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

CEPTH<DHKAT AHAJU13A 

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

Ilpoi:.y1n: Haib® (HHMecyJIH.U) rn6JieTKH, 100 Mr 

Market/ PhIHOK Russia / Poccm1 

Batch No/ 
V260121 l 

Batch Quantity / 50,00,000 tab I 
CepuH N2 PaJMep cepuu 50,00,000 rn6 
Analytical Report No/ 

890001888058 
Date of Analysis / 

08.06.2026 
AnaJIHTH'lecKuu OT'leT N2 .ll:aTa anaJiuJa 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
)];aTa DPOH3BOACTBa ro,lJ.eH ,ll.O 
Mfg. License No./ 

MA number:/ 
IlponJBO,ll.CTBennaH : MNB/05/263 

HoMep PY 
: JII1-N'!i(006398)-(Pf-RU) 

JIHQenJHH N2 
Analysis performed according to ND/ AnaJIH3 npoBei:.en no H,ZJ;: JIIl-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepBH'IHou ynaKOBKH yrnep~eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl BTopuqnou ynaKOBKH yTBep~eub1: 24.07.2025 
PL approved: / JIB YTBep~eu: 28.01.2025 

Page 1 of 7 / CTp. 1 HJ 7 
N2 Test I IloKaJaTeJib Result I PeJyJibTaTbl Specification / HopMa 

1 

2 

3 

Appearance / Onucauue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. / EenbJe c with smooth surface. I BeJihie C 
)KeJITOBaTbIM OTTeHKOM Kpyrnhie )KeJITOBaTbIM OTieHKOM Kpyrnhle 
,llBO»KOBhinYKJibJe rn6neTKH c rna,llKOH .[(B05JKOBbITTYKJibJe Ta6JieTKH c rna,UKOH 
noBepXH0CThJO. 

noaepxHOCTblO. 

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

~euTmlrnKaQHH 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 Ill the chromatogram of mam peak m the chromatogram of 
nimesulide reference standard solution. / 

nimesulide reference standard solution 
BpeM» y,llep)l(HBaHHH OCHOBHOro mrna Ha 

(section Assay). / BpeMH y.uep)KHBaHH5J xpoMaTorpaMMe HCllhITyeMoro paCTBOpa 
COOTBeTCTByeT BpeMeHH y.llep)l(HBaHH» OCHOBHOro ITHKa Ha xpoMaTorpaMMe 

0CHOBHOfO nHKa Ha xpoMarnrpaMMe HCIThITyeMoro pacTBopa .[(OJI)KHO 

pacrnopa CTaH.D.apTHOr0 06pa3ua COOTBeTCTBOBaTb speMeHH y.uep)KHBaHH5J 

HHMecyntt,lla. OCHOBHOro ITHKa Ha xpoMaTorpaMMe 

pacTBopa CTaH.uapTHOro o6pa3Ua 
HHMecym-1.ua (pa3.UeJI «KoJiw-iecTBettttoe 

onpe.ueJieHHe»). 

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

Remarks : The Product confirms to ND/ 
fl HMe'lattue: fl 
Prepared by/ 
IlO.D.fOTOBnetto: 
Shagun 

V 
Date/ 
)lam: 08.06.2026 

O,ll KT COOTBeTCTB eT T e6oeaHHHM H)l 
Checked by/ Checked by (AQA) I 
flposepetto: ) flpoeepetto (AOK): Amit 

Pravesh Rana }- Kumar ~~ 

Date/ Date/ 
)lam: 08.06.2026 Jlarn: 08.06.2026 

18/20 tablets - not more than± 5 % 

Conclusion : APPROVED / 
3aKJ110'leH11e: 011,0NPEHO 
Approved by: Quality Assurance/ Authorized person 
I O.D.o6petto: O6ecne4eH11e 
Ka4eCTBa/ OTeeTCTBeHHOe JHIU0: 

~ ,cow~ 
Date/ 
llarn: 

Q 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 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<I>I1KAT AHAJ1113A 

Viii. :<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Nise® (Nimesulide) tablets 100 mg 
Ilp0Jw1n: Haib® (HHMecym1.D.) rn6neTK11, 100 Mr 
Market/ PMHOK Russia / Poccm, 

Batch No/ 
V2601211 

Batch Quantity/ 50,00,000 tab/ 
CepuH .N'!! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No/ 

890001888058 
Date of Analysis / 

08.06 .2026 
AnaJJHTH'leCKHH OT'leT .N'!! l(aTa auaJJu3a 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
)l.aTa DPOH3BO.lJ;CTBa ro)J;eH)J;O 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeuuaH : MNB/05/263 

HoMep PY 
: J1TI-.M!(0063 98)-(Pr -RU) 

JJHUeH3HH .N'!! 
Analysis performed according to ND/ AuaJJH3 npoBe)J;eu no H)I.: .ITII-.N'!!(OO6398)-(Pr-RU)-24O725 
Artworks of primary package approved: / MaKenr nepBH'IHOH ynaKOBKH yrnep,KJJ;em.1: 28.01.2025 
Artworks of secondary package approved: / MaKeTbl BTopuquou ynaKOBKH yTBep,K,11;eHL1: 24.07.2025 
PL approved: / JIB yrnep,KJJ;eu: 28.01.2025 

4 

5 

CpeAHHH Macca u 
O)J;HOpO,/1.HOCTb MaCCbl 312.3 mg/ 312,3 Mr 

Dissolution / Unit-I/ Ta6JI.-1 100 % 

PacTBopeuue Unit-2 / Ta6JI.-2 100 % 

Unit-3 / Ta6JI.-3 100 % 

Unit-4 / Ta6JI.-4 95 % 

Unit-5 / Ta6JI.-5 100 % 

Unit-6 / Ta6JI.-6 100 % 

Water/ Bo)J;a 

3.2 % 

Remarks : The Product confirms to ND/ 
TT HMeLfaHHe: IT o,n KT CO0TBeTCTB eT T e6osaHIHIM H)]. 

Prepared by I Checked by / Checked by (AQA) I 
TTo.nroTOBJietto : npoeepeHo: 1 TTposepeHo (AOK) : Amit 
Shagun Prave h Ran • Kumar 

~ I'~ 
Date/ Date I Date/ 
)].am: 08.06.2026 _)].am: 08.06.2026 [{am: 08.06.2026 
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2/20 tablets - not more than± 10 %. / 

310Mr±5,0% 

18/20 rn6neTOK - He 6onee ± 5 % 

2/20 Ta611eToK - He 6011ee ± 10 %. 

Not less than 75 % (Q) of label claim of 
CIJH12N2OsS (nimesulide) in 45 min. I He 
Mettee 75 % (Q) OT HOMl1HaJlbHOro 
co)].ep)l{aH11~ C 13H 12N20sS ( Hl1Mecyn 11.ll.) 
qepe3 45 MHH. 

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

Conclusion : APPROVED / 
3aKJ110Lfeuue: O.lJ:06PEHO 
Approved by: Quality Assurance/ Authorized person 
/ O.no6peHo: O6ecneqem,1e 

~T~a(OT,BeTCTBeHHOe JIHUO: 

( ,~ \c:cw1vi 

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

CERTIFICATE OF ANALYSIS 
CEPTM <D M KAT A I-IAJlvf 3A 

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

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

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,D.y1n: Haib® (HHMecyJIH.D.) rn6J1eTKH, 100 Mr 
Market/ PbIHOK Russia / Pocc1u1 
Batch No/ 

V2601211 
Batch Quantity / 50,00,000 tab I 

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

890001888058 
Date of Analysis / 

08.06.2026 
AuaJJHTH'lecKuii OT'leT .N'!! llaTa auaJJnJa 
Date of Manufacture/ 

05/2026 
Date of Expiry/ 

04/2029 
)laTa DPOH3B0,UCTBa ro,D.eH,D.O 
Mfg. License No./ 

MA number:/ 
flpOH3B0,lJ.CTBeHHaH : MNB/05/263 

HoMep PY 
: Jin-M1(006398)-(Pf-RU) 

JIHUeH3HSI .N'!! 

Analysis performed according to ND/ AuaJJn3 npoBe]leu no 11,l(: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'IHoii ynaKOBKH yrnep~eubl: 28.01.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yYBep~enL1: 24.07.2025 
PL approved: / JIB vrnep~eu: 28.01.2025 

Page 3 of 7 I CT1>. 3 HJ 7 
6 Related substances / PoJJ;CTBennL1e npuMecu 

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

Impurity A / IlpHMecb A rrpe.uena KOJIH'-{eCTBeHHOro 
0,20%; orrpe,uenemrn: (TIKO = 0.0057 %) 

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

Impurity C / IlpHMech C Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; 
0,20%; 

Below LOD (LOD = 0.0049 %) I Hw)Ke Not more than 0.20%; 
Impurity D I npHMecb D rrpe,uena o6Hapy)l(eHID! (TIO = 

0,20 %; 0,0049 %) 

Impurity E / IlpHMecb E Not detected / He o6Hapy)KeHa 
Not more than 0.20%; 
0,20 %; 

Below LOD (LOD = 0.0045 %) I HH)Ke 
Not more than 0.20%; 

Impurity F / I1p11Mecb F rrpe,uena 06Hapy)KeHm1 (TIO = 
0,20 %; 0,0045 %) 

Individual unidentified 
impurity I E,D.HHl1'-1Hasi 

0.02% 
Not more than 0.20%; 

He11,D.eHTl1~H~11poBaHHaS1 0,20 %; 
npHMeCb 

Remarks : The Product confirms to ND/ 
Il HMe'f3HHe: IT o.u KT COOTBeTCTB eT T e6oBaHIDIM H.[{ 

Conclusion : APPROVED I 
3aKJ1101c1euHe: Ol{OEPEHO 

I He 6onee 

I He 6onee 

I He 6oJiee 

I He 6oJiee 

I He 6onee 

I He 6onee 

I He 6oJiee 

Prepared by / 
ITo,uroTOenetto: Tipoeepetto: /i Tipoeepetto (AOK): Amit 

Checked by/ 

1 
Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 

/ O,uo6petto: O6ecrre1.Jett1-1e 
Shagun 

i,,,,-
Date I 
,Uam: 08.06.2026 

Pravesh Rana Kumar ~ _.--

Date/ Date/ 
.[{am: 08.06.2026 }lam: 08.06.2026 

Ka'-!ecTna/OTBeTcTBeHHoe nm-10: 
~~t~\'V\ 

Date/ 
}lam: 

Registered Office : 8-2.-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHc!J11KA T AHAJTI13A 

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: +9198166 56001-02 
www.drreddys.com 

IlpotJ;y1n: Haifa® (HHMecym-1)].) rn611eTKH, 100 Mr 
Market/ PbIHOK Russia / Pocc1u1 
Batch No/ 

V2601211 
Batch Quantity/ 50,00,000 tab/ 

CepuH .N'!! PaJMep cepuu 50,00,000 rn6 
Analytical Report No / 

890001888058 
Date of Analysis / 

08.06.2026 
AuaJiuTuqec1rnii oTqeT .N'!! ,UaTa auaJiuJa 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
,UaTa npOH3B0,[J;CTBa ro,[J;eH,[1;0 

Mfg. License No. / 
MA number:/ 

IlpOH3BO,[J;CTBeuuaH : MNB/05/263 
HoMep PY 

: nrr-N~(006398)-(Pf-RU) 
JIHQeHJHH .N'!! 
Analysis performed according to ND/ AuaJIHJ npoee,[);eu no HJJ:: JIII-.M!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepeuquoii ynaKOBKH yTeep~eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI ernpuquoii ynaKOBKH yrnep~euh1: 24.07.2025 
PL approved:/ JIB vrnep~eu: 28.01.2025 

7 

8 

9 

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

0.05 % Not more than 1.5 %; / He 6011ee 1,5 %; 
rrpHMeceii 

Uniformity of dosage units The Acceptance Value (AV) should be 
I 0,[J;HOpO,[!;HOCTb 1.2 less than or equal to 15 .0. / IToKa3aTeJih 
,[1;03HpOBaHHH rrptteMJleMOCTH (AV) ,l],OmKeH 6hITh He 

6011ee 15,0. 

Microbiological purity*/ MuKpo6uoJioruqec1rnH qucToTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6rn.ee LIHCJIO He 6011ee 103 KOE/r. 
)KH3HeCIIOC06HblX 
3.3p06HbIX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6rn.ee He 6011ee 102 KOE/r. 
LIHCJIO .L\PO)K)KeBhIX H 

IIJiectteBb[X rpH60B 

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

Assay / KoJiuqecTeeuuoe 100.1 mg/ 100, 1 Mr 90.0 to 110.0 mg of C11H12N2OsS 
onpe,[!;eJieuue (nimesulide) per tablet. / OT 90,0 )],O 

110,0 Mr C13H12N2OsS (HHMecym:1)].) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'laHue: npollYlff COOTBeTCTBYeT TJ)e6oeam111M HJJ; 3aKmo'leuue: 0.llOliPEHO 
Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person 
ITo.11:roTOBJieHo: TipoBepetto: 1 Tiposepetto (AOK): Amit / O.no6petto: O6ecneqettue 
Shagun Pravesh Rana 

Kum,/'- K8~leCTBalO r e TCTBeHHOe 11111.(0: 

~ 
• ~W') 

~ ) //idJ 1-J tJ 
Date/ Date/ Date I Date I ( tz1\~4v 
~ara : 08.06.2026 ~am: 08.06.2026 )lam: 08.06.2026 )lam: .,, 

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@drreddvs,com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTI1 <D I1KA T AHAJII13A 

Vi ii. Khol, Nalagarh Road, Baddi, 
Dist t. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.co m 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpOJJ.YKT: Haib® (HHMeCyJlH.ll.) Ta6JleTKH, 100 Mr 
Market / PhIHOK Russia / Pocc,rn: 
Batch No/ 

V2601211 
Batch Quantity/ 50,00,000 tab I 

CepnH }fa Pa3Mep cepuu 50,00,000 Ta6 
Analytical Report No/ 

890001888058 
Date of Analysis / 

08 .06.2026 AuaJIHTnqecKnii oTqeT }fa J.(aTa aua.JIH3a 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
)J;aTa DPOH3BOJJ.CTBa ro)].eH JJ.O 
Mfg. License No./ 

MA number:/ 
IlpOH3B0)].CTBeHHaH : MNB/05/263 

HoMep PY 
: nn-N~(006398)-(Pr-RU) 

JIHUeH3HH N2 
Analysis performed according to ND / Aua.JIH3 npoee.11;eu no H)J;: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepeuquoii ynaKOBKH yrnep~eubl: 28.01.2025 
Artworks of secondary package approved:/ MaKen.1 BTopu11uoii ynaKoeKn yTeep~eub1: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Paee 5 of7 / CTp. 5 03 7 
B Ta6J1eTKe. 

10 Packaging / Y naKOBKa 10 tablets in a PVC/aluminium blister. 3 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 
Do 10 rn6neTOK B TTBX/a.rr10M11tt11esoM a carton. I no 10 Ta6JleTOK B 
6JIHCTepe. Do 3 6nttcTepa BMeCTe C TTBX/amoMHHHeBoM 6nHcTepe. Ilo 1, 2, 
JlHCTKOM-BKJia)lhJIIIeM B na11Ky 3 HJlH 10 6nHCTepoB BMeCTe c JlHCTK0M-
KapTOHHyJO. 

BKJla.LJ.billJeM B na4KY KapTOHHYJO. 

11 Labeling/ Map1rnpoBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of module l 
of registration dossier / B coorneTCTBHH c 
pa1,neJIOM 1.3.2 MOJlYJill 1 perllCTJ)aQHOHHoro 
JJ:OCbe. 

12 Storage/ Xpauettue Protected from light, at temperature not higher than 25°C. / B 1amttmettHOM OT csern MecTe 
TIPH TeMnepaType He BbllIJe 25 °C. 

13 Shelf-life (storage period)/ 3 years. / 3 ro.na. 
CpoK ro,UHOCTH (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. I 
* - AttanH3 no nOKa3aTemo «MHKpo6HOJ10rH4eCKa51 4HCTOTa» np0BO.lJ.HTC51 npOH3B0.LJ.HTeJleM npH BhmycKe 
nepH0,[\HL!eCKH ( C HHTepsanoM 0)].HO HCnhITaHHe Ha 20 cepHH HJlH He Mettee 1 pa3a B ro.LJ.). TToKa3aTeJ1h M0)KeT 6hITb He 
BKJlto4eH B CepTmpHKaT attanH3a qrnpMbI. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110'lenue: OLlOliPEHO TI HMe'laHl-tC: TT 

Prepared by I 
TTo,nroTOBJieHo: 
Shagun 

Date / 
JJ:arn: 08.06 .2026 

O)l KT COOTBeTCTB eT e6osaum1M HJJ: 
Checked by / 
TTposepetto: 1 
Pravesh Rana 

Date/ 
LJ:arn: 08 .06.2026 

Checked by (AQA) I 
TTpoBepetto (AOK): Amit 
Kumar \ 

Date/ 
)];am: 08.06 .2026 

Approved by: Quality Assurance/ Authorized person 
/ O.no6petto: O6ecrrel!ett11e 
K~~a'.OT,BeTCTBeH Hoe JI 14 1.lO: 

( )~ \cauJvvi 
Date I 
Llarn: 

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Em ai l: rnail@ drred dys.corn 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02 

CEPTl1<!>11KA T AHAJil13A www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,uy1n: Haib® (HHMecynH)].) rn6neTKH, 100 Mr 
Market/ PblHOK Russia / Poccm1 
Batch No/ V2601211 Batch Quantity / 50,00,000 tab I 
CepuH N2 Pa3MeD ceouu 50,00,000 Ta6 
Analytical Report No/ 890001888058 

Date of Analysis/ 
08.06.2026 

AuaJIHTH'leCKHH OT<IeT N2 ,UaTa auanu3a 
Date of Manufacture / 

05/2026 
Date of Expiry / 04/2029 

,UaTa npOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IIpouJeo,ucTeeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according to ND / AuaJiu3 npoee,ueu no 11,lJ;: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepeuquoii: ynaKOBKH yrnep,K,1J,euL1: 28.01.2025 
Artworks of secondary package approved: / MaKeTLI ernpuquoii: ynaKOBKH yTeep,K,1J,enL1: 24.07.2025 
PL approved: / JIB yrnep,K)J,eu: 28.01.2025 

API name (INN)/ HauMeuoeauue A<l>C (MHH): 
API manufacturer batch number / 
HoMep cepuu npomeo.uuTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npou3eo.uuTeJIH rJl<I>: 

API Manufactured by, address & country/ 
IIpou3eo.uuTeJIL A<l>C, a.upec u cTpaua: 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site / 
HauMeuosauue, a.upec, JIHQeH3HH .UJIH 
IIpouJBO.UCTBeuuaH nJioIQa,uKa / IInoIQa,uKa 
KOHTpOJIH Ka'leCTBa / IJJIOIQa,!l;Ka BbIDYCKa 

Remarks: The Product confirms to ND/ 
II nMelfanue: IT O.!l KT cooTBeTCTB eT T e6oBaHHl!M HL( 

Page 6 of7 / CTp. 6 u3 7 

Nimesulide / HwMecynH)], 

NMS/126020159 

FETA00129 

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

Thane, 401506, Maharashtra state, India/ AapTH ,[(par3 
JlHMHTe)],, 

YlfaCTOK N2 N-198, M.11.,D;.K., Tapanyp, 6oi1:cap, Tan. 
TTanrxap, ,[(wcT. TxaHe, 401506, WTaT MaxapawTpa, l1H)],m1 

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) / 
,D;-p PeMH'c Jla6opaTOpHC JlT)],., 11H)],Hjl, 

I1poH3BO)],CTBeHHoe no)],pa3)],eneHHe-6, Bttnn. Kxonh, 
Hanarapx Poy)],, oa)],)],H, ,[(HCTpHKT CoJiaH, x.rr., 173205, 

11H)],I-rn (Jim.~eH3Hji N2 MNB/05/263) 

Conclusion : APPROVED I 
3aKJ110lfenue: OJl:OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person 
I O.!lo6petto: O6ecnel!ettue ITo.!lroTOBJietto: ITpoBepetto: ( ITpoBepetto (AOK): ~it 

Shagun Pravesh Rana Kumar 

l/ ,,? ~ 
Date/ Date/ Date 
L(arn: 08.06.2026 ,Uarn: 08.06.2026 ,Uarn: 08.06.2026 

K~~a/OTBe1·crneRttoe m,uo: 
, rZ1W \c.a.w V\A,, 

Date I 
)]._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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPT11Cl>vlKAT AHAJ1vl3A 

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

Te i : +91 98166 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpO,[(YKT: Haib® (HHMeCyJIHA) Ta6JieTKH, 100 Mr 
Market/ PbIHOK Russia / Poccilll 

Batch No/ 
V2601211 

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

890001888058 
Date of Analysis / 

08.06.2026 AnaJIHTuqecicuii OP:IeT .N'!! ,lI;aTa anaJinJa 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

04/2029 ,l(aTa DPOH3B0)].CTBa ro,[(eH ,[(O 
Mfg. License No./ 

MA number:/ IlpouJBO,[(CTBenuasi : MNB/05/263 HoMep PY 
: JU1-N2(006398)-(Pr-RU) 

JIH~eHJHSI .N°!? 

Analysis performed according to ND I AnaJIHJ npone.i.en no 11,l(: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaiceTbl nepnuquoii ynaiconicu yTnep,K,1J.enh1: 28.01.2025 
Artworks of secondary package approved:/ MaiceTbl BTOpH'lHOH ynaiconicu yTnep,K,ll.enhl: 24.07.2025 
PL approved: / JIB yrnep,K,!J.en: 28.01.2025 

Page 7 of7 / CTp. 7 HJ 7 
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'lenue O COOTBeTCTBHH: «HacTOHI..QHM 51 110)].TBep)K)].aIO, l{TQ npHBe)].eHHaH BbIWe 1-rncpopMaQHH HBJrneTCH 
)].OCTOBepHOH H T04HOH. 3m cepHH npOAYKQHH npOH3Be)].eHa (BKJII04a51 ynaK0BKY (MapKHpOBKy) H KOHTpOJib Ka4ecrna) 
Ha BbIWeyKaJaHHOH npOH3BO)].CTBeHHOH nJI0I..Qa)].Ke (nJIOll(a)].Kax) B noJIHOM COOTBeTCTBHH C Tpe6osaHHHMH npaBHJI 
Ha.n,Jie)Kal..QeH npomBO)].CTBeHHOH npaKTHKH Espa3HHCKoro 3KOH0MH4ecKoro co103a (N!! GMP/EAEU/RU/02329-2025 
OT 19 ceHni6pH 2025 r.) H Tpe6oBaHHHMH KOHTP0JIH Ka4ecrna JieKapcTBeHHbIX cpe)].CTB, a TaK)Ke B COOTBeTCTBHH co 
cneQHqJHKaQHHMH, CO)].ep:>KaI..QHMHCH B perHCTpaQHOHH0M )].0Cbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0)].CTBY, 
ynaK0BKe H aHaJIH3Y nposepeHbl, tt ycTaH0BJieH0 HX C00TBeTCTBHe Ype6oBaHHHM IlpaBHJI Ha)].Jie)KaI..QeH 
npOH3B0)].CTBeHHOH npaKTHKH EBpaJHHCKOro 3KOH0MH4eCK0ro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110lfettue: 0.l(OliPEHO Il HMe4aHHe: TI 

Prepared by I 
flO)lrQTOBneHo: 
Shagun 

Date I 
)].am: 08.06.2026 

O)l KT COOTBeTCTB eT T e6oBaHIDJ.M H}J: 
Checked by/ Checked by (AQA) / 
IlposepeHo: f TTposepeHo (AOK): Amit 
Pravesh Rana Kumar 

~ ---
Date I Date I 
)].am: 08 .06.2026 )].am: 08.06.2026 

Approved by: Quality Assurance/ Authorized person 
/ O)lo6peHo: O6ecne'!em1e 
Ka'lec~ 1:seTcrnem1oe m1uo: 

( )~~\.~ 

Date I 
}J:am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyder8bad - 500034, Telangan a, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys .com 
CIN: L85195AP1984PLC0045 07 

www.drreddys.com 


