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

CEPTJ.1<!>11KA T AHAJI113A 

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

Tel : +9198166 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 

llpouy1u: Haib® (H11Mecy1111,n) rn611eTK11, 100 Mr 

Market/ PbIHOK Russia I Poccm1 . 
Batch No I 

V2600845 
Batch Quantity I 50,00,000 tab I 

CepnH .M! Pa3Mep cepuu 50,00,000 Ta6 

Analytical Report No/ 
890001879611 

Date of Analysis / 
28 .04.2026 

AuaJinTn11ec1rnu oT11eT N2 )J,aTa auaJiuJa 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
D:aTa npOH3BOACTBa ro,ueu AO 
Mfg. License No./ 

MA number:/ 
IIponJBOl{CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according to ND/ AuanuJ nposeueu no H)J,: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepsu11uou ynaKOBKH yrnep,ic,a;eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThl BTopn11uou ynaKOBKH yTsep,ic,a;euhl: 24.07.2025 
PL approved:/ JIB YTBep,ic,a;eu: 28.01.2025 

Page 1 of 7 / CTp. l HJ 7 
.N'!! Test/ IIoKaJaTeJih Result I PeJyJihTaThl Specification / HopMa 

1 

2 

3 

Appearance / OnucaHue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. I 6enb1e c with smooth surface. I Ee11bie C 
)l(enTOBaTbIM OTTeHKOM Kpyrnhle )KeJlTOBaTblM OTTeHKOM Kpyrnh1e 
,D:BOHKOBblflYKITbie Ta6neTKl1 c rna,n:KOH ,UBO.sIKOBbITTYJ<Jlbie Ta611eTKH c rna,uKOH 
noeepxHOCTblO. 

nosepXHOCTbIO. 

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

lf.AeHTHcl>nKaQHH 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 p eak m the chromatogram of 
nimesulide reference standard solution. / 

nimesulide r eference standard solution 
BpeMH y.n:ep)l(11BaHl151 OCHOBHOro UHKa Ha 

(section Assay). / BpeM.si y,uep)K11BaH11.si 
xpoMaTOrpaMMe J,fCUb!TYeMoro pacTBopa 
COOTBeTCTByeT epeMeHH y.n:ep)l(11BaHl151 OCHOBHOfO n11Ka Ha xpoMaTorpaMMe 

OCHOBHOro ITHKa Ha xpoMaTOrpaMMe HCITb!TyeMOro pacTBopa ,UOJl)KHO 

pacTBopa CTaH,n:apTHOro 06pa3ua COOTBeTCTBOBaTb BpeMeHH y,uep)K!1BaHl1.s! 

HHMecy1m.na. OCHOBHOrO n11Ka Ha xpoMaTorpaMMe 

pacTBopa CTaH,napTHOro o6pa:nia 
HHMecyJrn,D,a (pa3,D,eJl «KOJIHYeCTBeHHOe 

onpe,ue11eH11e» ) . 

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

18/20 tablets - not more than± 5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aicmoYeH11e: 0,LI.OliPEHO n HMCYaHHe: n o.n: KT COOTBeTCTB eT T e6oBaHl151M Hll 

Prepared by / { Checked by / Checked by (AQA) I 
Ilo.n:roTOenetto: ITpoeepe1w: Rama Ilpoeepetto (AOK): Amit 

Pravesh Rana J-- K ant d,~ Kumar 

~ 
Date / Date / Date I 
,[(am: 28 .04.2026 Llam: 28 .04 .2026 ,[(am: 28.04 .2026 

Approved by: Quality A ssurance/ Authorized 
person I 0.n:o6peHo: 06ecneLJett11e 

~{~~HOeJTHUO ~ ~ 

Date I 
,[{am: 

Reg istered Office : 8-2-337, Road No. 3, Ba njara Hill s, Hyd erabad - 500034, Telangan a, India 
Tel: +91 40 4900 2900, Fdx: +9140 4900 2999, Emai l: mail@drreddys.com 

CI N: L85 195AP1984PLC004507 
www.drreddys.com 



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

CEPTl1cDl1KAT AHAJil13A 

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 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpony1n: Haifa® (HHMecyJU!A) Ta6JleTKH, 100 Mr 
Market/ PbIHOK Russia / Pocciu, 

Batch No/ V2600845 
Batch Quantity / 50,00,000 tab/ 

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

Analytical Report No/ 
890001879611 

Date of Analysis / 
28.04.2026 

AuaJinTn'leCKHii OT'leT .N!! ,l],aTa auaJinJa 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
,UaTa npOH3BOnCTBa roneu no 
Mfg. License No. / 

MAnumb~r: / 
IlpouJsoncTseuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according to ND/ AuaJIH3 nposeneu no H,U: JIII-.N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepsnquou ynaKoBKH yTsep)K)J.enb1: 28.01.2025 
Artworks of secondary package approved: / MaKeTbI srnpuquoii ynaKOBKH yTsep)K)J.eHL1: 24.07.2025 
PL aooroved: / JIB vrnep)K)J.eu: 28.01.2025 

4 

5 

CpeAHHH Macca u 
onuopOAHOCTb MaCCbl 

Dissolution / 
PacTBopeuue 

Water/ Bona 

Remarks : The Product confirms to ND/ 
II HMe'laHHe: Il o.u KT COOTBeTCTB eT 

Date/ Date/ 

310.2 mg/ 310,2 Mr 

Unit-I/ Ta6n.-l 99 % 

Unit-2 / Ta6n.-2 99 % 

Unit-3 / Ta6n.-3 101 % 

Unit-4 / Ta6n.-4 101 % 

Unit-5 / Ta6n.-5 101 % 

Unit-6 / Ta6n.-6 101 % 

2.5 % 

e600amu1M H)l 
Checked by (AQA) / 
Ilpo0epeuo (AOK): Amit 
Kumar 

Date / 
,[t:am: 28.04.2026 )lam: 28.04.2026 )lam: 28 .04.2026 

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

310 Mr± 5,0 % 

18/20 rn6neTOK - He 6onee ± 5 % 

2/20 Ta6neTOK - He 6onee ± 10 %. 

Not less than 75 % (Q) of label claim of 
CuH12N20sS (nimesulide) in 45 min. / He 
Mettee 75 % (Q) OT HOMHHaJlbHOro 
co.n.ep)Kamrn C1~H12N20sS (HHMecynHA) 
qepe3 45 MHH. 

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

Conclusion : APPROVED / 
3aKmoqeuue: O,UOEPEHO 
Approved by: Quality Assurance/ Authorized 
person/ 0.uo6peHo: 06ecne'!eH11e 
K~T~a/OTBCTCTBCI-IHOC n11uo: 

l ~~ lc.o-M\V) 

Date I 
,[J;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te la ngana, India 
Tel: +9140 4900 2900, Fux: +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 
CEPTH<l>HKA T AHAJil13A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,r:1,y1n: Haib® (tt11Mecy;rn.n.) Ta6JieTKH, 100 Mr 
Market/ PbIHOK Russia/ Pocc11.H 
Batch No I 

V2600845 Batch Quantity/ 50,00,000 tab I 
CepuSI N!! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No I 

890001879611 Date of Analysis / 
28.04.2026 AuaJiuTuqec1rnii oTqeT N!! )J.aTa auaJIH3a 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

)J.aTa npOH3B0,TJ,CTBa ro,r:1,eu ,r:1,0 
Mfg. License No. / 

MA number:/ 
IlpOH3B0,TJ,CTBeHHaSI : MNB/05/263 

HoMep PY : JITT-NQ(006398)-(Pf-RU) 
JIHQeH3HSI .N'!! 

Analysis performed according to ND/ AuaJin3 npoee,r:1,eu no H,ZJ;: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepeuquoii ynaKOBKH yrnep~eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI BTopuquoii ynaKoBKH yTeep~eHhI: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Page 3 of7 / C-rp. 3 u3 7 
6 Related substances / Po,r:1,cTBeHHhie npuMecu 

Impurity A / TTp11Mecb A 
0.01 % 

Impurity B / TTp11MeCh B 0.03 % 

Impurity C / TTp11MeCh C Not detected / He o6Hapy)l(eHa 

Below LOD (LOD = 0.0049 %) I Htt)l(e 
Impurity D / TTp11Mecb D rrpe,nena 06Hapy)l(eH11.H (TIO= 

0,0049 %) 

Impurity E / TTp11Mech E Not detected/ He o6Hapy)l(eHa 

Below LOD (LOD = 0.0045 %) I Htt)l(e 
Impurity F / TTp11Mecb F rrpe.nena o6Hapy)l(eHH.H (TIO= 

0,0045 %) 

Individual unidentified 
impurity I E)].HHH'-IHa» 

0.03 % 
HeH)].eHTH~HQHpoBaHHa.H 
np11MeCb 

Remarks : The Product confirms to ND/ 
Il HMe'laHue: TI 0)1- KT COOTBeTCTB eT e6oBamrnM H.ll 
Prepared by / Checked by / Checked by (AQA) / 

TipoBepeHo (AOK): Amit 
Kumar 

Not more than 0.20%; 
0,20%; 

Not more than 0.20%; 
0,20%; 

Not more than 0.20%; 
0,20%; 

Not more than 0.20%; 
0,20%; 

Not more than 0.20 %; 
0,20%; 

Not more than 0.20%; 
0,20%; 

Not more than 0.20 %; 
0,20%; 

Conclusion : APPROVED / 
3aKJIIO'leHue: O.llOliPEHO 

I He 6oJiee 

I He 6oJiee 

I He 6onee 

I He 6onee 

I He 6oJiee 

I He 6onee 

I He 6onee 

Approved by: Quality Assurance/ Authorized 
person/ 0)lo6peHo: 06ecrre'leH11e 
Ka•1ec•rna/OTBeTCrne1rnoe ,rnuo: 

Tio)lrOTOBJleHo: f 11poBOpeHOC Rruna 
Pravesh Rana Kant ~ ~ 

~ w \ ~VV\ 

Date/ 
,llam: 28.04.2026 

Date/ 
)],am: 28.04.2026 

Date/ 
,Uam: 28.04.2026 

Date/ 
)],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 



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

CEPTI1<Dl1KAT AHAJII13A 
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 

Ilpo;:i:y1n: Haib® (ttHMecynH)],) rn611eTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm1 
Batch No/ 

V2600845 
Batch Quantity / 50,00,000 tab/ 

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

890001879611 
Date of Analysis / 

28.04.2026 
AuaJiuTuqecKuii oTqeT .M! .IJ:aTa attaJiuJa 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
l{aTa npOH3BOJJ:CTBa ro;:i:eu JJ:O 
Mfg. License No. / 

MA number:/ 
IlpouJBOJJ:CTBettuaH : MNB/05/263 

HoMep PY : JITT-N!!(006398)-(Pf-RU) 
JIUIJ,eHJHH .N'!! 
Analysis performed according to ND/ AuaJiuJ nposet1:ett no H.IJ:: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepsuquoii ynaKOBKH yrnep,K,1J.eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI BTopuquoii ynaKOBKH yTsep,K,1J.euh1: 24.07.2025 
PL approved: / JIB yrnep,K,1J.eu: 28.01.2025 

7 

8 

9 

Page 4 of7 / Crp. 4 HJ 7 
Total impurities I CyMMa 0.08 % Not more than 1.5 %; / He 6011ee 1,5 %; 
npHMecett 

Uniformity of dosage units The Acceptance Value (AV) should be 
I O;:i:uopo;:i:uocTh 2.6 less than or equal to 15.0. / TToKa3aTeJ1b 
JJ:03HpOBaHUH np11eMJ1eM0CTH (AV) )],0Jl)KeH 6bITb He 

6011ee 15,0. 

Microbiological purity* / MuKpo6uoJioruqecKaH qucTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6mee q11c110 He 6011ee 103 KOE/r. 
)KH3ttecnoco6ttbIX 
a3po6ttbIX 
MHKpoopraHH3M0B 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6w:ee He 6011ee 102 KOE/r. 
q11c110 )],p0)K)KeBbIX H 

rrnectteBbIX rp1160B 

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

Assay/ KoJiuqecTseuuoe 100.1 mg/ 100,1 Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpet1:eJiettue (nimesulide) per tablet. I OT 90,0 )],O 

110,0 Mr C13H12N2OsS (H11Mecy1111,[1,) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TI1l 11Meqauue: n po.13,yKT cooTBeTcTByeT Tpe6osatt1IBM HA 3aKmotteHue: OllOliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo)],roToBJietto: 

f 
Ilposepetto: Rama Ilposepetto (AOK): Amit person/ O)].o6petto: O6ecrreqem1e 

Pravesh Rana Kant 

ii\~ 
Kumar 

~~-
Ka'leCTBa/OTBeTCTBeHHOe JIHUO: 
~ ,~ ~ 

//1 ~ -"' 
Date/ Date/ Date/ Date/ \ \ "'Y-y'? ~i,-A-> 
)Xa1c1: 28.04.2026 J:{arn: 28.04.2026 llarn: 28.04.2026 JJ: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 



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

Formulation Unit-6 

CERTIFICATE OF ANALY rs 
CEPTH<DMKAT AHAJIH3A 

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 

Ilpotty1n: Haib® (H11Mecym 1JJ,) Ta6neTKH, 100 Mr 

Market / PblHOK Russia I Poccm1 

Batch No/ 
V2600845 

Batch Quantity/ 50,00,000 tab I 
Cep1rn .N'!! PaJMep ceorru 50,00,000 Ta6 

Analytical Report No/ 
890001879611 

Date of Analysis / 
28.04.2026 

AuaJIHTH'lecKuii OT'leT .N'!! JlaTa auanu3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
.LI..aTa np0ll3B0ACTBa ro,lJ.CH ,ll.O 
Mfg. License No. / 

MA number:/ 
Ilpou3eo,lJ.cTeeuuaa : MNB/05/263 

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

JIIH~eHJIISI .N°!! 
Analysis performed according to ND/ AuanuJ npoee,lJ.eu no H,IJ;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepeuquoii ynaKOBKH yTBepiK,!J,eHbI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI ernpu•rnoii ynaKOBKH yTBepiK,!J,eHbI: 24.07.2025 
PL approved:/ JIB yrsepiK,!J,eu: 28.01.2025 

Page 5 of 7 / CTp. 5 HJ 7 
B rn6neTKe. 

10 Packaging/ YnaKOBKa IO tablets in a PVC/aluminium blister. 3 10 tablets in a PVC/aluminium blister. l 
blisters and a package leaflet in a carton. / 2, 3 or 10 blisters and a package leaflet in 
no 10 Ta6neToK B nBX/amoMHHHeBoM a carton. I no 10 Ta6neTOK B 
6n11cTepe. no 3 6m1cTepa BMeCTe C nBX/amoMHHHeBOM 61mcTepe. no I , 2, 
Jll1CTKOM-BKJ1a,!J.blilleM B na'-IKY 

3 111111 10 6JIHCTepoB BMeCTe C JlHCTKOM-
KapTOHHYJO. 

BKJlaJJ,bIWeM B naY.JKY KapTOHHyIO. 

11 Labeling/ MapicupoBKa Complies / CoorneTcrnyeT In accordance with section 1.3 .2 of 

module I of registration dossier / B 
COOTBeTCTBHH C pa.3,ll.eJTOM 1.3.2 MOJJ,ym1 

I peniCTpauHOHHOro JJ,OChe. 

12 Storage/ Xpaueuue Protected from light, at temperature not higher than 25°C. / B 3allJ.HllJ.eHHOM OT csern MecTe 
npH TeMnepar ype He BbJWe 25 °C. 

13 Shelf-life (storage period) / 3 years. I 3 ro,!J.a. 
CpoK ro)lHOCTH (xpaHCHHH) 

* -The lest fo r Microbiological Purity is periodically perfo rmed by the manufacturer at release (wi th an in terval of one 
test per 20 batches or at least once per year) . The te l may be absent from th~ Company's certificate o f analy i s./ 

* - AHaJ1 M3 no noKa3aTenK) «M11Kpofaronorw-1ec1Ca.11 1.fHCToTa» npoBO.!UffCJI npOM3BOAHTeJTeM npM BbmycKe 

nep1'10ll.MYCCKH (c HHTepsanoM 0.llHO HCnbrTaHMC Ha 20 cepHH HJTJ,f He Mel-le l pa.3a B ro.u). noKa3aTen b MO)l(eT 6 b1Tb He 

BKJlIOYeH B Cepn1q>MKaT aH0J11130 qmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIJ-O'leune: O.LI.OliPEHO fl HMe'-IaHHe: IT 

Prepared by / 
TIOArDTOBJJeHo: 
Pravesh Rana 

Date I 
)lam: 28.04.2026 

OJl. l l<T COOTBeTCTB eT e6osaHH.sIM H)l 

i 
Checked by/ 
nposepetto: Rama 

Kant ~ 

Date I 
L{a-ra: 28 .04.2026 

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

Date I 
)l,aTa: 28.04.2026 

Approved by: Quality Assurance/Authorized 
person/ 0Ao6petto: 06ecne'-Iett11e 
~ecTBa/OTBeTcT.BeHHOe J1111.1,0: 

\ ,JiJ.OJ. lCP-Mv-,, 

Date I 
L{a1a: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel angana, India 
Tel: +9140 4900 2900, Fox: +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 
CEPTvlwl1KA T AHAm13A 

Viii. Khol 1 Nalagarh Road, Baddi 1 

Distt. Solan, H.P. 1 173 205 1 INDIA 

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

Product: Nise® (Nimesulide) tablets 100 mg 

Ilp0Ay1n: Haib® (ttHMecvm-1,lJ,) rn611eTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm, 

Batch No/ 
V2600845 

Batch Quantity / 50,00,000 tab/ 
CepuH .M! Pa1Mep cepuu 50,00,000 Ta6 

Analytical Report No / 
890001879611 

Date of Analysis / 
28.04.2026 

AuaJittTtt'leCKHU OT'leT .N'!! ,l(aTa auaJiu1a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
,[I;aTa IlP0H3B0.[l;CTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
Ilpou1eo,ucTeeuuaH : MNB/05/263 

HoMep PY 
: JH1-N2(006398)-(Pf-RU) 

JIHIIeH3HH .N'!! 
Analysis performed according to ND/ Aua.Jitt3 npoee.[l;eu no H,n:: JIII-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepeuquou ynaKOBKH yrnep,KJJ;eHhI: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI ernpuquou ynaKOBKH yTeep,KJJ;enh1: 24.07.2025 
PL approved: / JIB yrnep,KJJ;eu: 28.01.2025 
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API name (INN) I HauMeuoeauue A<l>C (MHH): Nimesulide / H11Mecym1.u 

API manufacturer batch number / 
NMS/126010069, NMS/126010072 

HoMep cepuu npottJBOAHTeJIH A<l>C: 
FP Manufacturer API Batch number/ 

FET A00091, FET A00092 
HoMep cepuu cy6cTau11uu npottJBOAHTeJIH rJI<I>: 

Aarti Drugs Limited, 

API Manufactured by, address & country/ 
Plot No N-198, MIDC, Tarapur, Boisar, Tal-Palghar, Dist. Thane, 

401506, Maharashtra state, India/ Aaprn )];pan JlttMHTe.u, 
IlpottJBOAHTeJih A<l>C, a.[!;pec u CTpaua: Y1rncrnK N!! N-198, M.11.)];.K., Tapanyp, Eoikap, Tarr. TTarrrxap, 

,lJ;HCT. TxaHe, 401506, IIITaT MaxapawTµa, l1H,UH.ll 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. 

Name, address, authorization No for FP Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India 
manufacturing site / Control site / Release site / (license No MNB/05/263) / 

HattMeuoeauue, a.[!;pec, Jitt1Ien1ttH .UJIH .lJ:-p Pe.u.u11'c Jla6oparnp11c JlT)],., l1H,UH.ll, IlpomBO/J,CTBeHHOe 

IlpottJBOACTBeuuaH nJ101.11a.[l;Ka / IIJ101.11a.[l;Ka n0Apa3,n:enett11e-6, BHJJJJ. Kxon&, Harrarapx Poy.u, Ea.u.n:11, 

KOHTpOJIH Ka'leCTBa / IIJIOl.lla.[l;Ka BhIDYCKa ,lJ;HCTpHKT CoJJaH, x.n., 173205, l1H.UH.ll (JJHQeH3H.ll N!! 
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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
fl HMe'laHtte: TT O,U KT COOTBeTCTB eT T e6oBaHH.l!M H,U 
Prepared by/ Checked by/ Checked by (AQA) / 

Ilo.uroTOBJJeHo: f 
Pravesh Rana 

Date/ 
)];am: 28.04.2026 

TTpoaepetto: Rama IlpoBepetto (AOK): Amit 
Kant Kumar, 

Date I Date I 
. )];am: 28.04.2026 )];am: 28.04.2026 

3aKJ110'leHue: O)lOJiPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.uo6petto: O6ecnelleHtte 

~~\·~:;;oe JJHUO: O ~ 

Date I 
)];am: 

Registered Office: 8-2-337 1 Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 29001 Fdx: +9140 4900 2999 1 Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH<I>HKA T AHAJIH3A 
Product: Nise® (Nimesulide) tablets 100 mg 

Ilpo,!J,yKT: Haib® (HHMecyJIHA) Ta6JieTKH, 100 Mr 

Market/ PbIHOK Russia / Poccm1 

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 

Batch No/ 
V2600845 

Batch Quantity/ 50,00,000 tab/ 

CepuH .N'!! Pa3Meo ceouu 50,00,000 rn6 

Analytical Report No/ 
890001879611 

Date of Analysis/ 
28.04.2026 

AuaJiuTuqecKuii oTqeT .N'!! )laTa auaJiu3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
)laTa npOH3B0,!J,CTBa ro,l),eu,r:i:o 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,!J,CTBeHHaH : MNB/05/263 HoMep PY : JITT-NQ(006398)-(Pr-RU) 

JIHU.eH3HH .N'!! 
Analysis performed according to ND/ AuaJIH3 npose,l),eu no H)];: Jill-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepsuquoii ynaKOBKH yrnep,K,L1;eub1: 28.01.2025 
Artworks of secondary package approved: / MaKeTbI srnpuquoii ynaKOBKH yTBep,K,L1;eub1: 24.07.2025 
PL approved: / JIB yrnep,K,LJ;eu: 28.01.2025 

Page 7 of7 / CTp. 7 H3 7 
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». 

3aKmoqeuue 0 C00TBeTCTBUU: «HacT0511.l\HM 51 TTOATBep)K)],aIO, 4TO npHBe,r:i:eHHa51 Bh!llle HH<pOpMaQH51 51BJ151eTC51 
AOCTOBepHOH H T04HOH. 3rn cepH51 npo,r:i:yKQHH npOH3Be,r:i:eHa (BKJ1I04a51 ynaKOBKY (MapKHpOBKY) H KOHTpOJlh Kaqecrna) 
Ha BblWeyKa3aHHOH npOH3BOACTBeHHOH TTJlOllla.r:i:Ke (nJIOll.J,a,r:i:Kax) B TT0JlH0M C00TBeTCTBHH C Tpe6oBaHH51MH IlpaBHJI 
Ha,r:i:Jie)Kall.J,eH npoH3BO,r:i:crneHHOH npaKTHKH EBpa3HHCKoro 3KOH0MH4ecKoro co103a (NQ GMP/EAEU/RU/02329-2025 

OT 19 ceHrn6p51 2025 r.) H Tpe6oBaHH51MH KOHTPOJ151 Kaqecrna JleKapcrneHHhlX cpe,r:i:cTB, a TaK)Ke B COOTBeTCTBHH co 

cneQH(pHKaQH51MH, co,r:i:ep)Kall.J,HMHC51 B perHCTpaQHOHH0M ,r:i:oche CTpaHbl-HMnopTepa. 3anHCH no npOH3BOACTBY, 

ynaKOBKe tt aHaJIH3Y npoBepeHbl, tt ycTaHOBJleHO HX COOTBeTCTBHe TPe6oBaHH.SIM IlpaBHJl Ha,r:i:Jie)Kall.l,eH 

npOH3BOACTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH4eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
Il HMeqauue: Il o.u KT COOTBeTCTB eT T e6oBaHIUIM H1l 
Prepared by/ Checked by/ Checked by (AQA) / 
Ilo,uroTOBJieHo: f IlposepeHo: Rama IlposepeHo (AOK): Amit 
Pravesh Rana Kant ~ K umar" ~ 

/ J' --
Date I Date I Date I 
nam: 28.04.2026 )];am: 28.04.2026 am: 28.04.2026 

Conclusion : APPROVED / 
3aKmoqeuue: OllOliPEHO 

Date I 
nam: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


