
•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol 1 Nalagarh Road, Baddi, 
Distt. Solan, H.P.1 173 2051 INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>I1KA T AHAJIH3A 

Product: Nise® (Nimesulide) tablets 100 mg 

IlpotJ,yKT: Haib® (HHMecyrrn.ll,) rn6JieTKH, 100 Mr 

Market/ PM HOK Russia/ Pocc1rn 

Batch No/ 
V2601105 

Batch Quantity/ 50,00,000 tab/ 

CepuH .N'!! PaJMep cepuu 50,00,000 rn6 

Analytical Report No/ 
890001885723 

Date of Analysis / 
31.05.2026 

AuaJiuTuqecKuii: oTqeT .N'!! ,UaTa anaJinJa 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
,UaTa npOH3B0.ll,CTBa rotJ,eH tl,O 
Mfg. License No./ 

MA number:/ 
IlpouJBO.ll,CTBeuuaH : MNB/05/263 

HoMep PY : JII1-N2(006398)-(Pf-RU) 

JIHUeH3HH .N'!! 
Analysis performed according to ND/ AuaJitt3 npoBe.ll,en no H,II;: JIIT-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepBuquoii: ynaKOBKH yrnep,KAenh1: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii: ynaKOBKH YTBep,KAenh1: 24.07.2025 
PL approved: / JIB yrnep,KAeu: 28.01.2025 

Pa2e 1 of 7 / CTp. 1 HJ 7 
.N'!! Test/ IloKaJaTeJih Result/ PeJyJihTaThI Specification / HopMa 

1 

2 

3 

Appearance / Onucaune Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. / Ee11b1e c with smooth surface. I neJlble C 
)l(eJJTOBaThIM OTTeHKOM KpyrnhJe )KeJlTOBaTblM OTTeHKOM Kpyrnh1e 
.11,BO.HKOBhIITYKJJble m611eTKl1 c rna.11,KOH .ll,BO.HKOBbinYKJlbie Ta6JieTKH c rna.ll,KOH 
ITOBepXHOCTh!O. 

IIOBepXHOCTblO. 

Identification / The retention time of the main peak in the The retention time of the main peak in the 

M.i:.enTnct,uKauuH chromatogram of test solution chromatogram of test solution should 
corresponds to the retention time of the correspond to the retention time of the 
mam peak m the chromatogram of mam peak m the chromatogram of 
nimesulide reference standard solution. / 

nimesulide reference standard solution 
BpeM.H y.11,ep)K11BaH1151 OCHOBHOro ITHKa Ha 

(section Assay). / BpeM.H y.uep)KHBaHH.H xpoMarnrpaMMe 11crrb1TyeMoro pacrnopa 
COOTBeTCTByeT BpeMeHH y .11,ep)KHBaHH.H OCHOBHOfO ITHKa Ha xpoMaTorpaMMe 

OCHOBHOro ITHKa Ha xpoMaTorpaMMe HCIIhITyeMoro pacrnopa .ll,OJl)KHO 

pacrnopa cmH.11,apTHOro o6pa3ua COOTBeTCTBOBaTb BpeMeHH y.uep)KHBaHH.H 

H11Mecy1111.11,a. OCHOBHOfO IlHKa Ha xpoMaTorpaMMe 

pacrnopa CTaH.ll,apTHOro 06pa31.1,a 

HHMecyntt.ll,a (pa3.ll,eJl «KOJIH'IeCTBeHHOe 

onpe.ll,eJieHtte» ). 

Average weight and Complies / CoorneTcrnyeT 310 mg±5.0 % 
uniformity of weight / 

18/20 tablets - not more than± 5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo.11,yKT coorneTcrnyeT Tpe6oBaHH.HM H,[{ 3aKJIJOqeuue: O)lOliPEHO 
Prepared by / 

Ho,nrOTOBJTeHo/· 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 

Pravesl1 Ra.na 

Date/ 
,[{am: 31.05.2026 

ITpoBepeHo: Rama ITpoBepeuo (AOK): Amit / 0.11,06peHo: 06ecrreqeH11e 
Kant 

~ Kumar ~~ 
KaqecTBalOTBeTcTse1rnoe JJ HUO: 

~ G.J ~"' $ k ~ ir-9 Qp 
Date I Date I Date I '°;?l ..-c,S--:VOV'b 
,[{am: 31.05.2026 ,[{am: 31.05.2026 ,[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

v'' 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTI1Cl>l1KA T AHAJ1113A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te!: +9198166 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo)J.yKT: Haib® (m1Mecym1.u) rn6neTKH, 100 Mr 
Market / P1,rnoK Russia / Pocc1rn: 
Batch No/ 

V2601105 
Batch Quantity/ 50,00,000 tab/ 

CepnH .M! PaJMep cepuu 50,00,000 rn6 

Analytical Report No/ 
890001885723 

Date of Analysis / 
31.05.2026 

AnaJinTnqecKnii oyqey .M! )laTa anaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
21:aTa npOH3BO)J,CTBa ro)J,eH )J,O 
Mfg. License No./ 

MA number:/ 
IlponJBO)J,CTBeuuaH : MNB/05/263 

HoMep PY 
: JU1-N2(006398)-(Pf-RU) 

JIHQeH3HH .N'!! 
Analysis performed according to ND / Auanu3 npoee)J.eu no II)];: JIIl-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepeuquou ynaKOBKH yTeep,K)J,eHhI: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaKOBKH yTeep,K)J,euhl: 24.07.2025 
PL approved: / JIB yrnep,K)J,eu: 28.01.2025 

Page 2 of 7 / CTp. 2 HJ 7 
Cpe)J.HHH Macca u 2/20 tablets - not more than± 10 %. / 
O)J,HOpO)J,HOCTh MaCChl 307.6 mg/ 307,6 Mr 310Mr±5,0% 

18/20 Ta6neToK - He 6onee ± 5 % 

2/20 rn6neTOK - He 6onee ± 10 %. 

4 Dissolution / Unit-I I Ta6n.-l 98 % Not less than 75 % (Q) of label claim of 

5 

PacTBopeuue 

Water/ Bo)J.a 

Remarks : The Product confirms to ND/ 
Il MMe'laHne: IJ 0,[( KT COOTBeTCTB eT 

Unit-2 I Ta6n.-2 

Unit-3 I Ta6n.-3 

Unit-4 I Ta6n.-4 

Unit-5 I Ta6n.-5 

Unit-6 I Ta6n.-6 

2.6% 

e6osaHH51M H 

94% 

98 % 

98 % 

97% 

97% 

Prepared by I Checked by / 
Ilo.L(roTOBJieuo:1 TTposepeuo: Rama 
Pravesh Rana Kant ~ _ .. \\J.lt 

Checked by (AQA) / 
TTposepeuo (AOK): Amit 
Kumar 

. - 0.,7 
Date I Date I Date I 
):(am: 31.05.2026 ,llarn: 31.05.2026 ,llarn: 31.05.2026 

C13H12N2OsS (nimesulide) in 45 min./ He 
Mettee 75 % (Q) OT HOMl1HaJibHOro 
COJ:lep)l{aH11H C13H12N2O5S (tt11Mecyn11J:l) 
qepe3 45 MHH. 

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

Conclusion : APPROVED I 
3aKmoqeuue: O):(OliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ O.Llo6peuo: O6ecrreqeu11e 
Ka4ecrna/OrneTcTBeuuoe m1u,o: 

Date I 
,D,arn: 

l 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9J 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 
CERTIFICATE OF 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

CEPTl1<1)HICAT AHAJlH3A vN 1w drreddys com 

Product: Nise® (Nimesulide) tablets 100 mg 
IlPOJlYKT: Haib® (H11Mecym1A) Ta6neT.KH 100 Mr 

Market/ PbIHOK Russia / Pocc1-u1 
Batch No/ 

V2601105 
Batch Quantity / 50,00,000 tab I 

Cepm1 .M! Pa3Mep cepnn 50,00,000 Ta6 
Analytical Report No/ 

890001885723 
Date of Analysis / 

31.05.2026 
A11an11-r11•1ecK11it OT'leT .N'!! llaTa attannJa 
Date of Manufacture / 

04/2026 
Date ~f Expiry/ 

03/2029 
)laTa Df)O113BOACTBa ronen no 
Mfg. License No./ 

MA number:/ 
IlponJBOJlCTBettttaH : MNB/05/263 

HoMep PY 
: nn-N2(006398)-(Pr-RU) 

J1HQCH3HH .N'!! 
Analysis performed according to ND I AttaJJm npoBeAen no H)],: JIIT-.N'!!(OO6398)-(Pr-RU)-24O725 
Artworks of primary package approved: / MaKeTbl nepBH'IHOii ynaKOBKH yToepm,ueHLJ: 28.01.2025 
Artworks of secondary package approved:/ MatceTbI BTOpH'IHoii ynaKOBKH yToepm,ueHbI: 24.07.2025 
PL approved:/ JIB yrnep)K.!l.eu: 28.01.2025 

Pal!e 3 of7 / CTp. 3 H3 7 
6 Related substances / PoncTBeHHhle npnMecu 

Below LOQ (LOQ =0.0057 %) I Hm1<e Not more than 0.20 %; / He 6onee 
Impurity A / DpHMecb A npe.nena KOJIH'!ecrneHHOro 

0,20%; onpe.neneHml (ITKO = 0.0057 %) 

Impurity B / I1p11Mecb B 0.03 % 
Not more than 0.20 %; I He 6onee 
0,20%; 

Impurity C / DpHMeCb C Not detected/ He o6Hapy)l(eHa 
Not more than 0.20%; I He 6onee 
0,20%; 

Below LOD (LOD = 0.0049 %) I H11)1(e Not more than 0.20 %; I He 6onee 
npe.nena o6Hapy)KeHH~ (ITO = Impurity D / I1pHMecb D 0,20%; 0,0049 %) 

Impurity E / I1p11Mecb E Not detected/ He o6Hapy)l(etta 
Not more than 0.20 %; 
0,20%; 

Below LOD (LOD = 0.0045 %) I Hw)Ke Not more than 0.20 %; 
Impurity F / I1pHMeCh F 

Individual unidentified 
impurity I EJJ,HHH4HM 

HeHJJ,eHTH¢H~HpOBaHHa~ 
npHMeCb 

Remarks : The Product confirms to ND/ 
TI 11Me4atme: 0 OJJ. KT COOTBeTCTB CT 

npe,neJia o6Hapy)l(em,rn: (ITO = 
0,0045 %) 

0.02% 

e6osaHJ,IBM HA 

0,20 %; 

Not more than 0.20 %; 
0,20%; 

Conclusion : APPROVED / 
3aKmo'IeHtte: 0)1.0liPEHO 

I He 6onee 

I He 6onee 

I He 6onee 

Prepared by/ Checked by / Checked by (AQA) I 
ITpoBepeHo (AOK): Amit 

Approved by: Quality As urance/Auchorized person 
ITo,DSOTOBJieHo: ,A IlpoBepeHo: Rama 
Pravesh Rana ) Kant 

Date I Date/ 
,[(aTa: 31.05.2026 Aa111: 31.05.2026 

Kumar 

Date/ 
T-{aTa: 31.05.2026 

/ Ono6peHo: O6ecneYe1-rne 
Kaqecrna/OrneTCTBeHHOe JIHUO " 

Date/ 
)].am: 

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



••· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPT J,f cl) vf KAT AHAJTI13A 

Product: Nise® (Nimesulide) tablets 100 mg 

Dr. Reddy's Laboratories Ltd . 
Fo rmulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P. , 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Ilpo,D.YKT: Haii:3® (HHMecymr.D.) rn611eTKH, 100 Mr 
Market/ PbIHOK Russia / Pocc1rn 
Batch No I 

V2601105 
Batch Quantity / 50,00,000 tab/ 

CepuSJ .M! PaJMep cepuu 50,00,000 Ta6 
Analytical Report No I 

890001885723 
Date of Analysis/ 

31.05 .2026 
AuaJIHTHlfeCKHH OTlfeT .N'!! ,l.(aTa auaJiuJa 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
,l(aTa DPOH3B0)].CTBa ro,D.eH,D.O 

Mfg. License No. / 
MA number:/ 

IlpOH3B0)].CTBeHHaS1 : MNB/05/263 
HoMep PY 

: JU1-N!!(006398)-(Pf-RU) 
JIUIJ:eHJHSI .N'!! 
Analysis performed according to ND/ AnaJIHJ npose,D.eu no H,l.(: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepsu11uou ynaKOBKH yTsep,KJJ.enb1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopuquou ynaKOBKH yTsep,KJJ.eHbI: 24.07.2025 
PL annroved: / JIB yrnep,KJJ.eu: 28.01.2025 

7 

8 

9 

Page 4 of 7 / CTp. 4 H3 7 
Total impurities / CyMMa 

0.04 % Not more than 1.5 %; / He 6onee 1,5 %; 
np11Mecei1 

Uniformity of dosage units The Acceptance Value (AV) should be 
I O,D.uopo,D.HOCTb 4.2 less than or equal to 15.0. / I1oKa3aTeJlh 
)].03HpOBaHUS1 npHeMJleM0CTH (AV) ,D.OJl)KeH 6bITh He 

6onee 15,0. 

Microbiological purity*/ MnKpo6uoJioru1J:ecKaS1 lfHCTOTa* 

Total Aerobic Microbial Less than 10 CFU/g. / Not more than 103 CFU/g. / 
Count I O6rn,ee 'IHCJlO Mettee 10 KOE/r He 6onee 103 KOE/r. 
)KH3Hecnoco6HbIX 
a3po6Hh!X 
MMKpoopraHH3MOB 

Total Combined Yeast and Less than 10 CFU/g. / Not more than 102 CFU/g. / 
moulds count I O6rn.ee Mettee 10 KOE/r He 6011ee 102 KOE/r. 
'IHCJlO .D.PO)K)KeBbIX H 
nnecHeBbIX rp1160B 

Escherichia Coli Absent in 1 g. / Shall be absent in 1 g. / 
OTcyTcTByeT a 1 r OTC}'TCTBHe B 1 r. 

Assay / KoJiulfeCTBeuuoe 99.2 mg I 99,2 Mr 90.0 to I 10.0 mg of C13H12N2OsS 
onpe,D.eJieuue (nimesulide) per tablet. / OT 90,0 .D.O 

110,0 r,,ir C13H12N2OsS (m1Mecym1,n) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'lanue: TIPOAYKT COOTBeTCTBYeT TJ)e6osa.HH1!M Hn 3aKJIIO'lenue: O.l(OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
n o.uroToanetto: 1 OpoaepeHo: Rama Opoaepetto (AOK): Amit / O.uo6petto: O6ecne'-Iem1e 
Pravesh Rana , Kant 

Kuma, f'--: I 

~~ 
Kasema/OneTCTBeHHO'(l~o/ 

_,... 

Date / Date/ Date/ Date/ 
.___.,. 

)].aTa: 31.05.2026 narn: 31.05.2026 .l(arn: 31.05.2026 ,D.arn: 
':::, I -,,) _s" - 1--C ~ 

Registered Office: 8-2-3 37, Road No. 3, Banja ra Hills, Hyderabad - 500034, Tela ngana, India 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddy_s. com 
CIN : L85195AP1984P LC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTl1cDHKAT AHAJ1113A 

Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NDIA 
Te! : +91 98166 56001-02 
www drreddys com 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpOAYKT: Haifa® (m1Mecym1,ll,) rn6neTKH, 100 Mr 

Market/ PblHOK Russia / Pocc1U1 

Batch No/ 
V2601105 

Batch Quantity/ 50,00,000 tab/ 
CepnH .N'2 Pa3Mep cepuu 50,00,000 Ta6 

Analytical Report No/ 
890001885723 

Date of Analysis / 
31.05.2026 

AuaJittTnqecKnii oTqeT .N'2 ,UaTa anaJitt3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
)]:aTa npOH3B0ACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
Ilpott3BOACTBeuuaH : MNB/05/263 

HoMep PY : Jin-N2(006398)-(Pf-RU) 
JIHI~eH3HH .N'!! 
Analysis performed according to ND/ AnaJIH3 npOBeAeH no II)]:: JIII-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBuquoii ynaKOBKH yrnep'1C,ll,eHbI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl BTopuquoii ynaK0BKH yTBep'1C,ll,enb1: 24.07.2025 
PL approved: / JIB yrnep'1C,ll,en: 28.01.2025 

Pa2e 5 of7 / CTp. 5 tt3 7 
B Ta6neTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminium blister. 3 10 tablets in a PVC/aluminium blister. 1, 
blisters and a package leaflet in a carton. / 2, 3 or 10 blisters and a package leaflet in 
ITo 10 m6neTOK B ITBX/amoMHHHeBoM a carton. I no 10 Ta6neTOK B 
6JIHCTepe. ITo 3 6JIHCTepa BMeCTe C nBX/amOMHHHeBOM 6JIHCTepe. no 1, 2, 
JIHCTKOM-BKJia}lbIIIIeM B na'IKY 3 HJIH 10 6JIHCTepoB BMeCTe c JlHCTKOM-
KapTOHHYJO. 

BKJia)],bIIIIeM B rraqKy KapTOHHYJO. 

11 Labeling/ MapKuposKa Complies / CooTBeTcTByeT In accordance with section 1.3.2 of module 1 
of registration dossier / B cooTBeTCTBHH c 
pa3,ll,eJIOM 1.3.2 Mo.uym, 1 perncTpaUHOHHOro 
}lOCbe. 

12 Storage / XpatteHue Protected from light, at temperature not higher than 25°C. / B 3ammlleHHOM OT CBem MecTe 
np11 TeMnepaType He BhIIIIe 25 °C. 

13 Shelf-life (storage period) / 3 years. I 3 ro.ua. 
CpoK ro}lH0CTH (xpaHeHHSI) 

* - 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./ 
* - AHaJIH3 ITO I10Ka3aTemo «M11Kp06HOJ10r11qecKaJI q11CTOTa» npOBO,D,HTCJI rrpOH3B0,ll,HTeJleM rrpH BbmycKe 

rrepHO)],HqecKH (c HHTepBaJIOM O,ll,HO HCIIbITaHHe Ha 20 cep11ii HJlH He MeHee 1 pa3a B ro,ll,). noKa3aTeJlb MO)KeT 6bITh He 

BKJIJOqeH B CepTmp11KaT aHan113a qrnpMhI. 

Remarks : The Product confirms to ND/ 
II HMeqaHue: IT O,ll KT COOTBeTCTB eT e60Bamu1M H)], 

Conclusion : APPROVED / 
3aKJJIO'lettue: O,UOliPEHO 

Prepared by/ Checked by / 
ITo.urornsneHo: j ITposepeHo: Rama 

Pravesh Rana ,;,2.- Kant vJ-' 
/ 

Date I Date I 
)],am: 31.05.2026 ,[(am: 31.05.2026 

Checked by (AQA) I 
ITposepeHo (AOK): Amit 

Kmmrr I"-,-\~ 

Date I 
LJ;am: 31.05.2026 

Approved by: Quality Assurance/ Authorized person 
/ O.uo6peHo: 06ecne'leHHe 
KatteCTBalOTBeTCTBeHHOe JTMU0✓ 

Date I 
)],arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys_com 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTI1<1>11KAT AHAJ1113A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Te! : +91 98166 56001-02 
www drreddys com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.uy1n: Haib® (HHMecvm1.u) rn6neTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm1 
Batch No I 

V2601105 
Batch Quantity I 50,00,000 tab I 

CepuH .N'!! Pa3Mep cepuu 50,00,000 Ta6 
Analytical Report No I 

890001885723 
Date of Analysis / 

31.05.2026 
AuaJIHTnqecKuii OT'IeT .N'!! ,UaTa auaJiu3a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
)],aTa rrpOH3B0,UCTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
Ilpou3BO.UCTBeuuaH : MNB/05/263 

HoMep PY 
: JIIT-NQ(006398)-(Pr-RU) 

JIUQeH3HH .N'!! 
Analysis performed according to ND I AnaJIH3 rrpoBe,ueu rro II)];: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl rrepBuquoii yrraKOBKH YTBepiK)J.eHbl: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii yrraKOBKH YTBepiK)J.eub1: 24.07.2025 
PL approved: / JIB yrnepiK)J.eu: 28.01.2025 

API name (INN)/ HauMenoBauue A<l>C (MHH): 

API manufacturer batch number / 
HoMep cepuu rrpou3BO.UHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanuuu rrpon3BO.UHTeJIH r Jl<I>: 

API Manufactured by, address & country/ 
Ilpon3BO.UHTeJih A<l>C, a.upec u cTpaua: 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site / 
HauMenoBanue, a.upec, JIHQeH3HH .UJIH 
Ilpon3BO.UCTBeuuaH DJIOW:a)).Ka / IlJiow:a.uKa 
KOHTPOJIH KaqecTBa / IlJiow:a,uKa BbmycKa 

Remarks : The Product confirms to ND/ 
II HMeqaHue: IT o.n KT COOTBeTCTB eT e6osaHlUIM H)l_ 

Page 6 of7 / CTp. 6 H3 7 

Nimesulide / HttMecyntt,u 

NMS/126010077, NMS/126010066, NMS/126010077 

FETA00094, FETA00095, FETA00127 

Aarti Drugs Limited, 
Plot No N-198, MIDC, Tarapur, Boisar, Tal-Palghar, Dist. 

Thane, 401506, Maharashtra state, India/ Aaprn ,ll;par3 
JlHMHTe,U, 

Y1rncToK NQ N-198, M.11.,ll;.K., Tapanyp, Eoi1.cap, Tan. 
ITanrxap, ,ll;ttcT. Txatte, 401506, WTaT MaxaparnTpa, I1HJJ.H51 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, 

India (license No MNB/05/263) / 
,ll;-p Pe.u.utt'c Jla6oparnpttc JlT.[I., I1H.UH51, 

ITpomBO.UCTBeHHoe no,upa.3.uenetttte-6, Bttnn. Kxonb, 
Hanarapx Poy.u, na,[\,[\H, ,ll;ttcTpHKT ConaH, x.rr., 173205, 

I1tt,um1 (nm-1emlu1 NQ MNB/05/263) 

Conclusion : APPROVED / 
3aKmoqettue: O)l_OliPEHO 

Prepared by / Checked by/ 
ITo,nroTOBJieHo: i ITposepetto: Rama 

Checked by (AQA) / 
ITposepetto (AOK): Amit 

Approved by: Quality Assurance/ Authorized person 
/ O,no6petto: O6ecneqem1e 

Pravesh Rana Kant Kumar Ka.LJecrna/OTBeTCTBeHHOe 1I11uo: 

Date I 
)l_arn: 31.05.2026 

Date/ 
)];am: 31.05.2026 

Date I 
)l_arn: 31.05.2026 

Date I 
ll,arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF A ALY I 
CEPTH<DvlKA T AHAnvI3A 

Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Tel : +91 98166 56001-02 
www drreddys com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilp0JJ.Yk."r: Haib® (mtMecymtA) Ta6JJeTK11, 100 Mf 

Market/ PbIHOK Russia / Poccm1 

Batch No I 
V2601105 

Batch Quantity I 50,00,000 tab I 
Cepun .M! PaJMep cepm1 50,00,000 Ta6 

Analytical Report No I 
890001885723 

Date of Analysis / 
31.05.2026 

AHam1Tn•rec1e1tii oT<1eT .N'!! )laTa auaJIH3a 
Date of Manufacture/ 

04/2026 
Date of Expiry / 

03/2029 
llaTa nI>0H3BOJJ.CTBa roJleH JJ.O 
Mfg. License No./ 

MA number:/ 
IIpoHJBOJJ.CTeeuuaH : MNB/05/263 

HoMep PY 
: Jlf1-NQ(006398)-(Pf-RU) 

Jiui.-eH3HH .N'!! 
Analysis pe1-f ormed according to DI AHam13 npose,!J,eH no H,l(: JITI-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primar package approved:/ MaKeTbl nepsu•rnoii ynaK0BKlf yTBep,tC,UeII1,1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl BTop11•rnoii ynaK0BKII yTB p,tC,Ueubl : 24.07.2025 
PL approved: / JIB yroep,tC,UeH: 28.01.2025 

Page 7 of 7 / CTp. 7 m 7 
Declaration of certification: «I hereby certify that the above infonnation is authentic and accurate. This batch of 

product has been manufactured, including packaging/labeling and quality control at the above mentioned ·site( ) in full 
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. 

Sep ember 19 2025) 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». 
3aKJtlO"leHHC 0 C0OTBeTCTBHII: «HacTO.s!W.11M SI HO)].TBep)KD,al-0 'iTO np11ee,11.e1rnasi BblWe HH(pOpMaUH.SI SIBJl.SI.CTC.SI. 
)].OCTOBepHOH H TO'IHOH. 3Ta cepH.SI. npOAYKUHH np0~!3BeAeHa (BKIIIOYa1! ynaKOBKY (MapKRpOBKY) H KOHTpOJlb Ka'ieCTBa) 
Ha BbIWeyKa3aHHOH npoH3B0,ll.CTBeHHOH nnow.a,LJ.Ke (nnow.aAK8X) B nOJJHOM COOTBeTCTBIH1 C Tpe6osal•HUIM11 npas1111 
tta;::vie>1rnw.ei-t npOH3BO,UcTBeHHOH npaKTHKH Espa3HHCKoro 3KOHOMHL1ec1<oro co103a (N!! GMP/EAEU/RU/02329-2025 
OT 19 ce1-m16p11 2025 r.) H Tpe6osaM1-t.S1.MH KOHTpOJlj! Ka'ieCTBa neKapcTBeHAblX cpe,11.CTB, a Ta101<e B COOTBeTCTBHM co 
cneu.MQ)HKaUH11MH, COJ].ep'1<alUHMHCR B perncTpaUHOHHOM ,!l.OCbe CTpaHbHIMnOpTepa. 3an11c11 no npOH380)].CTBY, 
ynaKOBKe H attanmy npoBepeHbl, J.1 ycTaHOBJleHO HX COOTBeTCTBHe Tpe60.B8HIUIM npaBMJl Ha)].Jle)KallleH 

npoH3B0,ll,CTBeHHOH npaKTHKH EBpa3HHCKOfO 3KOHOMH4eCKOfO COI03a». 

Remarks : The Product confirms to ND/ 
fi m,Ie'faIme: 0 OA KT COOTBeTCTB eT T e60B8HH!IM HJ]. 
Prepared by/ Checked by/ Checked by (AQA) / 
Ilo,nroTOBJJetto: 1 Ilpoaepetto: Rama IlposepeHo (AOK): Amit 

Pravesh Rana Kant ~ Kumar ~ ~ 

Date/ Date/ Date/ 
)J,aTa: 31.05.2026 J].ara: 31.05.2026 ,[{ai-a: 31.05.2026 

Conclusion : APPROVED / 
3aKmoqeHHe: O1{O6PEHO 
Approved by: Quality As urance/Authorized person 
/ 0Ao6peHo: 06ecne<1eH11e 

KaSeCTBa/OraeTCTOeHHO~ HU02J? 

Date/ >1 r-c:,5'~ U)v(. 
aTa: 
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