
•·· Dr.Raddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTH<l>YIKAT AHAJ1H3A 

Product: Nise® (Nimesulide) tablets 100 mg 

Ilpo)J.y1n: Haii3® (HttMecym1/J.) rn611eTKH, 100 Mr 

Market/ PblHOK Russia / PoccH.H 

Batch No/ 
V2600895 

Batch Quantity / 50,00,000 tab/ 

CepnH .N'!! Pa3Mep cepuu 50,00,000 rn6 

Analytical Report No / 
040003380680 

Date of Analysis/ 
29.04.2026 

AnaJIHTH'1ec1rnu 0T'leT .N'!! .LI:aTa auaJIHJa 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
.il:aTa npoH3B0/1.CTBa ro)J.eH /1.0 
Mfg. License No./ 

MA number:/ 
IIponJB0/1.CTBeuuaH : MNB/05/263 HoMep PY 

: JITT-N!i(006398)-(Pf-RU) 

JIHI .. eHJUH .N'!! 
Analysis performed according to ND / AuaJIHJ npOBe)J.eu no H)].: JIII-.N'!!(006398)-(Pr-RU)-1.40725 
Artworks of primary package approved: / MaKeTbl nepBn'luou ynaK0BKH yTBep)K)J;em,1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl BTOpnquou ynaK0BKH YTBep)K)J;eHhl: 24.07.2025 
PL approved: / JIB yrnep)K)J;eu: 28.01.2025 

Page 1 of7 / CTp. 1 uJ 7 
.N'!! Test/ IloKaJaTeJlh Result/ Pe3yJJhTaThl Specification / HopMa 

1 

2 

3 

Appearance/ Onucauue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. / Ee11b1e c with smooth surface. I Ee11b1e C 
)l(eJITOBaTbIM OTieHKOM Kpyrnbie )KeJTTOBaTbIM OTTeHKOM KpyrnhIe 
,UBO.HKOBbinYKJibie Ta611eTKH C rna,UKOH 

)].B051KOBhIDYKJThie Ta6neTKH c rna)].KOH 
nosepXHOCThlO. 

noaepxHOCThIO. 

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

Hll;eHTHit,HKaQHH 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 in the chromatogram of main peak m the chromatogram of 
nimesulide reference standard solution. / 

nimesulide reference standard solution 
BpeM51 y.uep)l(HBaHH51 OCHOBHOfO ITHKa Ha 

(section Assay). / BpeM.H y/J.ep)KHBaHH51 xpoMaTOrpaMMe HCIThITyeMoro pacrnopa 
C00TBeTcTByeT speMeHH y.uep)l(HBaHHR OCHOBHOro llHKa Ha xpoMaTorpaMMe 

OCHOBHOf0 n11Ka Ha xpoMaTorpaMMe HCilhITyeMoro pacTBopa )].0Jl)KH0 

pacrnopa CTaHnapTHOfO 06pa3ua COOTBeTCTBOBaTb speMeHH y)].ep)KHBaHH51 

HHMeCyJIHD.a. OCHOBHOfO nHKa Ha xpoMaTorpaMMe 

pacTBopa CTatt)].apTttoro 06pa3ua 
HHMecyJ1H)].a (pa3,D,eJ1 «KOJ1J1l{eCTBeHHOe 

onpe)].e11etttte»). 

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 I 
IlpHMe'laHHe: TTpo)],yKT C00TBeTCTByeT Tpe6oBaHHRM H,[l 3ateJ110lfeHHe: O,ll.OliPEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person 

flOD.fOTOBJietto : i TTpoBepeHo: Rama TTpoBepeHO (AOK): Amit I O,uo6petto: O6ecnelfeHHe 
Pravesh Rana Kant 

~4 Kuma< I"-,---'\ KaYecrna/OrneTCTBeHHOe JTHU0 : 
tU1v1L Kv"-lPil__ 

L"1 
Date/ Date/ Date / Date/ J-9 '1) Lt ~cl_ O Lt, 
):(am: 29 .04.2026 ,[{am: 29.04.2026 ,[{am: 29.04.2026 ,[{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: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTvl<l>11KAT AHAJJl.13A 

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 
IlpOAYKT: Haib® (HHMecynH,n) Ta611eTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm, 

Batch No/ 
V2600895 

Batch Quantity / 50,00,000 tab/ 
Cepm1.M! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No/ 

040003380680 
Date of Analysis / 

29.04.2026 
AaaJIHTH'-lecKuu OT'-leT .N'!! llaTa aaaJiu3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
l{aTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according to ND/ AuaJiuJ npoBeAeH no II)];: Jlll-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepBH'-IHOii ynaKOBKH yTsep,K,UeHbI: 28.01.2025 
Artworks of secondary package approved: / MaKeTbl BTopn'-IHoii ynaKOBKH yTsep,K,UeHb1: 24.07.2025 
PL aooroved: / JIB yrnepiKJ].eH: 28.01.2025 

4 

5 

CpeAHHH Macca u 
OAHOp0AHOCTb MaCCbl 309.4 mg/ 309,4 Mr 

Dissolution / Unit-1 / Ta6n.-1 98% 

PacTBopeuue Unit-2 / Ta6n.-2 98 % 

Unit-3 / Ta6n.-3 95 % 

Unit-4 / Ta6n.-4 97 % 

Unit-5 / Ta6n.-5 97% 

Unit-6 / Ta6n.-6 98 % 

Water/ BoAa 

2.5% 

Remarks : The Product confirms to ND/ 
TI HMe•iaH11e: TI O)l KT COOTBeTCTB eT T e6oBaHIUIM H,D, 
Prepared by I Checked by I Checked by (AQA) / 
flonroTosneHo: j flpoaepeHo: Rama flposepeHo (AOK): Amit 
Pravesh Rana . Kant $ Kumar 

..,,,;-

Date I Date I Date/ 
,D,aTa: 29.04.2026 ,[),am: 29.04.2026 ,[),am: 29.04.2026 

Page 2 of7 / CTp. 2 uJ 7 
2/20 tablets - not more than± 10 %. / 

310Mr±5,0% 

18/20 rn611eToK - He 6011ee ± 5 % 

2/20 rn6neTOK - He 6011ee ± 10 %. 

Not less than 75 % (Q) of label claim of 
C1.1H1 2N20sS (nimesulide) in 45 min. / He 
Mettee 75 % (Q) OT HOMHHaJlbHOro 
co.nep)f{aHIHI C1.1H12N"OsS (H11Mecym1.n) 
9epe3 45 MHH. 

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

Conclusion : APPROVED I 
3aKmO'leHue: 0.L(OliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ O,uo6petto: O6ecne4eH1-1e 
Ka4ecrna/OrneTcTBeHHoe n11uo: 

Date I 
,[),am: 

'---\l}tJIL l'.'V/VJ /'.11'7_ 

( 

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: L8519 SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKA T AHAJII13A 

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.uyKT: Haib® (HHMecy1u1.u) rn6JieTKH, 100 Mr 

Market/ PbIHOK Russia I Poccm1 

Batch No/ 
V2600895 

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

040003380680 
Date of Analysis/ 

29.04.2026 
AuaJiuTuqecKun oTqeT .N'!! ,U:aTa auaJiuJa 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
llaTa npouJBOJlCTBa ro.ueu )].O 
Mfg. License No. / 

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

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

JIHQeH3HH .N'!! 

Analysis performed according to ND/ AuaJiuJ npoee.ueu no H,11;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepeuquou ynaKOBKH yTeepm,11,eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI ernpuquou ynaKOBKH yTeepm,11,euh1: 24.07.2025 
PL approved: / JIB yrnepm,11,eu: 28.01.2025 

Page 3 of7 / CTp. 3 HJ 7 
6 Related substances / Po,o:cTeeuub1e npuMecu 

Below LOQ (LOQ = 0.0057 %) I HmKe 
Not more than 0.20 %; Impurity A / TipttMecb A npe,11,ena K0JIWieCTBeHHoro 
0,20 %; onpe,11,eneHIDI (ITKO = 0,0057 %) 

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

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

Below LOD (LOD = 0.0049 %) / Htt)l(e 
Not more than 0.20%; 

Impurity D / TipHMecb D npe,11,ena 06Hapy)l(emu1 (ITO = 
0,0049 %) 0,20 %; 

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

Below LOD (LOD = 0.0045 %) / Htt)l(e 
Not more than 0.20 %; 

Impurity F / TipHMecb F npe,11,ena o6Hapy)l(eHH51 (TIO= 
0,0045 %) 0,20%; 

Individual unidentified 
impurity I EJJ,HHH1-rna51 

0.03 % 
Not more than 0.20 %; 

HeHJJ,eHTH~H~HpOBaHHa51 0,20 %; 
npHMeCb 

Remarks : The Product confirms to ND/ 
n HMe'lauue: IT O,[\ KT C00TBeTCTB eT T e6oBaHH51M HJ.{ 

Conclusion : APPROVED I 
3aKJ110'leHue: 0)1:0liPEHO 

I He 60J1ee 

I He 6onee 

I He 60J1ee 

I He 60J1ee 

I He 6onee 

I He 60J1ee 

I He 60J1ee 

Prepared by/ Checked by/ Checked by (AQA) / 
ITo,11,roTOBJieHo:f TipoBepeHo: Rama ITpoBepeHo (AOK): Amit 
Pravesh Rana Kant ~ Kumar 

Approved by: Quality Assurance/ Authorized person 
/ O.Llo6peHo: O6ecneLJeH11e 
KaLJeCTBa/OTBeTCTBeHHOe 11111(0: 

Date/ 
,[(am: 29.04.2026 

~ 

Date/ Date/ 
,n:arn: 29.04.2026 ,n:arn: 29.04.2026 

Date/ 
,n:arn: 

--J'.Ur-11L f(vv--tnL 
J 

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

CIN: L85195AP1984PLC004507 
www.drredclys.com 



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

CEPTH<DJ1KA T AHAJIJ13A 
Product: Nise® (Nimesulide) tablets 100 mg 

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

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

IlpO)J.YKT: Haifa® (HHMecyJIH)l) Ta6neTKH, 100 Mr 
Market/ PblHOK Russia / PoccIDI 

Batch No/ V2600895 
Batch Quantity / 50,00,000 tab/ 

CepnH .M! Pa1Mep cepuu 50,00,000 Ta6 
Analytical Report No/ 

040003380680 
Date of Analysis / 

29.04.2026 
AnaJIHTH'leCKHH OT'leT .M! ,UaTa anaJ1u1a 
Date of Manufacture / 04/2026 

Date of Expiry / 
03/2029 

)];_aTa npOH3B0)lCTBa ro;:i:en JJ;O 
Mfg. License No./ 

MA number:/ 
Ilpou1eo;:i:cTeeunaH : MNB/05/263 

HoMep PY 
: JUI-M!(006398)-(Pf-RU) 

J1uQen1uH N!! 

Analysis performed according to ND/ AuaJ1u1 npoee,1J.en no H,n;: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepBH'IHOH ynaKOBKH yTeep~eHhI: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTOpnquou ynaKOBKH yTeep~eub1: 24.07.2025 
PL aooroved: / JIB yrnep~eu: 28.01.2025 

7 

8 

9 

Pa2:e 4 of7 / CTp. 4 HJ 7 
Total impurities I CyMMa 

0.08 % Not more than 1.5 %; / He 6onee 1,5 %; 
np11Mecei1 

Uniformity of dosage units The Acceptance Value (AV) should be 
I O)1.HOpO)J.HOCTb 2.4 less than or equal to 15.0. / IloKa3aTeJlb 
)J.03HpOBaHHH np11eMJ1eMOCTH (AV) .L\OJDKeH 6bITb He 

6onee 15,0. 

Microbiological purity* / MuKpo6uoJioruqecKaH 'IHCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6rn:ee 4HCJ10 He 60J1ee 103 KOE/r. 
)l(H3Hecnoco6ttb1x 
a3p06HbIX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6rn:ee He 60J1ee 102 KOE/r. 
'-IHCJIO .L\PO)K)l(eBhIX H 

TTJleCHeBbIX rp116os 

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

Assay/ KoJiuqecTeeuuoe 99.7 mg I 99,7 Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpe)J.eJieuue (nimesulide) per tablet. / OT 90,0 .L\O 

110,0 Mr C13 H1 2N2OsS (HHMecyJIH.L\) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTp11Me'ia1111e: Ilpo.D,yKT COOTBeTCTBYeT Tpe6oeaHIUIM H,[( 3aiemoqeuue: O,LI.OliPEHO 
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person 
IlonroTosneHo: j IlposepeHo: Rama Ilposepetto (AOK): Amit / Ono6petto : O6ecne4em,1e 
Pravesh Rana Kant 

~4 Kumar y KalJecrna/OTBeTCTBeHHOe mrn.o: 
~S,IJt->1 L -,C.U---1~ 

J _Lvv') 
Date I Date I I Date/ Date/ I 

~ 'l --v4 ,....°" (f).; t 
)];am: 29.04.2026 )lam: 29 .04.2026 )lam: 29.04 .2026 )lam: 

Registered Office : 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, FJx: +9140 4900 2999, Email : mail@drreddys.com 

CI N: L8519SAP1984PLC004507 
www.drreddys.com 



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

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<DMKAT AHA.TTH3A 

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 

IlpOAYKT: Haifa® (HHMecynH,n) Ta6neTKH, 100 Mr 

Market / PblHOK Russia / Poccm, 

Batch No/ 
V2600895 

Batch Quantity/ 50,00,000 tab I 
CepnH .N!! PaJMep cepnn 50,00,000 rn6 

Analytical Report No/ 
040003380680 

Date of Analysis / 
29.04.2026 AuaJJHTH'lecKnn OT'leT .N!! )].aTa auaJJnJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 )].aTa DPOH3BOACTBa roAeH AO 

Mfg. License No. / 
MA number:/ IlpOH3BO)];CTBeuuaH : MNB/05/263 
HoMep PY 

: JTTI-Mi(006398)-(Pf-RU) 

JJHI~eH3HH .N!! 
Analysis performed according to ND/ AuaJJnJ npoBeAeH no II)].: JIII-.N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yrnep~euhl: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopuquou ynaKOBKH yTBep~eub1: 24.07.2025 
PL approved:/ JIB yrnep~eu: 28.01.2025 

Page 5 of7 / Crp. 5 HJ 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 
rro 10 m6neTOK B ITBX/amoM11tt11eBoM a carton. I Ilo 10 Ta6neTOK B 
6n11cTepe. rro 2 6n11cTepa BMeCTe C TIBX/anIOMHHl-1:eBOM 6J1HCTepe. no 1, 2, 
JlHCTKOM-BKJia,nbillleM B rra'-IKY 3 HJHI 10 6J1HCTepoB BMeCTe c JHICTKOM-
KapTOHHyio. 

BKJla,UhIWeM B naLIKY KapTOHHyIO . 

11 Labeling/ Map,rnposKa Complies / CooTBeTcTByeT In accordance with section 1.3.2 of module 1 
of registration dossier / B cooTBeTCTBHH c 
pa3,neJIOM 1.3.2 MOJJ.ym, 1 pemcTpaUHOHHOro 
.nocbe. 

12 Storage/ XpaHeHue Protected from light, at temperature not higher than 25°C. / B 3aw.11w.eHHOM OT cBem MeCTe 
ITPI1 TeMrrepaType He BbJllle 25 °C. 

13 Shelf-life (storage period) / 3 years. / 3 ro.na. 
CpoK ro):lH0CTH (xpaHeHHH) 

* - 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. / 

* - AHaJll13 no CTOKa.3aTeJ1IO «MHKpo611onorn4ecKaJ1 4HCTOTa» npoBO,UHTCJI npOH3B0,[J,HTeJleM npH BhmycKe 

nepHO,[J,HLieCKH (c HHTepBanOM 0,[J,HO HCCTh!TaHI1e Ha 20 cepHH HJIH He MeHee 1 pa.3a B ro,D,). TioKa3aTeJlh MO)KeT 6b!Tb He 

BKJlIOLieH B CepTH<pl1KaT aHanH3a <pHpMhl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
fipHMe'-!aHHe: ITpo,nyKT C00TBeTCTByeT Tpe6oBaHJUIM H.[{ laKmol.feHue: O.[{OliPEHO 
Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
I10,1iroToBJietto: 

i 
Tiposepetto : Rama TipoBepetto (AOK): Amit / O.no6petto: O6ecrre'!em1e 

Pravesh Rana Kant 

~~ 
Kumar Ka'!eCTBa!OTBeTCTBeHHOe mIuo: 

~~ ~ I) µ1 (.. kU"'-1 P.rt__ 
___L v-1 

Date I Date/ Date I Date I .;)_°'"'°Lt--;.! lfl, ~ 
.[{am: 29.04.2026 .[{am: 29.04.2026 .[{am: 29.04.2026 .[{am: 

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

Tel : +9140 4900 2900, Fux: +9140 4900 2999, Em2il: mail@drreddys .com 
CIN: L8519SAP1984PLC004507 

www.drreddys. com 



•·· Dr. Raddy's "llllQ;• 

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

CERTIFICATE OF ANALYSIS 
CEPTl1CDl1KA T AHAJ1l13A 

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

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

Product: Nise® (Nimesulide) tablets 100 mg 
IlpoAyrn: Haib® (HHMecymi:)].) rn6JieTKH, 100 Mr 
Market/ PbIHOK Russia / Pocci,rn 
Batch No/ 

V2600895 
Batch Quantity / 50,00,000 tab/ 

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

040003380680 
Date of Analysis / 

29.04.2026 
AuaJiuTuqecKuu oTqeT .N'!! ,ll.aTa auaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
,ll.aTa npoH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpoH3BOACTneuuaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 

Analysis performed according to ND I AuaJIHJ npone)].eu no H)J;: JIII-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepnuquou ynaKOBKH yTnep)KAem,1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopuquoii ynaKOBKH yrnep)KAenL1: 24.07.2025 
PL approved: / JIB yrnep,K)leu: 28.01.2025 

Page 6 of7 / CTp. 6 HJ 7 

API name (INN)/ HauMeuonauue A<I>C (MHH): Nimesulide / HHMecyJIH)]. 
API manufacturer batch number/ 

NMS/126010066, NMS/126010069 
HoMep cepuu npou3no,uuTeJIH A<I>C: 
FP Manufacturer API Batch number / 

FET A00090, FET A00091 
HoMep cepuu cy6cTauu.uu nponJBOAHTeJIH rJI<I>: 

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

Thane, 401506, Maharashtra state, India/ Aaprn .1J:pan 

API Manufactured by, address & country/ 
JlHMHTe)],, 

IlpouJeo,uuTeJib A<I>C, a,upec u cTpaua: 
YlfaCTOK N2 N-198, M.11.,D;.K., Tapanyp, Eoi1.cap, Tan. 

TTanrxap, .ll:HcT. TxaHe, 401506, wrnT MaxapawTPa, l1H)].HH 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 
manufacturing site / Control site / Release site / Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, 
HanMeuonauue, a,upec, JIHU.eHJHH AJIH India (license No MNB/05/263) / 
IlponJBOACTBenuaH nJio(IJ.a,uKa / IlJioID.aAKa ,n-p Pe)].)].11'c J1a6opaTOpHC J1T)],., l1H)],11H, 
KOHTpoJIH KaqecTna / IlJIOID.aAKa BhrnycKa TTpoH3BO)].CTBeHHoe no)].pa3)],eJieHHe-6, BHJIJI. KxoJih, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe•rnHue: IlpOJ:lYKT coorneTcrnyeT Tpe6oBamrnM HA 3aKJHO'iCHHe: O)l;OliPEHO 
Prepared by / 

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

Ilo,nroTOBJleHo: 
Pravesh Rana 

Date/ 
,n:arn: 29.04.2026 

IlpoBepetto: Rama IlpoBepetto (AOK): Amit I OJ:lo6petto: O6ecrre1IeH11e 
Kant 

~~ Kumar ~ Ka'IeCTBa!OTBeTCTBeHHOe JlJ.fl..(O : 
~Vl--'IL Kull'-1 I'll'(___ 

__.Cv-1 
Date I Date/ Date I ,)._ \ 

I
--c)\1 7.JYU=> 

Aarn: 29.04.2026 ,n:arn: 29.04.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fcix: +91 40 4900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTl1<l>HKA T AHAfll13A 
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;::i:y1n: Haib® (HHMecyJm;::i:) Ta6JieTKH, 100 Mr 
Market/ P1,rnoK Russia I Pocc1rn 

Batch No/ 
V2600895 

Batch Quantity/ 50,00,000 tab/ 
CepuH .N'!! Pa3Mep cepuu 50,00,000 rn6 

Analytical Report No/ Date of Analysis / 
AuaJIUTUifecKuu 0TifeT .N'!! 

040003380680 
,UaTa auaJiu3a 

29.04.2026 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

)];aTa np0U3B0,!J;CTBa ro;::i:eu ,11;0 
Mfg. License No./ 

MA number:/ 
IIpou3so,11;cTeeuuaH : MNB/05/263 

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

JIUIJeH3HH .N'!! 
Analysis performed according to ND/ AuaJiu3 npoee;::i:eu no HJJ:: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepeuquou ynaK0BKH yTeep,KJJ;eHb1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI srnpuquou ynaK0BKH yTeep,KJJ;eHb1: 24.07.2025 
PL approved: / JIB yrnep,K,11,eu: 28.01.2025 

Pa oe 7 of 7 / CT . 7 JJ3 7 
Hanarapx Poy;::i:, na):(;::i:H, ,l.1)1cTpHKT Conatt, X.TI., 173205, 

11H):(H.sI (mn.(eH3H.sI N2 MNB/05/263) 

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». 

3aKJIIOifeuue 0 C00TBeTCTBUU: «HacTO.silll,HM 51 ITO):(TBep)K)],aIO, qTo npHBe):(eHHa.sI Bblllle HHq>OpMaQH.sI .sIBJI.sieTC.sI 

):(OCTOsepttoH H ToqttoH. 3m cepH.sI npOJ:\YKQHH npoH3Be):(eHa (BKJ1IOqa.s1 ynaKOBKY (MapKHpOBKY) H KOHTpOJih KaqecTBa) 

Ha BbillleyKa3aHHOH npOH380):(CTBeHHOH ITJIOlll,a):(Ke (nJIOlll,a):(Kax) B ITOJIHOM COOTBeTCTBHH C Tpe6oBaHH.sIMH TipaBHJI 

Ha):(Jie)Kalll,eH npOH3BOACTBeHHOH npaKTHKH Espa3HHCKoro 3KOHOMHqecKoro coI03a (N2 GMP/EAEU/RU/02329-2025 

OT 19 cettrn6p.s1 2025 r.) H Tpe6oBaHH.sIMH KOHTpOJI.sI KaqecTBa JieKapcTBeHHbIX cpe):(CTB, a TaK)Ke s COOTBeTCTBHH co 

cneQH<pHKaQHHMH, CO):(ep)Kalll,HMHC.sI B perncTpaQHOHHOM ):(OCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0):(CTBY, 

ynaKOBKe H aHMH3Y nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe TPe6oBaHH.sIM TipaBHJI Ha):(Jie)l(alll,eH 
npOH3B0):(CTBeHHOH npaKTHKH Espa3HHCKoro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe1rnuue: Tip0,11,YKT COOTBeTCTByeT TPe6osamrnM HJ!: 3aKmot.Jeuue: 0)].0liPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
TIO/J,fOTOBJieHO: 

1 
Tiposepetto: Rama Tiposepetto (AOK): Amit / OAo6petto: O6ecrreqem-1e 

Pravesh Rana 
Kmt ~ Kuma, }\ ~ 

Ka'-!ecrna/OrneTCTBettHoe mIuo: 
~v....i1c KulM~~~ 

Date I Date I Date I Date I 2.-t'j,,-o Lt,.~ u 2..- 6 
)lara: 29.04.2026 _Llara: 29.04.2026 )lara: 29.04.2026 )];ara: 

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

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

www.drreddys.com 




