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

Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTI1<l>l1KA T AHAJII13A 

Product: Nise® (Nimesulide) tablets 100 mg 

Ilpot:t,yKT: Haib® (HHMecynH,lJ,) rn6neTKH, 100 Mr 

Market/ PbIHOK Russia / PocCH.ll 

Batch No/ 
V2601383 

Batch Quantity I 50,00,000 tab/ 

CepuH .M! Pa3Mep cepuu 50,00,000 rn6 

Analytical Report No/ 
040003478298 

Date of Analysis / 
30.06.2026 

AuaJIHTuqecKun oTqeT }f!! ,UaTa auaJin3a 
Date of Manufacture / 

06/2026 
Date of Expiry/ 

05/2029 
,UaTa IIPOH3B0t:l,CTBa rot:t.eH AO 
Mfg. License No./ 

MA number:/ 
IlpoH3B0t:l,CTBeHHaH : MNB/05/263 

HoMep PY 
: JIIT-N!!(006398)-(Pf-RU) 

JlHIJ;eH3HH .N'!! 
Analysis performed according to ND / Auanu3 rrposet:t,eu rro H,ll.: Jlll-.M!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI rrepsuquou yrraKOBKH yTsep,K,!J,enL1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTLI BTopuquou ynaKOBKH yrnep,K,!J,enL1: 24.07.2025 
PL approved: / JIB yrnep,K,!J,eu: 28.01.2025 

Pa2e 1 of 7 / C-rp. l u3 7 
.N'!! Test / IloKa3aTeJIL Result/ Pe3yJILTaTbl Specification / HopMa 

1 

2 

3 

Appearance / Orrucauue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. / Eenhie c with smooth surface. I Ee11b1e C 
)!(eJITOBaThIM OTTeHKOM Kpyrnhie )KeJlTOBaTbIM OTTeHKOM KpyrnhIe 
,UBO.llKOBbIIlYKJihJe Ta6JieTKH c rna,UKOH )],BO.llKOBbIITYKJlbie Ta6neTKH c rna)],KOH 
noaepXHOCThlO. 

TIOBepXHOCTblO. 

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

H.ll:eHTHcl,HKaIJ;HH chromatogram of test solution chromatogram of test solution should 
corresponds to the retention time of the correspond to the retention time of the 
main peak m the chromatogram of mam peak m the chromatogram of 
nimesulide reference standard solution. / nimesulide reference standard solution 
BpeM.ll y.uep)l<11BaHH.ll OCHOBHOro IlHKa Ha 

(section Assay). / BpeM.ll y)],ep)KHBaHH.ll 
xpoMaTorpaMMe ttcnhnyeMoro pacrnopa 
COOTBeTcrnyeT BpeMeHH y.uep)!(ttBaHH.ll OCHOBHOro TIHKa Ha xpoMaTorpaMMe 

OCHOBHOro IlHKa Ha xpoMarnrpaMMe HCTibITyeMoro pacrnopa )],0Jl)KH0 

pacrnopa cmH.uapTHOro 06pa3ua COOTBeTCTBOBaTb BpeMeHH y)],ep)KHBaHH.ll 

HttMecyntt.ua. OCHOBHOro TIHKa Ha xpoMaTorpaMMe 

pacrnopa CTaH)],apTHOro o6pa.3U.a 
HHMecynH)],a (pa.3)],en «Ko1111qecrneHHoe 

onpe)],eneHHe» ). 

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/ 
II UMel.faHue: II o.u KT coorneTCTB eT T e60BaHHJIM H.U 

Conclusion : APPROVED / 
3aKJ110l.fenue: O)l.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
Ilo.uroTOBJieHo: i IlpoaepeHo: IlpoBepetto (AOK): Amit 
Pravesh Rana Pardeep Kumar Kumar 

,, ~ _._ __ 
Date/ Date/ Date/ 
,[{am: 30.06.2026 ,[{am: 30.06.2026 ,Uam: 30.06.2026 

Approved by: Quality Assurance/ Authorized person 
/ O.uo6peHO: O6ecrrelfeHtte 

Date/ 
D:am: 

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 <I> l1KA T AHAnl13A 

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

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

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,a:y1n: Haib® (tt11Mecy1rn.n.) rn611eTK11, 100 Mr 
Market/ PblHOK Russia / Poccm1 

Batch No I 
V2601383 

Batch Quantity / 50,00,000 tab I 
CepuH .N'!! Pa3Mep cepuu 50,00,000 Ta6 

Analytical Report No I 
040003478298 

Date of Analysis/ 
30.06.2026 

AuaJiuTuqecKuii oTqeT .N'!! )];aTa auaJIH3a 
Date of Manufacture / 

06/2026 
Date of Expiry / 

05/2029 
):(aTa DP0H3B0)].CTBa ro,a:eu )].0 
Mfg. License No. / 

MA number:/ 
IlpouJso,a:cTseuuaH : MNB/05/263 HoMep PY 

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

JIHIIeH3HH .N'!! 
Analysis performed according to ND/ AuaJIH3 npose,a:eu no II)];: JIIl-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepsuquoii: ynaK0BKH yrnep,K,il.eHhI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI srnpuquoii ynaK0BKH yrnep,K,il.eHbI: 24.07.2025 
PL approved:/ JIB yrnep,KJ].eu: 28.01.2025 

4 

5 

Cpe,a:nHH Macca u 
o,a:uopo,a:H0CTb MaCCbl 

Dissolution / 
PacTsopeuue 

Water /Bo,a:a 

Remarks : The Product confirms to ND/ 
Il HMe'laHHe: f1 O,ll KT COOTBeTCTB eT 

Prepared by / Checked by I 

Pravesh Rana Pardeep Kumar 

309.6 mg/ 309,6 Mr 

Unit-I/ Ta6n.-1 96% 

Unit-2 I Ta6n.-2 95 % 

Unit-3 I Ta611.-3 95 % 

Unit-4 / Ta6n.-4 95 % 

Unit-5 / Ta6n.-5 95 % 

Unit-6 I Ta6n.-6 95 % 

3.0% 

e60BaH1-U1M H,ll; 
Checked by (AQA) / 
ITpoBepeHo (AOK): Amit 
Kumar 

ITo,uroTOBJieHo: j ITpoBepeHo: 

r ~ 
Date I Date I Date/ 
,ll;arn: 30.06.2026 ,ll;arn: 30.06.2026 ,D;arn: 30.06.2026 

Pa!!e 2 of7 / CTp. 2 03 7 
2/20 tablets - not more than± 10 %. / 

310Mr±5,0% 

18/20 rn611eToK - He 6011ee ± 5 % 

2/20 rn6neTOK - He 6onee ± 10 %. 

Not less than 75 % (Q) of label claim of 
C13H12N20sS (nimesulide) in 45 min./ He 
Mettee 75 % (Q) OT HOMHHaJihHOro 
CO,ll.ep)KaHirn CuH12N2OsS (H11Mecy1111A) 
qepe3 45 MHH. 

Not more than 6.0 %. / He 6011ee 6,0 %. 

Conclusion : APPROVED I 
3aKJJJO'leHue: OD:O6PEHO 
Approved by: Quality Assurance/ Authorized person 
/ O,uo6peHo: O6ecneqemie 

Ka 4 eCT~I~~~ 

Date I 
llarn: 

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

CERTIFICATE OF ANALYSIS 
CEPTHC!>HKAT AHAJIH3A 

Viii. Khol 1 Naiagarh Road, Baddi, 
Distt. Solan, H.P. 1 173 205 1 INDIA 

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

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.l(y1n: Haifa® (ttHMecyJm.n) rn6JieTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm, 

Batch No/ V2601383 Batch Quantity/ 50,00,000 tab/ 
CepuH .N'!! Pa3Mep cepuu 50,00,000 Ta6 
Analytical Report No/ 

040003478298 Date of Analysis/ 
30.06.2026 

AuaJIHTH'lecKuii 0T'leT N!! )]:aTa auaJiuJa 
Date of Manufacture / 

06/2026 Date of Expiry / 
05/2029 

)]:aTa npOH3B0.l(CTBa ro.l(eH ).(0 
Mfg. License No./ 

MA number:/ 
IIponJBO.l(CTBeuuaH : MNB/05/263 

HoMep PY : JITI-N~(006398)-(Pf-RU) 
Jiuueu3uH N!! 
Analysis performed according to ND/ AuaJIH3 npoBe.l(eu no 11,IJ;: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepBu'lnoii ynaK0BKH yrnepiK.l(eHhI: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI Brnpu'lnoii ynaKOBKH yTBepiK,/J;enL1: 24.07.2025 
PL approved:/ JIB yrnepiK.l(eu: 28.01.2025 

Page 3 of7 / CTp. 3 HJ 7 
6 Related substances / Po.l(CTBennhie npnMecn 

Below LOQ (LOQ =0.0057 %) / HmKe 
Not more than 0.20%; 

Impurity A / TipHMech A npe,1J,ena 1<om1qecrneHHoro 
0,20 %; onpe,1J,enemrn (IIKO = 0.0057 %) 

Impurity B / Tip11MeCh B 0.03 % 
Not more than 0.20%; 
0,20 %; 

Impurity C / TipHMecb C Not detected/ He o6Hapy)l(eHa 
Not more than 0.20%; 
0,20 %; 

Below LOD {LOD = 0.0049 %) / H11)1(e 
Not more than 0.20%; 

Impurity D / TipHMecb D npe,1J,ena o6Hapy)l(emui {TIO = 
0,20 %; 0,0049 %) 

Impurity E I Tip11MeCh E Not detected/ He o6Hapy)l(eHa 
Not more than 0.20%; 
0,20 %; 

Below LOD {LOD = 0.0045 %) / H11)1(e 
Not more than 0.20 %; 

Impurity F / TipHMecb F npe,1J,ena 06Hapy)l(eHm1 {TIO = 
0,20 %; 

0,0045 %) 

Individual unidentified 
impurity I E.D.11tt11qttaji Below LOQ {LOQ =0.0143 %) / H11)1(e Not more than 0.20 %; 
HeH,D.eHTH~HUHpOBaHHaji 

npe,1J,ena 1<on11qecrneHHoro 
0,20%; onpe,1J,eneHJ,Jji (IIKO = 0.0143 %) 

npHMeCb 

Remarks: The Product confirms to ND/ 
n HMe'laHue: II 0,1], KT COOTBeTCTB eT T e60BaHJ1j!M H1l 

Conclusion : APPROVED I 
3aKJUfflfenue: OllOliPEHO 

I He 6onee 

I He 6onee 

I He 6onee 

I He 60J1ee 

I He 6onee 

I He 60J1ee 

I He 60J1ee 

Prepared by/ Checked by I Checked by (AQA) / 
I10,1J,roTOBJieHo: j IIposepeHo: IIposepeHo (AOK): Amit 

Approved by: Quality Assurance/ Authorized person 
/ O,1J,06peHo: O6ecneqeH11e 

Pravesh Rana Pardeep Kumar Kumar 
Ka•1ecT~~\~~ 

, ~ ~ 
Date/ 
llarn: 30.06.2026 

Date I 
,Uarn: 30.06.2026 

Date I 
,Uarn: 30.06.2026 

Date I 
Darn: 

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.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTvl<I>YIKAT AHAflH3A 
Product: Nise® (Nimesulide) tablets 100 mg 

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 

www.drreddys.com 

1Ipo,ll.y1n: HaJ:b® (HHMeCyJIH,ll.) Ta6JieTKH, 100 Mr 
Market/ PbrnOK Russia / Pocnrn 

Batch No/ 
V2601383 

Batch Quantity / 50,00,000 tab I 
CepuH .N'2 PaJMep cepuu 50,00,000 rn6 
Analytical Report No/ 

040003478298 
Date of Analysis / 

30.06.2026 AuaJIUTU'lecKuii OT'leT .N'2 llaTa auaJiuJa 
Date of Manufacture / 

06/2026 
Date of Expiry / 

05/2029 .il:aTa DPOU3B0)].CTBa ro)].eH ,ll.O 
Mfg. License No./ 

MA number:/ 1Ipon3B0,ll.CTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N2(006398)-(Pf-RU) 
JIHUeH3UH .N'!! 
Analysis performed according to ND/ AuaJin3 npoBe)].en no H,ll;: Jlll-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepsuquoii ynaKOBKH yrnepm;i;eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl BTopuquoii ynaKOBKn yTsepm;i;eub1: 24.07.2025 
PL approved: / JIB yrnepm;i;eu: 28.01.2025 

7 

8 

9 

Page 4 of 7 / CTp. 4 03 7 
Total impurities / CyMMa 

0.04% Not more than 1.5 %; / He 6onee 1,5 %; 
npHMecei1 

Uniformity of dosage units The Acceptance Value (AV) should be 
I O)1.HOpO,ll.HOCTb 1.8 less than or equal to 15 .0. / I1oKa.3aTeJih 
,ll.03UpOBaHUH npHeMJieM0CTH (AV) JJ.0JDKeH 6bITb He 

6onee 15,0. 

Microbiological purity* / MuKpo6uoJioruqecKaH 'IUCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6rn.ee llHCJIO He 6onee 103 KOE/r. 
)l(H3Hecnoco6HhIX 
a3p06HhIX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6w.ee He 6onee 102 KOE/r. 
'-IHCJIO J:IPO)K)f(eBhIX H 

nnectteBhIX rpH6oB 

Escherichia Coli NA Shall be absent in 1 g. / 
OTCYTCTBHe B 1 r. 

Assay / KoJiu'leCTBenuoe 98.6 mg_/ 98,6 Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpe,ll.eJieuue (nimesulide) per tablet. / OT 90,0 AO 

110,0 Mr C1~H12N2OsS (m1MecyJIHA) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
□ p1tMelfaHne: noo.D.VKT C00TBeTCTBYeT TJ)e6oBaHIUIM Hn 3aiemoqenue: O,llOEPEHO 
Prepared by/ 

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

flo.nror0BJieHo: ITposepeHo: ITposepeHo (AOK): Amit / O.uo6peHo: O6ecneqem1e 
Pravesh Rana Pardeep Kumar Kumar 

I\~ 
Ka'leC~ I TBeTCTBeHHOe nwuo: 

~ J lCDv\.-1"'-'\ 
/2~. 

Date/ Date/ Date/ l Date/ l) 0<r'~c. 
JJ.ara: 30.06.2026 )],ara: 30.06.2026 )],ara: 30.06.2026 ,Uara: -.,,..,D 

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<DI1KA T AHAJII13A 

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

Tel: +9198166 56001-02 
wwwdrreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpOAYKT: Haifa® (tt11Mecym1)].) rn6neTK11, 100 Mr 

Market/ PbtHOK Russia / Poccm, 

Batch No/ 
V2601383 

Batch Quantity/ 50,00,000 tab I 
Cepm1 .N'!! Pa1Mep cepuu 50,00,000 rn6 

Analytical Report No/ 
040003478298 

Date of Analysis / 
30.06.2026 

AuaJiuTu11ecKuii OT'leT .N'!! )];aTa auaJiu3a 
Date of Manufacture / 

06/2026 
Date of Expiry / 

05/2029 
)];aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou1B0ACTBeuuaH : MNB/05/263 HoMep PY : JITI-N~(006398)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed according to ND/ AuaJIH3 npoBeAeH no 11,[I;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepeu11uoii ynaKOBKH yrnepm)l;eHL1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTLI BTopu11uoii ynaKoBKH yTeepm)l;eHbl: 24.07.2025 
PL approved: / JIB yrnep,K,Ueu: 28.01.2025 

Page 5 of 7 / CTp. 5 u1 7 
B Ta6neTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminium blister. 2 10 tablets in a PVC/aluminium blister. 1, 
blisters and a package leaflet in a carton. I 2, 3 or 10 blisters and a package leaflet in 
Ilo 10 rn6rreToK B IlBX/amoM11tt11eBOM a carton. I Tio 10 Ta6neTOK B 
6rr11cTepe. Ilo 2 6rr11cTepa BMeCTe C TIBX/aJuoM11tt11eBOM 6n11cTepe. Tio 1, 2, 
JllfCTKOM-BKJia)lblllJeM B naqKy 

3 HJilf 10 6n11cTepoB BMeCTe C JIHCTKOM-
KapTOHH)'lO. 

BKJla)],b!llleM B naLJ:KY KapTOHHyIO. 

11 Labeling / MapKupoBKa Complies / CooTBeTcTByeT In accordance with section 1.3 .2 of module 1 
of registration dossier / B cooTBeTCTBIUf c 
pa3)leJIOM 1.3.2 MOilYJIJI 1 perncTpaUHOHHOro 
)lOCbe. 

12 Storage / Xpaueuue Protected from light, at temperature not higher than 25°C. / B 3ammueuttoM OT csern MecTe 
np11 TeMnepaType He Bb!llle 25 °C. 

13 Shelf-life (storage period)/ 3 years. / 3 ro)la. 
CpoK rD)lH0CTH (xpaueHHH) 

* -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 no noKa3aTeJIIO «MHKpo6HOJ10fHLJ:ecKaH qHCTOTa» npoB0)],HTCH np0H3B0)],HTeneM npH BhmycKe 
nepHO)],HLJ:eCKH (c HHTepBaII0M 0)],H0 HCTTbITaHHe Ha 20 cepHH HJlH He Mettee 1 pa3a Bro)],). TioKa3aTeJlb MO)KeT 6b!Tb He 

BKJIIOLJ:eH B CepTHCpHKaT attanH3a qrnpMbl. 

Remarks : The Product confirms to ND/ 
Il HMe'-tauue: IT O)l KT COOTBeTCTB eT T e6osaH~M H,ll; 
Prepared by/ Checked by/ Checked by (AQA) / 
Ilo)lroToBrretto: f Ilposepetto: Ilposepetto (AOK): Amit 
Pravesh Rana Pardeep Kumar Kumar 

=- p __..._ 

.., ----
Date/ Date/ Date/ 
,ll;arn: 30.06.2026 _Ilarn: 30.06.2026 _Ilarn: 30.06.2026 

Conclusion : APPROVED / 
3aKJ110'-Ieuue: OL{OliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ O)lo6petto: O6ecneqett11e 
Ka'l·ecrna/OrneTcTBeHHOe n.M uo : 

~ IO>W"'-'i 
Date/ 
,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 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTI1<l>l1KA T AHAJ1l13A 

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

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

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo)].yKT: Haib® (HHMecymt,[() rn6neTKH, 100 Mr 
Market/ PbIHOK Russia I Poccm1 

Batch No/ 
V2601383 Batch Quantity / 50,00,000 tab I 

CepuH .N'!! PaJMep cepuu 50,00,000 Ta6 
Analytical Report No/ 

040003478298 Date of Analysis / 
30.06.2026 

AuaJIHTH'lecKuii 0T'leT .N'!! )IaTa auaJIH3a 
Date of Manufacture/ 

06/2026 Date of Expiry / 
05/2029 

)IaTa np0H3B0)].CTBa ro)].eH )1.0 
Mfg. License No./ 

MA number:/ 
IlpoH3B0)].CTBeHHaH : MNB/05/263 

HoMep PY 
: JU1-N!!(006398)-(Pr-RU) 

JIHUeH3HH .N'!! 
Analysis performed according to ND/ AuaJin3 npoBe)].eu no H,ll;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBH'IHOii ynaKOBKH YTBep~eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThl BTopuquoii ynaK0BKH yTBep~em,1: 24.07.2025 
PL approved:/ JIB yrnepJK,ll;eu: 28.01.2025 

Page 6 of 7 / CTp. 6 03 7 

API name (INN)/ HauMenoBauue A<l>C (MHH): Nimesulide / H11MecyJIHL\ 
API manufacturer batch number / 

NMS/126030213, NMS/126040331 
HoMep cepuu npouJB0/J.UTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npouJBO/J.HTeJIH rJI<I>: 

FET A00204, PET A00290 

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

API Manufactured by, address & country / Thane, 401506, Maharashtra state, India/ Aaprn ,n:par3 
IlponJBO,[(HTeJih A<l>C, a,[(pec u cTpaua: J1HMHTe,[(, 

YqacToK N!! N-198, M.11.,n:.K., Tapanyp, Eoikap, Tan. 
Ilanrxap, ,n:11cT. Txatte, 401506, IllTaT MaxaparnTpa, l1H,[(H51 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, 
manufacturing site / Control site / Release site / India (license No MNB/05/263) / 
HauMeHOBauue, a)].pec, JIHUeH3HH )].JIH ,n:-p Pe,[(,[(H'c J1a6opaTOpHC J1T,[(., l1H,[(H51, 
IlpouJBO/J.CTBeuuaH nJioIUa)].Ka / IIJIOIUa)].Ka IlpoH3BOL\CTBeHHoe no,[(pa3,[(eJieHHe-6, BHJIJI. KxoJib, 
K0HTp0JIH Ka'leCTBa / IIJioIUa)].Ka BhmycKa Hanarapx Poy.[(, EaMH, ,z::i:11cTpHKT ConaH, X.n., 173205, 

l1H,[(H51 (nm.1.ett3H51 N!! MNB/05/263) 

Remarks: The Product confirms to ND/ 
II HMe<J:aHHe: IT op: KT COOTBeTCTB eT e6oBaHIUIM HJ.{ 

Conclusion : APPROVED I 
3aKJ110<1:eu1-1e: O)lO.liPEHO 

Prepared by / Checked by / 
Ilop:roTOBJieuo: 1 IlpoBepeuo: 
Pravesh Rana Pardeep Kumar 

Date/ Date/ 
,[{am: 30.06.2026 ,[{am: 30.06.2026 

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

Date/ 
,[{am: 30.06.2026 

Approved by: Quality Assurance/ Authorized person 
/ Op:o6petto: O6ecrre11em1e 
Ka11ecrna/OrneTCTBeHHOe JIHUO: 

Date/ 
,[{am: 

~kD<M~ 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPT11<t>HKAT AHAJTH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, HP., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,JJ;yKT: Haib® (ttHMecy11H,D:) rn611eTKH, 100 Mr 

Market/ PbIHOK Russia/ Poccm, 

Batch No/ 
V2601383 

Batch Quantity/ 50,00,000 tab/ 
CepuH .N'!! Pa1Mep cepuu 50,00,000 rn6 

Analytical Report No/ 
040003478298 

Date of Analysis / 
30.06.2026 

AttaJIHTH'lecKuii OT'leT .N'!! .I(aTa attaJiu1a 
Date of Manufacture / 

06/2026 
Date of Expiry / 

05/2029 
.l{aTa npoU3BO)],CTBa ro,JJ;eH )],O 
Mfg. License No. / 

MA number:/ 
IIpou1BO,JJ;CTBeHHaH : MNB/05/263 

HoMep PY 
: JIIT-Mi(006398)-(Pf-RU) 

JIHUeH3HH .N'!! 
Analysis performed according to ND/ AttaJIH3 npoBe,JJ;eH no 11,[I;: JIII-.N'!!(OO6398)-(Pr-RU)-24O725 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii ynaKOBKH yrnep)K)].eHhI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopu'IHOii ynaKOBKH yTBep)K)].eHbI: 24.07.2025 
PL approved: / JIB yrnep)K)].eu: 28.01.2025 
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Declaration of certification: «I 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/02329-2025 dt. 
September 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». 
3aKJIIO'lettue O COOTBeTCTBHH! «HacTo5lmHM 5l TTO,!l,TBep)K)].aIO, 'lTO npHBe,!],etttta5l BbIWe HHq>OpMaQH5l 5IBJ15leTC5l 
,!l,OCTOBepHOH H TO'lHOH. 3m cepH5I npo,!l,yKQHH npOH3Be,!],etta (BKJ1I01-Ia5l ynaKOBKY (MapKHpOBKY) H KOHTpOJlb Ka'lecrna) 
Ha BbIWeyKa3aHHOH npOH3B0,!l,CTBeHHOH m10ma,!],Ke (n11oma,!],Kax) B TTOJlHOM COOTBeTCTBHH C Tpe6oBaHH5IMH IlpaBHJl 
tta,!l,Jie)KameJ;i: npoH3BO,!l,CTBettttoH npaKTHKH Espa3HHCKoro 3KOHOMH'-IecKoro coI03a (N2 GMP/EAEU/RU/02329-2025 
OT 19 cettrn6p5I 2025 r.) H Tpe6osaHH5IMH KOHTp0115l Ka'-IeCTBa JleKapcTBeHHbIX cpe,!l,CTB, a TaK)Ke B COOTBeTCTBHH co 
cneQH<pHKaQH5IMH, CO,!l,ep)KamHMHC5l B perHCTpaQHOHHOM ,!l,OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0,!l,CTBY, 
ynaKOBKe H aHaJIH3Y nposepettbl, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHH5IM IlpaBHJl Ha,!],J1e)Kame11 
npOH3B0)],CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
II HMe'laHtte: IT 0}], KT C00TBeTCTB eT T e6oBaHIDIM H,n: 
Prepared by/ Checked by I Checked by (AQA) I 
ITo}],roTOBJietto: 1 ITposepetto: ITposepetto (AOK): Amit 
Pravesh Rana Pardeep Kumar Kumar 

cJ___ -1--
Date/ Date/ Date/ 
.D:arn: 30.06.2026 ,n:arn: 30.06.2026 .D:arn: 30.06.2026 

Conclusion : APPROVED I 
3aKJHO'-ICHtte: OllOliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ 0}],o6peHo: O6ecneqem1e 

?~;_:ti~:oe JlHllO : 

Date/ 
.lJ:arn: 

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 




