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

CERTIFICATE OF ANALYSIS 
CEPTvf cl)vfJ(A T AHAfili3A 

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;.:i:y1n: Haib® (tt11Mecym-1;.:i:) rn611eTKI1, 100 Mr 

Market/ PhlHOK Russia / Poccm1 

Batch No/ 
V2600844 

Batch Quantity/ 50,00,000 tab I 
CepnH N!! PaJMe p cepuu 50,00,000 rn6 

Analytical Report No / 
890001879610 

Date of Analysis/ 
29.04.2026 

AuaJIHTH<JecKuii OT'leT N!! )laTa auaJiuJa 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
,UaTa IlPOH3B0J.J:CTBa ro;.:i:eu J.J:O 
Mfg. License No. / 

, MA number: / IlpouJBOJ.J:CTBeuuaH : MNB/05/263 : JITI-NQ(006398)-(Pr-RU) 

Jimi:euJHH N!! 
HoMep PY 

Analysis performed according to ND/ AuaJiuJ nposeti:eu no HJI:: Jlll-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepouquoii ynaKOBKH yToep~euL1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTLI BTopuquoii ynaKoBKH yToep~euL1: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Pa2:e 1 of7 / CTp. 1 HJ 7 
N2 Test / IloKaJaTeJih Result/ PeJyJILTaThI Specification / HopMa 

1 Appearance / Onucauue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 

2 

3 

with smooth surface. / 6e11b1e c with smooth surface. I Ee11b1e C 
)KeJlTOBaTbJM OTTeHKOM Kpyrnhie )KeJTTOBaTbIM OTTeHKOM Kpyrnhie 
.ll.B05IKOBhII1YKJ1hle Ta6JleTKl1 C rna.11.KOH )],B05IKOBhlTIYKJTble Ta611eTKH c r11a,nKoi1 
nosepxHOCTblO. 

nosepXHOCTblO. 

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

.tti.eHTHci>nKaUHH 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 mam peak m the chromatogram of 
nimesulide reference standard solution. I 

nimesulide reference standard solution 
BpeM51 y.11.ep)Kl1BaHJ151 OCHOBHOfO n11Ka Ha 

(section Assay). / BpeM5I y,[1,ep)KMBaH1151 
xpoMarnrpaMMe 11cnhnyeMoro pacrnopa 
COOTBeTcTByeT speMeHH y.nep)KHBaHHH OCHOBHOro TII1Ka Ha xpoMaTorpaMMe 

OCHOBHOfO n11Ka Ha xpoMaTorpaMMe 11cnhITyeMoro pacrnopa )],0Jl)KH0 

paCTBOpa CTaH.ll_apTHOro 06pa3ua COOTBeTCTBOBaTb BpeMeHl-f y,nep)KHBaHI15I 

HJ1Mecy1111.na. OCHOBHOro TTHKa Ha xpoMaTorpaMMe 

pacrnopa CTaH,[1,apTHOro o6pa3~a 

HHMecyJTM,[l,a (pa3,n.e11 «KOJTH4eCTBeHHOe 

onpe.n.e11ett11e» ). 

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/ Conclusion : APPROVED I 
3aKJ1t011eH11e: 0.LlOliPEHO Il HMe'laH11e: TT OAYKT COOTBeTCTB eT T e6osaHl15IM H):l 

Prepared by/ Checked by/ Checked by (AQA) / 
TTo.11_roTos11etto~ i TTposepetto: Rama TTposepeHo (AOK): Amit 
Pravesh Rana Kant fl L Kumar /\ 

JO.Ii \,L~ I "_.-/\-
Date I Date/ Date/ 
llarn: 29.04.2026 L{arn: 29.04.2026 ):lam: 29 .04.2026 

Approved by: Quality Assurance/ Authorized 
person/ 0.no6petto: 06ecne11ett11e 
Ka11ecrna/OrneTcTBeHHoe 1111uo: 

'";r<"JLA,VV \ \tcv\A""" 

Date I 
):lam: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<I>l1KA T AHAJ1H3A 

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 

IlpOJJ.Yin: Haifa® (HHMecym1A) rn6JieTKH, 100 Mr 
Market/ PbIHOK Russia / Pocci,rn 

Batch No/ 
V2600844 

Batch Quantity/ 50,00,000 tab/ 
Cepua .N'!! Pa1Mep cepuu 50,00,000 Ta6 

Analytical Report No/ 
890001879610 

Date of Analysis / 
29.04.2026 

AnaJIHTH<JecKuii OT<JeT .N'!! )];aTa anaJiu1a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
llaTa rrpon3BOJJ.CTBa roJJ.eH JJ.O 
Mfg. License No. / 

MA number:/ 
Ilpou1B0JJ.CTBenuaH : MNB/05/263 

HoMep PY 
: JIIT-N'!i(006398)-(Pf-RU) 

JIHUeH3HH .N'!! 
Analysis performed according to ND/ Auanu1 npoBeJJ.en no H,LI:: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTLI nepnuqnou ynaKOBKH yrnep~enL1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTLI BTopuqnou ynaKOBKH yTeep~enL1: 24.07.2025 
PL annroved: / JIB yrnep~en: 28.01.2025 

4 

5 

CpeJJ.HHH Macca u 
OJJ.HOpOJJ.HOCTb MaCCbl 309.5 mg/ 309,5 Mr 

Dissolution / Unit-I/ Ta6n.-l 98 % 

PacTBOpenue Unit-2 / Ta6n.-2 98 % 

Unit-3 / Ta6n.-3 92% 

Unit-4 / Ta6n.-4 95% 

Unit-5 / Ta6n.-5 97 % 

Unit-6 I Ta6n.-6 97% 

Water/ BoJJ.a 

2.6% 

Remarks : The Product confirms to ND/ 
TT HMe'-JaHHe: fl 0,11, KT C0OTBeTCTB eT T e60BaHill!M H 
Prepared by/ Checked by/ Checked by (AQA) / 
flo,11,roTOBJieHo: / flposepeHo: Rama flposepeHo (AOK): Amit 
Pravesh Rana Kant 1,f-._ Kumar 

~ _.,,.__ 
Date I Date I Date I 
,[(am: 29.04.2026 )lam: 29.04.2026 am: 29 .04.2026 

Pa2e 2 of 7 / CTp. 2 H3 7 
2/20 tablets - not more than± 10 %. / 

310 Mr± 5,0 % 

18/20 rn6JieTOK - He 60J1ee ± 5 % 

2/20 rn6neToK - He 6onee ± 10 %. 

Not less than 75 % (Q) of label claim of 
CnH12N20sS (nimesulide) in 45 min./ He 
Mettee 75 % (Q) OT HOM1,rnaJ1bHOro 
co)],ep)l(aHH51 CuH12N20sS (HHMecymt.IJ,) 
qepe3 45 MHH. 

Not more than 6.0 %. / He 60J1ee 6,0 %. 

Conclusion : APPROVED / 
3aicmo'-leHue: O)lOl>PEHO 
Approved by: Quality Assurance/ Authorized 
person I O,11,06peHo: O6ecnel.fem1e 
Kal.feCTBalOTBeTCTBeHHOe J]J,f uo : 

(fo,;W ,~W) 

Date I 
)lam: 

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

CIN: L85195AP1984PLC004507 

www.drreddys.com 



r. Reddy's •• •• • • 

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

CERTIFICATE OF A 

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

Tel : +91 98166 56001-02 
www.drreddys.com CEPTvl<l>11KAT AHAJlM3A 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.l(yKT: Haib® (HHMecynMA) Ta6neTKH , 100 Mr 
Market / PbIHOK Russia / Poccm1 

Batch No/ 
V2600844 

Batch Quantity/ 50,00,000 tab/ 
Cepusi .N'!! Pa3Mep cepun 50,00,000 rn6 
Analytical Report No / 

890001879610 
Date of Analysis / 

29.04.2026 
AnaJIHTH'leCKHH OT'leT .N'!! 11.aTa auaJiu1a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
.L(aTa DP0H3BOJJ.CTBa ToJJ;ell JJ.0 
Mfg. License No./ 

MA number:/ 
Ilpou1B0JJ.CTBeuuaH : MNB/05/263 

HoMep PY 
: JJIT-N!!(006398)-(Pf-RU) 

.rmu:eH3HH .N'!! 
Analysis performed according to ND/ AuaJIHl nposeJJ.eH no Hj(: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaKOBKH yrnep,KJJ.ettbl: 28.01.2025 
Artworks of secondary package approved: / MaKeThl BTOpH'IHOH ynaKOBKH yTsep,KJJ.eHbl: 24.07.2025 
PL anoroved: / JIB YTBep,KJJ.ett: 28.01.2025 

Page 3 of 7 / CTp. 3 01 7 
6 Related substances / PoJJ.CTBeHHble npnMecu 

Impurity A / TTp11Mecb A 
0.01 % Not more than 0.20%; I He 6onee 

0,20%; 

Impurity B I TTp11Mecb B 0.03 % 
Not more than 0.20%; I He 6onee 
0,20%; 

Impurity C I TTpHMech C Not detected I He o6Hapy)!{eHa 
Not more than 0.20%; I He 6onee 
0,20%; 

Below LOD (LOD = 0.0049 %) / Htt)Ke 
Not more than 0.20 %; I He 6onee 

Impurity D / ITp11Mecb D npeAena o6Hapy)!{eHH» (ITO = 
0,20 %; 0,0049 %) 

Impurity E I ITp11Mech E Not detected / He o6ttapy)!{eHa 
Not more than 0.20 %; I He 6onee 
0,20%; 

Below LOD (LOD = 0.0045 %) / Htt)Ke Not more than 0.20 %; / He 6onee 
Impurity F / ITp11Mecb F npe,11,ena o6Hapy)!{eHH» (ITO = 

0,20%; 0,0045 %) 

Individual unidentified 
impurity I E,n:11Hwrn asi 

0.03 % 
Not more than 0.20 %; / He 6onee 

He11,n:eHTH~HQHpOBaHHaS1 

npHMeCb 

Remarks : The Product confirms to ND/ 
n JI 1e'laH1Ie: TI O KT COOTBeTCT8 eT T e60B8HHJIM H.D: 
Prepared by/ Checked by I Checked by (AQA) / 
flo,uroTOBJietto: / flposepeHO: Rama flposepeHo (AOK): Amit 

Pravesh Rana J Kant ~ u,t Kumar ,---JI,-

Date/ Date/ Date/ 
,[(aTa: 29.04.2026 .D:arn: 29.04.2026 l(aTa: 29.04.2026 

0,20 %; 

Conclusion : APPROVED / 
3aKJIIO'leHue: O.U:O6PEHO 
Approved by: Quality Assurance/ Authorized 
person / OAo6petto: O6ecne'!eHwe 
Ka'!eCTBa!OTBeTCTBeHHOe JIHUO: 

~ \c..Q\N~ 

Date/ 
,D;arn: 

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Te\; +9140 4900 2900, F<1x: +9140 4900 2999, Email; mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTl1<1>11KAT AHAJIH3A 
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)J,yKT: Haifa® (HHMecym1,1J,) Ta6JieTKH, 100 Mr 
Market / P1,rnoK Russia / Pocc1rn. 
Batch No I 

V2600844 
Batch Quantity/ 50,00,000 tab I 

Cepusi .M! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No / 

890001879610 
Date of Analysis/ 

29.04.2026 
AuaJJnTn'lecKuu 0T'leT .N'!! )I:aTa auaJiu3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
~aTa np0H3B0)),CTBa roi.eu )),0 

Mfg. License No./ 
MA number:/ 

Ilpon3BO)J.CTBeuuasi : MNB/05/263 
HoMep PY : JITT-N2(006398)-(Pr-RU) 

JIHU:eH3HSI .N'!! 
Analysis performed according to ND/ Auanu3 npoee)J.eu no H,IJ;: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepsuquoii ynaKOBKH yrnep~enh1: 28.01.2025 
Artworks of secondary package approved: / MaKeThI ernpuquou ynaK0BKH yTsep~eHhI: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

7 

8 

9 

Page 4 of7 / CTp. 4 03 7 
Total impurities / CyMMa 

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

Uniformity of dosage units The Acceptance Value (AV) should be 
I Oi.uoponuocTh 2.9 less than or equal to 15.0. / TToKa3aTeJih 
)],03HpoBaHUSI npHeMJieM0CTH (AV) )].OJDKeH 61,1Tb He 

6onee 15,0. 

Microbiological purity*/ MuKpo6uonoruqecKaSI 'IHCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6mee lfHCJIO He 6onee 103 KOE/r. 
)KH3Hecnoco6HhIX 
a3po6Hb!X 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6mee He 6onee 102 KOE/r. 
L!HCJIO ,1],pO)K)KCBhlX H 

TIJieCHeBbIX rp1160B 

Escherichia Coli NA Shall be absent in 1 g. / 
OTcyrcTBHe a 1 r. 

Assay/ KonuqecTBeuuoe 99.6 mg/ 99,6 Mr 90.0 to 110.0 mg of CnH12N2OsS 
onpe)],eJieuue (nimesulide) per tablet. / OT 90,0 .no 

110,0 Mr CnH12N2OsS (HHMecym1A) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
nom,1eLiam1e: nooJlYKT cooTBe·rcrayeT Tpe6osaHHJ11111 H)J, 3aKJIIO'leHue: O)lOliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITonroTOBlleH0: j ITpoeepeHo: Rama ITpoBepeHo (AOK): Amit person I Ono6peHo: O6ecrre'!em,e 
Pravesh Rana Kant 

i~/ 
Kumar 

~r;- ~

1CTBalOTBeTCTBCHHOe JIHU0: 

I w tl>ww-- // 0 ~ 
Date I Date/ \ Date/ Date/ \) o~~~k 
)lara: 29.04.2026 )],am: 29.04.2026 )J,am: 29.04.2026 )],am: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

!=ormulation Unit-6 

CERTIFICATE OF ANALY I 
CEPTJ.1c.Dl1KAT AHAID13A 

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

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

Product: Nise® (Nimesulide) tablets 100 mg 

Ilr>OllVKT: Haib® (HHMecvmtJJ.) Ta6JJeTKH, 100 Mr 

Market/ PhIHOK Russia / Poccm, 

Batch No I 
V2600844 

Batch Quantity/ 50,00,000 tab I 
CepuH .N'!! Pa3MCP cepuu 50,00,000 rn6 
Analytical Report No/ 

890001879610 
Date of Analysis/ 

29.04.2026 
AHaJiuTu11ecKun oT11eT .N'!! J.(aTa aHaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
)J:aTa IIP0ll3BOACTBa roAen .no 

Mfg. License No./ 
MA number:/ 

1IpoH3BOACTBennaH : MNB/05/263 
HoMep PY 

: JITT-N!!(006398)-(Pf-RU) 
JUIUCIIJIIH .N'!! 
Analysis performed according to ND/ AHaJIH3 npoBeAeH no H,Lt;: Jill-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepeu11Hon ynaKOBKH yrnep)K.[(eHbI: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopu11nou ynaKOBKH yTeep)K.[(eHbI: 24.07.2025 
PL approved:/ JIB yTeep)KJleu: 28.01.2025 

Page 5 of 7 / CTp. 5 H3 7 
B rn6nen:e. 

10 Packaging/ YnaKOBKa IO 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 
rro l O Ta6JleTOK B ITBX/amOMHHHeBOM a carton. I no 10 Ta6J1eTOK B 
6JlHCTepe. ITo 3 6m1cTepa BMecTe C TIBX/anlOMHHHeBOM 6m1cTepe. no· 1, 2, 
JlHCTKOM-BKJla,[{blll!eM B na'lKY 3 HJ111 l O 6m1cTepoB BMeCTe C JlHCTKOM-
KapTOHH)'IO. 

BKJla,!lhIWeM B na'-IKY KapTOHHYIO, 

11 Labeling/ MapKuposKa Complies I CoorneTcrnyeT In accordance with section 1.3.2 of 
module l of registration dossier / B 

COOTBeTCTBHH C pa.3,!leJlOM 1.3.2 Mo.nym1 

I pernCTP8UHOHHOfO ,!lOCbe. 

12 Storage/ Xpaueuue Protected from light, at temperature not higher than 25°C. / B 3aru:ttru:eHHOM OT csern MeCTe 
npH TeM neparype He Bblll!e 25 °C. 

13 Shelf-life (storage period) / 3 years. / 3 ro,Qa. 
CpoK roJJ,H0CTH (xpaHeHHH) 

* - The test for Microbiological Pu,ity is periodically perfom,ed by the manufacturer at relea e (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./ 

* - Al-laJJl13 no nOKa:38Temo «M11Kp06HOJIOfl14eCKa51 •IH.CTOTa» npOBOJ].HTC51 npOH3BOJ.uneneM npM BhrnycKe 

nepM,0)].11'-teCKl1 (c HHTepBaJJOM 0)].HO J,IC[lblTaHHe Ha 20 cepHH 11m1 He Mettee l pa3a 8 ro.n) . noKa3aTem, IQ)l(eT 6b1Tb He 

BKJTIO•reH B epT11Q)HK8T aHaJll-138 q>MpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3a1<motteH11e: OJlO6PEHO fl UMe'l3Hl-le: TT 

Prepared by / 
ITo,QroTosneHo: 
Pravesh Rana 

Date/ 
)J.aTa: 29.04.2026 

o KT COOTBeTCTB eT T e6oBaHHJIM Ht( 
Checked by/ Checked by (AQA) I 

1 TTposepeHo: Rama TTposepeHo (AOK): Amit 

J!-- Kant ~ Kumar ,.------\ 

Date/ Date I 
)J.aTa: 29.04.2026 aTa: 29.04.2026 

Approved by: Quality Assurance/ Authorized 
person/ 0,Qo6peHo: 06ecne'lett11e 

'leCT8al0T8eTCTBeHHOe JlHU.O: 
I ]OJ_ ,ca~"""°' 

Date I 
AaTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys .com 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALY I 

CEPTl1Cl>HKA T AHAJ1 J.13A 
Product : Nise® (Nirnesulide) tablets 100 rng 
IlpoJlYKT: Hatb® (1H1Mecyn11,u) Ta6neTKH, 100 Mr 

Market/ PbIHOK Russia / Poccm, 

Batch No/ 
V2600844 

Batch Quantity/ 
Cemrn N!! Pa1Meo ceo1111 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vil!. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIJ-\ 

Tel : +91 98166 56001-02 
www.dn·eddys .com 

50,00,000 tab/ 
50,00,000 Ta6 

Analytical Report No/ 
890001879610 

Date of Analysis / 
29.04.2026 

AuaJ111T1J1tecte11ii OT'teT N!! ,[(an auaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
,[(aTa DPOJJJR0,11:CTBa ro)leH )l0 

Mfg. License No. / 
MA number:/ 

IlponJBOJlCTBeunaH : MNB/05/263 
HoMep PY 

: J1I1-NQ(006398)-(Pf-RU) 

JIIU(CU3U.H N!! 
Analysis performed according to ND I AnaJJH3 npose)leu no H)J.: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepsn'lnon ynaKOBKH yrnep,K)lenh1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI BTopn'lttoii ynaKOBKH yTBep,K,!J;eHhI: 24.07.2025 
PL approved:/ JIB YTBCP,K)leu: 28.01.2025 

Page 6 of 7 / CTp. 6 H3 7 

API name (INN)/ HauMenosanue A<l>C (Milll): Nimesulide / HHMecym1.a. 

API manufacturer batch number/ 
NMS/126010072 

HoMep cepsm npon3.B0JJ.1tTe.ru1 A<l>C: 
FP Manufacturer API Batch number/ 

FETA00092 
HoMep cep1111 cy6cTa11u.u11 npou3BO.AIITCJUI 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/ Aaprn JJ.par3 JlHMHTe.11., 
IlponJBOAnTeJih A<l>C, a)lpec H cTpaua: YqacTOK N2 N-198, M.H.,llK., Tapanyp, Eoticap, Ta.JJ . TTa.JJrxap, 

JJ.i,icT. TxaHe, 401506, WTaT MaxapalllTpa, HH,a.11,11 
Dr. Reddy's Laboratorie Ltd. India, Formulation Unit-6, Viii. 

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

HanMeHoBatme, aApec, nuueuJmr AJJH JJ.-p Pe.a.mi c Jia6oparnpHc JlT.11.., I1ttmrn, TTpomao,ucTBeHHoe 

Ilpo11 B0JJ.CTBem1aH nJJoru.a Ka / Ilnow.aJJ.Ka no.a.pa3,a.eneHHe-6, BIUIJI . Kxonh, Ha.JJarapx Poy.a., Ea,a.,a.H, 

K0HTp0Jrn KaqecTsa / Ilnow.aAKa BhlflYCKa ,[(HCTpl.fKT ConaH, x.n. 173205, HH.!J.H,11 (nm.(eH3H,1! N2 

MNB/05/263) 

Declaration of certification: «I hereby certify that the above infonnation is authentic and accurate. This batch of 
product has been manufactured, including packag ing/labeling and qual ity control a t the above mentioned s ite(s) in full 
compliance with the GMP requirements of the Eurasian ~conomic Union (No. GMP/EAEU/RU/02329-2025 dt. 
September 19, 2025) and requirements to the medicinal quality and with the specifications in the Mru·keting 

Remarks : The Product confirms to ND/ 
n IIMC•LaHHe: n. OJI J<T C00TBeTCTB eT T e60B8Hl1JIM HA 
Prepared by/ Checked by I Checked by (AQA) I 
Tio.a.rornaneHo: f TTpoaepeHo: Rama ITposepeHo (AOK): Amit 

Pravesh Rana Kant t t)),,~ Kumar ~ 

Date/ Date/ Date I 
,UaTa: 29.04.2026 .[{am: 29.04.2026 .Ua-ra: 29.04.2026 

Conclusion : APPROVED / 
3aKmo•ieH1:1e: O.Ll,O6PEHO 
Approved by: Quality Assurance/ Authorized 
person I O.a.o6peHo: O6ecneqem1e 

~ :~~efOTBeTCTB HH0e JIHUO: 
\ I~ \cMw.. 

I 0 

Date/ 
,lJ.aTa: 

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

CIN : L85195AP1984PLC004507 
www.drreddys .com 



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

CEPTl1<l>l1KAT AHAJ1l13A 
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: +9198166 56001-02 
www.drreddys.com 

Ilpop;y1n: Hai13® (HHMeCyJIHA) Ta6JieTKH, 100 Mr 

Market/ PbtH0K Russia I Pocc1,rn 

Batch No/ 
V2600844 

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

Analytical Report No / 
890001879610 

Date of Analysis / 
29.04.2026 

AuaJiuTuqecKHH oTqeT .NI! .L(aTa auanu1a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
.L(aTa npOH3B0)].CTBa rop;eu AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHU:eH3HH N!! 

Analysis performed according to ND/ Auanu3 npoBeAen no IVI:: Jlll-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepauquou ynaKOBKH yTaep:,imeubl: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbl arnpuquou ynaKOBKn yTBep:,imeuLi: 24.07.2025 
PL aooroved: / JIB yrnep:,imeu: 28.01.2025 

Page 7 of 7 / CTp. 7 u3 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 O COOTBeTCTBHH: «HacTOSlmHM 51 IlOATBep:,imaIO, 4TO npHBe.neHHa.H Bh!We HHcpopMaQH.H .HBJI.HeTC.H 
AOCTOBepHOH H T04HOH. 3Ta cepH.H npo.nyKUHH npOH3Be)].eHa (BKJIIOI.Ja.H ynaKOBKY (MapKHpOBKY) H KOHTpOJih Kal.fecrna) 
Ha BhIWeyKa3aHHOH npOH3B0)].CTBeHHOH nnoma.nKe (n11oma,1:1Kax) B Il0JIHOM C00TBeTCTBHH C Tpe6oBaHH.HMH TTpaBHJI 

tta.nne)Kametl: npoH3BOACTBeHHOH rrpaKTHKH Eapa3HHCKOro 3KOHOMHl.fecKoro co103a (N2 GMP/EAEU/RU/02329-2025 

OT 19 cettrn6psi 2025 r.) H Tpe6osaHH.HMH KOHTpOJI.H Kal.feCTBa JieKapcrneHHhlX cpe.ncTB, a TaK)Ke a COOTBeTCTBHH co 

crreQH(pHK3QHSIMH, co.nep)KamHMHC.H B perncTpaUHOHHOM AOCbe CTpaHbl-HMilOpTepa. 3am-ICH no rrpOH3BOACTBY, 
ynaKOBKe H 3HaJIH3Y rrpoaepeHhl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oaaHH.HM ITpaBHJl H3,D.Jle)Kameli 

npoH3B0,D.CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH'-leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
n HMet:taHue: IT 0,l], KT C00TBeTCTB eT T e6oeatilUIM H.l( 
Prepared by/ Checked by I Checked by (AQA) / 
ITo,lJ,rornsneHo: i nposepeHo: Rama ITpoBepeHo (AOK): Amit 
Pravesh Rana Kant 4 Kumar ~ 

Date I Date/ Date I 
}lam: 29.04.2026 ,nam: 29.04.2026 am: 29.04.2026 

Conclusion : APPROVED / 
3aKJJIO'teHue: O,llOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I OAo6peHo: O6ecrret:tem1e 
Ka'-!ecrna/OrneTcrnettHoe mu.1,0: 

......... NA..< teovJYV) 

Date I 
Aara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 




