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CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJTM3A

[Product : Nise® (Nimesulide) tablets 100 mg

HpoayxT: Haiiz® (HuMecynml) Tabsetky, 100 mr = —
‘Market / PblHOK Russia / Poccust _
Batch No/ Batch Quantity/ 2500000 tab /
| Cepust Ne WIS Pazmep cepumn 2500000 tab
Analytical Repourt No/ 890001823205 Date of Analysis/ 23.07.2025
AnaauTHYecKHH oT4yeT No JaTa anajuza =
Date of Manufacture / 07/2025 Date of Expiry / 06/2028
/JaTa npon3BoacTBa e B I'open mo
Mfg. License No. / MA ber: /
Ipou3BOACTBEHHAS MNB/05/263 = s : JIIT-Ne(006398)-(PI"-RU)
omep PY
| muen3ma Ne -

| Analysis performed accordmg ND / Ananns nposeneﬂ o H; JII-Ne(006398)-(PI'-RU)-310724

Page 1 0f6 / Ctp. 1 u3 6
Specnﬂcatlon / Hopma

| Ne | Test / MokasaTenn Result / PezyasTaThl

1 J Appearance /Onucanue Yellowish white round biconvex | Yellowish white round biconvex tablets

tablets with smooth surface. / with smooth surface. / Benble c

Benble ¢ 5keNTOBATHIM OTTEHKOM | )KEJITOBATHIM OTTEHKOM KpyTJibie

KpYTJible [BOSKOBBIMYKIIBIE | ABOSIKOBBIMYKJIbIE TabNeTKH € TIajKoi
| TabneTku ¢ rnaakoi MIOBEPXHOCTHIO.

MOBEPXHOCTLIO.

2 Identification /
HpenTnduxanus

The retention time of the main
peak in the chromatogram of test
solution corresponds to the
retention time of the main peak in
the chromatogram of nimesulide
reference standard
Bpems ynep:kuBaHHS OCHOBHOTO

nuka Ha XpomaTorpamme
UCTIBITYEMOTO pacTBopa
COOTBETCTBYET BpEMEHH
yIepKUBaHUA OCHOBHOI'O MHUKA HA
XpoMaTorpamme pacteopa
UL P riory 00pusLu
HUMECYJTH/A.

solution. /

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the
maim peak m the chromatogram of
nimesulide reference standard solution
(section Assay). / BpeMms ynaeprkuaHus
OCHOBHOTO THWKa Ha XpoMmaTorpamme
HCIIBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATH BPEMEHHU Y/ICP>KHBAHHMA
| OcHOBHOTO THKa Ha XpOMaTOrpamMMe
pacTBopa CTaHAAPTHOro obpasia
Humecyuaa (paszgen «KommecTreHHOe
Ull[JU)J,UJlUllllU))).

3 Average weight and
uniformity of weight /

Complies / CooTBeTCTBYeT

l

310 mg+5.0 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cootBeTcTByeT Tpebopanusm HJJ

Conclusion : APPROVED /
3akawyenue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive/

[Moarotoeneno: Shagun 7\/// [TpoBepeno:Pravesh Rana Onobpeno: MeHemxep / Pykosoaurens
N A Pavan Kumar Sharma b
Date/ Date/ Datc/ =

Hara: 23.07.2025

Hara: 23.07.2025

Iara 23.07.2025

Re,ristered Office: 8-2-337, Road No.

3, Banjara Hills, Hyderabad

- 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC00-1507
www.drreddys.com




Dr.Reddy’s €°

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 985165 5bUUL-UZ
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

"Product : Nise® (Nimesulide) tablets 100 mg

Mpojgyxs: Haiis® (mmewmm) Tabnetiy, 100 mr =
Market / PLIHOK : Russia / Poccus

Batch No/ ) Batch Quantity / . 2500000 tab/

Cepus N2 o Pasmep cepun 2500000 Tab

Analytical RepOft No / 290001823205 Date of Analysis / - 9307.2025
AHaJMTHYECKHH 0T4YeT No JlaTa anaJin3a

Date of Manufacture / . 07/2025 Date of Expiry / - 06/2028 |
Hata npoussoacTsa == T'open no a

Mfg. License No./ MA ber:/

ITpouzBocTBeHHAsN : MNB/05/263 H DAL : JII-Ne(006398)-(PI"-RU)
| omep PY

JHueH3nA No

' | Analysis performed according ND / Anasu3 H])OBe)leH no HJI: JIlI—No(006398) (Pr'-RU)-310724

| CpeaHan Macca H
OJHOPOJHOCTH MACChI

Page20f 6/Ctp.2m3 6

310.1 mg/ 310.1 Mr

18/20 tablets - not more than+ 5 %
2/20 tablets - not more than+ 10 %. /
310mMr +5,0%

18/20 Tabnerok — e Gosee + 5 %

2/20 TabneTok — He 6onee + 10 %.

I- 4 Water / Boga

5 | Dissolution / PacTBOpeHne

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

2.6%
Unit-1/ Taba-1 | 96%
Unit-2/ Tabn.-2 99%
Unit-3/ Ta6n.-3 97%
Unit-4/Tabn.-4 101 %
~ Unit-5/ Ta61-5 97%
Unit-6/ Tabn.-6 98 %

He menee 75 % (Q) OT HOMHHANBHOTO |
coneprams C3Hi2N2OsS (Hamecynun)
yepes 45 MuH.

6 | Related substances / PoacTsemsie npamecH

Impurity A/ IpumooL A

Impurity B /IIpumecs B

Below LOQ (LOQ = 0.0057 %) /
Hwxke npenena koJiniecTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

0.02%

Not more than 0.20%; / He ©0onee
0,20%:;

Not more than 0.20%; / He 6onee
0,20%;

Remar ks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET Tpeboarusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by/
[Moarorosneno: Shagun C/

A
L

Checked by /

IposepeHo: Prave sh Rana

Approved by: Manager/Executive/
Qnobpeno: Menemxkep / Pykgrogurtens

Pavan Kumar Sharma A
\/

Date/
Jara: 23.07.2025

Date/
Jara: 23.07.2025

Date/
Hara: 23.07.2025

Registered Office: §-2-337, Road No. 3,

Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLLC004507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Malagarh Road, Bad'di,
Distt. Solan, H.P., 173 205, INDIA
Mei: +91 553166 56001-0%
www.drreddys.com

CEPTUOHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
HpouvKT Haiiz® (Hnmecynym) tabnetku, 100 mMr

Market / PBIHOK

Russia / Poccrist

‘Batch No/ , Batch Quantity / 2500000 tab/

Cepnst N2 ¥ V2501425 Pasmep cepun © 2500000 Tab

Analytical Repourt No/ 890001823205 Date of Analysis / . 23.07.2025
AnaauTHYecKHi oTuer No e = Jlata anajmza

Date of Manufacture / C07/2025 Date of Expiry / 06/2028

Jara npousBoacTBa | Togen o o

Mfg. License No. / | — ber:/

Ipou3BoAcTBeHHAs : MNB/05/263 Se o : JITI-Ne(006398)-(PI"-RU)

aMueH3us Ne

Homep PY

Analysis performed according ND / Anayn3 ﬂposenenlno HJI: J]II-N‘Q(OO639_8£(IF—RU)-310724

Page 30of 6/CTp.3 uz 6

o/ .
Siapmeng @ f Meiieen & Not detected / He obHapyxena | Not 0more than 0.20 %; / He O6onee
0,20 %;
| 90 o/
I ioapuitymipumees B Below LOD (LOD =0.0049 %) / | /5% S than 0.20:%; / He bonee
| Huxe npenena obHapysxeHus 7 e
' (IO = 0.0049 %)
Impurity E / Ipumecs E Not detected / ne obnapyxena |Not more than 0.20 %; / He 6Gonee
0,20 %;
0/. [
Impurity F / I1pumecs F ] Not detected / He obHapy»xeHa ]1(;1% O;n e s 020, o HervSonce
s 0y
| ' ?
|
| Nt : . Below LOQ / Huxe npenena
Indlvidual umdentified | o e raermoro ompenenenms | Not more than 0.20 %; / He Gonee
impurity / E nuHnunas 0,20 %;
HeuJaeHTHPUIMPOBaHHas
npumech
Total SURER . Gyt 0.02% Not more than 1.5 %; / He Gonee 1,5 %;
npumecei
7 | Unifarmity of dosage units / The Acceptance Value (AV) should be |
OanopoaHOCTH 15 less than or equal to 15.0./ [loxazatens
NO3HPOBAHHA ' npuemiieMocT (AV) pomxeH ObITh He

6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipogykt cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by/ Checked by/ Approved by: Manager/Executive /
Iogrororneno: Shagun % ITposepeno: Pravesh Rana OnobpeHo: Menemxep / Pyk QBOAMTETb
- / Pavan Kumar Sharma Pwﬂ e
o= = /
Date/ Date/ Date/
Jara: 23.07.2025 Jlata: 23.07.2025 Hara; 23 .07 2005

Registered Office: 8-2-337, Road No.

3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4300 2900, Fax: |—91 40 4900 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘3.‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagath Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98165 56001-0Z
www.drreddys.com

CEPTHOUKAT AIMAJIH3A

Product : Nise® (Nimesulide) tablets 100 mg

| Hpomyxy: Hau 3B (rmmecysua) Tabnetkn, 100 Mr = ———
Market / Puisok Russia / Poccua
Batch No/ Batch Quantity / 2500000 tab /
Cepua N2 V2501425 Pazmep cepHi 2500000 Tab
Analytical Repovrt No/ 290001823205 Date of Analysis / . 23.07.2025
Aunajurdiecknit oryer No JlaTa aHa/IH3a T
Date of Manufacture / - 07/2025 Date of Expiry / . 06/2028
| laTa mpouzBoCTBA = I"oxeH mo -
| Mfg. License No. / — ber:/
Ipon3BoAcTBeHHAas : MNB/05/263 = L : JITT-Ne(006398)-(PT"-RU)
omep PY
JHueH3un Ne B B

I Analysis performed according ND / Ananus ﬂpOBeHeH-i'l_O HJI: JIH_»NQ(066398_)-(PF—RU)-310727_

Page 40f 6/ Crp. 4 m3 6

8 | Microbiological purity* / Muxpo61ojiorsueckas yncrora*
a) Total Aerobic Microbial NA ' Not more than 10° CFU/g. /
Count / OGwee uucio He 6Gonee 10° KOE/T.
YKH3HECTIOCOOHBIX  a3pOOHBIX
MHKPOOPraHU3MOB
| b) Total Combined Yeast and NA Not more than 10 CFU/g./
moulds count / O6Liee unco He Gonee 10> KOE/r.
JOPOXOKEBBIX M TJIECHEBBIX
rpuboB
" ¢) Escherichia Coli NA = Shall be absent in 1 g. /
OtcyrcTBue B 1 1.
9 Assay / KonmecTBeHHOE 98.5 mg/ 98.5 Mr 90.0 1o 110.0 mg of CisHipN20OsS
ol pe/eJieHHe (nimesulide) per tablet. / Ot 90,0 no
110,0 mr CizHiaN-OsS (numecynin)
| B TabneTke.

10 | Packaging / Y nakoBka 10 tablets in a PVC/aluminum |10 tablets in a PVC/aluminum blister. 1,
blister. 3 blisters and a package |2, 3 or 10 blisters and a package leaflet in
leaflet in a carton. / Ilo 10 |acarton./
tabncrok B [IBX/amomunucoom |ITo 10 tabnorox b IIBX/amomuiesom
6mucrepe. [o 3 6imcrepa Bmecte ¢ | 6imctepe. [lo 1, 2, 3 unu 10 6rnucrepos
JIMCTKOM-BKJI/blLIEM B MAYKy |BMECTE C JIMCTKOM-BKJIAZBIIEM B IaukKy
KapTOHHYIO. KapTOHHYIO.

Remarks : The Product confirms to ND/

Hpumeuanie: Hpoaykt coorseTcTBYeT TpebopaHusaM HJJ

Conclusion : APPROVED /
3akarwuenue: ONOBPEHO

Preparedby/ __| Checked by/ Approved by: Manager/Executive /

IToarotorneHo: Shagurlg?:’/ TIporepeno: Pravesh Rana Onobpeno: Menemxep / Pymﬁom-rrenb
g Pavan Kumar Sharma {’ 73 -
£ =

Date/ Date/ Date/ e

ara: 23.07.2025 Jlara: 23.07.2025 Hara: 23.07.2025

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@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €56

CERTITFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98165 5bUUL-UL
www.drreddys.com

| Product: Nise® (Nimesulide) tablets 100 mg - |
Ilpoaykr: Haiiz® (numecymnn) tabnerky, 100 mr 5 —
Market / Poinok Russia / Poccus
Batch No/ ; Batch Quantity/ 2500000 tab / g
Cepusa Ne i Pasmep cepu " 2500000 Tab
| Analytical Repovrt No/ 890001823205 Date of Analysis / - 23.07.2025
AunajuTHYeckni oryer No Jlara anam3a
Date of Manufacture / - 07/2025 Date of Expiry / - 06/2028
Jarta npou3BoacTBa — | l'ogen jo -
Mfg. License No./ | na ber:/
Ipon3BoacTBeHHAS : MNB/05/263 it : JIIT-Ne(006398)-(PT"-RU)
Homep PY
JuneH3us No

| Analysis performed according ND / Ananus nposegen no HJT: JII-Ne(006398)-(PI'-RU)-310724 r

Page Sof 6/Ctp.Su3 6

* - 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./

* - AHaiu3 no nokaszareto «MukpoOMOTOTHUYecKash 4MCTOTa» TPOBOJMTCSA [IPOH3BOAMTENEM [PH  BBIITYCKe
MeprogU4ecKt (¢ MHTepBaIOM OAHO McnbiTanue Ha 20 cepuii Wil He MeHee 1 pasa B ron). [lokazaTesns MOXET ObITh He

BoueH B CepTudukat ananmsa GUpMBL

=

API name (INN) / Haumenopange A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npomssoantens ADC:

NMS/125030238, NMS/125030240

FP Manufacturer API Batch number /
Homep cepuit cyGcTaHUIH I NPOH3BOAHTEJIA
rJid:

FESA00192, FESA00193

o

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

Aarti Drugs Limeted / Aaptu J{parc JInmuten

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmeHoBaHHe, agpec, JIHIEH3Us IS

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263) /

H-p Pennu'c JlaGoparopuc JIta.,, Uuous, [1ponspoacTeeHHoe

IIponzeoacreennan miomanka / llnomaaxa
KOHTpo.a kauectsa / [Liomaaka Beinycka

nonpaznenenie-6, Bunn, Kxonaw, Hanarapx Pova, Bapnny,
Huctpuxr Conan, X.11., 173205, Muaus (nuuen3us Ne

MNB/05/263)

Remarks : The Product confirms to ND/
IIpumeuanne: [lpogykt cooTBeTcTBYET Tpeboranuam HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

[ToarorosneHo: Shagun ;\P/’: '

_Checked by/
IpoeepeHo: Pravesh Rana

Approved by: Manager/Executive /
OnobpeHo: Menemxep / P)qqsom-rrem,
e

Pavan Kumar Sharma /V;p/.

Date/
Harta: 23.07.2025

Date/
JHara: 23.07.2025

Date/
Jara: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Jei : +9i 98105 56001-02
www.drreddys.com

Product: Nise® (Nimesulide) tablets 100 mg
Ilpoaykr: Haiis® (uumecynun) tabnerky, 100 mr

Market / PoiHOK Russia / Poccus

‘Batch No/ , | Batch Quantity / 2500000 tab /

Cepus Ne § VES01aS Paimep cepun 2500000 Tab6

Analytical Report No / 290001823205 Date of Analysis / 23.07.2025

AnajguTHvecknii oTueT Ni JlaTta anasuza

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

Jata npoH3BOACTBA I'onen go - o

Mfg. License No./ MA ber: /

IIpou3BoACTBEHHAS : MNB/05/263 - DR : JIII-Ne(006398)-(PT"-RU)
omep PY

JuueH3usi Ne

| Analysis performed according ND / Anaaus nposeaed mo HJI: JIH—NQ(OOGBGE)-(PF-RU)-SI0724
Page 6 of 6/ CTp. 6 13 6

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 the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

3akmoyenne 0 coOTBeTcTBHH: «HacTofluMm s MoATBEpXKAAKO, YTO MpHBEJEHHAA BblIE MHPOpPMALUS ABIIETCS
JOCTOBEPHOM U TOHHOH. 3Ta cepHs MpoayKLKHU NPor3BeieHa (BKIIOYas yNaKoBKY (MapKHPOBKY) M KOHTPOJIb KadyecTsa)
Ha BbIlIEyKa3aHHOH MPOW3BOACTBEHHOH mUlomaake (Maomaakax) B MOJHOM COOTBETCTBHH ¢ TpeboaHusmuU [Ipasun
Haanexxauel npousBoAcTBeHHOH npakTuku EBpasuiickoro akonomuueckoro cotosza (Ne GMP/EAEU/RU/00554-2022
or 23 wona 2022) u TpeGOBaHUAMU KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEACTB, a TakKe B COOTBETCTBHHM €O
crneuMPUKAIUiIMY, COAEPXKALMMHUCA B PETHCTPALMOHHOM IOChe CTpaHbl-UMNOpTepa. 3amucd [0 NPOU3BOICTRY,
YNaKOBKE M aHajiu3y INpPOBEPeHbl, W YCTAaHOBJIEHO HX COOTBeTcTBHe TpebOoBaHusAM IlpaBun Hansexaueh
NPOU3BOACTBEHHON NpakTHKU EBpasniickoro sk OHOMHYECKOro COI3ay.

Remarks : The Product confirms to ND/
IIpumeuanne: IlponykT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3aknruenue: OJJOGPEHO

Checked by/
| IlpoBepeHo: Pravest: Rana

Prepared by /
Iloarororneno: Shagun

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PY?QBOLLHTGHB
Pavan Kumar Sharma :_1;-,;,.,-—;

e

Date/

Date/

=

Date/
Jara: 23.07.2025

Hara: 23.07.2025 Hara: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +9140 4900 2900, Fax: +9140 4300 2993, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com



