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

C_Ef_TJ1<I>k1.KAI A_l_-IAJ1H3A 

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 

Product: Nise® (Nimesulide) tablets 100 mg 
IfpoJJ,yKT: Haib® (H11MecyJ11,t,D.) Ta6neTKH, 100 Mr 

Market/ PbIHOK : Russia / Pocc11a 

Batch No/ 
V2601132 

Batch Quantity/ 50,00,000 tab I 
CepoH .N'!.! PaJMCP cepuu 50,00,000 Ta6 

Analytical Report No/ 
040003417002 

Date of Analysis / 
31.05.2026 

AttaJ111T11'-1ecKnit oTqeT .M.! llaTa aHaJiuJa 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
llaTa nponJBO.!lCTBa roJJ,eH JlO 
Mfg. License No. / 

MA number:/ 
IlpOH3BOJJ.CTBeHH3H : MNB/05/263 

HoMep PY 
: J1TT-N2(006398)-(Pf-RU) 

JIUQeH3UH .N'!.! 
Analysis performed according to ND/ AHaJIH3 npoeeJJ,eH no II,[(: JIII-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepeuqttou ynaKOBKH yTeep)K}leHbl: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl ernpuqttou ynaKoeKu yTeep)K}leHhl: 24.07.2025 
PL aooroved: / JIB YTBCp)KJteu: 28.01.2025 

Page 1 of7 / CTp. 1 HJ 7 
.N'!! Test/ IloKaJaTeJJb Result/ PeJyJILTaTLI Specification / HopMa 

1 

2 

3 

Appearance / Onucattue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. I 6em1e c with smooth surface. I Eenhie C 
)KeJITOBaTh!M OTTeHKOM Kpyrnhie )l(eJITO Ba Thi M OTTeHKOM Kpyrnhre 
)lBOJ'IKOBhinYKJihle Ta6neTKl1 c rnaJI.KOH JJ.BO~KOBhinYKJib1e rn6neTKH c rnaJJ.KOH 
nosepXHOCThlO. 

nosepXHOCTblO. 

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

~eHTml>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 in the chromatogram of mam peak m the chromatogram of 
nimesulide reference standard solution. I 

nimesulide reference standard solution 
BpeMJ'I ynep)KHBaHru! OCUOBHOro m1Ka Ha 

(section Assay). / BpeM~ y.rr.ep)f(1,rna1-11111 
xpoMaTorpaMMe 11cIThrryeMoro pacTBopa 
COOTBeTCTByeT speMeHH Y.ll.ep>KKBaHFUI 

OCHOBHOfO n11Ka Ha xpoMaTorpaMMe 

OCH.OBHOrO n11Ka Ha xpoMaTorpaMMe HCTibrryeMOfO pacTBopa Jl.OJl>KHO 

paCTBOpa CTaH)lapTHoro 06paJ1.la COOTBeTCTBOB8Tb speMeHH y.D.ep)'f<HBaHH~ 

H11Mecym1na. OCHOBHOro n111<a Ha xpoMaTOrpaMMe 

paCTBOpa CTaH,ll8pTHOfO o6pa31.(a 

H11Mecyn11JJ,a (pa3JJ.eJ1 «KonH'-1ecmeHHOe 

onpe.uenett«e»). 

Average weight and Complies / CooTBeTcrnyeT 310 mg±5.0 % 
uniformity of weight/ 18/20 tablets - not more than± 5 % 

Remarks : The Product confirms to ND/ 
0PHMe'laHHe: ITPOllYl<T COOTBCTCTBYeT e6oeaH1utM 1-1 

Conclusion : APPROVED / 
3aKJJJO'leHHe: OJJ.O6PEHO 

Tio)].roTOsneHo: TTponepeFio: Rama 
Prepared by / i Checked by/ 

Pravesh Rana K•nt ~ 

Date/ Date I 
}J_arn: 31.05.2026 ,Ua111: 31.05 .2026 

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

.~ 

Date/ 
}J_aTa: 31.05.2026 

Approved by: Quality Assurance/ Authorized person 
/ 0no6peHo: 06ecne1IeH11e 
Kaqe_s;:i:a,-1/OTBeTCTBeHH0e Jll1UO: 

{ I ~J.(U lc__aw Iv\ 

Date/ 
,[laTa: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900. Faic: 1-91 404900 2999, Email: mail@drreddys.com 

CIN: l85'195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
C_EP_TH_<I>HKA T AHAJIH3A 

Vilt . Kho!, Nalagarh Road, Baddi, 
Dlstt. Solan, H.P., 173 205, INDIA 
Tei: +91 98166 56001-02 
www.drreddys.com 

Product : Nise® (Nimesulide) tablets 100 mg 
IlpOJJ,YKT: Haib® (H11Mecym1.u) Ta611eTKl1, 100 Mr 
Market/ PblHOK Russia I PoccIDI 

Batch No/ 
V2601132 

Batch Quantity/ 50,00,000 tab/ 
Cepon .N'!! Pa3Mep cermn 50,00,000 Ta6 
Analytical Report No/ 

040003417002 
Date of Analysis / 

31 .05.2026 
AuaJIHTHIJeCKHH OTIJeT .N'!! llaTa auaJinla 
Date of Manufacture/ 

05/2026 
Date of Expiry / 

04/2029 
,llaTa DDO113BO~CTBa ro,ueH ,!J.O 
Mfg. License No./ 

MA number:/ fipOH3BO,!J.CTBeHH3H : MNB/05/263 
HoMep PY 

: JID-!'fo(006398)-(Pf-RU) 
JIHQeH3UH .N'!! 
Analysis performed according to ND/ AnaJinl nposei.eu no H,n:: JIII-.N'!!{OO6398)-(Pr-RU)-24O725 
Artworks of primary package approved: / MatceThI nepsuquoii ynaKOBKH yrnep~euh1: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaKoBKH yTsepm;:i;eub1: 24.07.2025 
PL approved:/ JIB YTBCP'MeH: 28.01.2025 

4 

5 

CpeJJ.HHH Macca u 
O,!J.HOpO,!l.HOCTh MaCChl 

Dissolution / 
PacTBopeuue 

Water/ BoJJ.a 

Remarks : The Product confirms to ND/ 
ITr>11Me4a1111e: Tipo.uyKT cooTBeTcTBVeT 

309.8 mg/ 309,8 Mr 

Unit-1 / Ta6n.-l 97% 

Unit-2 / Ta6n.-2 97% 

Unit-3 / Ta6n.-3 98% 

Unit-4 / Ta6n.-4 99% 

Unit-5 / Ta6n.-5 97% 

Unit-6 / Ta6n.-6 97% 

2.7 % 

e6osaHF!SIM H 
Prepared by / Checked by/ 
Tio.nrorosneHo: j ITposepeHo: Rama 

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

Pravesh Rana Kant f1 ~ ~ 

- M'7 
Kumar 

/\-r--\_ 

Date/ Date/ Date/ 
_.l!aTa: 31.05.2026 JJ,a-ra: 31.05.2026 lJa-ra: 31.05.2026 

Page 2 of 7 / CTp. 2 nl 7 
2/20 tablets - not more than± 10 %. / 

310 Mr± 5,0 % 

18/20 Ta6neTOK - He 6onee ± 5 % 

2/20 Ta6neTOK - He 6onee ± 10 %. 

Not less than 75 % (Q) of label claim of 
CuH12N20sS (nimesulide) in 45 min./ He 
MeHee 75 % (Q) OT HOMl1HaJlbHOro 
co.n.ep)Katt1rn c,~H,2N20sS (HHMecym1,LJ,) 
4epe3 45 MHH. 

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

Conclusion : APPROVED/ 
3aKJ110'-leH11e: O)lOliPEHO 
Approved by: Quality Assurance/ Amhorized person 
/ O.no6peHo: O6ecne'leHMe 
~~~~OTBeTCTBeHJ•IOe miuo: 
\ f-dt-}-P-l \ C-ev\..-1b W') 

Date/ 
J!aTa: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTvf<l)_MKAT _AHAJU13A 

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 
IlpoJ(yKT: Haih® (HHMecym1JJ.) Ta6neTKl1, 100 Mr 
Market/ PblHOK : Russia / Poccm1 

Batch No/ 
V2601132 

Batch Quantity/ 50,00,000 tab/ 
Cepust .N'!! Pa3Mep cepmt 50,00,000 Ta6 
Analytical Report No/ 

040003417002 
Date of Analysis / 

31.05.2026 
AuanuT11•1ec1rnii oT'leT .N'!! .l[aTa auaJIU3a 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
JJ:aTa Ilf)0113B0.!lCTBa ro.aeH .!10 

Mfg. License No. / 
MA number:/ 

Ilpon3BO.!lCTseuuaH : MNB/05/263 
HoMepPY 

: JITT-N2(006398)-(Pf-RU) 
J1Ul(eU3lfH .N'!! 

Analysis performed according to ND/ AuaJIH3 npose.!leH no H,l(: Jill-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTsep~eHbI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl BTopuqHou ynaKOBKH yTsep~eHL1: 24.07.2025 
PL approved:/ JIB yrBep~eu: 28.01.2025 

6 
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Related substances / Po.!lCTBeHHbie npuMecu 

Below LOQ (LOQ -0.0057 %) / H11)l(e Not more than 0.20 %; / He 6orree 
Impurity A / TTpHMecb A npeJJ.ena Komf'lecTBeHHoro 

onpeAeJ1e~111J1 (nKO = 0.0057 %) 
0,20%; 

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

Impurity C / TTpHMecb C Not detected / He o6ttapy)Ketta 
Not more than 0.20 %; I He 6orree 
0,20%; 

Below LOD (LOD == 0.0049 %) / H11)l(e Not more than 0.20 %; / He 6orree 
Impurity D / TTp11Mecb D npe;:i:ena 06ttapy)KeHID1 (TIO = 

0,0049 %) 
0,20%; 

Impurity E / TTpHMech E Not detected/ He o6Hapy)KeHa 
Not more than 0.20 %; / He 6orree 
0,20 %; 

Below LOD (LOO= 0.0045 %) / H11)1(e Not more than 0.20 %; / He 6onee 
Impurity F / TTp11MeCb F npe;:i:ena 06Hapy*eH1151 (TIO= 

0,0045 %) 

Individual unidentified 
impurity I E)].HHH'4Ha51 

HeH)].eHTH~HUHpoBaHHa51 
0.01% 

np11MeCh 

Remarks : The Product confirms to ND/ 
np11Me'lanue: TTPOilYKT C00TBeTcTByeT r pe6oeaHl-ulM !"IJJ 
Prepared by / Checked by / Checked by (AQA) / 
no,roTOsnetto: J flposepetto: Rama TTposepeHo (AOK): Amit 

PrnveshRana 1 Kant ~ Kurns, f',-----~ 

Date I Date/ Date/ 

)J.arn: 31.05.2026 _l!ara: 31 .05 .2026 )J.aTa: 31.05.2026 

0,20%; 

Not more than 0.20 %; / He 6onee 
0,20%; 

Conclusion : APPROVED / 
3aKJJIO'lenue: O)lO6PEHO 
Approved by: Quality Assurance/ Authorized person 
/ O;:i:o6petto: O6ecne'leH11e 

K~ B_a~o_T~eTCTBeHHOe 1111uo: 

\ ~ \~\V\ 

Date/ 
_l!ara: 

Registered Office : 8-2-337, Road No. 3, B,mja ra HIiis, 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 ~~• 
CERTIFTCATE OF ANALYSIS 

CEPTH<l:>HKA T AHAJil13A 
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 
Tei : +91 98166 56001-02 
www.drreddys .com 

Ilpo~VKT: Haib® (HHMecym,u:1.) Ta6 11eTKH, 100 Mr 
Market / PbIHOK Russia / Poccm1 
Batch No/ 

V2601132 
Batch Quantity/ 50,00,000 tab/ 

Cemrn ,M! PaJMeo cepun 50,00,000 Ta6 
Analytical Report No I 

040003417002 
Date of Analysis/ 

31.05 .2026 
Aua1111T11•1ec1<:1111 oTqeT N!! llaTa auaJiuJa 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
,[(am Ul)0"3B0)XCTBa roJJ;eH JJ;O 
Mfg. License No./ 

MA number:/ 
IlpouJBoJJ;CTeeunaH : MNB/05/263 

HoMep PY 
: JID-N~(006398)-(Pf-RU) 

J111u,en31rn N2 

Analysis performed according to ND I AuaJIH3 npoeeJJ;en no H).I,: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepeuquou ynaKOBKH yrnep~eub1: 28.01.2025 
Artworks of secondary package approved: / MaKeTbl BTopuquoii ynaKOBKH yTeep~eHbI: 24.07.2025 
PL aooroved: / JIB vreep~eu: 28.01.2025 

7 

8 

9 

Page 4 of7 / CT1>. 4 uJ 7 
Total impurities / CyMMa 

0.05 % Not more than 1.5 %; / He 6onee 1,5 %; 
npHMecei:i 

Uniformity of dosage units The Acceptance Value (AV) should be 
I 0JJ;HOpOJJ:HOCTb 1.6 less than or equal to 15 .0. / TToKa3aTeJib 
JJ;03HpoeaHHH nptteMJieMOCTH (AV) ,!J.OJDKeH 6bITb He 

6onee 15,0. 

Microbiological purity* / MnKpo6noJioruqecKaH qJtcToTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6mee LJHCJIO He 6onee 103 KOE/r. 
)KH3Hecnoco6HbIX 
a3p06HbIX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6mee He 6onee 102 KOE/r. 
'l.HCJIO .n.po)K)KeBbIX M 

nnectteBbIX rptt6os 

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

Assay/ KoJiuqecTeeuuoe 99.4 mg I 99,4 Mr 90.0 to 110.0 mg of Cu H1 2N2OsS 

onpeAeJieuue (nimesulide) per tablet. / OT 90,0 ,ll.O 
110,0 Mr C13H12N2OsS ( t·tHMecy1111,u) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
nom,1ettaH11e: TIP0.U.YKT C00TBeTCTBVeT TPe6osaHHllM H,[{ 3aKmotteH»e: O,llO6PEHO 

Prepared by / f Checked by / Checked by (AQA) I Approved by: Quality Assurance/ AuU1orized person 
TioJJ,roT0BJietto: Tiposepetto: Rama TiponepeHO (AOK): Amit / OAo6petto: O6ecnel!em1e 
Pravesh Rana Kant 

~~ 
Kumar 

{\--\,_ 
~ i ~rr~:Oe JIH/7UO: ~ & ~ /' 

..... - .A" 

Date/ Date/ Date / Date/ ( \ vy '} ~ '))O 

,[{aTa: 31.05.2026 ,[{a1-a: 31.05.2026 ,[{aTa: 31.05.2026 )la-ra: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel: .+9140 4900 2900, Fax: ~9140 4900 2999, Emal\: mail @drreddys.com 

CIN:L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CE_PT_l1~HKAI AHAJ1(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 
Ilponv1n: Haifa® (HHMecym1.u.) Ta6neTKH, 100 Mr 
Market / PblHOK Russia / Poccm1 
Batch No/ 

V2601132 
Batch Quantity / 50,00,000 tab/ 

Cep»H .N'!! PaJMep cepnu 50,00,000 rn6 
Analytical Report No/ 

040003417002 
Date of Analysis / 

31.05.2026 
AnaJIHTHqec1euii oTqeT .N'!! llaTa auaJIH3a 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

04/2029 
,lI;aTa npOH3BOACTBa ro.neu .no 
Mfg. License No./ 

MA number:/ 
IIpon3BO,UCTBeuuaH : MNB/05/263 

HoMep PY 
: Jin-N~(006398)-(Pf-RU) 

JJU[(eH3UH .N'!! 
Analysis performed according to ND / AnaJIH3 npoBe.neu no H,ll,: Jlll-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / Ma1eeTL1 nepenquou ynaKOBKH yTBep,K,1.1.eHh1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopuquoii yna1eoe1eu yTBep,K,1.1.eHb1: 24.07.2025 
PL approved: / JIB VTBep,K,1.J.et1: 28.01.2025 

Page 5 of7 / CTp. 5 u1 7 
B Ta6neTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminium blister. 2 IO tablets in a PVC/aluminium blister. I , 
blisters and a package leaflet in a carton. I 2, 3 or 10 blisters and a package leaflet in 
ITo 10 Ta6neTOK B ITBX/amoMttHHeBoM a carton. I no IO Ta6neTOK B 
6m1cTepe. ITo 2 6m-1cTepa BMeCTe C nBX/anJOMl1HHeBOM 6m1cTepe. no 1, 2, 
JIHCTKOM-BKJiaJJ.bIUieM B na'-IKY 3 111111 10 61111cTepoB BMeCTe C JlHCTKOM-
KapTOHH)'lO. 

BKJla}],bIWeM B nat.JKY KapT0HHyJO. 

11 Labeling/ MaprmpoBKa Complies / CooTBeTcTayeT In accordance with section 1.3 .2 of module 1 
of registration dossier / B cooTBeTCTBMH c 
pa3JJ.enoM 1.3.2 Mo,nym, 1 pemcrpau110Httoro 
,ll0Che. 

12 Storage/ XpaueuHe Protected from light, at temperature not higher than 25°C. / B 3aun1meHHOM OT caern MecTe 
npJ,t TeMneoaTYoe He Bb1ure 25 °C. 

13 Shelf-life (storage period)/ 3 years. / 3 roJJ.a. 
CpoK ronH0CTH (xpaHeHml) 

* -The test for Microbiological Purity is periodically perfonned 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./ 
* - AHMH3 no 0OKa:3aTemo «MHKpo6t,1011or111-recKa.sl 'iHCT0Ta» np0B0AHTC,SI np0113B0)l.HTeJleM np11 BblnYCKe 
nepH0)l.HYeCKJ,1 ( c HHTepBM0M O)l.H0 MCJlbtTaHHe Ha 20 cepHH HJUI He MeHee 1 pa:3a s ro/J,). Ilor<a:JaTeJTb M0)ICeT 6btTb He 

BKJll-0'-leH 8 Ceprncj>11KaT 8Ha.J1113a cjrnpMbl. 

Remarks : The Product confirms to ND/ 
Ilp1111-te<1am1e: Dpo,nyKT C00TBeTCTBYeT e6oeaHH.RM H)J._ 

Conclusion : APPROVED I 
3a1<J110"le1me: O.l!OGPEHO 

Prepared by / Checked by / 
ITonroTOBJietto: j ITpoBepetto: Rama 

Pravesh Rana } Kant (l ~t, 
Date/ Date/ 
JJ:arn: 31.05.2026 )!aTa: 31.05.2026 

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

Date/ 
l!_aTa: 31.05.2026 

Approved by: Quality Assurance/Authorized person 
/ Ono6petto: O6ecneqemrn 
KattecTBa/OTBCTCTBCHH0e Jll,fUO: 

~lJJ.,l \URM W"' 

Date/ 
,/Xarn: 

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

CERTIFICATE OF 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, !NOIA 

Tel : +91 98166 56001-02 
www.drreddys.com C_E~Tl1<I>11KA TAHAJll13A 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.ayKT: Haib® (tt11Mecym1,D.) -ra6J1eTJrn, 100 Mr 
Market / PblHOK Russia / Pocc1u1 
Batch No/ 

V2601132 Batch Quantity/ 50,00,000 tab I 
Cep1rn .N'!! PaJMcp cepuu 50,00,000 Ta6 
Analytical Report No / 

040003417002 
Date of Analysis / 

31.05.2026 
AuaJIHTHtfecKun OT'leT .N'!! )laTa anaJJH3a 
Date of Manufacture/ 

05/2026 
Date of Expiry / 

04/2029 
)laTa np0H3B0JlCTBa ro}leU .11.0 

Mfg. License No. / 
MA number:/ llpou3so}lCTBeuuaH : MNB/05/263 
HoMep PY 

: JU1-N2(006398)-(Pf-RU) 
JIHUeH3HH .N'!! 

Analysis performed according to ND/ AuaJIH3 npose,11.eu no H.,lJ;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepsuquou ynaKOBKH YTBepmJJ,eHbl: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpH'lnou ynaKoBKH YTBepmJJ.eHbt: 24.07.2025 
PL approved: / JIB yTBepmJJ,eu: 28.01.2025 

API name (INN) I HanMenoBanue A<J)C (l.\tDilI): 

API manufacturer batch number/ 
HoMep cepm, opon3BO.lJ.HTeJJH A<J)C: 

FP Manufacturer API Batch number / 
HoMep cepun cy6CTa1-1u1111 npoineo.11.nTeJIH r JI<J): 

API Manufactured by, address & country / 
llpou3so,11.uTeJJb A<J)C, a,llpec u cTpaua: 

Name, address, authorization No for FP 
manufacturing site / Control site I Release site / 

HauMeHOBanue, !l'Apec, JIUUeH3HH ,[{JIH 
llpo113BO.llCTBe1111aS1 nnoiua.n,Ka / IlnoiuaJll(a 
K0nTp0JJH Ka•,ecTsa / IIJiotnaJJ..Ka Bb1nyctca 

Remarks : The Product confirms to ND/ 
flPIIMC43HUe: nPOJl,YKT C00TBCTCTBYCT e6oaamtllM HA 

Page 6 of 7 / CTp. 6 HJ 7 

Nimesulide / l-h1Mecy1m.n 

NMS/126010077 

FETA00127 

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

Thane, 401506, Maharashtra state, India / Aapm ,l{par3 
JlHMHTe,n, 

YqacTOK N!! N-198, M.l1.,l{.K., Tapanyp, Eoikap, Tan. 
I1anrxap, ,[(HCT. Txa1-1e, 401506, wrnT Maxapaw-rpa, l1HJJ.H51 

Dr. Reddy's Laboratories Ltd., India, Formulation: Unit-6, 
Vil! . Khol, NalagarhRoad, Baddi, Distt. Solan H.P. 173205, 

India (}jcense No MNB/05/263) / 
.D;-p Pell.ll11 'c J1a6oparnp11c JlTJJ.., 1111.0.1151, 

Dpo113so.ncTseHHoe n.o.o.paJJJ.eJ1eH11e-6, 8HJ1J1. Kxom,, 
Hanarapx PoyJJ., 6a.w:t11, ,l{HcTpHKT ConaH, X.TI ., 173205, 

llitJJ.1151 (1111ueH3l151 N~ MNB/05/263) 

Conclusion : APPROVED I 
3aKJ1t04e1rne: OJl,O6PEHO 

Prepared by / Checked by / 
Ilo,nroTOBJleHo: i f1poaepeHo : Rama 

Prnvesh Rana Kan1 ~u5-
Checked by (AQA) / 
f1posepeHo (AOK): Amit 

Approved by: Quality Assurance/ Authorized person 
/ O,no6peHo: O6ecneqemte 

Date/ 
A_aTa: 31.05.2026 

Kumar 

Date/ Date/ 
l(arn: 31.05.2026 _l!arn: 31.05.2026 . 

~ -~a_J?~eTCTBeHH0e JlHUO: 

\ r~ r~YV\ 

Date/ 
J!ara: 

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@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

Y' 



•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSI 

CE:e_TM_g>J1J<AJ AHA-1Il13A 
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.nyKT: Haib® (HHMecym1)l) rn6neTKH, 100 Mr 
Market/ PblHOK : Russia I Poccm, 

Batch No/ 
V2601132 

Batch Quantity/ 50,00,000 tab I 
Cepun .N'!! PaJMCJ> cepu11 50,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
A11annTJl'tec1mit oTqeT .N'!! 

040003417002 
,l(aTa auannJa 

31.05.2026 

Date of Manufacture / 
05/2026 

Date of Expiry / 
04/2029 

llaTa nponJB0JlCTBa roAeu AO 
Mfg. License No./ 

MA number:/ 
IlponJBOJlCTeeuuaH : MNB/05/263 HoMep PY : JITT-N2(006398)-(Pf-RU) 
JIHL(CUJHSJ .N'!! 
Analysis performed according to ND/ AuaJIH3 npoee}leu no H)];: .JIIT-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepsuquoii ynaK0BKH yTeep~eub1: 28.01.2025 
Artworks of secondary package approved: / MaKeThI ernpuquoii ynaK0BKH yTeep~euh1: 24.07.2025 
PL approved:/ JIB yreep,K,l\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 I 9, 2025) and requirements to the medicinal quality and with the specifications in the Marketing 
Authorization dossier of the impo11ing country. Production, packaging and testing records are verified and their 
compliance with Good Manufacturing Practice of the Eurasian Economic Onion is estabHshed». 
3aKJIIOttem,e O C00TBCTC1'BIUI: <<.HacTOSllllHM SI llOJJ.TBep)K,D.aJo, 4TO npMBe)leHHaSI Bb!We J,1HQ>OpMau11si SIBJISleTCSI 
,[(OCTOBepHOH H TO~lliOH. 3Ta cepHSI npo,nyKUHH np01"3Be.neHa (BJ<JJIO'-laSI ynaKOBKY (MapKl-lpOBKY) 11 KOHTpOJlb Kat.ieCTBa) 
Ha BblWeyKa3aHHOH npOFl.380,[(CTBeHHOH nnoma.nKe (nnoma.nKax) B flOJIHOM COOTBeTCTBJ-11-1 C Tpe6osaHHHMH IlpaBMJl 
Ha,nne)f(all.lei:i npo113so,11cTBeHHOH npaKTHKl1 Espa3HHCKoro 3KOHoMH'-l.ecKoro coro3a (N!! GMP/EAEU/RU/02329-2025 
OT 19 ce1-1rn6p51 2025 r.) 11 Tpe6osaHH.slMJ,I KOHTpomi Ka'-leCTBa JleKapcTBeHHblX cpe.UCTB, a Tato1<e B COOTBeTCTBHH co 
cne.u11cj)11KaUHSIMl1, CO,D.ep)f<alJ..IHMl,fC,Sl B perncTpauHoliHOM )lOCbe c-rpaHbl-lfMllOpTepa. 3am.fCH no npOH3B0,[1.CTBY, 
ynaKOBKe H aHa.rtl13Y nposepeHbl, H ycnlHOBJJCHO HX COOTBeTCTBHe Tpe6osmmsiM llpaBHJI Ha.n.ne)I<allleH 
npoH3BO,/J,CTBerrnoi:i' npaKTHKH Espa3J,IHCKOro 3KOHOMH~!eCKOf0 COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ1t-0'iem1e: O.LlO6PEHO Ilp11Me'iaHue: TTpoJl 

Prepared by / 
ITo.nrornonetto: j 
Pravesh Rana f 
Date/ 
,/J._aTa: 31.05.2026 

T COOTBeTCTBYeT e6ooaHHHM H}J_ 
Approved by: Quality Assurance/ Authorized person 
/ O.no6petto: 06ecne1Iem1e 
K8•1ecTea!OTBeTCTBCliHOe m-1uo: 

Checked by / 
npoeepeHo: Rama 

Konl ~ 

Date/ 
_l!a-ra: 31.05.2026 

Checked by (AQA) I 
ITpoeepetto (AOK): Amit 
Kumar 

,...----'-

Date I 
A_aTa: 31.05.2026 

c?--..+W ~ '-"' ,,,r J d 

Date/ 
)1-aTa: 

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 




