
•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : t91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTl1<D11KA T AHAJlvl3A 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpOJWKT! Hail:3® (HHMecy1rnn) Ta6JieTKH, 100 M, 

Market/ P1,rnoK Russia/ Poccm, 

Batch No/ 
V2600896 

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

Analytical Report No/ 
040003382827 

Date of Analysis / 
29.04.2026 

AuaJIHTH'lecKuii OT'leT .M! JJ:arn auaJiuJa 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
,!I:aTa DPOH3B0,!J;CTBa roAell AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBeuuaH : MNB/05/263 HoMep PY : JITT-N2(006398)-(Pf-RU) 
JIHQeHJHH ,N°!! 

Analysis performed according to ND/ AuaJIHJ npoee,a;eu no 11,l(: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii ynaKOBKH yTBepm)J.eHbI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopuquoii ynaKOBKH YTBepm,1J.ettb1: 24.07.2025 
PL approved: / JIB vrnepm)J.eu: 28.01.2025 

Page 1 of 7 / CTp. l HJ 7 
.N'!! Test/ IloKaJaTeJlb Result/ PeJyJihTaTbl Specification / HopMa 

1 

2 

3 

Appearance / Onucauue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. / EeJibie c with smooth surface. I Benh1e C 
)KeJlTOBaTbIM OTieHKOM Kpyrnhie )l(eJITOBaTblM OTieHKOM KpyrnhIe 
)lB0J!KOBblnYKJlble Ta6JieTKH c rna,nKOH ,UBOHKOBbinYKllh!e Ta6neTKH c rnanKoH 
noBepXHOCThlO. 

nosepXHOCTblO. 

Identification / The retention time of the main peak in the The retention time of the main peak in the 
11,!J.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 
mam peak m the chromatogram of main peak m the chromatogram of 
nimesulide reference standard solution. / 

nimesulide reference standard solution 
BpeMJI y,nep)KHBaHHll OCHOBHOf'O mfKa Ha 

(section Assay). / BpeM.H ynep)l(HBaHHH xpoMaTo.paMMe 11cnhnyeMorn pacrnopa 
COOTBeTcTByeT speMeHH y.nep)KHBaHHJI OCHOBHOf'O ITHKa Ha xpoMaTorpaMMe 

0CHOBHOro mIKa Ha xpoMaTo.paMMe HCilblTyeMoro pacrnopa )].0Jl)l(H0 

pacrnopa CTaH,napTHOro o6pa3ua C0OTBeTCTBOBaTb speMeHH ynep)l(HBaHHH 

HMMecym1,na. OCHOBHOf'O ITHKa Ha xpoMaTorpaMMe 
pacrnopa CTaH)].apTHOrn o6paJua 
HHMecymI,ua (pa3,l],eJI «KOJIHt{eCTBeHHOe 

orrpenenettHe» ). 

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 / 
3aKJIIO'IeHtte: O)1.OliPEHO IlpHMe'!aHtte: IT o,n KT COOTBeTcrnyeT T e6oBaHHHM H.U 

Prepared by/ Checked by/ Checked by (AQA) / 
Ilo,nrnToe11etto: j IlpOBepetto: Rama IlpoeepeHo (AOK): Amit 

Pravesh Rana J Kant ~~ Kumac ~ 

Date I Date I Date I 
,Uarn: 29 .04.2026 ,Uarn: 29.04.2026 ,Uarn: 29 .04.2026 

Approved by: Quality Assurance/ Authorized person 
/ O,no6peHo: O6ecne11ett11e 
Ka11ecTsa/OTBeTCTBeHHoe irnuo: 

~J.DJ\~~ 

Date I 
,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Ind ia 
Tel: +9140 4900 2900, Fax: +91 40 4900 2.999, Ema il : mall @drreci dvs. com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTl-1 <DHKA T AHAJIH3A 

I/ill. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDLA. 
Tel : t91 98166 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpoJJ.yKT: Haib® (HHMecyJIHJJ.) rn6neTKH, 100 Mr 
Market/ PblHOK Russia / PoccIDI 

Batch No/ 
V2600896 

Batch Quantity / 50,00,000 tab I 
CepuH .N'!! PaJMep cepuu 50,00,000 Ta6 

Analytical Report No I 
040003382827 

Date of Analysis / 
29.04.2026 

AuaJinTnqecKnn oTqeT .N'!! ,[(aTa auaJiuJa 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
,[(aTa DP0H3B0,LJ,CTBa ro)].eH )].0 
Mfg. License No./ 

MA number:/ 
IIponJBOJJ.CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according to ND/ AuaJiuJ npoBeJJ.eH no H)];: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepauquou ynaKOBKH yTeep)K)J.eHbl: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI ernpuquou ynaKOBKn YTBep)K)J.euhl: 24.07.2025 
PL aooroved: / JIB yrnep)K)J,eu: 28.01.2025 

4 

5 

CpeJJ.HHH Macca u 
O)].H0pOJJ.HOCTh MaCChl 

Dissolution / 
PacTBopeuue 

Water /BoJJ.a 

Remarks: The Product confirms to ND/ 
IJ HMelfaHUe: Il 0.U KT C00TBeTCTB eT 

308.7 mg/ 308,7 Mr 

Unit-I/ Ta6n.-l 103 % 

Unit-2 / Ta6n.-2 91 % 

Unit-3 / Ta6n .-3 96% 

Unit-4 / Ta6n.-4 96% 

Unit-5 / Ta6n.-5 101 % 

Unit-6 / Ta6n .-6 98 % 

2.2 % 

e6oBamrnM HA 
Prepared by I Checked by I 
Ilo,n:roToBneuo: / ITpoBepeuo: Rama 
Pravesh Rana },,. Kant 

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

Date/ Date I Date I 
.D:arn: 29.04.2026 .D:arn: 29.04.2026 .D:arn: 29 .04.2026 

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

310Mr±5,0% 

18/20 rn6neToK - tte 6onee ± 5 % 

2/20 Ta6JieTOK - He 6onee ± 10 %. 

Not less than 75 % (Q) of label claim of 
C1 3H12N2OsS (nimesulide) in 45 min./ He 
Mettee 75 % (Q) OT HOM11HaJ1bHOro 
COJJ.ep)KaH11H C13H12N]OsS (H11Mecyn11JJ.) 
qepe3 45 MHH. 

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

Conclusion : APPROVED / 
3aicmo'leHHe: 0 OliPEHO 
Approved by: Quality Assurance/ Authorized person 
I O,no6peHo: O6ecne11eHHe 
~ ;crna/OTBeTCTBeHHOe 1111uo: 
v~ 10-J lUXM""' 
Date/ 
.D:arn: 

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

Tel: +9140 4900 2900, Fax: 1-9140 4900 2999, Email: mail@drrecidys. com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSI 
CEPTH<DHKAT AHAJ1H3A 

Viii. Kho!, Nalagarh Road, Baddi, 

Distt . Sola11, H.P., 173 205, !NOi.A 

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

Product: Nise® (Nimesulide) tablets 100 mg 
IlpOJ.J.YKT: Haifa® (HHMeCVJlHA) rn6neTKH, 100 Mr 
Market/ PbIHOK Russia / Pocc1rn: 

Batch No I 
V2600896 

Batch Quantity / 50,00,000 tab/ 
Cep1rn .N'!! PaJMCI> cepnu 50,00,000 Ta6 
Analytical Report No I 

040003382827 
Date of Analysis / 

29.04.2026 
AnaJJHTH'leCKHH OT'leT .N'!! )J,aTa auaJJHJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
,!J;aTa DP0H3B0J.J.CTBa ro}J.Cll J.J.O 
Mfg. License No. / 

MA number:/ 
IIpOH3BOJ.J.CTBeHHaH : MNB/05/263 

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

JJHUCH3HH N!! 
Analysis performed according to ND I AnaJJHJ nposeJ.J,eH no H,Lt:: JIIl-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepsuquou ynaKOBKH yTsep~enLJ: 28.01.2025 
Artworks of secondary package approved:/ MaKeTLJ BTopuqnou ynaKOBKH yTsep~eHbI! 24.07.2025 
PL approved:/ JIB yTBep~eu: 28.01.2025 

6 
Page 3 of7 / Crp. 3 HJ 7 

Related substances/ PoJ.J.CTseuuLJe npuMecu 

Impurity A / TTpHMecb A 
0.01% Not more than 0.20%; 

0,20%; 

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

Below LOD (LOD = 0.0025 %) / Htt)l(e Not more than 0.20 %; 
Impurity C / Tip11Mech C npe,nena o6Hapy)l(eHirn: (TIO = 

0,20%; 0,0025 %) 

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

Impurity D / Tip11Mecb D npe,nena 06Hapy)l(eHJu1 (TIO = 
0,20%; 0,0049 %) 

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

Below LOD (LOD = 0.0045 %) I Htt)l(e Not more than 0.20 %; 
Impurity F / TTpHMecb F npe,nena o6Hapy)l(em,rn (TIO = 

0,20 %; 0,0045 %) 

Individual unidentified 
impurity I EAHHH4HaJI 

0.03 % 
Not more than 0.20 %; 

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

Remarks : The Product confirms to ND/ 
n II te<raH11e: fl 011. KT COOTBeTCTB eT e6oaaH1rnM HJl 

Conclusion : APPROVED / 
3aicmo<reHtte: O.ll.O6PEHO 

I He 6onee 

I He 6onee 

I He 6onee 

I He 6onee 

I He 6onee 

I He 6onee 

/ He 6onee 

Tio,nroTOBJieHo: TipoaepeHo: Rama 
Prepared by I i Checked by / Checked by (AQA) I 

TipoaepeHo (AOK): Amit 
Kumar 

Approved by: Quality Assurance/ Authorized person 
/ O.n.o6peH0: O6ecne1.1e1rne 

Prnvesh Rana Kant ~~ 

.--

~~c.T~o/OTBeTCTBeHHOe JIHU0: 
\J~l~w--

Date/ 
JJ,a-ra: 29.04.2026 

Date/ 
)],aTa: 29.04.2026 

Date I 
a-ra: 29.04.2026 

Date/ 
}lam: 

Regi , tered Office: 8-2-337, Road No. 3, flanjara Hills, Hyderabad· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9 1 40 4900 2999, Em ail : mail@drreddys.co1n 

CIN: L8S195AP1984PLC004507 
www.drr eddys .com 



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

CERTIFIC 

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

Tel: +9198166 56001-02 
www.drreddys.com CEPH1(l)MKA T AHAJ1M3A 

Product : Nise® (Nimesulide) tablets 100 mg 
IIpoJJ,yKT: Hai;i3® (HHMecym1.n) Ta6J1eTKH, 100 Mr 
Market/ PbIHOK Russia I Pocc1-u1 
Batch No/ 

V2600896 Batch Quantity / 50,00,000 tab I 
Cep1rn .N'!! Pa1Mep cepnn 50,00,000 rn6 
Analytical Report No/ 

040003382827 Date of Analysis / 
29.04.2026 

Aua.1111T11•1ecKuii oT11eT .M! )l;aTa auaJiu1a 
Date of Manufacture / 

04/2026 Date of Expiry / 
03/2029 

.IlaTa Qf)Olf3BOACTBa ro,,.eu .ll.0 

Mfg. License No./ 
MA number:/ 

flpOH3BO,,.CTBeHHaH : MNB/05/263 
HoMep PY : J1TI-M!(006398)-(Pf-RU) 

mm.eu1nH .M! 
Analysis performed according to ND/ AuaJIH3 npose,,.eu no II)];: JIII-.M!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepeH•rnou ynaKOBKH yTBep,t(,[(eHbI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbt BToputJuou ynaKOBKH yTsep,t(,[(eHLI: 24.07.2025 
PL approved: / JIB yTBep»cJJ.eu: 28.01.2025 

7 

8 

9 

Pa2e 4 of7 / CTp. 4 HJ 7 
Total impurities / CyMMa 

0.09 % Not more than 1.5 %; / He 6onee 1,5 %; 
npHMecei1 

Uniformity of dosage units The Acceptance Value (AV) should be 
I OJJ,HOpOJJ.HOCTb 4.0 less than or equal to 15.0. / IToK3.3aTeJJb 
Jl.03Hp0BaHHH np11eMJ1eMOCTl1 (AV) )],OmKeH 6b1Tb He 

6onee 15,0. 

Microbiological purity*/ MnKpo6uoJiorutJecKaH tJHCTOTa* 

Total Aerobic Microbial NA Not more than 1.03 CFU/g. / 
Count I O6ru,ee '-IHCJJO He 6onee 103 KOE/r. 
)l(J13Hecnoco6HbIX 
a3po6Hb!X 
M11KpoopraHl13M0B 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6ru,ee He 6onee 102 KOE/r. 
'-111CJ10 .upo)l()l(eBbIX H 

nnecHeBbIX rpH60B 

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

Assay/ KoJIHtJeCTBeuuoe 100.6 mg I 100,6 Mr 90.0 to 1.10.0 mg of C13H12N2OsS 
onpe,ueJienue (nimesulide) per tablet. / OT 90,0 )],o 

110,0 Mr C13H12N2OsS (mtMecyn H)].) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip1-1Me•1a1rne: TTpo,ny1<T C00TBeTCTByeT Tpe6osaH HJIM H}]. 3atcmo'teuue: O,llOBPEHO 
Prepared by I Checked by/ Checked by (AQA) I Approved by: Quali ty As urance/ Authorized person 
Tio,AroToBneHo: i TiposepeHo: Rama TipoBepeHo (AOK): Amit / OAo6peHo: O6ecne<1e1rne 
Pravesh Rana Kant 

~tLi 
Kumar 

~a~~;;r~eHHOe/j m1uo: ] /\~ c II fl. 

Date/ Date/ \ Date I I Date I \ f~-J'J~"'µ 
}],aTa: 29.04 .2026 ;D.aTa: 29.04.2026 ;D,aTa: 29.04 .2026 }].aTa: ,11.,0 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, l:1d ia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs.com 

CI N: L85195AP1984Pl.C004507 
www.dri eddys.com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
i=ormulation Unit-6 

CERTIFICATE OF A LY JS 
CEPTM<[>HKAT AHAJJH3A 

Vil!. 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.[{y1u: Hai-b® (HHMecym1,n) Ta6neTKM, J 00 Mr 
Market / PblHOK Russia I Poccm1 
Batch No/ 

V2600896 
Batch Quantity / 50,00,000 tab I 

Ceparn .M! Pa3Mep cepnu 50,00,000 Ta6 
Analytical Report No/ 

040003382827 
Date of Analysis / 

29.04.2026 
A11am1T11•1ecKHii oTqeT .M! ,UaTa auaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
.ll,aTa RP0ll3B0J).CT8a roJ).eH J).0 
Mfg. License No./ 

MA number:/ 
IIpoH3BOJlCTBenuaH : MNB/05/263 

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

JinueuJnst .M! 
Analysis performed according to D / Auamo npooe}J.en no H,LJ:: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved:/ MaKeT1>1 nepsu•moii ynaKOBKH yTBepiKJJ,Cnb1: 28.01.2025 
Artwork of secondary package approved:/ MaKeTbl sropu•rnoii ynaKOBKuyrsepm.uenb1: 24.07.2025 
PL approved: / JIB YTsepiKJJ,eu: 28.01.2025 

PaJ,!e 5 of 7 / CTp. 5 H3 7 
B Ta6neTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminiwn blister. 2 10 tablets in a PVC/aluminiwn blister. 1 
blisters and a package leaflet in a carton. I 2, 3 or 10 blisters and a package leaflet in 
no 10 Ta6JTeTOK s TIBX/aJIIOMHHHeBOM a carton. I no 10 Ta6neTOK B 
6JIHCTepe. no 2 6JTHCTepa BMecTe C nBX/amoMHHHeBoM 6nHcTepe. no 1, 2, 
JIHCTK0M-BKJia)lh!WeM B naqKy 

3 11Jll1 10 6mfCTepoB BMeCTe C JTHCTK0M-
KapTOHHyIO. 

BKJTa.D,hlllleM B naY:KY KapT0HHyJO. 

11 Labeling/ Map1<11posKa Complies / CooTBeTCTsyei· In accordance with section 1.3.2 of module .I 

of registration dossier / B coorneTCTBHH c 
pa3)leJIOM 1.3 .2 MO.llYJill 1 pernc-rpaUH0HHOro 
)lOChe. 

12 Storage/ Xpanenne Protected from light, at temperature not higher than 25°C. / B 3ammueHHOM OT csern MecTe 
npH TeMnepaType He BhlWe 25 °C. 

13 Shelf-life (storage period) / 3 years. / 3 ro.ua. 
CpoK rQ,llHOCTH (xpaHeHHH) 

* -The test for Microbiological Purity is periodically perfonned by the manufacturer at relea e (with an interval of one 
test per 20 batches or at least once per yea.r). The test may be absent from the Company's certificate of analysis./ 
* - AHaIIM3 no noKa3aTemo «MMKpo6110JTOnt4ecKa1! ' IMCTOTa» npOBOl{MTCSI npOH3BO.O.HTeneM npM Bblll)'CKe 

nepHO)],MYeCKH (c HHTepsa.noM OAHO HCnhJTaHMe Ha 20 cepHH MJTH He MeHee 1 pa3a 8 ro.o.). noKa.JaTeJTb MO)l<eT6hJTh He 

BKJIIOl!eH B CepTH<jrnKaT aHaJIM3a cfrnpMbl . 

Remarks : The Product confirms to ND/ 
TI II 1e'-18HHe: TT 0/1. KT COOTBeTCTB eT T e6ooaHH.IIM H,l]. 
Prepared by/ Checked by/ Checked by (AQA) / 
TTo.uroTosnetto: 1 Tiposepetto: Rama Tipoaepetto (AOK): Amit 
Pravesh Rana Kant ~ \,L!J:- Kumar ----" 

Date I Date I Date I 
,l].aTa: 29.04.2026 ,UaTa: 29.04.2026 JJ,a-ra: 29.04.2026 

Conclusion : APPROVED / 
3a1<mo•1e1me: 0 O6PEHO 
Approved by: Quality As urance/Authorized person 
/ O.o.o6petto: O6ecnet1e1-111e 

~::Bal_DTBeTCTBeHHOe m,uo: 
· , ~ t~ !-11\ 

Date I 
,UaTa: 

~ 

Registered Office: 8-2-337, Roc1d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, F.ix: +9140 4900 2999, Email: rnail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALY I 
CEPT vl(I)l1KAT AHAfl l13A 

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 
flpo,uyKT: Haib® (HHMecym1.o.) Ta6J1eTK11, l 00 Mr 
Market/ PbIHOK Russia / Pocc1,rn: 

Batch No/ V2600896 Batch Quantity / 50,00,000 tab / 
Cepm1 .N'!! PaJMel) cennu 50,00,000 Ta6 
Analytical Report No/ 040003382827 Date of Analysis / 

29.04.2026 
AttaJ111T11qec1rnii oTqeT .N'!! ,l(aTa auaJ1u1a 
Date of Manufacture/ 

04/2026 
Date of Expiry / 

03/2029 
,ll.aTa npO113BO,UCTBa ro.uen .uo 
Mfg. License No./ 

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

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

JIHUCH311fl .N'!! 

Analysis performed according to ND / A11am13 npone.uen no H,ll.: JIIl-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBll'lHOii ynaKOnKu yrnep)KJleHbr: 28.01.2025 
Artwol'l<s of secondary package approved:/ MaKCTbl BTopn•rnoii ynaKOBKII yrnepmAeDbl: 24.07.2025 
PL aooroved: / JIB yTnep)KJleu: 28.01.2025 

Page 6 of7 / CTp. 6 HJ 7 

API name (INN)/ HauMeuosauue A<l>C (MHH): Nimesulide / Hmv1ecym1.o. 
API manufacturer batch number/ NMS/126010074, NMS/126010077 
HoMep cepnu npo11Jno,unTeJIH A<l>C: 
FP Manufacturer API Batch number/ 

HoMep cep1m cy6crattum1 npon3so,AuTeJIH r JI<I>: 
PET A00093, PET A00094 

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

Thane, 401506, Maharashtra state, India I Aapm ,ll;paf3 

API Manufactured by, address & country/ 
flHMHTe.O,, 

Y<i:acTOK N2 N-198, M.H.,ll;.K. Tapanyp, Boikap TM. 
IlpmtJBOAlfTCJlb A<l>C, a.upec H cTpaua: TTanrxap, ,ll;HcT. Txatte, 401506, WTaT Maxapa1IJTpa, 11.HJJ.HR 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6 
manufacturing site I Control site / Release site / Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, 
HauMeuosauue, a;:I.pec, Jiuueu1nH .UJJH India (license No MNB/05/263) / 
IlpoHJBOACTBeuuaH nJior.ua.u1rn / IIJior.ua,uKa ,l];-p Pe.o..o,H C fla6opaTOpHC flTJJ.. , 11.HJ].H.ll, 
KOHTpOJUI KaqecTBa / IIJIOIUa,UKa BbmycKa Hpo1-13so.o,cTsettHoe noJ.tµaJ.o.eneHHe-6, Bmm. Kxon b, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJJIO'-lenue: 0.[l.06PEHO fi HMC'laH'IIC: n 

Prepared by/ 
Tio,llroTOBneHo: 
Pravesh Rana 

Date / 
)J.aTa: 29.04.2026 

OA KT COOTBeTCTl3 eT e6oea HHl!M H.U 

I 
Checked by / 
TiposepeHo: Rama 
Kant 

Date/ 
J].ara: 29.04.2026 

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

-Date / 
)].am: 29.04.2026 

Approved by: Quality Assurance/ Authorized person 
I O.llo6peHo: O6ecne4eHHe 

~<;_T~~pr eer cneHHOe nHuo: 
r ,_ ~~"""-­

~ 

Date I 

Registered Office: 8-2-337, Road No. 3, Banjara HIiis, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F..ix: +9140 4900 2999, Email: ma il@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPH1Cl>I1KA T AHAJ1J13A 

Product: Nise® (Nimesulide) tablets 100 mg 

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

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

Ilpo)].y1n: Hatb® (HHMecym1,n:) Ta611eTKH, 100 Mr 

Market/ PhlHOK Russia / Poccm1 

Batch No/ 
V2600896 

Batch Quantity/ 50,00,000 tab I 
Cepun .N'!! PaJMeo ceouu 50,00,000 rn6 
Analytical Report No/ 

040003382827 
Date of Analysis / 

29.04.2026 
AuaJIIITH'leCKHii OT'leT .N'!! ,LI:aTa auaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
,LI:aTa npOH3B0)].CTBa rot1.eH ,!1.0 

Mfg. License No./ 
MA number:/ 

IIpou3eot1.cTBeHHaH : MNB/05/263 
HoMep PY 

: J1fl-N2(006398)-(Pf-RU) 
JIHQeH3HH .N'!! 

Analysis performed according to ND I AuaJIHJ npoeet1.eH no H,n:: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepBH'IHoii ynaKOBKH yrnep~euL1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTLI ernpuquoii ynaKOBKH yTeep~euL1: 24.07.2025 
PL approved: / JIB vrnep~eu: 28.01.2025 

Pa e 7 of 7 / CT . 7 HJ 7 
Hanarapx Poy,n:, EaM11, ,[(HcTpHKT Conatt, X.TI., 173205, 

l1H.[(HSI (nm.1.eH3H51 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». 
3aKJUO'leHne O COOTBeTCTBHH: «HaCT051LIJ.HM 51 TTO,!],TBep)K)],aIO, YTO npHBe,n:eHHa51 BhJWe HHcpopMaQH51 SIBJ151eTC51 

,[\OCTOBepHOH H TOYHOH. 3m cep1151 npo.n:yKQHH npOH3Be,[\eHa (BKJTI04a51 ynaK0BKY (MapKHpOBKY) H KOHTp0JTh KaYeCTBa) 
Ha Bh!WeyKa3aHHOH np0113B0,D:CTBeHHOH nnow.a.n:Ke (n11orn.a,n:Kax) B TT0JlH0M C00TBeTCTBHH C Tpe6osaH1151MH TipaBHJl 
tta.n:ne)Karn.ew npoH3BO.D:CTBeHHOH npaKTHKH Espa3HHCKoro 3K0H0MHYecKoro co103a (N2 GMP/EAEU/RU/02329-2025 
OT 19 ceHrn6p51 2025 r.) H Tpe6osaHH51MH KOHTPOJ151 KaYeCTBa JleKapcTBeHHhIX cpe,[(CTB, a TaK)Ke B COOTBeTCTBHH co 
cneQHq>HKaQHSIMH, C0,!l,ep)KaUJ.11MHCSI B per11cTpaQl10HH0M ,[\OCbe CTpaHbl-HMnopTepa. 3anHCH no np0H3B0,[\CTBy, 
ynaK0BKe 11 aHaJTH3Y nposepeHhl, 11 ycTaH0BJleH0 11X CO0TBeTCTBl1e TPe6oBaHl1SIM TipaBHJl Ha,n:JTe)Karn.eit 
npOH3B0,[\CTBeHHOH npaKTHKH EBpa311HCKOro 3K0HOMHYeCK0ro C0I03a». 

Remarks : The Product confirms to ND/ 
Il HMe'laHHe: IT OJI. KT COOTBeTCTB eT 1 e6osa1-1MS1M H.U 
Prepared by / Checked by / 
TioJI.roTOBJJeHo: i ITpoBepeHo: Rama 

P,avesh Rana Kant ~~ 

Date/ Date/ 
.Uarn: 29.04.2026 .Uarn: 29.04.2026 

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

-
Date/ 
JJ:arn: 29.04.2026 

Conclusion : APPROVED / 
3aKJIIOlfeHHe: 0,Ll;06PEHO 

Date/ 
.Uara: 

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 




