Dr.Reddy’s ":“

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A

Page 1 of 5/ Crp. 1 u3z 5

JlaTa npon3BoACTEA

Product Nise tablets 100 mg —‘
TlpoayxT Haiizs®, tabnerky 100 Mr

Batch No / : V2401381 Batch Quantity / : 5,000,000 tablets /

 Cepun Ne O61Lem cepum 5,000,000 TabneTok
Analytical Report No / : 890001750931 Date of Analysis / 1 22.05.2024
AnaganTuyeckuii oryeT N JaTa ananusa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

Topen po (BKA)

Analysis performed according to ND / AHaau3 npoBejeH no
wam. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne
28.09.2022)

H/JI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Test / [lokasaTean |
Description / Onucanue

[ Ne
1

Identification /
IogNMHHOCTL

Complies / CooTBeTCTBYET

Complies—/ CoOTBETCTBYET

] ~ Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / besnble ¢ )KENTOBATHIM OTTEHKOM
KpYT/ible JBOAKOBBIMYKIIBIE TabNEeTKU ¢ rnaaxon

MOBEPXHOCTHIO.

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 /
Bpemsi yIEpXKMBaHUS OCHOBHOrO TIHKa Ha
XpOMATOrpaMMe HCTIBITYEMOr0 pacTBOpa I0/KHO
COOTBETCTBOBATH BpEMEHHU yOep>KMBaHHA
OCHOBHOIO THKa Ha XpOMarorpamMme pacTBopa
cTaHmapTHoro obpasua HuMecynnna (paszen
«KoNH4eCTBEHHOE OTIPEACTIEHHED)

Average weight and mass
uniformity / Cpeausna Macca u
OAHOPOAHOCTH MACCHI

307.2 mg/307.2 Mr

Complies / CooTBETCTBYET

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

18/20 tablets —NMT + 5 % /
18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee = 10 %

| Dissolution / PacTBopenue
100 %, 101 %,

101%, 103 %, 98 %, 101 %,

Not less than 75 % (Q) of labeled amount of
C13H,2N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHAJILHOTO
couepxaHni C13H12N2058 (rnmecynum) qepes

Remarks : The Product conforms to ND /
Ipumeyanue: [IpoayKT COOTBETCTBYET tpedosannam HII

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toaroropiciio: Santosh [Mpogepern Pawan Kumar Opobpeno: Meuem&c7 / PykoBopuTEND
Kumar Maurya @(/ ) Abhishek Chauhan / [
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 22.07.2024 Jata: 22.07.2024 Jata: 22.07.2024

Registered Office: £

Chd st

LOEAPLUEAFLCET

Erinil: mail@drredays,com

o
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTN3A

Page2 of 5/ Crp. 2 u3 5

Product Nise tablets 100 mg ]
IMpoaykT Haiiz®, Tabnerku 100 mr

Batch No / 1 V2401381 Batch Quantity / : 5,000,000 tablets /
Cepim Ne O0nem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001750931 Date of Analysis / + 22.05.2024
AHanuTuueckHii oruer Ne JlaTa aHa/Iu3a

Date of Manufacture / : 06/2024 Date of Expiry / + 05/2027

JlaTa npou3BoACTBA Tomen no (BKJI)

Analysis performed according to ND / Anaans nposeges mo HJL: 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 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
128.09.2022)

T Ne | Test /_Homam_.r;, Res_ulftf/ PesynbTathl ' _VSpggifﬁngtjg@opﬂgi o ]
‘45 MMUH.
5 |[Water/Boaa - 3.0% T\Iotﬁ)rﬂan 6.0 % w/w / He 6onee 6,0 % |
: G_IEelated substances / PojicTBeHHbIE np_n@ - _— _—_ __
Impurity A / [pumecs A Below LOQ (LOQ = 0.0057 %)/ |NMT 0.20 % / He 6onee 0,20 %
Hirke npenena KoNMYECTBEHHOO
onpenenens (TIKO = 0.0057 %)
f o 20 ©,
Impurity B / TIpumecs B Below LOQ (LOQ = 0.0084 %) / NMT 0.20 % / He 6onee 0,20 %
Husce npenena KOJHYECTBEHHOTO
onpenenenus ([IKO = 0.0084 %)
I ity C/ 11 C NMT 0.20 % / He 6 0,20 %
i primect Not detected / He obHapyxeHa e anee .20k
- | 0, 0,
Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He Gonee 0,20 %
Huke npepena obHapyKeHus
(IO = 0.0049 %)
Impurity E / Ipumecs E Not detected / He oBHapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity F / TIpumecs F Not detected / e o6HapyxkeHa NMT 0.20 % / He 6onee 0,20 %
|

Remarks ; The Product conforms to ND / Conclusion : APPROVED /
Hpumeganne: [[poayKT COOTBETCTBYET tpebosannsam HIT 3axmouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Monrotosneno: Santosh ITposepeno: Pawan Kumar Onobpeno: Men :
Kumar Maurya » /) Abhishek Chauhan

7 ,,%
Reprint Date / Reprint Date / Reprint Date /
Jlata: 22.07.2024 Jara: 22.07.2024 Jlara: 22.07.2024

e arreddys.com
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Dr.Reddy’s Q;

Dr. Reddy's Lahoratories .
Formulation Unit-6

Vill. Khol, Malagarh Road, Badeis
Distt. Solan, H.P., 173 205, 1N
Tel: +91 98166 56001-02

vgawdiradys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A
Page3 of 5/ Crp. 3 us 5

Product : Nise tablets 100 mg
Npoaykr  : Haiia®, tabnetku 100 Mr
Batch No / : V2401381 Batch Quantity / : 5,000,000 tablets /
Cepns Ne O0bem cepun 5,000,000 Ti6ne_ToK
Analytical Report No / : 890001750931 Date of Analysis / : 22.05.2024
AHaJUTHYECKHIi oT4YeT Ne Jarta anaansa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npoH3BOACTBA Toaen po (BK.)
Analysis performed according to ND / Ananus nposeaen no HJI: I 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 / uaMm. Ne 3 ot
28.09.2022)

Ne Test / lokazaTenb Result / PesyabTaThl -Speciﬁcarion I-Hupnm
Any unknown individual NMT 0.20 % / He Gonee 0,20 %
impurity / Eqyanunas 0.02% |
HeuneHTrnbHIMpyemas IpUMeCh
Total impurities / Cymma 0.04% NMT 1.5 % / He Gonee 1,5 %
nprMecei
7 | Uniformity of dosage units / 2.9 Acceptance value (AV) should be not more than
OaHopoAHOCTL A03HPOBAHUS 15.0 / ITokazarens npruemneMocTty (AV) mo/keH

6uITh He Oonee 15,0

8 Microbial limits* / Mukpo6nonornueckas 4yucrora*®

mould count / O6uiee uncio
JPOXIKEBBIX H MIIECHEBBIX
rpubos

a) Total aerobic microbial count | NA |Not more than 1000 CFU/g /
/ OGuee yncno a3pobHBIX He 6onee 1000 KOE/r
MUKPOOPTaHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /

He 6osee 100 KOE/r

¢) E. coli [ NA

Shall be absent in 1g/
JlomxkHbl OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam H/L Zaxmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosnexo: Santosh [Iposepeno: Pawan Kumar OnobpeHo: Menemkep / Pykosoaurens
Kumar Maurya @/ Abhishek Chauha

z “){ . .Ir"
Reprint Date / Reprint Date / Reprint Date / B
Jara: 22.07.2024 Hara: 22.07.2024 JHara: 22.07.2024

Registared Qffice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500031, Telangana, [ndis
2l 491 40 4900 2900, Fax: <91 40 4300 2099, Email: mail@rirreddys.com

CIN: L8

www.drreddys.com
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Dr.Reddy’s @

Dr. Reddy's Laboratorias Lid
Formulation Unit-6
Vill. ithol, Nalagarh Road, Bari

Diste, Solam, H.F, 173 205, ING
Tel : +91 98166 56002-02
Wi, drrecdys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATH3A

Paged4 of S/ Crp. 4n3 5

Product Nise tablets 100 mg

ITpoaykr Haiis®, tabnerxku 100 Mr

Batch No / 1 V2401381 Batch Quantity / : 5,000,000 tablets /

Cepusn Ne O0bem cepuH 5,000,000 Tabnaerox
Analytical Report No / : 890001750931 Date of Analysis / : 22.05.2024 -
AHaJUTHYECKHIT 0TYeT Ne JaTa ananusa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JaTa mpon3BoACTBA T'oaeH ao (Bk.1)

Analysis performed according to ND / Ananus nposeaex no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
Ne Test / IlokasaTenn Result/Pesynbratet | Specification/Hopma
9 | Assay/ KosnuyecTBeHHoe 99.4 mg/99.4 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaeieHHe C1;3H12N2OsS  Nimesulide in  tablet /
Ot 90,0 MIr a0 110,0 Mr C|3H|3N3058
(Mumecynun) B TabneTke
10 .l;ackage / YmakoBka 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. /|/ ITo 10 TtaGnetok B HBX / amomunHHeBOM
Ilo 10 TabneToK B | 6mucrepe. Ilo 1, 2, 3 wnu 10 6nucTepor BMeECTE €
[IBX/anoMUHHEBOM  OaMcTEpe. | HHCTPYKLUMEH [0 OPUMEHCHHIO B Naqdky
ITo 3 ©Onucrepa BMeCTe C|KapTOHHYIO. |
MHCTPYKLHEH MO MPUMEHEHHIO B
NauKy KapTOHHYIO.
11 |Labeling / MapkupoBKa Complies as prescribed / According to ND /
CootBeTcTBYET TpeOOBaHUAM B coorsercteuu ¢ HJ]
NS
12 | Storage conditions / Xpauenue | Store protected from light below 25°C / B 3alMIIeHHOM OT CBETa MECTe MpH
Temnepatype He Bolme 25°C
13 | Shelf life / Cpox FOAHOCTH 3 years / 3 rona

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Remarks : The Product conforms to ND /
Ipumeuanne: [Iponykr coorsercrayer Tpebosanusam HJI
Prepared by / Checked by / Approved by: Mangger / Executive /
IoaroroeneHo: Santosh ITpoeepeno: Pawan Kumar OnobpeHo: Mene skep / PykoBopuTtenb
Kumar Maurya @: s

e

L Abhishek Chauhar /
% = (

Reprint Date / Reprint Date /
Hara: 22.07.2024 Jlara: 22.07.2024

Reprint Date /
Jara: 22.07.2024

Registered Offica: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangann, Indin
Tel: +91 40 4900 2900, Fax: +51 40 1900 2999, Ermail: mail@direddys.com
CIN: LE51954P1984PLCONIS0T

wiww.drreddys.com



Dr Reddy's Labaratories [
@e Formulation Unit-6
Dr. Reddy’s ‘... Vill, Khol, Malagarh Road, Sacidi,
. Disit. Solan, H.7, 173 205, iNDiA
Tel 1 +91 93166 56001-02

v direddys.coim

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
PageSof S/ Crp.S5u3 5

Product : Nise tablets 100 mg
MNpoaykr  : Haiis®, tabnerku 100 mr
Batch No / : V2401381 Batch Quantity / :+ 5,000,000 tablets /
Cepug No O6bem cepun 5,000,000 Tabnerox
Analytical Report No / : 890001750931 Date of Analysis / 1 22.05.2024
AHaauTH4YecKHii oTuer Ne JlaTta ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoJACTBA Togen po (BKJ)
Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 /u3am. 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.
* AHamu3z Mo Mnokasateno «MHUKpoOHoJIoruuecKas HHUCTOTa» MPOBOAMTCA IMPOW3BOJHUTENEM IMPH BBHITYCKE MEPHOIUUECKH
(c uHTepBanoM oaHo UcnbTanke Ha 20 cepuil niu He meHee 1 pasa B roa). [ToxasaTesns MOXeT OBITh HE BKJIFOUCH B CepTtuduxar

aHanu3a Gupmsl. B

API name (INN) / A®C (MHH): B Nimesulide / Humecynun
API manufacturer batch number / NMS-1A-243018, NMS-1A-243019
Homep cepun npousBoantens ADC:
FP Manufacturer API Batch number / FERA00239, FERA00240
Homep cepun cyOCTaHIHH NIPOH3BOAMTEJISI TJId:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Hpouszsogurens A®C, ctpana: Mauranam J{pars sug Opranukc Jitn, Muaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [TponykT cooTBeTCTBYET Tpebosanusam HJT 3aknwouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manhger / Executive /
TToaroroigHy: Sanwsh [pusepery. Pawan Kuiiat OuuGpenu. Mesegmep / TynoboguTens
Kumar Maurya @ /) Abhishek Chauh /,J
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.07.2024 Hara: 22.07.2024 Hara: 22.07.2024

Registared Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderahad - 500024, Talangana, india

Tel: +01 40 4900 2900, Fax: +51 40 4900 2062, Email: mail@drreddys.com

CIN: LES125AP1884PLLQDAS0T

wnwdrredays.com



