Dr.Reddy’s ":'.

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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDtA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page1of4/Crp.1u3 4

Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabnerku 100 Mr
Batch No / 1 V2402698 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabaeTok
Analytical Report No / : 040002765195 Date of Analysis / : 21.12.2024
AHajauTHYecKHii oTyeT Ne JaTa anannsa
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
Jlara npon3BoaCcTBa Togen 10 (BKIT)

28.09.2022)

Analysis performed according to ND / Auanus nposenen no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 / n3wm.
Ne 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 / uzm. Ne 3 or

Ne

2 |Identification /
IoaIMHHOCTDL

Test / [lokasarean
1 Description / Onucanue

Result/ PezyanTaTnl

Complies / CooTBeTcTBYeT

[ Specification / Hopma

| Yellowish white tound biconvex tablets with
smooth surface. / Benpie ¢ ’keNTOBATBIM OTTEHKOM
KpyTJible JBOSIKOBBIMYKIbIC TabNETKH C TIJIakoi

| IOBEPXHOCTEIO.

Complies / CooTBeTcTBYET

' The retention time of principal peak in the
chromatogram of test solution should correspond to
retention time ot principal peak 1n Nimesulide
| standard solution chromatogram under Assay /|
|Bpemsi  YNEpXHBAaHMS OCHOBHOTO INHKa Ha|
XpOMATOTPaMMe HCHLITYEMOTO PacTBOpa JOJDKHO
COOTBETCTBOBATH BpPEMEHH YAEpKUBAHUSL
OCHOBHOIO MNUKa Ha XpoMaTtorpaMMme pacTBopa
cTaHgapTHOro obpasua HuMmecynuia (pasznen
«KonnyecTBeHHOE ONpeIeNIeHHE)

uniformity / Cpeanss

Macchbl

3 Average weight and mass

Macca ¥ OAHOPOAHOCTD

311.0mg/311.0 Mmr

Complies / CoorsercTByeT

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 %

4 |Dissolution / Pacreopenue

102 %

96 %, 98 %, 98 %, 98 %, 102 %,

Not less than 75 % (Q) of labeled amount of
C511:N-058 nimcsulidc is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHAJIBLHOTO
copepxanusn Ci3H2N>OsS (Humecynun) uepes 45
MHH.

Remarks : The Product conforms to ND /
Ipumeuanne: [IponykT coorBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
Zakawuyenne: OJOBPEHO

Jara: 21.12.2024

Prepared by /IloarorosieHo: | Checked by / I1poBepeHo: Approved by: Manager / Executive /
Ambresh Kum: :%, Santosh Kumar Maurya, Onobpeno: Menemxep / PykosoauTesb

@‘s/ @_ Pavan Kumar Sharma l't’h,__.;.: =
Reprint Date / Reprint Date / Reprint Date /

JHara: 21.12.2024

Ilata: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: +91 40 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP19&84PLCDO4507

wwve.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

CEPTUOPHUKAT AHAJIU3A
Page 2 of4/ Crp. 2 u3 4

Product Nise tablets 100 mg
Ipoaykr Haiis®, rabnerku 100 mr
Batch No / 1 V2402698 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepun 5000000 TabneTok
Analytical Report No / : 040002765195 Date of Analysis / : 21.12.2024
AHaJHTHYECKHIT oTueT No JlaTa anajansa
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
Jata npoussoacrsa T'oaen po (Bru)

Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / n3m.
Ne 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)

Ne | Test/Tlokasarenn
5 Water / Bopa

| Result/ PesyabTaThi

' ' 2.6 %

6 |Related substances / Poncn_;emu,le npHUMecH

Impurity A / ITpumecs A

Impurity B / IIpumecs B
Impurity C/ Ipumecs C
Impurity D / Ilpumeces D

Impurity E / Ilpumecs E
Tmpurity F / Ilpumecs F

Any unknown individual
impurity / EnuHuanas

Below LOD (LOD = 0.0019 %) /
Huke npegena obHapyxenus (1O =
0.0019 %)

0.02%
| Not detected / He o6Hapy»xeHa

Below LOD (LOD = 0.0049 %) /
Hixe mpenena obnapysxenns (IO =
0.0049 %)

Not detected / He 06HapyxkeHa

Not detected / He obHapyxena

Below LOQ (LOQ =0.0143 %) /
Hinxe mpepena KONHYECTBEHHOTO
onpenenenus (ITKO = 0.0143 %)

Spe:iﬁcaliou/ Hopma
Not more than 6.0 % w/w / He 6onee 6,0 %

NMT 0.20 % / He Gonee 0,20 %

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

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

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

NMT 0.20 % / He Gonee 0,20 %

HenaeHTHOULMpYeMast
NPHMeCE
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumeceit |
7 | Uniformity of dosage units 1.7 Acceptance value (AV) should be not more than |

| / OgnopoaHoCTh

15.0 / Ilokazarens npuemnemoctu (AV) nomxen |

Remarks :

The Product conforms to ND /
IIpnmeuanne: IIpoaykt coorBercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /Iloaroroeneno: | Checked by / IIposepeHo: Approved by: Manager / Executive /
Ambresh Kumar_ ) 5 _ Santosh Kumar Maurya Onobpeno: Menemxep / Pykosoaureis
(ﬁ/ @__ Pavan Kumar Sharma Ao =
==
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.12.2024 Hara: 21.12.2024 Hata: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 43 4800 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CiIN: L85195AP1984PLCOD4507

wwvr.arreddys.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.coin

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIN3A
Page 3 of 4/ Ctp. 3 m3 4
Product Nise tablets 100 mg
Ilpoayxr Haiiz®, tTabnerku 100 mr
Batch No / 1 V2402698 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepuu 5000000 Tabnerox
Analytical Report No / : 040002765195 Date of Analysis / : 21.12.2024
AHaauTHdecKknii oTyer Ne Jara aHanu3a
Date of Manufacture / 1 1172024 Date of Expiry / ¢ 10/2027
JarTa npou3BoacTBa Tomen go (BKI)
Analysis performed according to ND / Auanus nposenen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / usm.
Ne 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
28.09.2022)
Ne | Test / IMokazaTennb I Result / P?;ylu_u_a}u B 77! Speciﬁcaﬁmi/Hop—Ma
JI0O3MPOBAHNS | | ObITE He Gonee 15,0
I — ——————————— i
8 Microbial limits* / MukpoGuoaoruieckas yucTora* .
a) Total aerobic microbial NA | Not more than 1000 CFU/g /
count / Obmee 1cI0 |He Gonee 1000 KOE/r
a3poOHBIX |
MHKpPOOPraHH3MOB ' f
b) Total combined yeasts NA Not more than 100 CFU/g / i
and mould count / O6uee He Gonee 100 KOE/r
YUCIIO APOAOKERBIX U
TIECHEBBIX TPpUHOB
c) E. coli NA Shall be absent in 1g/
JIOMKHBI OTCYTCTBOBATh B 1 T
9 Assay / KonnuecrBenHoe 100.9 mg/ 100.5 mr Not less than 90.0 mg and not more than 110.0 mg"
onpeaeneHue CisHi2N-OsS  Nimesulide in tablet /
0190,0 Mr go 110,0 mr Ci3Hi-N-OsS (nrMecynum)
B TabseTke
10 Package / YnaxkoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / ITo 10 Ttabnerok B|Ilo 10 TaGnerok B [IBX / amoMuHueBOM OucTepe.
IBX/anromunuesom Gauctepe. [To 2|ITo 1, 2, 3 wmnm 10 OiucrepoB BMmecTe ¢
6JMCTEpa BMECTE ¢ HHCTPYKIMEN [0 | MHCTPYKLHeH 10  NpHMEHEHHWI0 B Mauyky
MPUMEHEHHIO B MaYKy KapTOHHYI). | KAPTOHHYIO.
11 |Labeling / Mapxuposka | Complies as prescribed / According to ND /

Remarks : The Product conforms to ND /
IIpumeuanne: IIponykr cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO

Prepared by /IloarorosneHo:

Ambresh Kumar_ G\
oY

Checked by / IIposepeHo:
Santosh Kumar Maurya

g

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pykoponntens
Pavan Kumar Sharma |

Ly

Reprint Date /
Hata: 21.12.2024

Reprint Date /
Jara: 21.12.2024

Reprint Date /
Jarta: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 29060, Fax: +91 40 4900 2955, Ermail: maii@drreddys.com

CIN: L85195AP1984PLC0D4507
wwyv.drreddys.com



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

e
’ @ Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S !.. Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.comn

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A
Page4 of 4/ Crp. 4 uz 4

Product : Nise tablets 100 mg
Mponykr : Hais®, tabaetkn 100 mr
Batch No / 1 V2402698 Batch Quantity / : 5000000 tablets /
| Cepug Ne O0nem cepun 5000000 TabneTok
Analytical Report No / : 040002765195 Date of Analysis / : 21.12.2024
AHAaJAuTHYECKHIT oTHeT No Jara ananusa
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
Jlara npoussoacTea Toaen no (BKN)

Analysis performed according to ND / Auanus nposeaen mo HJ; IT N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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 or

28.09.2022)

| N Test/Moxasarens | Result/Pesynwrarer | Specification / Hopma
| CooTBercTRYET TpeboBaHUAM B coorsercTBuu ¢ H
12 | Storage conditions / Store protected from light below 25°C / B 3aluumeHHOM OT CBETa MECTE NPH Tgmnepa—rype
Xpanenue He Beime 25°C

13 | Shelf life / Cpox rognocrn |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.
* AHanu3 MO MoKasaTeio «MUKpOOHONOruueckas 4YHUCTOTa» MPOBOAUTCS NPOW3BOAMTENIEM MPH BHINYCKE MEPHONUYECKH
(c uHTEpBANIOM OIHO HCTbITaHKe Ha 20 cepuit win He MeHee 1 pasa B rox). ITokasatens MOxeT ObITh He BKMOueH B CepTHRUKAT

aHaaM3a PUpPMBbI,

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

API manufacturer batch number / NMS/14100687, NMS/14100690

Homep cepun npoussoantenss ADC:

FP Manufacturer API Batch number / FERA00615, FERA00616

Homep cepus cybcTaHIHH npousBoguTess I'JId:

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

Iponssoautens APC, cTpaHa: Aapru [pars JIta., Uanus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: Ilpoaykr coorsercTBYeT TpeboBanusM HJI 3akmouenne: OJIOBPEHO
Prepared by /TTonrotosneno: | Checked by / [IposepeHo: Approved by: Manager / Executive /
Ambresh Kumar . ~Santosh Kumar Maurya Onobpeno: Menemxkep / Pykopoaurens

{x/ ﬁ Pavan Kumar Sharma A

Reprint Date / Reprint Date / Reprint Date /
Hara: 21.12.2024 Hara: 21.12.2024 Hara: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +91 40 4960 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCDO4507
wwvarreddys.com




