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CERTIFICATE OF ANALYSIS

1 |Description / Onucanne

Complies / COOTBCTCTBye’;

CEPTH®HKAT AHAJTH3A
Page 1 of 4/ Crp. 1 u3 4

Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabmerku 100 mr
Batch No / 1 V2301767 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepun 50000001abneTok
Analytical Report No / : 040002114310 Date of Analysis / : 20.09.2023
AHaNMTHYECKHIT oTyeT N2 Jara ananusza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jata npou3BoAcCTBa Tonxen xo (BKA)
Analysis performed according to ND / Anasin3 nposeJeH no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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
28.09.2022)
[ Ne Test / Ilokasarean Result / PesyabTaTsl Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Benpie ¢ )KeNTOBATHIM OTTEHKOM
KpYTJIble JBOAKOBBIMYKIIblE TAGNETKH C rajKoi
TIOBEPXHOCTBIO.

2 Identification /
IopnuHHOCTH

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 /
Bpems ynep)KWBaHHs OCHOBHOLO TMHKa Ha
XpOMATOTpaMMe HCTIBITYEMOTO PACTBOPA IOJDKHO
COOTBETCTBOBATh BPEMEHH  YIEP)KUBaHHA
OCHOBHOrO IMKa Ha XpOMarorpamme pacTBopa
cranfapTHoro ofpasua Humecynuaa (pasmesn
«KonuuecTseHHOE OTPEeNIEHUEN)

3 | Average weight and mass
uniformity / Cpeansis macca
M OAHOPOXHOCTH MACCHI

311.5mg/311.5 mr

Complies / CooTBETCTBYET

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

18/20 tablets —-NMT = 5 % /
18/20 Tabnerox — He Gonee £ 5 %

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

4 | Dissolution / Pac-rBopEHue

96 %, 98 %, 98 %, 98 %, 97 %, 97 %

Not less than 75 % (Q) of labeled amount of
C13H2N>05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHMHAJILHOTO
comepxkanns C3H;2N2OsS (Humecynun) yepes
45 MuH.

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipoxykt coorBeTcTBYeT TpebosanysiM HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[Moarorosineno: Santosh

Kumar Maurya Cg\;/

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager / Executive /

Onobpeno: MeHemxep / PykoBoaHTEb
Manoj Kumar
: ‘*in}ul

Reprint Date /
Hata: 21.11.2023

Reprint

Tara: 21.11.2023

Date /

Reprint Date /
HMara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29599, Email: mail@drreddys.com
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www.drreddys.com




Dr.Reddy’s Q::‘

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
CEPTHO®HKAT AHAJIH3A

Page2 of4/Crp. 2 u3 4

Product : Nise tablets 100 mg
Npoayxr  : Haiia®, tabnerkn 100 Mr
Batch No / : V2301767 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepui 5000000TabneTok
Analytical Report No / : 040002114310 Date of Analysis / + 20.09.2023
AHaAIUTHYECKHi oTueT No Jlara anaau3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jlara npoH3BOACTBA T'oaen xo (Bxa)
Analysis performed according to ND / Ananus nposeaen no H: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
1am. 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
28.09.2022)
_NE_ | Test / TokasaTennb Result/ PesyapTater | Specification / Hopma

5 |Water /Boaa 3.1 % Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / PoperseHible MPHMECH

Impurity A / ITpumMecs A
Impurity B / Ilpumece B
Impurity C/ Ilpumecs C
Impurity D / ITpumecs D
Impurity E / Ilpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / EnuHuuHas

Below LOQ (LOQ =0.0057%) / | NMT 0.20 % / He 6onee 0,20 %
Hibke nipezena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0.0057%)

0.02% NMT 0.20 % / He 6onee 0,20 %

Not detected / He obHapy»xeHa NMT 0.20 % / He 6ouee 0,20 %

Below LOD (LOD = 0.0049 %)/ | NMT 0.20 % / He 6onee 0,20 %
Huxe npenena obuapyxeHus (110 =

0.0049%)
Not detected / He 06HapyxeHa NMT 0.20 % / He 6osee 0,20 %

Not detected / He o6Hapy»keHa
NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6osee 0,20 %
Below LOQ (LOQ = 0.0143%) /

IToarorosieno: Santosh
Kumar Maurya

HeugeHTuGUUHpyeMas Huxe npenesna KOMUIECTBEHHOTO

MPHUMEChH | onpenenenns (IIKO = 0.0143%)

Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 % J
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Tponykr coorseTcTByeT Tpeboannam HJT 3axmwouyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

IposepeHo: Pardeep Kumar Ono6peno: Menemxep / P_\,’I{DBO,HJ[T?'IB

I _ Manoj Kumar &’Q&'—’/‘;’

Reprint Date /
JHarta: 21.11.2023

Reprint Date / Reprint Date /
Hara: 21.11.2023 JHara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel:

+91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':.

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

CEPTH®UKAT AHAJIH3A

Page3 of4/Crp.3 uz 4

Product Nise tablets 100 mg

MpoayxTt Haii3®, Tabnerku 100 mr

Batch No / 1 V2301767 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000TabneTok
Analytical Report No / : 040002114310 Date of Analysis / : 20.09.2023
AHaauTH4ecKuii oTyeT No Jlara anannza

Date of Manufacture / : 08/2023 Date of Expiry/ : 07/2026

JIaTa NpoOH3BOACTBA T'ogen mo (BKa)

Analysis performed according to ND / Ananus nposesen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwam. 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

28.09.2022)
Ne Test / lokasaTensb Result / Pe3yabTaTh! Specification / Hopma
npuMecei
7 | Uniformity of dosage units / 1.7 | Acceptance value (AV) should be not more than

OAHOpPOAHOCTL XO3MPOBAHUA

15.0 / TokazaTens npuemieMoctd (AV) noibkeH
6BITE He Gonee 15,0

8 | Microbial limits* / MHKpOﬁIIOﬂDFH‘ICCKaﬂ yueroTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O61ee YHCIIo He 6onee 1000 KOE/r
a3p06HBIX MUKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obwmee yncao He 60nee 100 KOE/r
JPOXOIKEBBIX U TNIECHEBBIX
rpuboB
'c) E. coli NA Shall be absent in 1g/
JIoMmKHB! OTCYTCTBOBATE B 1 1
9 | Assay / KojuuecTBeHHO® 99.3 mg/99.3 mr Not less than 90.0 mg and not more than 110.0 mg
onpeneJieHUe Ci3H;2N-OsS  Nimesulide in tablet /
Or 90,0mr mo 110,0mMr CisHi2N2OsS
(numecynun) B TabneTke
10 |Package/ YnakoBKa 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10]

blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
IBX/amomunuesom Oaucrepe. Ilo 2
6rucTepa BMECTE C MHCTPYKLMEH MO
MPUMEHEHHIO B [TaYKy KAPTOHHYIO.

blisters and patient information leaflet in a carton.
/ Mlo 10 Tabnerox B IIBX / ayoMHHHEBOM
6mucrepe. [To 1, 2, 3 umu 10 6;mctepoB BmecTe ©
HHCTpPYKUMEN 10 TNPUMEHEHUIO B MNAuKy
KapTOHHYO.

Remarks : The Product conforms to ND /
Ipumeyanne: [IpofyKT COOTBETCTBYET TPEOOBAHHAM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
TToarorosneHo: Santosh

Kumar Maurya Cp(/

Checked by /
IIpoeepeno: Pardeep Kumar

N

Approved by: Manager / Executive /

Ono6peno: Menemkep / Pykosonyrensb
Manoj Kumar ‘w&

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

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




q... Dr. Reddy's Laboratories Ltd.

L/ ° Formulation Unit-6

Dr' Reddy S ® Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page4of 4/ Crp. 4 uz 4

Product : Nise tablets 100 mg

Ipoaykr  : Haiis®, Tabnetku 100 Mr

Batch No / 1 ' V2301767 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6bem cepud 5000000tabnerox
Analytical Report No / : 040002114310 Date of Analysis / : 20.09.2023
AHaJUTHYECKUIT oTueT N2 Jlara anaaunsa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

JlaTa npoH3BoACTBA Tozen mpo (Bra)

Analysis performed according to ND / Auanus nposesen no HJI: II N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mzm. No 1 ot 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
28.09.2022

11 |Labeling / Mapkuposka [ Complies as prescribed / [ According to ND /
CooTBeTcTBYeT TpeOOBaHUAM B coorserctBum ¢ HJI
12 |Storage conditions / Store protected from light below 25°C / B samumeHHOM OT CBCTa MecCTe np;
Xpanenue Temnepatype He Boie 25°C I
13 | Shelf life / Cpox rogHocTn 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.
* Apamus mo nokasaremo «Mukpo6uonornyeckasi YHCTOTa» MPOBOJUTCS MPOMU3BOJAMTENEM TIPH BBIMYCKE MEPUOAMMECKH
(c uHTEpBaNIOM OIHO WMchbiTaHue Ha 20 cepuil wiu He MeHee 1 pasa B ron). Mokasarens moxeT 6bITh He BKtOUeH B CepTudukar

aHanu3a (JMpMBL.

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

API manufacturer batch number / NMS/13070682, NMS/13070684

Howmep cepuu npoussoantenst ADC:

FP Manufacturer API Batch number / FEQA00377, FEQA00378

Howmep cepun eyderaniyn npomspoautesns [JID:

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

Ipomssogutenan ADC, crpana: Aapru J{pars JIta., UHaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoayKT COOTBETCTBYET TPEOOBAHUAM HJI Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosnieHo: Santosh [Mposepeno: Pardeep Kumar OnobpeHo: Menemkep / PykoBoanjenb
Kumar Maurya @ P Manoj Kumar \\ f

QZJ-T"' I'M

Reprint Date / Reprint Date / Reprint Date /
Jlata: 21.11.2023 Hara: 21.11.2023 Hata: 21.11.2023

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



