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

CEPTH<l>HKA T AHAJ1H3A 

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 

Ilpo)).yKT: Haifa® (HHMecymu1.) Ta6JleTKH, 100 Mr 

Market/ PblHOK Russia / PoccIrn 

Batch No/ 
V2600843 

Batch Quantity / 50,00,000 tab/ 

CepuH .N'!! PaJMep cepun 50,00,000 Ta6 

Analytical Report No/ 
890001879579 

Date of Analysis/ 
28.04.2026 

AuaJlHTH<IecKuii 0T<IeT .N'!! ,ll;aTa auaJ1uJa 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
llaTa npouJB0)).CTea ro)).eH )).0 

Mfg. License No./ MA number:/ 
Ilpou3eo.[l.cTeeuuaH : MNB/05/263 HoMep PY 

: JUJ-NQ(006398)-(Pr-RU) 

JlHI.~eH3HH .N'!! 
Analysis performed according to ND / AuaJ1H3 npoee.[l.eu no H,ll.: Jill-.N'!!(006398)-(Pr-RU)-240725 
Arh'Vorks of primary package approved: / MaKeTbI nepeuquoii ynaKOBKH yrnep,rmeubr: 28.01.2025 
Artworks of secondary package approved: / MaKeTbI ernpuquoii ynaKoBKH yTeep,rmeubr: 24.07.2025 
PL approved:/ JIB yrnep,rmeu: 28.01.2025 

Page 1 of7 / CTp. 1 HJ 7 
N!! Test I IloKaJaTeJlb Result I PeJyJibTaTbI 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 oeJlbie C 
)KeJlTOBaThIM OTTeHKOM Kpyrnhie )KeJlTOBaTblM OTTeHKOM KpyrnhIe 
JlBOJIKOBhinYKJlble Ta6JleTKH c rna}lK0H )],B0RKOBhinYKJlhie Ta6J1eTKH c rna,ll,KOH 
IlOBepXHOCTblO. 

noBepxHOCTbfO. 

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

~euTu4>uKan;uH chromatogram of test solution 
corresponds to the retention time of the 

chromatogram of test solution should 

correspond to the retention time of the 
main peak m the chromatogram of main peak m the chromatogram of 
nimesulide reference standard solution. / 

nimesulide reference standard solution 
BpeMJI yJJ:ep)l(HBaHl1JI OCHOBHOro IlHKa Ha 

(section Assay). I BpeMJI yJlep)KHBaHHJI xpoMaTOrpaMMe HCIThITyeMoro pacTBopa 
COOTBeTcTByeT speMeHH y .uep)l(HBaHHJI 0CHOBHOf'O nHKa Ha xpoMaTorpaMMe 

OCHOBHOro IlHKa Ha xpoMaTOrpaMMe HCCTbITyeMoro pacTBopa Jl0Jl)KH0 

pacrnopa CTaH}lapTHOr0 o6pa3ua COOTBeTCTBOBaTb BpeMeHH YJlep)KHBaHHJI 

HHMecynwna. 0CHOBHOro m-1Ka Ha xpoMaTorpaMMe 

pacTBopa CTaHJlapTHOro 06pa1ua 
HHMecyJ1HJla (pa3JlCJ1 «Kon111IeCTBCHHOe 

onpeJleJ1ett11e»). 

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 
IlpuMe<iaHue: flponyKT coorneTcTayeT Tpe6osaHHJIM Hll 3aKmoIJeHue: 0)1,0liPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 

TTo.riroTOBJleHo: f ITpoBepeHo: Rama ITpoaepeHo (AOK): Amit person / Ono6peHo: O6ecneqeHHe 
Pravesh Rana Kant 

~ Kumar ['-~ 
Ka4eCTBalOTBeTCTBeHl{O~ Jll1UO: 

~J.°'-l\~~ l 
_.,,;--h.4>"' 

Date/ Date/ Date I ' Date/ }/J'V''}), 
,Uarn: 28.04.2026 )lam: 28.04.2026 ,Uarn: 28.04.2026 ,Uarn: -

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 



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

CERTIFICATE OF ANALYSIS 
CEPTYl<DMKAT AHAJ1vi3A 

Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Sol an, H.P., 173 205, INDIA 

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

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.uyKT: Hai13® (1rnMecyn11JJ.) rn6neTKH, 100 Mr 
Market/ PblHOK Russia / Poccm1 

Batch No I V2600843 
Batch Quantity / 50,00,000 tab/ 

Cepusr .N'!! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No I 890001879579 

Date of Analysis / 
28.04.2026 

AuaJIHTH'leCKHii OT'leT .N'!! llaTa auaJiuJa 
Date of Manufacture / 04/2026 

Date of Expiry / 
03/2029 

.l(aTa DPOH3B0)].CTBa ro}J.eH Jl.0 

Mfg. License No. / 
MA number:/ 

IlpouJeo.ucTeeunaH : MNB/05/263 HoMep PY 
: JU1-N!!(006398)-(Pf-RU) 

JIHQeH3HH .N'!! 
Analysis performed according to ND I AuaJiu3 npoee.ueu no H,l],: Jill-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepsuquoii ynaKOBKH yrnepm,a:euL1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI srnpuquoii ynaKOBKH yTeepm,a:e11b1: 24.07.2025 
PL approved: / JIB yTeepm,a:en: 28.01.2025 

4 

5 

Cpe.unHH Macca u 
o.uuopo;:J.H0CTb MaCCbl 311.9 mg/ 311,9 Mr 

Dissolution / Unit-1 / Ta6n.-1 100 % 
PacTeopeuue Unit-2 / Ta6n.-2 100% 

Unit-3 / Ta6n.-3 101 % 

Unit-4 / Ta6n.-4 101 % 

Unit-5 / Ta6n.-5 100 % 

Unit-6 / Ta6n.-6 99% 

Water/ Bot1.a 

2.3 % 

Remarks : The Product confirms to ND/ 
II HMetJauue: TI OA KT coorneTcTB eT T e6oaaHJrn.M HJJ.: 
Prepared by / Checked by I Checked by (AQA) I 
TI0AroTOBJ1euo: (/ TipoaepeHo: Rama TiposepeHo (AOK): Amit 

Prnvesh Rana 1 Kant ~ Kumar ~-

Date / Date / Date / 
)],am: 28.04.2026 )],am: 28 .04.2026 )],am: 28.04.2026 

Page 2 of 7 / CTD. 2 H3 7 
2/20 tablets - not more than± 10 %. / 

310 Mr± 5,0 % 

18/20 Ta6neTOK - He 6onee ± 5 % 

2/20 rn6neTOK - He 6onee ± 10 %. 

Not less than 75 % (Q) of label claim of 
C13H12N2OsS (nimesulide) in 45 min./ He 
Mettee 75 % (Q) OT HOMl1HaJTbHOrO 
co)].ep)l<aHvrn C1,H1 2N2OsS (m1Mecyn11.D.) 
qepe3 45 MHH. 

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

Conclusion : APPROVED / 
3aicmoqeuue: O)].OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.no6peHo: O6ecne4eH11e 
Ka4ecrna/OrueTCTBe1rnoe mm,o: 

~;a.,( \co,vJ' "V°\ C 

Date / 
)],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, FJx: +9140 4900 2999, Ema il: mail@drred dys.com 

C\N: L8519SAP1984PLC004507 
www drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTJ1<1)l1KAT AHAJ1l-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 
Ilpo,uyKT: Hatb® (tt11Mecym1,11,) Ta6J1eTK11 , 100 Mr 
Market/ P1,rnoK Russia / Poccm1 
Batch No I V2600843 

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

Analytical Report No I 890001879579 
Date of Analysis / 

28.04.2026 
AuaJIHTH'leCKHii OT'leT N!! ,ll;aTa auaJiu3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

,ll;aTa DPOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,UCTBeHHaH : MNB/05/263 HoMep PY 

: JIIT-NQ(006398)-(Pf-RU) 
JIHU:eH3HH }(2 

Analysis performed according to ND/ AuaJiu3 npoBe,ueu no H)J:: Jill-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii ynaKOBKH YTBepm,ueuL1: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTopu'lnoii ynaKOBKH YTBepm,uenL1: 24.07.2025 
PL approved: / JIB yTBepm,ueu: 28.01.2025 

Page 3 of7 / C-rp. 3 u3 7 
6 Related substances / Po,ucTBennL1e npuMecu 

Impurity A / ITp11Mec1, A 
0.01 % 

Impurity B / ITp11Mec1, B 0.03 % 

Impurity C / flp11Mec1, C Not detected / He o6Hapy)l(eHa 

Below LOD (LOD = 0.0049 %) I HmKe 
Impurity D / ITp11Mec1, D npe.nena o6Hapy)l(em,rn (ITO = 

0,0049 %) 

Impurity E / ITp11Mec1, E Not detected / He o6Hapy)l(eHa 

Below LOD (LOD = 0.0045 %) I HmKe 
Impurity F / ITp11Mec1, F npe.nena o6Hapy)l(eHIUI (ITO = 

0,0045 %) 

Individual unidentified 
impurity I E,11,11H111-rna51 

0.02% 
He11,11,eHTH~H~HpoBaHHa51 
npHMeCb 

Remarks : The Product confirms to ND/ 
n HMeqauue: Il o.n KT C00TBeTCTB eT T e6osaH1151M H,U 
Prepared by I Checked by I Checked by (AQA) / 
ITo,urornsneHo: } ITposepeHo: Rama ITposepeHo (AOK): Amit 
Pravesh Rana ] _ Kant vit Kumar /\. ~ 

7 I " ....-
Date/ Date I Date/ 
,[I;ara: 28.04.2026 ,Uara: 28 .04.2026 ,Uara: 28.04.2026 

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 / 
3aicmoqeuue: O.llO6PEHO 

I He 6onee 

I He 6onee 

I He 6onee 

I He 6onee 

I He 6onee 

I He 6onee 

I He 6onee 

Approved by: Quality Assurance/ Authorized 
person/ O,no6peHo: O6ecne'-lem1e 
Ka'-!eCTBa/OTBeTCTBeHHOe Jil1QO: 

~tCMW\ ~~ 
Date/ 
,[{am: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTvl<DHKAT AHAJlvl3A 
Product: Nise® (Nimesulide) tablets 100 mg 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Na\agarh Road, Baddi, 

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

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

IlpOll,YKT: Haib® (HHMecyJIHA) Ta6JleTK~I , 100 Mr 
Market/ P1,rnoK Russia / Pocc1rn 

Batch No/ V2600843 
Batch Quantity / 50,00,000 tab I 

CepuH N!! PaJMep cepuu 50,00,000 Ta6 
Analytical Report No/ 890001879579 

Date of Analysis / 
28.04.2026 

AuaJIHTH'leCKHH OT'leT N!! ,l(aTa auanuJa 

Date of Manufacture / 04/2026 
Date of Expiry / 

03/2029 
.l(aTa npOH3B0ll,CTBa rol],eH ll,O 

Mfg. License No./ 
MA number:/ 

IIpouJBOlJ.CTBeuuaH : MNB/05/263 HoMep PY 
: JITT-N2(006398)-(Pf-RU) 

JIHQeH3HH N!! 

Analysis performed according to ND/ AuanuJ npoBell,eu no~: Jill-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepnu'luou ynaKOBKH yrnep'.>Kll,eHLI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopn'luou ynaKOBKH yTnep'.>Kll,eHbI: 24.07.2025 
PL aooroved: / JIB yTBep'.>Kll,eu: 28.01.2025 

7 

8 

9 

Pa2e 4 of 7 / CTp. 4 uJ 7 
Total impurities / CyMMa 

0.06% Not more than 1.5 %; / He 6onee 1,5 %; 
npHMecei1 

Uniformity of dosage units The Acceptance Value (AV) should be 
I Oll,uopOll.HOCTb 3.5 less than or equal to 15.0. / TToKa3aTeJlb 
,U03Hp0BaHUH npHeMJleMOCTH (AV) AOJDKeH 6bITb He 

6onee 15,0. 

Microbiological purity*/ MnKpo6uonorn'lecKaH 'IHCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6~ee 'IHCJIO He 6onee 103 KOE/r. 
)KH3Hecnoco6HblX 
a3p06HblX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6~ee He 6onee 102 KOE/r. 
'IHCJIO APO)K)KeBbIX ),{ 

nJiecHeBblX rpH60B 

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

Assay / Konn'lecTBeuuoe 101.2 mg/ 101,2 Mr 90.0 to 110.0 mg of CuH12N2OsS 
onpell,eJieuue (nimesulide) per tablet. / OT 90,0 AO 

110,0 Mr CnH12N2OsS (H11Mecy1rnA) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'-rnHue: npoJlYKT COOTBeTCTBye1' ,-pe60B8HIHIM H)J, 3aKJHOl.feHue: O)1,OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 

ITo.uroToBneuo: 1 ITpoBepeHo: Rama ITpoBepeHo (AOK): Amit person/ O.uo6petto: 06ecnelfeH11e 
Pravesh Rana Kant 

~§ 
Kumar 

~ .-A-
KalfecTsa/OTBeTcTBeHuoe mn.(o: 

~\~/J~,rJ ,:---

Date/ Date/ ' Date/ Date/ \, 1-z,~ ,vti-k 
JJ,ara: 28.04.2026 )J,arn: 28.04.2026 )J,arn: 28.04.2026 )J,arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIJ13A 

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,IJ.YKT! Haib® (H11Mecy1rn.n) Ta6JleTKl1, 100 Mr 

Market/ PhlHOK Russia / Poccm1 

Batch No/ 
V2600843 

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

Analytical Report No/ 
890001879579 

Date of Analysis / 
28.04.2026 

AeaJIHTH<JecKnu OT'leT .N"2 llaTa aeaJiuJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

]laTa np0H3B0,l).CTBa ro,l].eH ,1).0 

Mfg. License No./ 
MA number:/ 

IIponJBO,ll.CTBeeeaH : MNB/05/263 
HoMep PY 

: JII1-N2(006398)-(Pr-RU) 

JIUQeHJHH .N"!! 

Analysis performed according to ND/ AuaJiuJ np0Be,1J.en no H,11;: JIII-.N"2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBn<Jeou ynaKOBKH yrnep,K,1J.enbl: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl BTOpuquou ynaK0BKH YTBep,K,1J.enb1: 24.07.2025 
PL approved: / JIB yrnep,K,llen: 28.01.2025 

Pa2c 5 of7 / CTp. 5 HJ 7 
s Ta6JleTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminium blister. 3 10 tablets in a PVC/aluminium blister. 1, 
blisters and a package leaflet in a carton. / 2, 3 or 10 blisters and a package leaflet in 
llo IO rn6neTOK B llBX/amoM11H11eBOM a carton. I Ila 10 Ta611eTOK B 
6n11cTepe. llo 3 6n11cTepa BMeCTe C 
JIHCTKOM-BKJia,nb!WeM B 

IlBX/amoMHHHeBoM 6n11cTepe. Ila 1, 2, 
rraqKy 

3 HJlH 10 6n11cTepoB BMeCTe C JlHCTK0M-
KapTO HH)'lO. 

BKJla)J.bIWeM B nal.fKY KapT0HHYJO. 

11 Labeling/ MapKnposKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
module 1 of registration dossier / B 
C0OTBeTCTBHH c pa3,neJlOM 1.3.2 Mo,nym, 

1 perncTpaUH0HH0ro ,ll.OCbe. 
12 Storage/ XpaHeHne Protected from light, at temperature not higher than 25°C. / B 1aw,mueHH0M OT cBern MeCTe 

rrpH TeMnepaType He Bbrwe 25 °C. 
13 Shelf-life (storage period) / 3 years. / 3 ro,na. 

CpOK ro,uHOCTH (xpaHeHnst) 

* -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./ 
* - AHaJ1113 no noKa3aTemo «MHKpo6HOJ10fHl.feCKaH LfHCTOTa» npoBO,ll.HTCH np0H3B0AHTeJleM npH BbIDYCKe 
nepHO)J.Hl.feCKH (c HHTepsanoM 0)J.HO HCITbITaHHe Ha 20 cepHH HJlH He MeHee 1 pa3a B ro,n). IlOKaJaTeJlb M0)l(eT 6b)Tb He 

BKJllOL[eH B CepTH<IJHKaT amUIH3a qmpMbl. 

Remarks: The Product confinns to ND/ 
0 II 1e•1a1111e: H 0 ,£1 KT COOTBeTCTB eT e6osaHIDIM H.U 
Prepared by / Checked by / 
llo.n:roTOBJieHo: j llposepeHo: Rama 

Prnvesh Rana 

1 
Kant ~ 

Date/ Date/ 
.Uarn: 28.04.2026 L{arn: 28.04.2026 

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

Date/ 
L{arn: 28.04.2026 

Conclusion : APPROVED I 
3aKmotteHne: 0 0:6PEHO 
Approved by: Quality Assurance/ Authorized 

. person/ O.no6petto: O6ecneyem1e 
Kaqecrna/OTBeTCTBeHHOe JIHU0: 

<T?;J..0.-,t tc.tAM VV\ 

Date/ 
)];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F<1x: +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 
CEPTI1<1>l1KAT AI-IAJlH3A 

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 
llpo)],yKT: Haib® (HHMecym1JJ,) rn6JieTKH, 100 Mr 

Market/ P1,rnoK Russia I Poccm1 

Batch No/ 
V2600843 

Batch Quantity/ 50,00,000 tab/ 

CepnH .N'!! Pa3Mep cepuu 50,00,000 Ta6 

Analytical Report No/ 
890001879579 

Date of Analysis / 
28.04.2026 

AuaJIHTH'lecKnii OT'leT .N'!! 21:aTa auaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
21:aTa DPOH3B0)],CTBa ro)],eH ,!1,0 

Mfg. License No./ 
MA number:/ 

llpon3BO,!l,CTBennaH : MNB/05/263 
HoMep PY 

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

JIUQeH3HH .N'!! 
Analysis performed according to ND / AnaJin3 npoee)],en no 11,Il;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepuuquoii ynaKOBKH yTuep,KJJ.em,1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI urnpuquoii ynaKOBKH yTuep,KJJ.enhl: 24.07.2025 
PL approved: / JIB yrnep,KJJ.eu: 28.01.2025 

Page 6 of7 / CTp. 6 u3 7 

API name (INN)/ HauMenouauue A<l>C (MHH): Nimesulide I HttMecym1.n 

API manufacturer batch number / 
NMS/125121127 

HoMep cepuu npou3uo,11,uTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
FETA00060 

HoMep cepuu cy6cTaHQHH nponJBO/J,HTeJIH r JI<I>: 
Aarti Drugs Limited, 

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

401506, Maharashtra state, India/ AapTH )J,par:3 JlttMme.n, 
llpou3uo,11,uTeJ1h A<l>C, a,!1,pec H CTpaua: Y11acTOK N!! N-198, M.11.,l],.K., Tapanyp, Eiowcap, Tan. TTanrxap, 

,lJ,wcT. TxaHe, 401506, unaT MaxapawTJ)a, 11H,IHUI 
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 I Control site / Release site / (license No MNB/05/263) I 
HanMenouauue, a)].pec, JIHQeH3HH )],JIH )J,-p Pe.n,ntt'c Jla6oparnpHC JlT,n., 11H.D:H.!I, TipoH3B0.ll:CTBeHHOe 

llponJBO,!l,CTBennaH nJioLQa,!l,Ka / IIJioLQa,11,Ka no,npa3,neneH11e-6, Bmrn. Kxonh, Hanarapx Poy.n, Ea.n.ntt, 

KOHTpoJIH Ka'leCTBa / IlJ101.Qa,11,Ka BLmycKa ,l1;ttcTp11KT ConaH, x.n., 173205, 11H.D:11Jl (JJHI._\eH3W1 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 

Remarks : The Product confirms to ND/ 
TT HMe•taHHe: TT o,nyKT COOTBeTCTB eT T e6oBaHHJIM H,ll 
Prepared by I Checked by I Checked by (AQA) / 
Tio.nrornBneuo: 1· TiposepeHo: Rama TipoBepeHo (AOK): Amit 

Pravesh Rana Kant t~ Kumar ~ 

Date/ Date I Date I 
,llarn: 28.04.2026 )lam: 28.04.2026 ,llarn: 28.04.2026 

Conclusion : APPROVED / 
3aKJ110'IeHue: O.ll,OliPEHO 
Approved by: Quality Assurance/Authorized 
person/ O,no6peHo: 06ecne11eH11e 
Ka'lecTBa/OTBeTCTBeHHOe JIHl..(O: 

, I JJU l CQMAIN-\ 

Date/ 
,llarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F<.1x: +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 ANALYSIS 
CEPTH<I:>HKAT 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,!1,VKT: Haib® (HHMecym1;::i:) Ta6neTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm1 

Batch No/ 
V2600843 

Batch Quantity/ 50,00,000 tab I 
Cepun.M! PaJMep cepuu 50,00,000 Ta6 

Analytical Report No/ Date of Analysis / 
AuaJlHTH'leCKHH OT'leT .N'!! 

890001879579 
,!(aTa anaJlHJa 

28.04.2026 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

,!(aTa DPOH3BOJJ:CTBa ro,IJ.eH ,IJ.0 
Mfg. License No./ 

MA number:/ 
IlpOH3BO,IJ.CTBeuuaH MNB/05/263 JII1-N!i(006398)-(Pf-RU) : 

HoMep PY 
: 

JlHQeHJHH .N'!! 
Analysis performed according to ND/ AuanuJ npoee,1J.eu no H,ll;: JIII-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yrnep;K,UeHbI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yTeep;K,UeHbI! 24.07.2025 
PL approved: / JIB yreep;K,Ueu: 28.01.2025 

Page 7 of7 / CTp. 7 HJ 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». 

3aKJllO'leuue O COOTBeTCTBHH: «HacT051I.IJ.HM 51 TTOJJ:TBep)l(JlaIO, 'ITO npirne;::i:eHHa51 Bb[Ule HH<pOpMa1.vrn 51BJrneTC51 
JJ:OCTOBepHOH H TO'IHOH. 3Ta cepm, npo,n:yKU,HH npOH3Be;::i:eHa (BKJIIO'la51 ynaKOBKY (MapKHpOBKY) H KOHTpOJih Ka'leCTBa) 
Ha BhlllleyKa3aHHOH npOH3B0,UCTBeHHOH TTJIOI.IJ.a,UKe (nJIOI.IJ.a)],Kax) B nOJIHOM COOTBeTCTBHH C Tpe6oBaHH51MH TTpaBHJl 
Ha,nJie)l<aI.IJ.eH npOH3BO.UCTBeHHOH npaKTHKH Espa3HHCKoro 3KOHOMH'lecKoro co103a (N!! GMP/EAEU/RU/02329-2025 
OT 19 ceHrn6pH 2025 r.) H Tpe6osaHH51MH KOHTpOJI51 Ka'leCTBa JieKapCTBeHHhlX cpe,ncTB, a TaIOKe B COOTBeTCTBHH co 
cneu,11cj)HKaU,HHMH, co;::i:ep)l(aI.IJ.HMHC51 B perHCTpau,HOHHOM ,UOCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0,UCTBY, 
ynaKOBKe H aHaJIH3Y nposepeHhl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M TTpaBHJl Ha,nJie)l(aI.IJ.eH 
npOH3B0,UCTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
n HMe'-lam1e: TI on. KT COOTBeTCTByeT T e6osaHIUIM H~ 
Prepared by/ Checked by/ Checked by (AQA) / 
Tio.n.roTOBJJeHo: ~/ TiposepeHo: Rama Tiposepetto (AOK): Amit 

Pravesh Rana J- Kant @v\~ Kumar \ 

Date I Date I Date I 
~am: 28.04.2026 ,Uarn: 28 .04.2026 ,Uara: 28.04.2026 

Conclusion : APPROVED / 
3aKJIIO'-lettue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.n.o6peHo: O6ecne1tem1e 

ecTBa/OreercTee1-rnoe mn.1.0: 

Date I 
,Uara: 

\CO-Ml--v\ 

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

CIN: L8519SAP1984PLC004507 
www drreddys.com 




