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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

CEPTUDPUKAT AHAJIU3A
Page1of4/ Crp. 1 n3 4

Product Nise tablets 100 mg
Hpolykt Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2301346 Batch Quantity / + 5000000 tablets /
Cepta No Oo6bem cepun 5000000TabneTok
Analytical Report No / : 040001983138 Date of Analysis / 1 26.07.2023
AHaJuTHYecKuii oTdeT No Jara aHaau3za
Date of Manufacture / ¢ Jun.2023 Date of Expiry / : May.2026
JlaTa npoH3BOACTBA T'onen o (BxJ1)
Analysis performed according to ND / Anasnns nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IloxazaTenn Result / PesynbTaTh! Specification / Hopma

1 | Description / Onucanne

Complies / CooTBercTByeT

Yellowish white round biconvex tablets with
smooth surface. / Belble ¢ )K€ATOBATBIM OTTEHKOM
KpYIJIble JABOSKOBBINYKJbIE TaONETKHM C IajKoi
IOBEPXHOCTHIO.

2 Identification /
HopauuuocTey

Complies / CooTBercTByeT

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 /
BpeMss yaep)KMBaHWS OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe HCIIBITYEeMOT'0 PacTBOpPa JOIDKHO
COOTBETCTBOBAaThL  BPEMEHM  yIEpKUBAaHUA
OCHOBHOI'0 NHMKa Ha XpOMaTOrpaMMe pacTBOpa
cTaHjapTHoro obpasua HUMecynunaa (pazzen
«Kon14ecTBEHHOE OMpEAENeHUEN)

3 | Average weight and mass

M OAHOPOAHOCTHL MACChI

uniformity / Cpeanss macca

309.7 mg/309.7 mr

Complies / CooTBeTcTBYET

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

18/20 tablets —-NMT £ 5 % /
18/20 Tabnerok — He 6onee = 5 %

2/20 tablets —-NMT + 10 % /
2/20 tabnerok — He H6onee + 10 %

4 |Dissolution / PacTeOopenue

98 %, 98 %, 97 %, 97 %, 98 %, 98 %

Not less than 75 % (Q) of labeled amount of
C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHUHAJIBHOTO
copepxanust Ci3Hj2N2OsS (Humecynna) uepes
45 MuH.

Remarks : The Product conforms to ND /
Tpumevanue: [IponykT coorsercTByeT Tpeboanusm H/|

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
[Toarotosiieno: Pardeep

Checked by /
[Tposepeno: Santosh Kumar

Approved by: Manager / Executive /

JHara: 26.07.2023

Jlara: 26.07.2023

Onobpeno: Menemxkep / PykoBosintens
Kumar 1 ] Maurya Manoj Kumar ) é f
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

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

CEPTHOUKAT AHAJIU3A

Page 2 of 4/ Crp. 2 u3 4

AHaJuTnyecknif oruer Ne

Product Nise tablets 100 mg

IlpoaykT Haii3®, tabnerku 100 Mr

BatchNo / 1 V2301346 Batch Quantity / : 5000000 tablets /
Cepun No O6nem cepun 5000000TabneTok
Analytical Report No / : 040001983138 Date of Analysis / : 26.07.2023

Jlara ananusa

Date of Manufacture /
JlaTa npousBoacTBA

: Jun.2023

Date of Expiry /
T'ogen go (BK)

: May.2026

28.09.2022)

Analysis performed according to ND / Ananu3s nposegen no H/I: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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

Ne Test / TlokazaTennb
5 | Water/Bona

Result/ PesyabTaTer
35%

Specification / Hopma

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

6 | Related substances / PoacreeHHbIe npuMecu

Impurity A / TIpumecs A

Impurity B / pumecs B
Impurity C / IIpumecs C
Impurity D / Ilpumecs D

Impurity E / Ilpumecs E
Impurity F / ITpumecs F

Any unknown individual
impurity / Equnnunas
HenaeHTudUIHpyeMast
IpUMech

Total impurities / Cymma
npumMmecei

Below LOQ (LOQ = 0.0057 %) /

Huke npenena KOJTHYECTBEHHOTO

onpenenenus (ITKO = 0.0057 %)
0.03%

Not detected / He o6HapyskeHa

Below LOD (LOD = 0.0049 %)/
Hxe npenena o6Hapyxenus (I10 =
0.0049 %)

Not detected / ue obHapyxena

Not detected / He obHapyxeHa

0.02

0.08%

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6osee 0,20 %
NMT 0.20 % / He 6oaee 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 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
llpumeyanue: 1 IpoayXT COOTBETCTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

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

[Monrorosneno: Pardeep [Tposepeno: Santosh Kumar Onobpero: Meremxkep / PykoBoanTesb

Kumar f _ Maurya [ Manoj Kumar -
 ontia=

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.07.2023 Hara: 26.07.2023 Jara: 26.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 29C0, Fax: +91 40 4900 2999, 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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

OaHopoAHOCTH A03UPOBAHHA

7 _Unjformity of dosage units / |

44

CEPTUDPHUKAT AHAJIU3A
Page3 of 4 /Crp. 3 u3 4
Product Nise tablets 100 mg
[pelyxt Haiiz®, tabnerkn 100 mMr
BatchNo / : V2301346 Batch Quantity / : 5000000 tablets /
Cepra Ne Ob6nem cepun 5000000TabneTox
Analytical Report No / : 040001983138 Date of Analysis / : 26.07.2023
AHaJuTnyeckmif oruer Ne JlaTa aHa/u3a
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
Jarta npousBoacrsa I'opeu npo (BKa)
Analysis performed according to ND / Auanns nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / usm. Ne 3 ot
28.09.2022)
Ne _ Test/ TMokazaTtenn Result / PesynbTaTel Specification / Hopma

Acceptance value (AV) should be not more than
15.0/ Iokazarens npuemnemoctu (A'V) nomkeH
OBITE He 6osee 15,0

8 | Microbial limits* / Muxpo6uosornueckas yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1ee uwncio He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wiee uncio He 6onee 100 KOE/r
JIPOMOKEBBIX U [UIECHEBBIX

rpuboB

¢) E. coli NA Shall be absent in 1g/

JIo/DKHBI OTCYTCTBOBATE B 1 T

9 | Assay/ KoaudecTBennoe
onpegejieHne

98.0 mg/98.0 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3HjpN>OsS  Nimesulide in tablet /
Or 900Mr Jo 110,0 mr  C;3H|2N20sS
(auMmecynun) B TabneTke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Tlo 10 TaGnerok B
TIBX/amomunuesom Gnucrepe. Mo 2
OnucTepa BMECTE C HHCTPYKLHMEH 110
MPUMEHEHHIO B NAYKY KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Ilo 10 Ttabnerox B IIBX / anmroMMHHMEBOM
6nucrepe. [To 1, 2, 3 unu 10 6nucTepoB BMeCTe ¢
UHCTpYKIME!l 1O MpUMEHEHHI0 B  IayKy
KapTOHHYIO.

Remarks : The Product conforms to ND /
ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3akmaiouenue: OJIOBPEHO

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

Ilonrorosneno: Pardeep IIposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTensb
ﬁ M j K ;

Kumar aurya Manoj Kumar M

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.07.2023 Jlara: 26.07.2023 Hara: 26.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, 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

CEPTUDPUKAT AHAJIM3A

Page 4 of 4 / Crp. 4 uz 4

Product Nise tablets 100 mg

MpoAykr Haifa®, Tabnerkn 100 mr

BatchNo / 1 V2301346 Batch Quantity / : 5000000 tablets /
Cepsin No Ob6nem cepun 5000000Tabrnerox
Analytical Report No / : 040001983138 Date of Analysis / ¢ 26.07.2023
AHaJlmTHyecknii oruer Ne Jara aHanu3a

Date of Manufacture / : Jun.2023 Date of Expiry / ¢ May.2026

Jlata npomssojacrsa I'ogen mo (Bku)

28.09.2022)

Analysis performed according to ND / Ananns nposexen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. 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

11 | Labeling / Mapkupoeka

Complies as prescribed /
CooTtBeTcTBYET TpeOOBAHHAM

According to ND /
B cootBercTBun ¢ HJ

12 | Storage conditions /
XpaHeHue

Store protected from light below 25°C / B 3ammieHHOM OT cBeTa MecTe mpH
TeMIiepatype He Boilue 25°C

13 | Shelf life / Cpox roanocTn 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.

* AHanmnz no nokasaremo «MHKPOGHONOrHYECKas YMCTOTa» MPOBOIMTCA TMPOM3BOAMTENEM IIPU  BBIITYCKE MEePHOTUYECKH
(c untepBanoM omHO McnbITaHHe Ha 20 cepuii win He MeHee 1 pasa B rox). [TokasaTens MOXeT GbITh HE BKIIOYEH B Ceptudukar

aHaIu3a HUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecymin

API manufacturer batch number /
Homep cepuu npoussoaurenss ADOC:

NMS/13040383, NMS/13050475

FP Manufacturer API Batch number /
Homep cepun cyocranuuu npoussogutens I'JIdD:

FEQA00228, FEQA00260

IIpumeyanne: [IpoaykT cootBeTcTBYeT TpeboBanusam HJT

Aarti Drugs Ltd., India /
API Manufactured by & country / Aapru Jlpars JItn., Unaus
IIponseoaurtens A®C, cTpana:
Remarks : The Product conforms to ND / Conclusion : APPROVED /

Jaknwuenue: OJOBPEHO

Prepared by / Checked by /

Ioarorosneno: Pardeep

ITposepeHo: Santosh Kumar
Maurya ﬁ

Approved by: Manager / Executive /
Omnobperno: Menemxep / PykoBonureb

Manoj Kumar
,,U_é__é

Reprint Date /
Hara: 26.07.2023

Kumar f
Reprint Date /

Hata: 26.07.2023

Reprint Date /
Hata: 26.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys rom




