Dr.Reddy’s Q_’:’.

CERTIFICATE OF ANALYSIS

O Fleridy's Laboratories Ltd.

:”umtll( ien Lmt 6

iNDIA

173 205

iM5.C0M

CEPTUDHUKAT AHAJIM3A
' Product : Nise® (Nimesulide) tablets 100 mg
| HpoayxT: Haiis® (Humecynnn) Tabnetky, 100 mr
| Market / Puirox Russia / Poccust = === il
| Batch No/ » Batch Quantity/ 2500000 tab /
Cepus Ne e VS0 Pasmep cepnn " 2500000 Tab
Analytical Repourt No/ 040003012160 Date of Analysis / . 26.07.2025
AnanuTHueckuii oT4eT Ne Jara anaanza -
Date of Manufacture / 07/2025 Date of Expiry / 06/2028
Hdara npon3Boacrea I'ogen g0 —
Mfg. License No. / MaA ber:/
IpouspoacTBeHHAS : MNB/05/263 = e : JIM-Ne(006398)-(PT"-RU)
omep PY
| anpensmn Ne |

Analys1s performed accordmg ND / Anaau3s NpOBENEH 0 H/T: JITI-Ne(006398)-(PT'-R U)-310724 |

—

Page 1 of 7/Ctp.1u3 7

No r Test / ITokazarean

Result / PezynbTaThl

Specification / Hopma

1 | Appearance /Onucanmue

Yellowish white round
biconvex tablets with smocth
surface. / befnble ¢ xkenITOBATHIM
OTTEHKOM KpYTJble
JIBOSAKOBBINYKJIbIC TabJIETKH C
rnaaKold NOBEPXHOCTHIO.

Yellowish white round biconvex tablets |
with smooth surface. / benble ¢
JKEJITOBATHIM OTTEHKOM KpyIJible
JIBOAKOBBINYK/Ible TabJeTKU ¢ TNagkou
MOBEPXHOCTHIO,

iz Identification /
| HMpenTnduxanus

The retention time of the main
peak in the chromatogram of test
solution corresponds i the
retention time of the main peak |
m the chromatogram  of |
nimesulide reference standard
solution. / Bpems ymepxuBaHus
OCHOBHOFO Tn1Ka Ha
XpOMaTorpaMme HCOBITYEMOrO
pacTBOpa COOTBETCTBYET
BpeMEHHU yAEPKUBAHUA
OCHOBHOT'O nuKa Ha
XPuMdlul pammvie Pdu 1 BURA
CTaHAAPTHOrO obpasua
HUMeECYJIHAA .

{ correspond to the retention time of the

The retention time of the main peak in the
chromatogram of test solution should

mam peak m the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpemst yaep>kuBaHus
OCHOBHOTO I[IMKa Ha XpoMarorpamme
UCTIBITYEMOTO pacTBopa JIOMKHO
COOTBETCTBOBATH BPEMEHH yJIePIXKUBAHHA
OCHOBHOIO TMHKa Ha XpoMarorpamme
pacTeOpa CTaHAAPTHOTO oOpasia
HuMmecynuna (pazzen «KonuuecTreHHoe
OIMPC QCTICHUC ).

Renrarks :

The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akawuenune: OJIOFPEHO

Prepared by /
IMToarororneno: Pravesh Rana

{

Checked by/
Ilposepeno: Rama Kant

"

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoponutens
Amit Kumar

N

Date/
Jara: 26.07.2025

Date/ W
Jlara 26 (07 2025

Date/
Jlara: 26.07.2025

Reg istered Office: S-
Tel +91 40 1_)00 2900, Fax:

-337, Road No, 3, Banjara Hills, Hyderabad -

CIN: L85195AP198IPLCO04507
www.drreddys.com

500034, Telangana, India

#0740 4900 2999, Emait: mailddrreddys.com




Dr.Reddy's ‘f:‘.'.

CERTIFICATE OF ANALYSIS

i, r“u\l\/ Laboratories Ltd.
& JII’HUI“UOO Unit-6

CEPTHOUICAT AHAJIHM3A

Wi direadys.com

| Product: Nise® (Nimesulide) tablets 100 mg

| HpoayxT: Haiiz® (Hnmecynna) Tabnetku, 100 mr

[ Market / Poivok

- Russia / Poccus

Batch No/ L Batch Quantity / 2500000 tab /
Cepus Nt W20 Pasmep cepnu 2500000 Tab
Analytical Repovrt No/ . 040003012160 Date of Analysis/ . 26.07.2025
Ananurmrieckuit oTyer Ne Jlara anaJjm3za
Date of Manufacture / 07/2025 Date of Expiry / 06/2028
Mara npou3BoacTBa T'onen mo
Mfg. License No./ — —
| MpousBoacTBennas : MNB/05/263 HOML’“'}‘,‘Y - . JITI-Ne(006398)-(PT"-RU)
! JHUEH3H No P

! Analysis performed according ND / Anaau3 nposeaed no HJ/L: JIII-Ne(006398)-(PI'-RU)-310724

Page 2 of 7/ Cxp. 2 13

| 3 | Average weight and
uniformity of weight /
Cpeansasa macca u
0/THOPOHOCTH MACCHI

Complies / CooTBeTCTBYET

311.0 mg/ 311.0 Mr

310 mg+5.0 %

18/20 tablets - not more than+ 5 %
2/20 tablets - not more than + 10%./

310 Mr £ 5,0%
18/20 Ttabnetok — He bojee + 5 %

2/20 Tabnetok — He 6ojee + 10 %.

4 Water / Bona

3.0%/3.0%

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

5 Dissolution / PacTBopenue Unit-1/Ta6n.-1 96 % | He menee 75 % (Q) or HOMHHAJILHOTO
Ui/ Tabng | B copepkanus Ci3HppN>OsS (Humecynmun)
' ° yepe3 45 MUH.
Unit-3 / Ta6n.-3 95 %
Unit-4 / Tabn.-4 98 %
Unit-5/Ta6:n.-5 97%
Unit-6/ Tabn.-6 97%

~3

Remarks :

The Product confirms to ND/
IIpumeuante: [IponykT coorBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED/
3akmouenue: OJOBPEHO

Prepared by / 7 | Checked by/ Approved by: Manager/Executive /
ITonrotroBneuo: Pravesh Rana ,{ | IlpoeepeHo; Rama Kant Opnobpeno: Menemxep / PykoBogutens
d } m‘l’“ Amit Kumar s
Qf\ v Wi g
Date/ Date/ \ Date/ !

Hara: 26.07.2025

Hata: 26.07.2025

Hara: 26.07.2025

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@drraddyscom
CIN: L85195AP1S84PLCO04507

v.drreddys.com
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! 0

ANALYSIS i

acidli,
I}

CEPTHOHKAT AHAJIM3A

ST

WANWLATTRG e

[ Product: Nise® (Nimesulide) tablets 100 mg
TpoayxT: Haiis® (numecynnn) Tabnetkn, 100 mr

Market {FPL,_;HOK

Russia / Poccns

Batch No/ Batch Quantity/ 2500000 tab /
| Cepun N i B Pazmep cepun 2500000 Ta6
Analytical Repovrt No/ 040003012160 Date of Analysis / 26.07.2025
| AHaauTHYeCKHH OTHeT No Jara anajnsa -
I ‘ -
‘ Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2028
| Mara oponsBoact Ba TI'onen g0
Mfg. License No. / = e
Tlpou3BOACTBeHHAS : MNB/05/263 = DI : JIT1-Ne(006398)-(PT"-RU)
omep PY
JIHIeH3us Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(006398)-(PT-RU)-310724

Page 3of 7/Cp. 3 u3

Trn_pEity A /Tlpumecs A

Impurity B /TIpumecs B

Impurity C/ I1pumecs C

Impurity D / ITpumecs D

Impurity E / IIpumecs E

Impurity F / [Tpumecs F

' 6 | Related substances / PoaqcTBeHHbIe npaMecH

Below LOQ (LOQ = 0.0057 %)/ |Not more than 0.20 %; / He G6onee
Hioke nipejenia Koau4ecTBEHHOro | () 20 Y%;
onpenenenus (ITKO = 0.0057 %)
0.03 % Not more than 0.20 %; / He Gonee
l ’ 0,20%;
Not more than 0.20%; / He G6Gonee
Not detected / He obHapyxeHa 0,20 %; ° 1
|
INot more than 020 %; / He 6onee
Below LOD (LOD = 0.0049 %)/ | 0,20 %;
Hmxe npenena obuapyxenus (1O
= 0.0049%)
Not more than 0.20 %; / He ©6onee
Not detected / He obHapyxena | 9-20%;
than 020 %; / He 6
Not detected / He oGHapyxeHa glztoozl_ ol 5 s e

~1

Remarks : The Product confirms to ND/
[Ipumeuanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Checked by /
[Mposepeno: Rama Kant

Prepared by /
II0arorosneno: Pravesh Rana

{

b

Approved by: Manager/Executive /
Omnobpeno: Menemxep / PykoBoaurens
Amit Kumar /\/ A

Date/ |
Jara: 26.07.2025

Date/
Jata: 26.07.2025

Date/
Hara: 26.07.2025

Registered Office: 8-2-337, Road No. %, Banjara Hills, Hyderabad - 5003034, Te langana, India

Tal: +91 40 4900 7900, Fax: +91 40 4500 2999, Email: mail@drraddys.com
CIN: L851954.P1981PLCO04507
wevw.drreddys.com
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Formulation Unit-6

DA
CERTIFICATE OF ANALYSIS iri ‘i,/,‘v -
o CEPTHOHUKAT AHAJIM3A
Product : Nise® (Nimesulide) tablets 100 mg
TpoaykT: Haiis® (nmmecynun) Tabnerky, 100 mr S
Market /. BI:HOK. . Russia / Poccust
Batch No/ 2 Batch Quantity/ 2500000 tab /
| Cepus N2 1 e Pasmep cepum © 2500000 Tab |
Analytical Report No/ 040003012160 Date of Analysis / 26.07.2025
AHaauTHYecKkuii oTueT No Jlara anaiusa
Date of Manufacture / 07/2025 Date of Expiry / . 06/2028
Jara nponssoacrsa - T'onen o ' e
Mfg. License No./ MA number:/
IIpon3BoacTBEHHAA : MNB/05/263 Hosen PY ) : JII-Ne(006398)-(PT'-RU)
P
JHneH3Hs Ne

Analysis performed according ND / Anasmn3 nposegen no HJI: .JIII-N9(006398)-(PF-RU)-31072_4_

2

Page 4 of 7/CTp. 4 u3
Individual unidentified 0.03%
impurity / EnunuuHas
HeUJeHTUGULIUPOBAHHAS Not more than 0.20 %; / He 6onee
NpUMech 0,20%;
. .. 0
e = ities (Gt 0,035 Not more than 1.5 %; / He 6onee 1,5 %;
f npumeceii |
7 | Uniformity of dosage_aits // The Acceptance Value (AV) should be
OpnHopoaHocTh 12 less than or equal to 15.0./ Ilokazatens
J03HPOBAHHA ’ npuemaeMocTd (AV) nomxeH OBITH He

6oJee 15,0.

8 | Microbiological purity* / MukpoOuoJsioruieckast YucTora*®

Not more than 10° CFU/g. /
He Gonee 10° KOE/T.

moulds count / Obiiee uucno
JIPOMOKEBBIX M TUJIECHEBBIX
rpubos

a) Total Aerobic Microbial NA
Count / Ofwee uncso

MKU3HECTTOCOOHBIX  a3pOOHBIX

MHKpPOOPraHH3MOB

b) Total Combined Yeast and NA

Not more than 10> CFU/g, /
He 6onee 10> KOE/r.

Remarks : The Product confirms to ND/
ITpumeuanne: TlponykT cooTBeTcTBYeT TpeboBaHusmM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by/ ’
IMToarorosneno: Pravesh Rana (f

Checked by/
[Iposeperno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurelib
A Kumar N

(5 /

Date/
Jlara: 26.07.2025

g
Date/ L

Jlata: 26.07.2.025

Date/
Jata: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjar Hills , Hyderabad - 500024, Telanizana, India
Tel +91 40 4900 2900, Fax: +91 4C 4900 2999, tmail: mailadrreddys.com
CIN: LES195AP19SIPLC004507

wmedrredays.com




LA Dr. Retidy'sLaisoratories Ltd,
) LY -
oirrulation Wnit-6
Dr.Reddys ® 1 it

173 205, INDIA

CERTIFICATE OF ANALYSIS
o . CEPTHUOHUICAT AHANMU3A
Product: Nise® (Nimesulide) tablets 100 mg
IpoayxT: HhW3® (Humecyana) Tabnetku, 100 mr
Mimrl‘bmmc : Russia / Poccusa

Batch No/ , Batch Quantity / 2500000 tab /
Cepus Ne = V2301475 Pasmep cepuu " 2500000 Tab -
Analytical Repovrt No/ 040003012160 Date of Analysis / . 96.07.2025
AHajuTHYecKHit oT4eT N2 JlaTa anaJjm3a

Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2028

JaTta npon3BoacTBa T'onen o .
Mfg. License No. / MA —

TIpou3BoACTBeHHAs : MNB/05/263 HOMQ{‘)‘;‘,‘;‘ . JIT-Ne(006398)-(PT"-RU)

JrneH3Hs Ne | |
Analysis performed according ND / Ananus nposexen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724 |

Page S of 7/Crp. Sz 7
Shall be absent in 1 g. / |
OrcyrcTBueB 1 1.

' NA

¢) Escherichia Coli

90.0 to 110.0 mg of Ci3HN.OsS
(nimesulide) per tablet. / Ot 90,0 a0
I 110,0 Mr C13H12N205S (Hnmecymm)
| B Tabnetke.

9 A_ssay / Ko/mecTBEeHHOE 99.6 mg /99.6MT

ompenejeHue

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
Tabnetok B [IBX/antoMuHHeBOM
| 6nucTepe. Ilo 2 6nncTepa BMecTe

10 tablets in a PVC/aluminum blister. 1,
2, 3 or 10 blisters and a package leaflet in
a carton./

ITo 10 Tabnerok B IIBX/amoMuHHEBOM
6mmctepe. ITo 1, 2, 3 wiu 10 6muctepos |

| ¢ IMCTKOM-BKJIAJIBIIEM B MA4Ky |BMECTE C JMCTKOM-BKIAbIUEM B Navky
| KapTOHHYIO. KapTOHHYIO.

* - The test for Microbiological Purity is periodically performed by the manufacturer at release (with an interval of one
test per 20 batches or at least once per year). The test may be absent from the Company's certificate of analysis. /

* - AHanu3 no mnokasaremo «MukpoOHONOrHYECKass YHCTOTa» MNPOBOJUTCA [POMU3BOAMTENEM IPU  BEHITYCKE
MepHOIHUYECKH (C MHTEPBAIOM OJHO UcIbiTaHUe Ha 20 cepuii Win He MeHee 1 pa3a B ron). [TokaszaTenb MOXKET ObITE He
BIto4eH B CepTudukaT aHaimza Gupmsl.

Conclusion ; APPROVED /
3axmouenue: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: IpogykTt cootBeTcTBYeT TpedopanuaM HJI

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

IMoaroTosneno: Pravesh Rana f ITposepeHo: Rama Kant Opnobpeno: Menemkep / Pykopoaurens
. Amit Kumar A

e / .J\'\’//

Date/ Date/ J Date/ y

Hara: 26.07.2025 Hara: 26.07.2025 Hara: 26.07.2025

Repistered Office: 8-2-337, Read Mo, 3, Banjara Hills, Hyderabad - 500034, Te langzang, India
Tet +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com
CIN: L85185AP1984PLCONAS0T

wunndrreddys.com




Dr.Reddy’s ‘,’:'.

CERTIFICATE OF ANALYSIS

CEPTHUDOUKAT AHAJIM3A

[P_rod_uét-_ Nise® (Nimesulide) tablets 100 mg

Analysis performed according ND / Anaiu3 nposegeH mo HJI: JITI-Ne(006398)-(PI'-RU)- 310724

MpoayxT: Haiiz® (uuu,ynn,u) Tabaerku, 100 mr - Ep—
Market / PhiHOK - Russia / Poccus !
Batch No/ ; Batch Quantity / 2500000 tab /

Cepusa No i e Pasmep cepun 2500000 Tab

Analytical Repourt No / 040003012160 Date of Analysis / 26.07.2025
AHanuTHyecKHii oTueT Ne JaTta anannza -

Date of Manufacture / . 07/2025 Date of Expiry / ©06/2028

Jlara npoun3BoAcTBA |Tomen go

Mfg. License No./ MA ber:/

[Ipon3BOACTBeHHAS : MNB/05/263 dhpernd : JITI-Ne(006398)-(PT"-RU)

| Homep PY |

Juiensus Ne

_API name (INN) / Haumenopaune A®C (MHH):
API manufacturer batch number /
Homep cepuit nmponzpoaurens ADC:

Nimesulide / Humecynnn

NMS/125030240, NMS/125030251

Page 6 of 7/ Crp. 6 m3 7
..;

FP Manufacturer API Batch number /

| Homep cepun cyGcranuun npoussoantens I'JIP:

FESA00193, FESA00226

|
I

API Manufactured by & country/
IIpoussogurens A®C, cTpana:

| Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoBaHue, aapec, JHIEH3HS IS
IIponsponcreenHas niowmaaka / [lnomagka
KOHTpoJis1 kavyectBa / Iliomanka Bhimycka

Aarti Drugs Limeted / Aaptu [parc Jlumurten

- Dr.T{eddy's Laboratories Ltd., India, Formulation Unit-6,

Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
173205, India (license No MNB/05/263) /
J-p Penaw’c Jlabopatopuc JIta., Unaus,
TlpousBoactTeenHoe nojipazaenenre-6, Bumi. Kxorb,

Hanarapx Poyn, baman, Juctpukt Conan, X.I1., 173205,

Uuaua (uuensus Ne MNB/05/263)

|
|
*.
||
i

Declaration of certification:

« hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 23 July

2022) and requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of

Remarks 1 The Product confirms to ND/

IIpumeuyanne: IIpogykT cooTBeTcTRYeT TpeboBaHusaMm HJ|

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO

Prepared by / Checked by/

[TogrorosieHo: Pravesh Rana

7

[Iposepeno: Rama Kant

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykosoguresnn

Amit Kumar AN
i /\'//

Date/ Date/

Hata: 26.07.2025

Hara: 26.07.2025

Date/
Jlara: 26.07.2025

Registered Ofificer 8-2-337, Read iNo.2,

Banjara Hills, Hyderabad - 500034, Telan

India

Tob +91 40 4600 2960, Fax +01 40 1800 1988, Email: mzil@drraddys.com
Clid: L85195AP198 4PLCODIS07
pasndrreddys.con




