxr Haia®, rabnerrn 100 mr
Batch No / t V2302027 Batch Quantity / : 5000000 tablets /
Cepusa Ne ObLem cepuit 5000000TabneTox
Amnalytical Report No / : 890001697708 Date of Analysis/ + 30.10.2023
AHanuTH4YeckHi oTyeT No JaTa aHaaun3a
Date of Manufacture / : 10/2023 Date of Expiry / : 0972026
Jlara nmpouseoacrea T'oxen go (i)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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 / IloxasaTens _Result/PesyapraTel Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Besibie ¢ XeNTOBAaTEIM OTTEHKOM
KpYIJIble JBOSKOBBIMYKIIbe TaOJETKH C [J1adKO¥
MOBEPXHOCTHIO.

2 |Identification /
HoanHHHOCTH

Complies / CooTseTcTByeT

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 /
BpeMst ynepKMBaHHS OCHOBHOTO [HMKa Ha
XpOMAaTOrpaMMe MUCIBITYEMOT0 PACTBOPA NOMKHO
COOTBETCTBOBAaTh  BPEMEHH  YACPXKHUBaAHHA
OCHOBHOTO MHKa Ha XpOMaTOrpaMmeé pacTBOpa
CTaHmapTHOro obpa3na HuUMecyiuaa (pasgpen
«KonuiecTBeHHOE OTIpEeaeNeHUe»)

3 | Average weight and mass
uniformity / Cpeausisi Macca
H OZHOPOJHOCTE MACCHI

4 | Dissolution / Pacteopenue

311.3mg /3113 mr

Complies / CooTBeTCTBYET

89 %, 99 %, 98 %, 94 %, 95 %, 98 %

310mg£5.0%/ 310 Mr 5,0 %

18/20 tablets ~-NMT +5 %/
18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets - NMT + 10 %/
2/20 tabnetok — ne 6onee + 10 %

Not less than 75 % (Q) of labeled amount of
C13H)2N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMUHa/ILHOTO
conepxanus Ci3H;2N-OsS (Humecynun) depes
45 MHH.

Kemarks : ‘I'he Product conforms to ND /
TIpumMeyanue: ITpogykT coorBeTcTBYET TpeGoBanuam HIL

Conclusion : APPROVED /
3akmnwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[TonrotoBneno: Ankaj IlpoBepeno: Santosh Kumar Onobpeno: Menemiep / Pykosoauteinb

/4 — | Maurya = Manoj Kumar ; lu-—O
Reprint Date/ (&~ Reprint Date / Reprint Date /
Hara: 30.10.2023 Hara; 30.10.2023 Hara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTUOHUKAT AHAJIHU3A
Page 2 of 4/ Crp. 2 uz 4

Product : Nise tablets 100 mg i
MpoAyKT Hajiz®, Tabnerku 100 Mr
BatchNo / : V2302027 Batch Quantity / : 5000000 tablets /
Cepsiit Ne Ob6bem cepun 5000000Tabrerok
Analytical Report No / : 890001697708 Date of Analysis / : 30.10.2023
AnaJitTH4YecKRii oTyeT No Jara aHanusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npoHIBGACTEA Topen g0 (BKn)
Analysis performed according to ND / Ananus nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. 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)

Ne || Test / Iokasarens __ Result/ Pesyasrarst - Specification / Hopma - ut

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

6 |Related substances / Pogcreennbie npupecn

Impurity A / IIpumecs A

Impurity B / Ilpumecs B

Impurity C / ITpumecs C
Impurity D / Ilpumecs D

Impurity E / Ilpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / Exunnysas
HEeMNEeHTHOULHpYemas
TIpHMECH

Total impurities / Cymma

0.01%

0.01%

Not detected / He obHapyxeHa

Not detected / He obGHapyxeHa
Below LOD (LOD = 0.0062 %)
0.0062%)

Not detected / He o6napyxeHa

0.03%

0.07%

Huxe npenena o6uapyxenus (ITO =

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 0.20 % / He 6oxnee 0,20 %

NMT 1.5 % / He Gonee 1,5 %

Remarks : The Product conforms to ND /
ITpameuanue: [Tpoaykt cooTsercTByeT Tpeboranuam HJI

Conclusion : APPROVED /
3axnwyenue: OJOBPEHO

Jara: 30.10.2023

Prepared by / Checked by / Approved by: Manager / Executive /

TTogrorosneno: Ankaj IlpoeepeHo: Santosh I&{x_a’: Onobpeno: Menemxep / PykosoauTens .
4 _— | Maurya £ | Manoj Kumar P T

Reprint Date/ £~ Reprint Date / "Reprint Date / -

Jara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L851S5AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

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

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

7 | Uniformity of dosage units /
OaHOPOAHOCTH A03HPOBAHMS

CERTIFICATE OF ANALYSIS
CEPTHOHUMKAT AHAJIM3A
Page3 of 4/ Crp.3 uz 4

Product : Nise tablets 100 mg
Ipoayxr Haiiz®, rabnerxn 100 mr
Batch No/ : V2302027 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6Bem cepuu 50000001&_6ne'r01<
Analytical Report No / : 890001697708 Date of Analysis / : 30.10.2023
AHaauTHYeckn# oTyeT No JaTa anannza
Date of Manufacture / £ 10/2023 Date of Expiry / + 09/2026
Jara npoussogcrea T'open go (Brim)
Analysis performed according to ND / Anannz nposeaen mo HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / IloxazaTenn Result / PesynbTaThl ~ Specification / Hopma )

nprMeceit
1.6 Acceptance value (AV) should be not more than

15.0 / Ioxka3zarens npuemiemocTd (AV) posmkeH
6riTh He Gonee 15,0

8 |[Microbial limits* / MukpoGuonorudeckas ynerora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6uiee yucno He 6onee 1000 KOE/r
a3pO6HBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6mee wwmcao Hc 6once 100 KOE/r
JPONOKEBBIX M TIJIECHEBBIX

rpubos

¢) E. coli NA Shall be absent in 1g/

JIO/MKHBI OTCYTCTBOBATS B 1 T

9 |Assay/ KonnuecreenHoe
onpeaeneHHe

101.0 mg/101.0 Mr

Not less than 90.0 mg and not more than 110.0 mg
C13H;2N>OsS  Nimesulide in tablet /
Or 90,0mMr go 110,0mMr C;3Hi2N20sS
(nuMecynun) B TabseTke

10 |Package/ YinAxosna

10 tablets in PVC aluminuing blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
IIBX/amomunuesom Gnucrepe. Ilo 2:
Gimuicpd BMELIE U MHUIPYRUMER 1U
[IPUMEHEHHIO B [TA4Ky KapPTOHHYIO.

10 tableta in PV C/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 rtabneroxk B IIBX / amOMHHHEBOM
6mucrepe. Io 1, 2, 3 unu 10 61HCTEpOB BMECTE C
AHULPYRUMER  1IU UPUMCHEHHUKS B LId4RY
KapTOHHYIO.

Remarks : The Product conforms to ND /
Ilpumeuanue: IlpogykT cooTeTcTBYeT Tpeboranusm HJL

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[ToaroroBneHo: Ankaj IIposepeno: Santosh Kumar Onobpeno: Mernemkep / PykosoauTeis
V4 Maurya Manoj Kumar a

Reprint Date / 258 Reprint Date / Reprint Date /

Iara: 30.10.2023 Hara: 30.10.2023 Jara; 30,10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

CEPTUOUKAT AHAJTH3A
Page4 of4/Crp.4 uz 4

Product : Nise tablets 100 mg
HpodyT Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2302027 Batch Quantity / + 5000000 tablets /
CepFin No O61em cepun 5000000Tabnerox
Analytical Report No / : 890001697708 Date of Analysis / : 30.10.2023
AnaJJiurigecknii ordyer Ne Nlata anaausa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTta npoussoacTea Togen ao (Bica)
Analysis performed according to ND / Ananns npoeegen mo HJI: TT N012824/03-140119 (amend Ne 1 from-08.06.2020 /
wm. Me 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 /n3m. Ne 3 oT

28.09.2022)

Complies as prescribed /

11 |Labeling / MapknpoBxa
CootBercTByeT TpeGOBaHHAM

According to ND /
B cootsercTBum ¢ H|

12 | Storage conditions /

XpaHenue TeMreparype He Brime 25°C

Store protected from light below 25°C / B 3ammuiueHHOM OT CBETa MECTe INpu

13 | Shelflife / Cpox rogHocTH 3 years/ 3 roga

*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.

* AHamuz o nokasatento «MUKpobHooruueckas 4HUCTOTa» IPOBOAMTCS TIPOW3BOAMTENEM MPH BBIMYCKE MEPHOAHIECKH
(c MHTepBaNOM OfHO HcrbITaHWe Ha 20 cepwii unu He MeHee 1 pasa B ron). ITokasarens MOXeT 6bITh HE BKIIOYEH B Ceptudukar

aHaM3a GHUPMEL

API name (INN) / A®C (MHH):

Nimesulide / Humecynmuz

API manufacturer batch number /
Homep cepin nponssoautens APC:

NMS-1A-233005, NMS-1A-233007

FP Manufacturer API Batch number /
Homep cepuu cyferanunn npoussoanrens I'JIdD:

FEQA00503, FEQA00505

API Manufactured by & country /
Ilpoussoantens ADC, crpauna:

Mangalam Drugs and Organics Ltd, India /
Mauranam J{pars aun Opranuke Jita, Huaus

Remarks : The Product conforms to ND /
IIpumedanne: [IpoaykT cooTBeTCTBYET Tpebopanusm HJ{

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Approved by: Manager / Executive /

BOJHTEND ;

Prepared by / Checked by /

[ToaroroBnexo: Ankaj_ IIposepeHo: Santos%_uinar Onobpeno: Menemxep / Pyko
/R Maurya Manoj Kumar

Reprint Date/ L Reprint Date / Reprint Date /

Jlara: 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCQ04507

www.drreddys.com




