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

Formulation Un_it-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTl1<l>l1KAT AHAJ1113A 

Product: Nise® (Nimesulide) tablets 100 mg 

Ilpo)J.y1n: Haib® (HHMecym1n) rn6neTKH, 100 Mr 

Market/ PbJHOK Russia / Poccm1 

Batch No/ 
V2601134 

Batch Quantity I 50,00,000 tab/ 

CepuH .M! Pa3Mep cepuu 50,00,000 rn6 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'lecKuu OT<JeT .N'!! 

890001886198 
,UaTa auaJiu3a 

31.05.2026 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

,UaTa npOU3B0)J.CTBa ro,i::i;eu )J.O 
Mfg. License No./ 

MA number:/ 
IIpou3BO)J.CTBennaH : MNB/05/263 HoMep PY 

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

JIHQeH3UH .N'!! 
Analysis performed according to ND/ AuaJIU3 npoBe)J.en no H,ll,: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepBu<Juou ynaKOBKH yrnep,KJJ.eHhI: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTOpuquou ynaKOBKH YTBep,KJJ.eHhI: 24.07.2025 
PL approved: / JIB yrnep,KJJ.eu: 28.01.2025 

Page 1 of 7 / CTp. 1037 
.N'!! Test/ IloKa3aTeJih Result/ Pe3yJihTaThI Specification / HopMa 

1 

2 

3 

Appearance/ Onucauue Yellowish white round biconvex tablets Yellowish white round biconvex tablets 
with smooth surface. / Een&1e c with smooth surface. I neJlbie C 
)KenT0BaTbIM 0TTeHK0M Kpyrnhie )KeJlTOBaTblM OTTeHKOM KpyrnhIe 
.l(BOJIKOBbll1YKllble rn6neTKH c rna.l(KOH ,ll,B051KOBbinYKJ1ble Ta6neTKH c rnanKoii 
IT0BepXHOCTbfO. 

nosepXHOCTbIO. 

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

II)J.euTmJmKaQHH 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 in the chromatogram of 
nimesulide reference standard solution. / 

nimesulide reference standard solution 
BpeMJI y.nep)KHBamrn OCH0BHOro mrna Ha 

(section Assay). / BpeMH ynep)KHBaHmI xpoMarnrpaMMe ttcrrhnyeMoro pacrnopa 
COOTBeTCTByeT BpeMemI y.nep)Kl-!BaHHJI OCHOBHoro nHKa Ha xpoMaTorpaMMe 

0CH0BH0fO ITttKa Ha xpoMarnrpaMMe HCTThITyeMoro pacrnopa ,ll,OJDKHO 

pacrnopa CTaH,napTHOro 06pa3u,a COOTBeTCTBOBaTb BpeMeHH ynep)KHBaHHJI 

HttMecyntt,11,a. OCHOBHOro TTHKa Ha xpoMaTorpaMMe 

pacrnopa CTaH,ll,apTH0ro o6pa:ni:a 
HHMecynH,ll,a (pa3.[(eJI «KOJlHLieCTBeHHOe 

onpeneneHHe» ). 

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 / 
3aKJIIOtteHue: O)lOliPEHO Il UMelfaHue: fl 

Prepared by / 
Ilo.nrornBneHo: . 
Pravesh Rana 

Date/ 
,[(am: 31.05.2026 

0.1( KT C00TBeTCTB eT T e6oBaHttJIM H,[( 
Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
ITpOBepeHo: Rama ITpoBepeHo (AOK): Amit 

Kant ~ Kumar ~ 

1/ ~ 

Date I Date/ 
)lam: 31.05.2026 )lam: 31.05.2026 

/ O,no6peHo: O6ecrreqeHtte 

Kasecrn2:"""o' nHuo, 
. C,l.-1 ~ ,,._,µ.P 

Date/ 
,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T•:,langana, India 

T'c'I: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drredciys.corn 
CIN: L85195AP198'1PLC004S07 

www.drreddys.cof11 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTl1<l>HKA T AI-I.AJH13A 

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 
IlpotJ.VKT: Hafb® (tt11Mecy1mn) rn611eTK11, 100 Mr 

Market/ PblHOK Russia / Pocclli! 

Batch No/ 
V2601134 

Batch Quantity / 50,00,000 tab/ 
CepttH .N'!! PaJMep cepuu 50,00,000 rn6 

Analytical Report No/ 
890001886198 

Date of Analysis / 
31.05.2026 

AuaJIHTnqecKuii oTqeT .N'!! ,UaTa auaJIHJa 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
,UaTa IlPOH3BOJ1:CTBa ro.a:eu ,a:o 
Mfg. License No./ 

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

HoMep PY 
: nI1-N2(006398)-(Pr-RU) 

JIHI~eHJHH }fa 

Analysis performed according to ND/ AuaJIHJ npoee,a:eu no H,ll;: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbl nepettquoii ynaKOBKH yTeepm,a:eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThl ernpuquoii ynaKOBKH yTeepm,a:enh1: 24.07.2025 
PL approved: / JIB yrnepm,a:eu: 28.01.2025 

Page 2 of 7 / CTp. 2 HJ 7 
Cpe,a:nHH Macca u 2/20 tablets - not more than± 10 %. / 
o,a:uopo,a:uocTh Macchi 310.0 mg/ 310,0 Mr 310 Mr± 5,0 % 

18/20 rn611eToK - He 6011ee ± 5 % 

2/20 rn611ernK - He 6011ee ± 10 %. 

4 Dissolution / Unit-I/ Ta6n.-l 100% Not less than 75 % (Q) of label claim of 

5 

PacTeopeuue Unit-2 / Ta6n.-2 99 % C13H12N2OsS (nimesulide) in 45 min./ He 
Mettee 75 % (Q) OT HOMl1HaJlbHOro 

Unit-3 / Ta6n.-3 99 % conep)KaH11S1 C13H12N~OsS (H11Mecyn11n) 

Unit-4 / Ta6n.-4 99 % qepe3 45 MHH. 

Unit-5 / Ta6n.-5 99% 

Unit-6 / Ta6n.-6 99 % 

Water/ Bo,a:a 

2.5 % 

Not more than 6.0 %. / He 6011ee 6,0 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe<tattue: IlpOJJ:YKT COOTBeTCTBYeT Tpe6oBaHH~M H)l 3aKJIIO'Iettue: O)lOl>PEHO 
Prepared by I 

Pravesh Rana 
IloJJ:roTOBJietto: 1 
Date I 
,D,arn: 31.05.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
IlpoBepetto: Rama IlpoBepeHo (AOK): Amit / OJJ:o6petto: O6ecne<J:eHlYe 
Kant 

~4 Kumar ~ ...-"'-
K~•1ecrna/OTBeTCTBeHH e JUI o: 

Date I Date I Date I !J,,, ,.....,,~~ ?---0--,..."b 
,D,arn: 31.05.2026 ,D,arn: 31.05.2026 ,D,arn: 

Register-eel Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034 T•clangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com 

CIN: L85195AP198L1PLC004507 

www.drreddys.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTH¢HKAT AHAJlH3A 

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: Haii.3® (HHMecyJIHA) Ta6JieTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm1 

Batch No/ 
V2601134 

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

890001886198 
Date of Analysis / 

31.05.2026 
AuaJIHTH'lecKuii: OT'leT .N'!! ,ll;aTa auaJIH3a 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
,ll;aTa npOH3BOJJ:CTBa ro;::i:eu.1w 
Mfg. License No. / 

MA number:/ 
Ilpou3BOJJ:CTBeuuaH : MNB/05/263 

HoMep PY 
: JUI-M1(006398)-(Pr-RU) 

JIHD;eH3HH .N'!! 
Analysis perlormed according to ND/ AuaJIH3 npoBe;::,:eu no 11,lI;: JIII-.N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'lnoii: ynaKOBKH YTBep,K,11;eub1: 28.01.2025 
Artworks of secondary package approved:/ MaKeTbI BTopuquoii: ynaKOBKH yTeep,K,11;ettb1: 24.07.2025 
PL approved:/ JIB yrnep,K,11;eu: 28.01.2025 

Page 3 of 7 / CTp. 3 u3 7 
6 Related substances / Po;::,:cTBeHHbie npuMecu 

Below LOQ (LOQ =0.0057 %) I H1-DKe Not more than 0.20%; 
Impurity A / TTpHMecb A rrpe,nena K0JIWieCTBeHH0ro 

0,20 %; orrpe,nenemrn. (ITKO = 0.0057 %) 

Impurity B I TTpttMecb B 0.03 % 
Not more than 0.20%; 
0,20 %; 

Impurity C / TTpttMech C Not detected/ He o6Hapyii<eHa 
Not more than 0.20%; 
0,20%; 

Below LOD (LOD = 0.0049 %) I Hlrne Not more than 0.20%; 
Impurity D / TTpttMech D rrpe,nena o6Hapyii<emrn. (ITO = 

0,20%; 0,0049 %) 

Impurity E I TTpttMecb E Not detected/ He o6Hapyii<eHa 
Not more than 0.20%; 
0,20%; 

Below LOD (LOD = 0.0045 %) I H11ii<e Not more than 0.20%; 
Impurity F I TTpttMech F rrpe,nena o6Hapyii<emrn. (ITO= 

0,20%; 
0,0045 %) 

Individual unidentified 
impurity I E,nHHH•rnaH 

0.02 % 
Not more than 0.20 %; 

HeH,neHTH~H~HpOBaHHaH 0,20 %; 
rrpHMeCb 

Remarks : The Product confirms to ND/ 
n HMe'laHue: IT o,n KT COOTBeTCTB eT e60BaHHJ1M H.U 

Conclusion : APPROVED I 
3aKmo'leHue: O)lOliPEHO 

I He 6oJiee 

I He 6oJiee 

I He 6oJiee 

I He 6oJiee 

I He 60Jiee 

I He 6oJiee 

I He 6oJiee 

Prepared by / Checked by / 
ITo,nroTOBJietto: j ITpoBepetto: Rama 

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

Approved by: Quality Assurance/ Authorized person 
/ O,no6petto: O6ecrre'leH11e 

Prnvosh Rana }. Kant ~ Jt~ Kaqecrna/OrneTCTB Hoe ;;:~ 

Date I 
)lam: 31.05.2026 

Date I 
am: 31.05.2026 

Date I 
)lam: 31.05.2026 

Date I 
)lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034 T~langana, India 

Tel: +9 1. 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTl1<Dl-1KA T AHAJIH3A 
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,11;y1n: Haifa® (HHMecy11H,11;) Ta611eTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm1 
Batch No/ V2601134 

Batch Quantity / 50,00,000 tab I 
Cepusr .N'!! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No/ 890001886198 

Date of Analysis/ 31 .05.2026 
AuaJIHTU'lecKnii OT'leT N!! ,l(aTa auaJiu3a 
Date of Manufacture / 05/2026 

Date of Expiry / 04/2029 
.llaTa DPOH3B0,11;CTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
Ilpon3BOACTBeuuasr : MNB/05/263 HoMep PY : JITT-N!1(006398)-(Pf-RU) 
JinQeuJusr N2 

Analysis performed according to ND / AuaJiu3 npoeeAeH no H,l(: JIIl-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepeuquou ynaKOBKH yrnepJK,AeHbI: 28.01.2025 
Artworks of secondary package approved: / MaKeThI BTOpnquoii ynaKOBKn yTsepJK,AeHb1: 24.07.2025 
PL approved: / JIB yrnepJK,Aeu: 28.01.2025 

7 

8 

9 

Pa2e 4 of 7 / CTp. 4 HJ 7 
Total impurities I CyMMa 0.05 % Not more than 1.5 %; / He 6011ee 1,5 %; 
np11Meceii 

Uniformity of dosage units The Acceptance Value (AV) should be 
I 0AHOp0,11;HOCTb 1.0 less than or equal to 15.0. / TToKa3aTeJib 
,11;03uposauusr npHeMJleMOCTH (AV) AOJI)KeH 6bITb He 

6011ee 15,0. 

Microbiological purity* / MnKpo6noJioruqecKasr 'IHCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6mee 4HCJ10 He 6011ee 103 KOE/r. 
)KH3Hecnoco6HbIX 
a3p06HblX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6mee He 6011ee 102 KOE/r. 
4HCJ10 APO)K)KeBhtx H 

n11ecHeBbIX rp1160B 

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

Assay / KoJiuqecTseuuoe 100.0 mg I 100,0 Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpeAeJieuue (nimesulide) per tablet. / OT 90,0 .n.o 

110,0 Mr C13H12N2OsS (H11Mecy1111,L\) 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Mc•1auue: DpoJJ.yKT cooTBeTcTBver roe6oeaH1HtM HJ]; 3aKJIIO'Ieuue: O.ll.OliPEHO 
Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person 
Tio.nroTosneHo:{ TiposepeHo: Rama TiposepeHo (AOK): Amit / O.no6peHo: O6ecne4emte 
Pravesh Rana . Kant 

(M~ 
Kumar 

J"-~ 
Ka'-tecTBalOTBeTCTBeHHoe JIHu.o: 

0 bk✓ 
Date/ Date/ Date/ Date/ ~ ~ 

):(aTa: 31.05.2026 ,[{am: 31 .05.2026 J];am: 31.05.2026 ,[{am: 
<'?,. ~ , .... ,,,,S ~ i--o 

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.corn 



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

CERTIFICATE OF ANALYSI 
CEPTH<J:>l1KA T AHAJil13A 

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

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

Product : Nise® (Nimesulide) tablets 100 mg 
IlpOJJ.YKT: Hati3® (HHMecym,n) Ta6JleTKH, 100 Mr 
Market/ Pi,rnoK Russia / Poccm1 
Batch No/ 

V2601134 
Batch Quantity / 50,00,000 tab/ 

Cer>tt8 .M! Pa3MeP ceoun 50,00,000 -ra6 
Analytical Report No / 

890001886198 
Date of Analysis / 

31.05.2026 
A1taJ1nT11'-lec1eHii OT'leT .N'!! .L(aTa anaJIH3a 
Date of Manufacture/ 

05/2026 
Date of Expiry / 

04/2029 
.L(aTa np0H3BO,nCTBa ro.nen JJ.0 
Mfg. License No./ 

MA number:/ 
Ilpon3eo,ucTneuuaH : MNB/05/263 

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

Jlll ... CD311H N!! 

Analy is performed according to ND/ Auamn nponeJJ.en no HJJ:: JIII- 2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: /Maxen.1 nepsn•moii ynaKOBKJt yTaepiK.!1:eHbJ: 28.01.2025 
Arhvork of econdary package approved:/ MaKeTbl BTOp11•rnoii ynaK0BKH yTnep'K.lleUbt: 24.07.2025 
PL approved:/ JIB VTBep~eu: 28.01.2025 

Page 5 of 7 / CTp 5 03 7 
B Ta6neTKe. 

10 Packaging / Y naKOBKa 10 tablets in a PVC/aluminium blister. 2 10 tablets in a PVC/a luminium blister. 1, 
blisters and a package leaflet in a carton. / 2, 3 or 10 blisters and a package leaflet in 
flo 10 rn6neTOK B TIBX/aJIIOMHHHesoM a carton. I no 10 Ta6neTOK B 
6J111cTepe. no 2 6nHcTepa BMeCTe C nBX/amoMHHHeBoM 6nHcTepe. no 1, 2, 
JIHCTKOM-BKna.UbIUieM B na'lKY 3 1-rnH 10 6m!CTepoB BMeCTe C J1HCTKOM-
KapTOHH)'Kl. 

BKJ13,UblllleM B naqKy KapTOHHYJO. 

11 Labeling/ MapKnpoBKa Complies / CooTBeTcrnyeT In accordance with section 1.3.2 of module I 
of registration dossier / B coorneTcrnnn c 
pa3)]_enoM 1.3 .2 M0.llym1 1 perncTpaUHOHHOfO 
.llOCbe. 

12 Storage I XpaHeHne Protected from light, at temperature not higher than 25°C. / B 3am11meHHOM OT csern MeCTe 
TTDH TeMnepaType He BhIUie 25 °C. 

13 Shelf-life (storage period) / 3 years. / 3 ro.lla. 
CpoK roLI.HOCTH (xpaHeHHSI) 

* - The test for Microbiological Purity is periodically perfonned by the manufacturer at release (witl1 an interval of one 
test per 20 batches or at least once per year). The test may be absent from the Company's cer1ificate of analysis. / 
* - AHam13 no TIOKa.3aTemo «MHKp06H,OJIOrH4ecKaSJ '-lHCTOTa» npOBO,D.HTCSI npOH3BOJJ,HTeJieM npH DbmycKe 

nepHOLlH'-leCKH (c I-IHTepBa.rtOM OD.H.O HOTib[T3Hl1C Ha 20 cep11i1 HJlH He Mettee 1 pa:3a B ro.n). IToKa:3aTeJlb MO>KeT 6h1Tb He 

BKJIIOt.feH B Cepn1q>HKaT 31·1amt3a cjrnpM-0I. 

Remarks : The Product confirms to ND/ 
n 11 1e<taIme: TT 0,11 KT cooTBeTCTB eT T e6oeaH11J1M H 
Prepared by/ Checked by/ Checked by (AQA) / 

Pravesh Rana /J Kant -•~ Kumar 
flo.uroTosneHoy· TTpoeepeHo: Rama TipoBepeHo (AOK): Amit 

~ .--\..----

Date I Date I Date/ 
J].ara: 31.05.2026 )].aTa: 31.05.2026 )].aTa: 31.05.2026 

Conclusion : APPROVED / 
3aKmoqem1e: O.llOliPEHO 
Approved by: Quality Assurance/Authorized person 
I O!lo6pe1-10: O6ecne'leH11e 
1<aYecrea/OwercTeeHHoe m1u : 

Date/ 
)].am: 

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,corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEP'fH¢l1KA T AHAJII13A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 
Tei : +91 98166 56001-02 
w1,vw drreddys com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,uy1n: Haifa® (HHMecyJIHJl) rn6neTKH, 100 Mr 
Market/ PhIHOK Russia / Pocnrn 
Batch No/ 

V2601134 
Batch Quantity/ 50,00,000 tab/ 

CepuH .N'!! Pa3Mep cepuu 50,00,000 Ta6 
Analytical Report No / 

890001886198 
Date of Analysis / 

31.05.2026 
AnaJiuT11qecKuu oTqeT .M! ,ll;aTa auanu3a 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

04/2029 
,[(aTa npOH3B0,UCTBa ro]leH .UO 
Mfg. License No. / 

MA number:/ 
Ilpou3eo,ucTeeuuaH : MNB/05/263 

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

JiuQeHJHH .M! 
Analysis performed according to ND / AuaJIHJ npoee.ueu no H,LI;: JIII-.M!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepeuquou ynaKOBKH yTeep)K)],em,1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThl BTopuquoii ynaKOBKH yTeep)K)],eubl: 24.07.2025 
PL aooroved: / JIB VTBep)K)],en: 28.01.2025 

API name (INN)/ HauMeuoeauue A<I>C (MHH): 
API manufacturer batch number/ 
HoMep cepuu npoH3BO.UHTeJIH A<I>C: 
FP Manufacturer API Batch number / 

HoMep cepuu cy6cTaHQHH npOH3BO.UHTeJIH rJI<I>: 

API Manufactured by, address & country/ 
IlpouJBOJlHTeJih A<I>C, a,1J;pec u CTpaua: 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site / 
HauMeuoeauue, a]lpec, JIHQeHJHR ,!J;JIH 
IlpouJeo,ucTeeuuaH nno"-a,uKa / Ilno"-a,uKa 
KOHTPOJIH KaqecTea / Ilno"-a,uKa BhmycKa 

Remarks : The Product confirms to ND/ 
n HMC'f3Htte: IT O)l KT COOTBeTCTB eT T e6oBaHHHM H,[( 

Page 6 of7 I CTp. 6 HJ 7 

Nimesulide / HHMecym1.u 

NMS/126020159, NMS/126020161 

FETA00129, FETA00130 

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

Thane, 401506, Maharashtra state, India/ Aaprn ,D;par3 
JlHMHTe,LJ., 

Y<rncTOK N2 N-198, M.l1.,D;.K., Tapanyp, Eoi1.cap, Tan. 
Ilanrxap, ,[(HcT. TxaHe, 401506, WTaT MaxapawTpa, l1H.LJ.H51 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan H.P. 173205, 

India (license No MNB/05/263) / 
,D;-p Pe.D.AH'c Jia6opaTOpHC JlT)].., l1H.LJ.HH, 

IlpOH3BO.LJ.CTBeHHoe no,L1.pa3,neneHHe-6, Bmrn. Kx.oJib, 
Hanarapx Poy.u, Ea.LI.AH, ,ll;HCTpHKT CoJiatt, X.IT., 173205, 

l1tt.UHH (Jim._\eH3HH N2 MNB/05/263) 

Conclusion : APPROVED / 
3aKmo'feHue: O,Ll.O6PEHO 

Prepared by/ Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person 
ITo)lroTOBJJetto: i ITposepetto: Rama ITposepetto (AOK): Amit 
Pravesh Rana /1 Kant (l .l ~ Kumar 

xr\7 -

/ O)lo6petto: O6ecneqem1e 
Ka'iCCTBafOTBCTC 

Date/ 
,[(am: 31.05.2026 

Date/ 
.LI.am: 31.05.2026 

Date/ 
.LI.am: 31.05.2026 

Date/ 
.LI.am: 

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

Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFIC TE OF ANALYSI 
CEPTYlcf)vf KAT AHAJIH3A 

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 

IlponyKT: Haib® (1-111Mecym1.n) Ta6neTKl1, 100 Mr 

Market / P1,rnoK Russia / Pocc1rn 

Batch No I 
V2601134 

Batch Quantity / 50,00,000 tab I 
CcpuH .N'!! Pa:iMep cep1rn 50,00,000 Ta6 
Analytical Report No I 

890001886198 
Date of Analysis / 

31.05.2026 
AuaJIHTH'leCKHii OT'leT .N'!! ,U:aTa attaJIHJa 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

04/2029 
JJ:aTa Ul)Oll3B0JlCTBa roneHAO 
Mfg. License No. / 

MA number:/ 
IIponJBOJlCTBeunaH : MNB/05/263 

HoMep PY : JITI-N2(0063 98)-(Pf-RU) 
JlUQell31HI .N'!! 

Analysis performed according to ND/ AuaJiuJ npoee}leu no H,lJ;: Jill-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepsnqnoii ynaKOBKH yTeep~enL1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI ernpnqnou ynaKOBKH yTeep~eHhI: 24.07.2025 
PL approved:/ JIB yrnepm,nen: 28.01.2025 

Page 7 of 7 / CTp. 7 113 7 
Declaration of ce1·Hfication: «I hereby certify that the above infonnation 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 importing country. Production, packaging and testing record are verified and their 
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 
3aKJll0 11.Clllle O COOTBCTCTBHH: «HacTO.!llUMM .!I no.11TBep)l{,Aa1O, 1ff0 np11Bel{eHHa.!1 Bbl WC 11Hcp0pMat1,H.!I .!IBJl.!leTC.!I 

,UOCTOBepHOH H TO'IHOH. 3Ta cepHll npOJJ.YKLl11H npo1nse.ueHa (BKJJfOl[3.!I ynaKOBKY (MapKHpOBKY) H KOHTp0Jlb KalJeCTBa) 

Ha BbillleyKa3aHHOH npOH3BOJJ.CTBeHHOH nJlOlll<l)J.Ke (nJJol.l.l,a,nKax) B noJJHOM COOTBCTCTBl1H C Tpe6osaH.11.!IMH OpaBHJI 

Ha.n.ne)Kamei:i npo113BOJJ.CTBeHHOH npaKTHKH E spa3HHCKOro 3KOHOMHLfecKoro coio3a (N!! GMP/EAEU/RU/02329-2025 
OT 19 ce1-1T.116p.!1 2025 r.) 11 -rpe60BaJ--IH.!IMH KOHTPOJUI KalJeCTBa JJeKapcTBeHHblX cpe;nCTB, a Ta1O1<e B COOTBCTCTBHM co 

cneu,mpHK31.(H.!IMl1, CO,D.ep>KamHMHC.!I B perncTpaU,HOHH0M )].OChe CTpaHhl-HMnOpTepa. 3an11c11 no npOH3B0,ll.CTBY, 

ynaKOBKe H aHartH3Y nposepeHhl, H ycTaHOBJJeHo HX COOTBeTCTBHe -rpe6osaHH»-M npaBHJl Ha,une)l<aw.eii 

npOH3B0,UCTBeHHOM npaKTHKH Espa3HHCKOro 3KOHOMH1.JeCKOfO COJ{)3a». 

Remarks: The Product confirms to ND/ 
0 m,telJ8ll11e: IT O,!l KT COOTBeTCTB eT T e60B8Hl1l!M H)l 
Prepared by/ Checked by/ Checked by (AQA) / 

TTo.nrornaneHo: 1 TTpoaepetto: Rama TTpoeepetto (AOK): Amit 
Pravesh Rana Kant . , ir Kumar 

~ ~ 
Date/ Date/ Date/ 
)J.aTa: 31.05 .2026 ·aTa: 31.05.2026 .[{aTa: 31.05.2026 

Conclusion : APPROVED / 
3aKJ1101.Je1111e: O)lO6PEHO 
Approved by: Quality Assurance/ Authorized person 
/ O.no6petto: O6ecnellemrn 
Ka1.1ecTBa/OTB T n11uo· 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 




