Dr.Reddy’s ":'

Dr. Reddy's Laborataories L td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, IND{A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Pagel of 5/ Crp, 135

Product Nise tablets 100 mg

Hpoayxr Haiia®, tabnerin 100 mr

Batch No / : V2401516 Batch Quantity / + 5,000,000 tablets /
Cepsia Ne OGrem cepunt 5,000,000 Tabnerok
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
AuaJuTHYIeCKH oT9eT Ne Jata ananu3a

Date of Manufacture / + 07/2024 Date of Expiry / : 06/2027

JaTa npoM3BOACTBA Toaes no (BKJ)

28.09.2022)

Analysis performed according to ND / Ananus mposeaeu no H/I: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 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

Ne
1 | Description / Onucanne

“Test / NoxazaTens

— Result / Pcsynbra (i3]

2  |Identification /
HopauHHOCTH

Complies / CooTsercTayer

Complies / Cootsercreyer

Specification / | Ho&
Yellowish white round biconvex tablets with
| smooth surface. / besnsie ¢ %enToBaTbIM OTTEHKOM
xpyrnme NBOAKOBBINYKJIbIE TAOJETKH C rNajKol
| MIOBEPXHOCTHIO.

'The retention time of principal peak in the
Ichromatograrn of test solution should correspond |
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /|
BpeMs ynmepkMBaHuA OCHOBHOrO IIUKA Ha
XpOMATOTPaMME HCIIBITYEMOTO PACTBOPA JOJINKHO
COOTBETCTBOBATh BpEMEHN yIEpP)KHUBAHUA
OCHOBHOTO IIHKAa Ha XpOMATOrpaMMe pacTBOpa
CTAHHAPTHOTO 0Opa3ua HuMmecynupa (paszen
«KonuuecTBeHHOE OTIpencIcHHE) '

uniformity / Cpeansas m
| ONHOPOAHOCTH MaCChl

3 | Average weight and mass

307.7mg/307.7 mr
acca u

Complies / CootsercTayer

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

18/20 tablets —NMT £ 5 % /
18/20 Tabnerok — He Honee + 5 %

2/20 tablets —NMT £ 10 % /
2/20 Tabnerok — He Honee + 10 %

A f
4 | Dissolution / PacrBopen

ne
98 %,

100%, 99 %, 99 %, 98 %, 98 %,

Not less than 75 % (Q) of labeled amount of
C13H2N2058 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMAHANLHOTO
comepxanus CiaH1aN2OsS (numecynua) yepes

Remarks : The Product conforms to ND /
Ilpamedanue: IIponykt cooTBeTcTBYET TpeboranusaM HJT

Conclusion : APPROVED /
3axknmoyenune: OJOBPEHO

Prepared by /
Iloarorosnexo: Santosh

Kumar Maurya @

Checked by /
Iposepeno: Pawan Kumar

e

Approved by: Managey/ Executive /

Onobpeno: Menemxep / Pykgsoautens

Abhishck Chauhan y
&

Reprint Date /
JlaTa: 14.08.2024

Reprint Date /
Hata: 14,08.2024

Reprint Date /
Hara: 14.08.2024

Reg |~.terPd
al

Oftice: 8-2-357, Road No. 3
+51 40 4903 2960, Fax: -

CIM: Lo

Banjera Hills, Hydersbad - 560034, Telangane, India
140 4300 2929, Email: maii@drreadys.com
195;-.;’1934PLCOD4507
wyavdireddyz.com




Dr.Reddy’s ":‘

Dr. Reddy’s Laboratories Ltq.
Formulation Unit-6

Vill. Krol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page2of 5/ Crp.2u35
Product Nise tablets 100 mg
TNpoayxt Haiiz®, Tabnerku 100 Mr
BatchNo / 1 V2401516 Batch Quantity / : 5,000,000 tablets /
Cepsia Ne O0Bem cepum 5,000,000 Tabaetox
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
ApanmuTuteckuii oTyeT No JlaTa anaamza
Date of Manufacture / : 07/2024 Date of Expiry / ¢ 06/2027
Jara nponspoacTea Toaen no (BK.T)
Analysis performed according to ND / Anasuz nposenen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3am, Ne 1 or 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 / Mokasarenn 1 Result / Pesyabrars ? _ Specification / Hopma I '

45 Mun.

5 |Water/ Boaa

‘ 32%

6 |Related substances / Poacrsennsle npimecn

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

Impurity A / TIpumecs A

Below LOD (LOD = 0.0019 %) /
Hixe npepena obHapykeHHA
(IO = 0.0019 %)

'.fmpurity B / Ilpumecs B

0.01%

Impurity C / Ilpumecs C

Not detected / He obHapyxeHa

Impurity D / Tlpumecs D

iBelow LOD (LOD = 0.0049 %) /
Hiice npefena o6HapyxeHus
(I1O = 0.0049 %)

Below LOD (LOD = 0.0062 %) /

Impurity E/ Ipumecs E

ke npeaena o6HapykeHHs
(IO = 0.0062 %)

Impurity F / pumecs F

Not detected / ne o6HapykeHa

NMT 0.20 %/ He 6onee 0,20 %

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

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 6onee 0,20 %

Remarks : The Produci conforms to ND / Conclusion : APPROVED /
ITpumenanne: [poaykT cooTeTctBYeT Tpebosaniam HJT 3arnouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Mangger / Executive /
IToarororneHo: Santosh ITposepeno: Pawan Kumar Onobpeno: Menemiep / Pykosogurens
Kumar Maurya S? Abhishelc Chauha

— /
Reprint Date / Reprint Date / Reprint Date /
Hata: 14.08.2024 JHara: 14.08.2024 Jara: 14.08.2024

Registered Office: 8-2-337, Road No. 2, Banjzra Hills, Hyderabad - 560034, Telangana, India
Tol: +61 40 4900 2900, Fax: +51 40 4300 2999, email: maii@drrzdays.com
CIM: L351954P]5S4PLCOD4507
wievadrreddys.com




Dr.Reddy’s ‘%.’.

Dr. Reddy's Laboratories |+q
Formulaticn Unii-6

Vill. Khol, Nalagarh Road, Baddj
Disit. Salan, H.P, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

impurity / Eaprudnan

Any unknown individual

HeuzeHTHOULMpyeMas NPUMECH

CEPTUOUKAT AHAJIN3A
Page3 of S/ Crp.3u35

Product Nise tablets 100 mg
IIpoAykT Haiia®, tabnerkn 100 mMr
Batch No / V2401516 Batch Quantity / : 5,000,000 tablets /
Cepma Ne OGbem cepHH 5,000,000 Tabnerox
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
AnaJjuTHdcckHit oTueT No JlaTa aHanu3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlara npou3BoaCTBa Ioaen a0 (BxJT) ]
Analysis performed according to ND / Ananu3 nposeaer mo H/I: IT N012824/03-140119 (amend Me 1 from 08.06.2020 /
msm. 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)
| N | Test/Moxasatenn |  Result/PesyanTaThl Specification / Hopma .

[NMT 0.20 % / He 6oee 0,20 %

OHHOpOI[HOCTI; A03HpOBaHUS

} 0.03%
Total impurities / Cymma ' 0.07% NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 32 Acceptance value (AV) should be not more than

15.0 / ITokazarens npueMaemoctd (AV) nomkeH
6uiTh He Bonee 15,0

Microbial limits* / Mukpobsnojornyeckas 4ucrora*

a) Total aerobic microbial count |
/ O6ee 4ucno aapobHeIX

NA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

MHKpPOOpPraHu3MoB

rpubor

'b) Total combined yeasts and
‘mould count / O6wmee ancio
JPOMOKERBIX U TLTECHEBLIX

T

¢) E. coli

| Shall be absent in 1g /

| Not more than 100 CFU/g / .

He 6onee 100 KOE/r

JLOMKHEBI OTCYTCTBOBATE B | T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: [IponykT cooTBETCTBYET TpeGoBannam HII 3aknwuyenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/ Executive /
TToaroTosneHo: Santosh Hpoeepeso: Pawan Kumar Onobpetio: Menemxkep// Pykosonurens
Kumar Maurya @ f Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Iata: 14.08.2024 Hara: 14.08.2024 Hara: 14.08.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: 161404900 2500, Fax: +51 40 4900 2959, Ernail: maii@drreadys.com
CIM: L3519354P1984FLCGO9E0T

wwvndireddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltqg_
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Disit. Solan, H.P., 172 205, IND1a
Tel : +91 98166 56001-02
www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Paged of S/ Crp.4n3 5

Product : Nise tablets 100 mg

Mpoayxr  : Haiis®, tabnerku 100 mr

Batch No/ 1 V2401516 Ratch Quantity / : 5,000,000 tablets /
Cepua Ne Obbem cepHH 5,000.000 Tabnerox
Analytical Report Na / : 890001755255 Date of Analysis/ : 14.08.2024
AnananTHaeckuil oTyeT Ne HMara ananuia :

Date of Manufacture / : 07/2024 |Date of Expiry / : 06/2027

Jlata nponssoacTEa |Conen po (Bx.)

Analysis performed according to ND / Anann3 nposenen no HJI; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. No 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/Mokasarens Result / PesyasTtati V_ | Spu?;-i-ﬁca!iunl_ﬂppuq el e =
9 | Assay/KoauuectBenHoe ' 97.8 mg/ 97.8mr Not less than 90.0 mg and not more than 110.0 mg
onpegenexue Ci:H;5N:0sS  Mimesulide in  tablet /
Or 900Mr mo 110,0Mr Ci3HjaN-0OsS

(rmmecymia) B TabneTke

10 |Package/VYnakoBka 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 Tabrerok B TIBX / amomuHucBOM
Ilo 10 TabNeTOK B | 6auctepe. ITo 1, 2, 3 wiu 10 Gnucrepor BMecTe ©

= [BX/amomMuunesom  GaucTepe. | HHCTpyKnMeit M0 OpUMEHEHHIO B NauKy
Ilo 3 OGnucrepa BMecTe C|KapTOHHYIO.
UHCTPYKLHWEN N0 NpUMEHEHHIO B
Na4yKy KapTOHHYIO.

11 |Labeling / Mapxuposka I Complies as prescribed / According to ND / I'
CooteeTcTByeT TpeboBaHNAM B coorsercTern ¢ HJI

12 | Storage conditions / Xpanenue | Store protected from light below 25°C / B 3awMImueHHOM OT CBETa MECTE NpPH
Temmepatype He Bbite 25°C

13 | Shelf life / Cpox rogusocri 3 years / 3 rona B

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumevanne: [1ponykt cooTseTcTBYET TpeboBanusm HJI 3axmouenne: OJTOGPEHO

Prepared by / Checked by / Approved by: Managgr / Executive /
INogrorosnero: Santosh [Tposepeno: Pawan Kumar Onobpeno. Menenmgp / Pyxosonnrens
‘Kumar Maurya @ ' 9 Abhishek Chauhan /

Reprint Date / | Reprint Date / Reprint Date /

Jarta: 14.08.2024 Jlata: 14.08.2024 Jlata: 14.08.2024

Registered Office: 8-2-337, Road No. 3, Eanjzra Hills, Hyderabad - 500034, Telanzana, India
Tal: +83 40 4900 2960, Fax: +4L 40 4900 2928, Einail: mail@drredays.com
CI: L351954P1GSHPLIN0GS07

weaszdireddyz.cem




Dr.Reddy’s €3¢

Or. Reddy's Laboratories Ltg.
Formulaticn Unit-6

Vill. Kkol, Nalagarh Road, Baddi,
Distt, Solan, H.P.. 173 205, IND!A
Tel : +91 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHA3A
Page 50f 5/ Crp.5uz5

Product : Nise tablets 100 mg
Mpoaykr  : Haiis®, Tabnerku 100 Mr
Batch No/ 1 V2401516 Batch Quantity / : 5,000,000 tablets /
Cepust Ne OGbem cepuu 5,000,000 TabneTok
Analytical Report No / : 890001755255 Date of Analysis / : 14.08.2024
Apanurudecknii oruer Ne Jara ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npoM3IBOACTER Togen g0 (B1cn)
Analysis performed according to ND / Auaaus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. 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)

*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 no nokasarenio «MukpoGHonoruueckas 49HCTOTa» TMPOBOAWTCA NPOH3BOAMTENEM MPH BLIMNYCKE NCPHUOAHYECKH

(c MHTEpBAIOM OHO HcbITaHKe Ha 20 cepuii Wi He Menee 1 pasa B ron). [Tokaszatens MoxeT 6biTe He Bkmoved B CepTHdikar
ananusa iupmeL

API name (INN) / A®@C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponssoautesa APC:

NMS-1A-243023

FP Manufacturer API Batch number /
Homep cepun cybcTanuuu nponssogurens IJID:

FERA00289

API Manufactured by & country /
IIpoussogutens APC, cTpana;

Mangalam Drugs and Organics Ltd, India /
Maturanam pars 311 Opranukce Jlta, Munus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Jlpumeyanue: [Ipoaykr coorserctByeT TpeboBanuam HI{ 3axmouckie: ONOBPEHO
Prepared by / Checked by / Approved by: Manager /jExecutive /
TTogroroBneno: Santosh [IpoBepeHo: Pawan Kumar Onobpeno: Menemxep /| Iﬂ’yuoaomnem,
Kumar Maurya @;\ ‘,.1 Abhishek Chauhan

= — AN
Reprint Date / Reprint Date / Reprint Date /
Jara: 14.08.2024 Hata: 14.08.2024 Jara: 14.08.2024

Registered Office: 8-2-3237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tek #8140 4500 2200, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com

CIM: L331535AP1S84PLCO04507
weavdireddys.com




