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Dr. Reddy's Laboratories Ltd.
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Viil. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Page1of4/Crp.1u34

Product Nise tablets 100 mg
ITpoavkr Haiiz®, Tabnerxu 100 mr
Batch No / 1 V2401565 Batch Quantity / : 5000000 tablets /
Cepust Ne Ob6bem cepun 5000000 Tabnetok
Analytical Report No / : 040002622774 Date of Analysis / : 14.08.2024
AHaJUTHYeCKHH oTueT Ne JlaTta anaamn3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npoussoacTea Topen g0 (BKIT)
Analysis performed according to ND / Auanu3s nposeaen no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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 or
28.09.2022)

Ne Test / Mlokazareas Result / Pe3yabTaTh! Specification / Hopma

|1

Description / Onucanue

Complies / CooTBeTCTBYET

Yellowish white round biconvex tablets with
smooth surface. / benble ¢ )KeNITOBATBIM OTTEHKOM
KpYIJible JBOSIKOBBIMYKIbIE TabJETKH € TINaaKoii
MOBEPXHOCTBIO.

2 Identification /
IlopnuHHOCTH

Complies- / COOTBETCTBYET

3 Average weight and mass
uniformity / Cpeausis
Macca 4 OXTHOPOAHOCTh
MAacChI

309.1 mg/309.1 mr

Complies / CooTBEeTCTBYET

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 yaepxuBaHWs OCHOBHOIO TMKa Ha
XpOMATOrpaMMe HCIBITYEMOrO pacTBOpa HOJIKHO
COOTBETCTBOBATH BpEMEHH YIAEPKUBAHUS
OCHOBHOIO [MHKa Ha XpOMaTorpaMMe pacTBOpa
crangapTHoro ofpa3ua HuMmecyauzga (pasncs
«KonuuecTBeHHOE OTIpEIEeNICHHEY)

1310 mg+5.0% /310 Mr 5,0 %

18/20 tablets = NMT = 5 % /
18/20 tabnetok — He Gontee = 5 %

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

4 Dissolution / PacTBopenune

99 %, 99 %, 99 %, 96 %, 95 %, 98 %

Not less than 75 % (Q) of labeled amount of
C)3H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHANBHOTO
conepxanusi Ci3H1xN>OsS (Humecynun) gepes 45
MHH.

Remarks : The Product conforms to ND /
Ipumeuanne: [TponykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /Tlonrotosneno: | Checked by / IIpoeepeno: Approved by: Manager | Executive /

Noor Moh;i.wmad Santosh Kumar Maurya Opnobpeno: Menemxep f PykoBoauTteis
("= Abhishek Chauhan /{;l

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.10.2024 JaTa: 24.10.2024 Jara: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 49G0 2900, Fax: +91 40 4900 2998, Frnail: maii@drreddys.com
CIN: L85195AP1984PLC0J4507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page 2 of 4 / Ctp. 2 u3 4

Product Nise tablets 100 mg
IIpoaykT Haiiz®, Tabaerku 100 mr
Batch No / 1 V2401565 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 tabnetok
Analytical Report No / : 040002622774 Date of Analysis / : 14.08.2024
AHANMTHYECKHI oTYeT No JlaTa aHanu3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jarta npousBoacTBa Toaen no (BKJ)

28.09.2022)

Analysis performed according to ND / Anain3 nposeaen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
No 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne Test / okasaTean
5 Water / Boaa

Result / PesyabTaThl
32%

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

6 Related substances / PoscTBeHHbIe TPHMeECH

Impurity A / IIpumecs A

Impurity B / ITpumecs B
Impurity C / ITpumecs C
Impurity D / Tlpumecs D

Impurity E / Ilpumecs E
Impurity F / ITpumece F

Any unknown individual
impurity / Equnnunas
HeuaeHTUGULIHpYyeMast
npUMech

Total impurities / Cymma
TIpHMcCCi

Below LOQ (LOQ = 0.0057 %) /
Hike npesena KOMTHYECTBEHHOTO
onpeaenenust (ITKO = 0.0057 %)

0.03%
Not detected / ne o6HapyxkeHa

Below LOD (LOD = 0.0049 %) /
Hwxe npenena o6Hapysxenus (I10O =
0.0049 %)

Not detected / He obHapyxeHa

Below LOD (LOD = 0.0045 %) /
Huxe mpeaena o6uapyxenus (ITO =
0.0045 %)

Below LOQ (LOQ =0.0143 %) /
Huxe npegena KOJMYECTBEHHOTO
onpeaenenus (ITKO = 0.0143 %)

0.03 %

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 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
INpumeuanne: [Tpongykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OTIOGPEHO

Prepared by /IloarotoBneHo:
Noor Mohammad

3

Checked by / IIpoBepeHo:
Santosh Kumar Maurya

Approved by: Manager|/ Executive /
Onobpeno: Menemxep// PykoBoauTens
Abhishek Chauhan

Reprint Date /

Reprint Date /

Jara: 24.10.2024

Jara: 24.10.2024

Reprint Date /
Jara: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0OA4507
www.drreddys.com




Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page3 of4/Crp.3 u3 4

Product Nise tablets 100 mg
Ilpoaykr Haiiz®, tabnetrku 100 mr
Batch No / 1 V2401565 Batch Quantity / : 5000000 tablets /
Cepns Ne O06Bbem cepun 5000000 Tabnerox
Analytical Report No/ : 040002622774 Date of Analysis / : 14.08.2024
AHaJUTHYECKHUIT oT4eT Ne Jara aHanu3a
Date of Manufacture / 1 07/2024 Date of Expiry / : 06/2027
JlaTa npousBoacTBa Togen po (BKT)

28.09.2022)

Analysis performed according to ND / Ananus nposesen o HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne Test / lokasaTear

/ OaHopoaAHOCTb
JA03HPOBAHHS

7 Uniformity of dosage units

Result / PesynbsTath!
23

_ Specification / Hopma
Acceptance value (AV) should be not more than
15.0/ ITokazarens npuemieMocTd (AV) nonkeH
6bITE He bosiee 15,0

8 |Microbial limits* / Mukpo6

HOJIOrHYeCcKasi YucToTa™

é) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obiee umcio He 6oaee 1000 KOE/r
a3po6HBIX

MHKPOOPTraHU3MOB

b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / O6mee He 6onee 100 KOE/r

YKMCIIO JPOHOKEBBIX U

TUTECHEBBIX IpHOOB

¢) E. coli NA Shall be absent in 1g/

JIoJXHBI OTCYTCTBOBATh B 1 T

9 | Assay / KonuuyecTBeHHOE
onpege/enue

98.6 mg/98.6 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3H2N2OsS  Nimesulide in tablet /
Ot 90,0 Mr o 110,0 mr C13H;2N20sS (Humecynun)
B TabneTke

10 |Package/ Ynakoska

|

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerokx B
IMBX/amomunuesoM 6aucrepe. ITo 2
OIIHICTCPA DMCCTC O HIIOTPYILOHN Mo
NPUMEHEHHIO B Na4Ky KapTOHHYIO.

Remarks : The Product conforms to ND /
ITpumeuanne: [IpogykT cooTBeTCTBYET TpebopanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton. /
ITo 10 Tabnetok B IIBX / amoMuHneBOM 6HcTEpE.

Ilo 1, 2, 3 wm 10 O6inucrepoB BMeCTE C
HIICTPYKIEeii M0  MpHMENEUHI0 B HauKy
KapTOHHYIO.

Prepared by /Tlonrotoeneno: | Checked by / [Tposepero: Approved by: Manager// Executive /
Noor Mohammad Santosh Kumar Maurya Onobpeno: Menemiep)/ Pykogoantens
G , Abhishek Chauhan 4 ?
2 e B h =
Reprint Date / Reprint Date / Reprint Date /
IaTa: 24.10.2024 Jarta: 24.10.2024 Jata: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
fel: +91 40 4560 2900, Fax: +91 40 4900 2999, Ernail: maii@drred-dys.com

CIN: L5195AP1984PLCOV4507
wwyv.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Dr. Reddy S ‘. J{ll. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.cotm

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Page4 of 4/ Ctp.4 uz 4
Product : Nise tablets 100 mg
Ipoayxr : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401565 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002622774 Date of Analysis / ¢ 14.08.2024

AHaJuTHYecKHii oTyeT Ne JlaTa anaaunza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

Jarta npousBoacTea ToaeH ao (BkII)

Analysis performed according to ND / Ananns nposeaen mo HJI: T1 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, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
N | Test/ IokazaTean Result / PesyJabTaThl Specification / Hopma
11 |Labeling / Mapkuposka |Complies as prescribed / According to ND /
CooTBeTcTBYET TPeOOBAHUAM B cootBeTcTBuM ¢ HJJ,
12 |Storage conditions / Store protected from light below 25°C / B 3aInuineHHOM OT CBETa MECTE NIPH Temneparype
XpaHeHue He BhIwe 25°C
13 | Shelf life / Cpox roanocrn |3 years /3 roma

*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.
* AHanu3 MO MOKa3aTeno «MHUKpOOHOJIOTHUECKass YMCTOTa» MPOBOAUTCS NPOM3BOJHUTENEM TIPU BBIIYCKE MEPHOTUYUECKH
(c uHTEpBaNOM OAHO McTBITanue Ha 20 cepuit un He MeHee 1 paza B roxn). [lokasaTens MoxeT 6bITh He BKIFOueH B CepTuduxar

aHayu3a QupMBL.

API name (INN) / A®C (MHH): Nimesulide / HumMecynun

API manufacturer batch number / NMS/13121244, NMS/14050319

Homep cepun npoussogutenss APC:

FP Manufacturer API Batch number / FERA00270, FERA00364

Howmep cepun cyocrannuu npouspogutens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoautenar APC, cTpana: Aaptu Hparz JIta., Uanus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTCTBYET TpeboBanusm HJJ 3akiouenune: OJOBPEHO
Prepared by /Iloaroroeneno: | Checked by / IlpoBepero: Approved by: Managef / Executive /
Noor Mohammad Santosh Kumar Maurya Onobpeno: Menemkep / Pykosogurens

'\p/llw__ % Abhishek Chauhan //

Reprint Date / Reprint Date / Reprint Date /
Hata: 24.10.2024 Hata: 24.10.2024 Hara: 24.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2958, Email: maii@drreddys.cam
CIN: L85195AP1984PLC0D04507
wwv.adrreddys.com




