Dr.Reddy’s ":’

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 235, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A

Page 1 of S/ Crp. 1 u35

Product Nise tablets 100 mg

IpoayxT Haiis®, Tabnerku 100 Mr

Batch No / : V2401817 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O0Bem cepuu 5,000,000 Ta6IleTOK
Analytical Report No / : 890001761211 Date of Analysis / : 14.09.2024
AHannTHYecKUil oTyeT Ne Jara ananusza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027

JlaTa npom3BoACTBA Togen A0 (BKJ)

Analysis performed according to ND / Apaaus nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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
28.09.2022)

No
1

Test / [lokasaTean [ Result / PesynbTaThl
Description / Onucanne | Complies / CootBeTcTBYET

~_ Specification/Hopma |
Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ )KeNTOBATHIM OTTEHKOM |
KpYIJIBIE JBOSKOBBINYKJIbIE TabJETKH C rnaakoi

MOBEPXHOCTEBIO.

Identification /
HopnunuoCcTh

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 /
Bpema ynep)KuBaHM OCHOBHOTO FHKa Ha
XpOMATOrpaMMe MCIBbITYEMOro PacTBOPa A0JHKHO
COOTBETCTBOBATH BpPEMEHN yIOepKUBAHUA
OCHOBHOTO THKa Ha XpoMaTorpamMMe pacTsopa
craHgapTHoro ofbpasua HuMecynuga (pasaen
«KonuuecTBeHHOE OTIpeneneHHe)

Average weight and mass 307.9 mg/307.9 mr

uniformity / Cpeansis macca u
0XHOPOAHOCTH MACCHI

Complies / CooTBeTCTBYET

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

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

2/20 tablets — NMT + 10 % /
2/20 tabneTok — He Gostee = 10 %

Dissolution / PacTBopenue

| 97 %,
|

96%, 96 %, 99 %, 97 %, 98 %,

Not less than 75 % (Q) of labeled amount of
C13H2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHaANBHOTO
copepxanus Ci3H2N-OsS (Humecynun) uepes

Remarks : The Product conforms to ND /
IIpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneno: Santosh [posepeno: Pardeep Kumar Onobpeno: Meremiep / Pyxosoqurens
Kumar Maurya CBL' ,: Abhishek Chauhap

Reprint Date / Reprint Date / Reprint Date /

Jata: 14.09.2024 Jara: 14.09.2024 Jara: 14.09.2024

Regisiered Cifice: 8-2-337, Road No. 2, Banjara Hiilz, Hyderabad - 5060034, Telanganz, [ndia
Tel: +91 40 4908 2560, Fax: +91 40 4500 2999, Eriuil: maii@direddys.com

CIN: L851S5AP1984PLCONA507

wyayvdrreddys.com




Dr. Reddy’s Laboratories ttd.
Formulaticn Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddvs.com

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page 2 of 5/ Ctp. 2 u3 5

Product Nise tablets 100 mg
IpoayxTt Haiiz®, tabnerku 100 mr
Batch No / 1 V2401817 Batch Quantity / : 5,000,000 tablets /
Cepusa Ne O6bem cepuu 5,000,000 Tabnerox
Analytical Report No / : 890001761211 Date of Analysis / : 14.09.2024
AHaJNTHYECKHI oTUeT No JlaTa aHaaun3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa mpon3BoAcTBa T'ogen o (BKT)
Analysis performed according to ND / Auasus nposeaen mo HJ: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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 / u3am. Ne 3 ot
28.09.2022)

Ne Test / lokasaTenn B Result / Pesyasrats . ____ Specification / Hopma .
;45 MHUH.
"5 |Water / Boaa ©38% lNot more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacTBeHHbIe NpUMeECH -
Impurity A / I[Tpumecs A 0.01% |NMT 0.20 % / He 6onee 0,20 %
|
Impurity B / Tlpumecs B 0.02% |NMT 0.20 % / He 6onee 0,20 %
|
! ,{Not detected / He o6HapyxeHa
S | 0, 0
Impurity C/ Ilpumecs C Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He 6onee 0,20 %

| Impurity D / Tlpumecs D [Hmke npenena obHapyxeHUA NMT 0.20 % / He 6onee 0,20 %

(I10 = 0.0049 %)

Not detected / He obHapyxeHa

Impurity E / Ilpumecs E NMT 0.20 % / He 6onee 0,20 %

Impurity F / Ilpumecs F

INot detected / He o6Hapy»xeHa

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
IIpumeuanue: [TpogykT coorBercTByeT TpeboBanusm HJ

Conclusion : APPROVED /
Zakmoyenne: OJJOBPEHO

Prepared by / Checked by /
ITonrorosyeHo: Santosh IIposepeno: Pardeep Kumar

Kumar Maurya (k1 Oﬁ/

Approved by: Managey / Executive /
Onobpeno: Meuneaxep / Pykosonutens
Abhishek Chauhan /

Reprint Date /
Jarta: 14.09.2024

Reprint Date /
Jata: 14.09.2024

Reprint Date /
Jata: 14.09.2024

PRegistered Cffice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2300, Fax: +91 40 4500 2959, Email: maii@drreddys.coin
CIN: LB5195AP1984PLCON4A507
wwwedrreddys.ccm



Dr.Reddy’s “:’

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

Vili. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, iINDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Page3of S/ Crp.3u3 5
Product Nise tablets 100 mg
ITpoaykt Hait3®, Tabnerxku 100 mr
Batch No / 1 V2401817 Batch Quantity / : 5,000,000 tablets /
Cepus No Ob6bem cepun 5,000,000 TabneTok
Analytical Report No / : 890001761211 Date of Analysis / : 14.09.2024
AHaanTudecKuii oTyeT Ne Jara ananuza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
Jlata npon3BoACTBA TI'open go (BKT)
Analysis performed according to ND / Auanu3s nposeaen mo H/I: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / MokasaTenn Result / PesyabTaTsl | Specification / Hopma

Any unknown individual
impurity / EquHnuHas
HenzeHTHHUHpYeMas IPUMeECh

Below LOQ (LOQ = 0.0143 %) /
Hwke nipemena KOJMYECTBEHHOrO
onpenenenns (ITKO = 0.0143 %)

NMT 0.20 % / He 60nee 0,20 %

OIIHOpO}lHOCTb AO03UpPOBaAHHA

Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
npuMmeceit
7 | Uniformity of dosage units / 24 Acceptance value (AV) should be not more than

15.0 / Tokazarens npuemieMoctd (AV) gomkeH
6bITE He Gostee 15,0

8 | Microbial limits* / Mukpo6uosiorudeckas yucrora*
a) Total aerobic microbial count | NA

/ Obee yncno a3pobHbIX
MUKPOOPTraHH3MOB

Not more than 1000 CFU/g /
He 6osee 1000 KOE/r '

b) Total combined yeasts and NA
mould count / O6uiee yucio
[POOKEBBIX U IIECHEBBIX

rpubos

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli NA

Shall be absent in 1g/
JlonXHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND /
IMpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3aximoyenue: OJJOBPEHO

Prepared by / Checked by /
Ioarorosneno: Santosh IIpoBepeno: Pardeep Kumar

Kumar Maurya @i :
k_"_“.f_——-——"'

[

Approved by: Managgr / Executive /
Onobpeno: Menemkgp / PykoBoaurens
Abhishek Chauhan

Reprint Date /
Jara: 14.09.2024

Reprint Date /
Hara: 14.09.2024

Reprint Date / l
Hata: 14.09.2024

Piglsidind Ullice: s-2-33/, Roaa NO. 2, Barjara Rills, Hyderabad - SUUU34, lelangana, India
Tel: +91 40 430C 2900, Fax: +41 40 4500 2999, Ernail: maii@drreddys.com
CIN: L82195AP1984PLCO04507
www.drreddys.com




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

&
Dr. Red dy,s ‘... ) Vill. Khol, Nalagarh» Soad, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Page4 of S/ Crp. 4u3 5

Product : Nise tablets 100 mg
Hpoayxr : Ha#z®, Tabnerku 100 mr
Batch No / : V2401817 Batch Quantity / : 5,000,000 tablets /
Cepus Ne » Oo6BeM cepnu 5,000,000 Tabnerok
Analytical Report No / : 890001761211 Date of Analysis / : 14.09.2024
AHaguTHYeCcKMil oTueT Ne Jara aHaaunsza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BOACTBA Ionen o (BxT)
Analysis performed according to ND / Auanus nposeaen no HJI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

| Ne | Test / [TokasaTennb | Result / PesyabTaThl [ jpgfgiﬁcaiﬁgl n/ Hopma
9 | Assay/ KonuuyecrsenHoe 97.5mg/97.5 mMr Not less than 90.0 mg and not more than 110.0 mg
onpeaeseHne Ci3H2N-0sS  Nimesulide in  tablet /

Or 900mr go 110,0mr C;3HpNa2OsS
(vumecynun) B TabneTke

10 |Package/ Ymakopka 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blister. 3 blisters and patient |blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ Ilo 10 Tabnetrok B TIBX / amomuHHeBoM |
Ilo 10 TabeToK B | Gnucrepe. Ilo 1, 2, 3 umu 10 GiucTepoB BMECTE C© |
IIBX/anmoMuHieBOM — GucTepe. | MHCTPYKLUMEH 1O  NPUMCHEHMIO B mauky |
I[lo 3 6nucrepa BMecTE C |KapTOHHYIO. |
UHCTPYKLIHEH MO MPUMEHEHHIO B
Navyky KapTOHHYIO.

11 |Labeling / MapknpoBka Complies as prescribed / According to ND / l
CooTBeTcTBYET TpEOOBAHUAM B cooteerctBuu ¢ HIT |

12 .Storage conditions/XpaHem;a Store protected from light below 25°C / B 3ammIneHHOM OT cBeTa MeCTe MpH
Temrepatype He Bollne 25°C
|

13 | Shelf life / Cpok roaHocTH 3 years / 3 roma
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: Ilpogykr coorBeTcTBYeT TpeboBanusM HJI 3aknouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Managen / Executive /
[MoaroroBneno: Santosh IIpoBepeno: Pardeep Kumar Onobpeno: Menexep / PykosoguTesb
Kumar Maurya 2 ; Abhishek Chauhan

c:J--—-'— - I‘J

Reprint Date / Reprint Date / Reprint Date /
Jarta: 14.09.2024 Hata: 14.09.2024 Hata: 14.09.2024

Regisiered Cffice: 8-2-337, Road No. 2, Barijara Hills, Hyderabad - 500034, Telangana, indis
Tel: +61 40 4900 2500, Fax: +91 40 4500 2958, Ernail: maii@direddys.zoin
CIN: L8Z195AP1984PLCOO4507
wwwdrreddys.com




Dr.Reddy’s ":‘

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

Vili. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 55001-02
www.drreddvs.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
PageSof S/ Crp.5u35

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2401817 Batch Quantity / : 5,000,000 tablets /
Cepus Ne Obnem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001761211 Date of Analysis / : 14.09.2024
AHaauTH4YeCKHit oTyeT Ne Jlara aHaau3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTta npou3BOACTBA Topen o (BKT)
Analysis performed according to ND / Auasus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. No 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 / u3m. Ne 3 ot
28.09.2022)

*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.
* AHanuz no mokaszatemo «MukpoOHoOJIOTHUeCkas YMCTOTa» MPOBOAMUTCA MPOU3BOAMTENEM MpPH BBIMYCKE NEPHUOAHUYECKH
(c MHTEpBAIOM OIHO UCTbITaHHe Ha 20 cepHil Witk He MeHee 1 pasa B rof). IlokasaTenb MOXKeT ObITh He BkIOYeH B CepTudukar

aHanuza PUpMEL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynna

API manufacturer batch number /
Homep cepun npoussoguTensa ADC:

NMS/14060327, NMS/14060329

FP Manufacturer API Batch number /
Homep cepuu cyOocrannun npouspogutesasa I'JId:

FERA00366, FERA00367

API Manufactured by & country /
Iponssoaurens ADPC, crpana:

Aarti Drugs Ltd., India /
Aapru par3 JIta., UHaus

Remarks : The Product conforms to ND /
ITpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axnouenue: OJJOGPEHO

Prepared by /
IMoarotosneno: Santosh

Kumar Maurya 2

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PyrosonuTens
Abhishek Chauhan

Reprint Date /
Hara: 14.09.2024

Reprint Date /
Hara: 14.09.2024

Reprint Date /
Jara: 14.09.2024

Pogistar flico- . i i i
Registered Cifice: 8-2-337, Road No. 2, Banjara Hilis, Hyderabad - 500034, Telsngana, India

Tel: +G1 40 4900 2500, Fax:

40 4500 2999, Emsil: mail@drreddvs.coin

CIN: L85195AP1984PLCONA507
wwnvwdrreddys.com



