Dr.Reddy’s ":‘.

0. Reddy! horateries Ltd
cormulation Unic-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 5166 56001-02
wyiw.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHPHKEAT AHAJN3A

Page 1 of 4/ Crp. 1 n3z 4

Product Nise tablets 100 mg

Mpoayrrt Haiia®), Tabnerku 100 mr

Batch No / 1 V2301196 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepuu 5000000TabneTox
Analytical Report No / : 040001973337 Date of Analysis / + 20.07.2023
AHaauTuveckuii oTyer Ne JdaTa asanusa

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

Jlara npon3BoacTEa I'ogen ao (BK)

Analysis performed according to ND / Ananus nposeaen no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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
1

| Test / MokazaTeab
Description / Onucanne

Result / Pe3yabTaThl
Complies / CooTBeTCTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benblie ¢ )KENTOBATBIM OTTEHKOM
KpYTJible [IBOSKOBBIMYKJbIE TAONETKH ¢ MIaAKOH
MOBEPXHOCTBIO.

Identification /
IMopJuHHOCTDb

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 yOepXuBaHHMSA OCHOBHOTO THMKa Ha
XpOMaTorpamMmMe HCIIBITYeMOro pacTBOPa I0JDKHO
COOTBETCTBOBATh BpEMEHM ylep>KUBaHUS
OCHOBHOTO THK4 Ha XpOMaTorpaMMe pacTBOpa
cranjapTHoro ofpasua HuMecynuaa (pasaen
«Kon1uecTBEHHOE OMNpeaeeHUE»)

Average weight and mass
uniformity / Cpeansas macca
H OAHOPOIHOCTH MACChI

312.7 mg/312.7 mr

Complies / CooTBETCTBYET

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

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

2/20 tablets — NMT + 10 %/
2/20 tabnetok — He 6onee £ 10 %

Dissolution / PacTrBopenue

100 %, 100 %, 95 %, 100 %, 100 %,
99 %,

Not less than 75 % (Q) of labeled amount of
C13H2N20sS nimesulide is dissolved in 45
minutes / He mernee 75 % (Q) OT HOMHHAJIBHOTO
coneprxanusi Ci3H12N2OsS (HuMecynvn) uepes
45 MHH.

Remarks : The Product conforms to ND /
Ipumeuanue: ITpoaykT cootBeTcTBYET Tpebosanusam HJT

Conclusion : APPROVED /
3axmouenue: ONOBPEHO

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

IToarotosneno: Ankit ITpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoauTeb
/R Amit Kumar A

Reprint Date / w Reprint Date / Reprint Date / ;

Hara: 20.07.2023 Jara: 20.07.2023 Hara: 20.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2884, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

v Reddy's Leboratories Ltd
Eormulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tzl 491 ©€3166 56001-02

v drreddys.com

Page 2 of 4/ Crp. 2 u3 4

Product Nise tablets 100 mg

ITpoayrT Haiz®, Tabnetku 100 mr

Batch No / : V2301196 Batch Quantity / : 5000000 tablets /
Cepun Ne Ob6wbem cepun 5000000TabneTok
Analytical Report No / : 040001973337 Date of Analysis / : 20.07.2023
AHanuTHyecknii oTyer Ne JlaTta anaausza

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

JlaTa npou3BOACTBA I'oaen Ao (BK1)

28.09.2022)

Analysis performed according to ND / Ananu3 nposeaeH 1o H/JI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. 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 / n3m. Ne 3 ot

5 Water / Bona

Ne Test / IlokazaTeas

Result / Pe3ynsTaThbi
3.0%

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

6 |Related substances / Pogcreennbie puMecu

Impurity A / IIpumecs A

Impurity B / Ilpumecs B
Impurity C / Ilpumecs C
Impurity D / ITpumecs D

Impurity E / Ilpumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / Equauunas
HeupeHTrndbuIUpyeMas
npuMech

Total impurities / Cymma
npumecen

Below LOQ (LOQ = 0.0057 %) /

Hinke npefesia KOJMMUECTBEHHOTO

onpeaenenus (ITKO = 0.0057 %)
0.02%

Not detected / He 06HapykeHa

Below LOD (LOD = 0.0049 %) /
Hmxe npepena o6uapyxerus (IO =
0.0049 %)

Not detected / He o6HapyxeHa

Not detected / ne o6HapyxeHa

Below LOQ (LOQ = 0.0143 %) /
Hike mpefiena KONMH4ECTBEHHOTO
onpenenenus (ITKO = 0.0143 %)

0.02%

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 Gonee 1,5 %

Remarks : The Product conforms to ND /
TIpumeuanne: [IpOSYKT COOTBETCTBYET TPEOOBAHUAM HJT

Conclusion : APPROVED /
3axawuenue: OJIOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Ankit I[Tposepeno: Pardeep Kumar

i —

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBoauTteiib

Amit Kumar 0
r‘j YL, ______,__ﬂ_\*"_

= Reprint Date /
Hara: 20.07.2023

Reprint Date /
IMara: 20.07.2023

Reprint Date /
Hara: 20.07.2023

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: L85195AP1984PLC004507

www.drreddys.com
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Ui, Reddv'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

CEPTH®HKAT AHAJII3A

Page3 of 4/ Crp. 3 uz 4

Product Nise tablets 100 mg

Ipoaykr Haits®, Tabnerkn 100 mr

Batch No / : V2301196 Batch Quantity / : 5000000 tablets /
Cepng Ne Oo0bem cepun 5000000TabneTox
Analytical Report No / : 040001973337 Date of Analysis / : 20.07.2023
AHaaMTHYeCKHil oTueT Ne Jara ananausa

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

Jata npoH3BoACTBA Toaen g0 (BKJI)

Analysis performed according to ND / Auanus nposenen no HJI: I1N012824/03-140119 (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 ot

28.09.2022)

Ne | Test/Iloxasarenn
7 | Uniformity of dosage units /
OIHOPOAHOCTL XO3MPOBAHUS

Result / PesyabTaThl
32

Specification / Hopma B
Acceptance value (AV) should be not more than
15.0 / Tokazarens npuemseMocTv (A'V) nosmkeH
66ITh HE Honee 15,0

8 | Microbial limits* / Muxpotuo

JOrMYecKas yucrora®

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obuiee yucno He 6onee 1000 KOE/r
a3p0BHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O6ee yucno He 6onee 100 KOE/r
JPONOKEBBIX M NJIECHEBBIX

rpubos

¢) E. coli NA Shall be absent in 1g/

JIosDKHBI OTCYTCTBOBATh B 1 T

9 | Assay/ Koan4decTBeHHoOe
onpexesieHHE

100.2 mg/ 100.2 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci13H2N>OsS  Nimesulide in tablet /
Or 90,0mr gno 110,0mMr  Ci3Hi2N2OsS
(uuMecynun) B TabneTke

10 |Package/ YnaxoBka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
[BX/amomunueroM Gucrepe. [To 2
faucTepa BMECTE C MHCTPYKUHEH IO
NPUMEHEHHIO B MTAUKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerox B I[IBX / anroMHMHHEBOM
6nucrepe. Io 1, 2, 3 wiu 10 61ucTepoB BMECTe ©
MHCTPYKUMEH MO MNPHMEHEHHIO B  MMadkKy
KapTOHHYIO.

Remarks : The Product conforms to ND /
Ipumeuanne: [IpogyKT cooTBETCTBYET Tpebosanmam HJT

Conclusion : APPROVED /
3aknrouenue: OJJOBPEHO

Prepared by /

[ToArOTOBNEHO: Anh%

Checked by /
[Tposepeno: Pardeep Kumar
]

=

—

Approved by: Manager / Executive /
Ono6peno: Menemxkep / PykoBoaureip

Reprint Date /
Iara: 20.07.2023

Reprint Date /
Hara: 20.07.2023

Amit Kumar [X—N\\ -
// .
Reprint Date / ;

Hara: 20.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, kmail: maill@drieddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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T Reddy's Laboratoiies Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDiA
T2]: 491 88165 56001-02
www.drreddys.com

2. CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page4 0f4/ Crp. 4uz 4

Product . Nise tablets 100 mg
ITpoaykT : Haiiz®, Tabnerku 100 mr
Batch No / : V2301196 Batch Quantity / : 5000000 tablets /
Cepusi N O6nem cepun 5000000TabneTok
Analytical Report No / : 040001973337 Date of Analysis / : 20.07.2023
AHaJauTHYeCKnii oTyeT Ne Jara aHanusa
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
Jarta npon3BoacTBa I'ogeH o (BkJa)
Analysis performed according to ND / Auanu3s nposeaen no HJ: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

11 |Labeling / MapkupoBka

Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBaHUAM B cootBerctuu ¢ HJI

12 | Storage conditions /
XpaHenue

Store protected from light below 25°C / B 3amuimeHHoM OT CBETa MeCTe IpH
Temneparype He Boiute 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.

* Apanu3 no noxasareno «Mukpofuosoruyeckas YHCTOTa» MNPOBOJMTCSA INPOM3BOJMTENEM MPH BbITYCKE MEPHOAHUYECKH
(C MHTEpBAIOM OZIHO MCTIbITaHHe Ha 20 cepuil WK He MeHee 1 pasa B rog). Ilokasatens Moxer GbiTh He BkmoveH B CepTudukar

aHaM3a (hUpMBbL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynug,

API manufacturer batch number /
Howmep cepun npoussoautens ADC:

NMS/13040379, NMS/13040382

FP Manufacturer API Batch number /
Homep cepun cy6eranuun npoussoaures I'JID:

FEQA00226, FEQA00227

API Manufactured by & country /
Ipouzsoaurens ADC, crpana:

Aarti Drugs Ltd., India /
Aapry dpar3s JIta., Uenus

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

ITpumeyanue: ITponykt coorBeTcTBYET TpeboBanuam HJI 3axmouenue: OJJOGPEHO

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

IMoxaroToBneHo: Ankg [Iporepeno: Pardeep Kumar Onobpeno: Menemuep / P{KOBO,I[I/ITCJ‘IL
Amit Kumar PR

Reprint Date/ Reprint Date / Reprint Date / '

Jata: 20.07.2023 Hara: 20.07.2023 Jata: 20.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangansa, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys cam

CIN:

L85195AP1984PLC004507
www.drreddys.com




