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

CEPTJ.1c[)J.1KAT AHAfll13A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii . Khol, Na!agarh Road, Baddi, 
Distt. So!an, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 

·Product: Nise® (Nimesulide) tablets 100 mg 
WWW.u,, euuy::,.1..u,11 

Ilpo,TJ.yKT: Haib® (H11Mecym1,TJ.) m6JieTKl1, 100 Mr 

Market/ PblHOK Russia I Pocc1u1 

Batch No/ 
V2600613 

Batch Quantity/ 50,00,000 tab/ 

CepnH N!! PaJMep cepuu 50,00,000 m6 

Analytical Report No/ 
040003348193 

Date of Analysis / 
28.03 .2026 

AuaJIHTH'leCKHH OT'leT N!! ,ll;aTa auaJinJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
,lI:aTa IlPOH3B0,TJ.CTBa ro,TJ.eH ,TJ.O 
Mfg. License No./ 

MA number:/ 
flpOH3B0,TJ.CTBeHHaH : MNB/05/263 HoMep PY 

: flIT-.N!!(006398)-(Pf-RU) 

JIHQeH3HH N!! 
Analysis performed according to ND/ AuaJIHJ npose,TJ.eu no H)];: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepsuquou ynaKOBKH yrnep~euL1: 28.01.2025 
Artworks of secondary package approved: / MaKeTbl BTopuquou ynaKOBKH yTsep~eub1: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Page 1 of7 / CTp. 1 HJ 7 
N2 Test/ IloKaJaTeJib Result/ PeJyJILTaTLI Specification / HopMa 

1 

2 

3 

Appearance / Onucautte Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / Eenh1e with smooth surface. I EeJibie C 
C )l(eJlTOBaTblM OTTeHKOM Kpyrnbie )l(eJlTOBaTbIM OTTeHKOM KpyrnbIe 

ABOSIKOBblnYKJlbie Ta6JleTKl1 c ABOSIKOBbinYKJlbie Ta6JieTKl1 C rna,!l.KOM 

rnaAKOH noBepXHOCThlO. noBepXHOCTbIO. 

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

~eHTHIJ,HKaQHH the chromatogram of test solution chromatogram of test solution should 
corresponds to the retention time of correspond to the retention time of the 
the main peak in the chromatogram of mam peak m the chromatogram of 
nimesulide reference standard nimesulide reference standard solution 

solution. I BpeM51 yAep)l(11BaH11J1 (section Assay). / BpeM51 yAep)l(11BaH11S1 
OCHOBHOf'O n11Ka Ha xpoMaTorpaMMe OCHOBHOf'O n11Ka Ha xpoMaTorpaMMe 
11CTTbITyeMoro pacTBopa 11CTTbITyeMoro pacTBopa A0Jl)l(HO 
COOTBeTCTByeT BpeMeHl1 COOTBeTCTBOBaTb BpeMeHl1 YAep)KHBaHl151 
y Aep)K11BaHl151 OCHOBHOf'O n11Ka Ha OCHOBHOf'O TTl1Ka Ha xpoMaTorpaMMe 
xpoMaTorpaMMe pacTBopa pacTBopa CTaHAapTHOf'O 06pa3u:a 
CTaH,lI.apTHOf'O o6pa3u:a Hl1MecyJil1,lJ.a. HttMecym-1,1J.a (pa3AeJI «Kon11qecTBeHttoe 

onpeAeJieH11e»). 

Average weight and Complies / CooTBeTcTByeT 310 mg ±5.0 % 
uniformity of weight / 

Remarks : The Product confirms to ND/ 
I1 HMe'laH11e: TI 
Prepared by / 
Tio,!1,roTos11etto: 
Shagun 

~y 
Date/ 
)].am: 28.03 .2026 

O,!J, KT COOTBeTCTB eT T e6oBaHH51M H)]. 
Checked by/ Checked by (AQA) / 
Tiposepetto: Rama Tiposepetto (AOK): Ajay 
Kant Kumar Srivastava 

~\ 
Date / Date / 
)].am: 28.03.2026 [(am: 28 .03.2026 

18/20 tablets - not more than± 5 % 

Conclusion : APPROVED / 
3aKJIIO'leHtte: O)].OliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ O,TJ.o6petto: O6ecnelfetttte 

KatJecrna/OTBeTCT~v~ 

Date/ 
)].aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Te langana, India 
Tel : +9140 4900 2900, Fax: f91 40 4900 2999, Emai l: mai l@d,-reddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTl1<1>11KA T AHAJil13A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Na!agarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 

Product: Nise® (Nimesulide) tablets 100 mg www.urreaays.com 

Ilpo,l1;y1n: Haib® (H11Mecy1111)],) rn611eTK11, 100 Mr 
Market/ PbIHOK Russia / Pocc1rn 

Batch No/ 
V2600613 

Batch Quantity / 50,00,000 tab/ 
Cepust N2 PaJMep cepuu 50,00,000 Ta6 
Analytical Report No/ 

040003348193 
Date of Analysis / 

28.03.2026 
AuaJiuTu<JecKuii OT<JeT N2 )];aTa anaJiuJa 
Date of Manufacture/ 

03/2026 
Date of Expiry / 

02/2029 
)];aTa DPOH3BOACTBa ro,lJ;eH AO 
Mfg. License No./ 

MA number: I 
IlpouJBOACTBenuaH : MNB/05/263 

HoMep PY 
: JITT-N!!(006398)-(Pr-RU) 

Jiuuen3HH N2 
Analysis performed according to ND/ AuaJin3 npoBe,l);eu no II)];: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBu<Jnoii ynaKOBKH yrnep,K,ll,enhi: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI BTopuquoii ynaKOBKH YTBep,K,ll,eHhI: 24.07.2025 
PL approved: / JIB yrnep,K,ll,en: 28.01.2025 

4 

5 

Pa~e 2 of7 / CTJJ. 2 HJ 7 
CpeAHHH Macca u 
O,l];HOpO,l1;HOCTh MaCChl 

309.8 mg/ 309,8 Mr 

2/20 tablets - not more than± 10 %. / 

310 Mr± 5,0 % 

Dissolution / 
PacTBopeuue 

Water /BoAa 

18/20 rn611eTOK - He 6011ee ± 5 % 

2/20 rn611eTOK - He 6011ee ± 10 %. 

Unit-1 / Ta611.-l 98 % Not less than 75 % (Q) of label claim of 
1---U- n-it-_

2
- / -T-a-

6
-
11

-__ -
2
----

9
-
8
- o/c-o---1 CuH12N2OsS (nimesulide) in 45 min./ He 

MeHee 75 % (Q) OT HOl\111HaJlbHOro 1-----------------1 
Unit-3 / Ta611.-3 99 % co)],ep)KaH1151 C1.1H 12N1OsS (H11Mecym1)],) 

1---U- n-it--4- / _T_a_6_11 ___ 4 ____ 9_9_ o/c_o ---1 qepe3 45 MHH. 

Unit-5 / Ta611.-5 98 % 

Unit-6 / Ta611.-6 98 % 

2.1 % 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJ1t0<J:ettue: O)1.OliPEHO n UMe<J:attue: IT 0,[( KT C0OTBeTCTB eT T e6oBaHIDIM H.[{ 

Prepared by/ Checked by/ Checked by (AQA) / 
ITo;::i:roTOBJieHo: ITpoBepetto: Rama IlpoBepetto (AOK): Ajay 

Shagun '.>Y Kant ~ Kuma, s~\ 
Date/ Date/ Date/ 
.[{am: 28.03.2026 .[{am: 28.03.2026 .[{am: 28.03.2026 

Approved by: Quality Assurance/ Authorized person 
/ O;::i:o6petto: O6ecrreqeH11e 

KaqecTBa/0TBeTCTBt8: ~ 

Date/ 
.[{am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJU13A 

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

Tel • +91 98166 56001-02 

Product: Nise® (Nimesulide) tablets 100 mg www.drreddys.com 

Ilpo;:i;yKT: Haifa® (H11Mecym1}..I,) rn611eTK11, 100 Mr 
Market/ PhlttOK Russia / Poccm1 

Batch No I 
V2600613 

Batch Quantity / 50,00,000 tab I 
CepuH .N'!! PaJMep cepuu 50,00,000 m6 
Analytical Report No I 

040003348193 
Date of Analysis / 

28.03.2026 
AuaJiuTu11ecKuu OT'leT .N'2 ):(aTa auaJiu3a 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
):(aTa npOH3B0Jl:CTBa ro,!J.eH AO 
Mfg. License No. / 

MA number:/ 
IlpouJBOACTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according to ND/ AuaJiu3 npOBe,!J.eH no II):(: JIII-.N'2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepBu11uou ynaKOBKH yrnep,K,!I.enhl: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI BTOpu11uou ynaKOBKH YTBep,K,!I.eHhI: 24.07.2025 
PL approved: / JIB yrnep,K,!I.eu: 28.01.2025 

Page 3 of7 / CTp. 3 HJ 7 
6 Related substances / PoACTBeHHhie npuMecu 

Impurity A / Tip11MeCh A 
0.01 % Not more than 0.20 %; I He 6onee 

0,20 %; 

Impurity B / Tip11MeCh B 0.03 % 
Not more than 0.20 %; I He 6onee 
0,20%; 

Impurity C / Tip11Mech C Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20%; 

Impurity D / Tip11Mecb D Not detected / He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20 %; 

Impurity E / TipttMecb E Not detected / He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20 %; 

Impurity F / TipttMecb F Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20 %; 

Individual unidentified 
Below LOQ (LOQ = 0.0143 %) I 

impurity I E}..l,HHttqmur 
Htt)Ke npe.[{ena KonwrecrneHHoro 

Not more than 0.20 %; I He 6onee 
Hett}..l,eHTM~11UHPOBaHHa~ 

onpe,[{eJieHH~ (TIKO = 0,0143 %) 
0,20%; 

npttMeCh 

Total impurities I CyMMa 
0.03 % Not more than 1.5 %; / He 6onee 1,5 %; 

npttMeceil: 

Remarks : The Product confirms to ND/ 
IT HMe'lattwe: ll o.u KT COOTBeTCTB eT T e6oBaHmIM H,n: 
Prepared by I Checked by/ Checked by (AQA) / 
llo.uroToBneuo: llpoBepeuo: Rama llpOBepeuo (AOK): Ajay 

Shagun '7~ Kant ~~ KumarS~\ 

Date/ Date I Date I 
,n:arn: 28.03.2026 .ll:arn: 28.03.2026 ,n:arn: 28.03.2026 

Conclusion : APPROVED I 
3aKJII01.fettwe: O)I_OiiPEHO 
Approved by: Quality Assurance/ Authorized person 
/ O.uo6peuo: O6ecrreqeu11e 

KaqecTBalOTBeTCT,Bte~e =~ 
Date I 
,[{am: 

Registered Office: 8-2-337, Road No. 3, 6211Jara Hills, Hyderabad - 500034, Te:3ngana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJII13A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDl.6-

Tel • +91 98166 56001-02 -
Product: Nise® (Nimesulide) tablets 100 mg www.dn·eddys.com 

Ilpo,a:yKT: Haih® (HHMecyJrnJl.) rn6JieTKH, 100 Mr 
Market/ PbIHOK Russia / Pocc1rn. 
Batch No/ 

V2600613 
Batch Quantity / 50,00,000 tab I 

CepuH .M! PaJMep cepuu 50,00,000 rn6 
Analytical Report No/ 

040003348193 
Date of Analysis / 

28.03.2026 
AuaJIHTH'leCKHH OT'leT .M! )],aTa auaJiuJa 
Date of Manufacture / 

03/2026 
Date of Expiry / 

02/2029 
)],aTa npOH3B0,ll:CTBa ro,a:eu AO 
Mfg. License No./ 

MA number:/ 
IlpoHJBOACTBeuuaH : MNB/05/263 

HoMep PY 
: JITT-N!!(006398)-(Pr -RU) 

Jiuo:euJnH .M! 
Analysis performed according to ND/ AuaJinJ npoBe,a:eu no H,ll;: .JIII-.M!(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThI nepBuquou: ynaKOBKH YTBepJK,IJ;eHhI: 28.01.2025 
Artworks of secondary package approved:/ MaKeThl Brnpuquou: ynaKoBKH YTBepJK,IJ;eHhI: 24.07.2025 
PL approved: / JIB yrnepJK,IJ;eu: 28.01.2025 

7 

8 

9 

Uniformity of dosage units 
I O,a:uopo,a:uocTh 3.0 
,ll:03HpOBaHHH 

Microbiological purity*/ MuKpo6uoJioruqecKaH 'IHCTOTa* 

Total Aerobic Microbial NA 
Count I O6mee I.JHCJlO 
)KH3Hecnoco6ttbIX 
a3po6Hb!X 
MHKpoopraHH3MOB 

Total Combined Yeast and NA 
moulds count I O6mee 
I.JHCJIO Jl.PO)K)KeBbIX H 
nJiectteBhIX rptt6os 

Escherichia Coli NA 

Assay / KoJiu'leCTBeuuoe 98.5 mg I 98,5 Mr 
onpe,a:eJieuue 

Remarks : The Product confirms to ND/ 
n HMe.'-laHtte: IT 0)]. KT C00TBeTCTB eT T e6osamrnM H,U 
Prepared by I Checked by I Checked by (AQA) I 
llo.nrorns11etto: llpOBepetto: Rama llposepetto (AOK): Ajay 
Shagun Kant (.{) __ \ , [ Kumar Srivastava 

SY 01>\vl)/ ~ 
Date I Date I Date/ 
,Uarn: 28.03.2026 ,Uarn: 28.03.2026 )]pa: 28.03.2026 

Pa2e 4 of 7 / CTp. 4 HJ 7 
The Acceptance Value (AV) should be 
less than or equal to 15.0. / TToKa.3aTeJib 
npHeMJleMOCTH (AV) )].OJI)KeH 6bITh He 
6oJiee 15,0. 

Not more than 103 CFU/g. / 
He 6oJiee 103 KOE/r. 

Not more than 102 CFU/g. / 
He 6oJiee 102 KOE/r. 

Shall be absent in 1 g. / 
OTC)'TCTBHe B 1 r. 

90.0 to 110.0 mg of C1_1H12N2OsS 
(nimesulide) per tablet. / OT 90,0 AO 
110,0 l\ff CuH12N2OsS (tt11MecynHA) 
s Ta6JleTKe. 

Conclusion : APPROVED / 
3aKJHO'-leHue: 0 06PEHO 
Approved by: Quality Assurance/ Authorized person 
I O.no6petto: O6ecrreqemre 
Ka'lecrna/OrneTcTBeHHoe ~ 

Leu. 
Date I 
,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banpra Hills, Hyderabad - 500034, Te,angana, India 

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

www.drreddys.com 



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

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTHCl)HKAT AHAJ1H3A 

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

Tel· +91 98166 56001-02 -
Product: Nise® (Nimesulide) tablets 100 mg www.dn-eddys.com 

IlPOAYKT: Haib® (tt11Mecy1rn,u) rn6JieTKH, 100 Mr 

Market/ PblHOK Russia / Poccm1 

Batch No I 
V2600613 

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

Analytical Report No I 
040003348193 

Date of Analysis / 
28.03.2026 

AuaJIHTH'lecKuu OT'leT .N'!! .ll.aTa auaJIH3a 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
.ll.aTa npOH3B0.[\CTBa ro.[\eH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

HoMep PY : JUI-N2(006398)-(Pr-RU) 
JIHQeH3HH .N'!! 

Analysis performed according to ND I AuaJIH3 npone.[(eu no II)];: Jill-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeThl nepnuquou ynaKOBKH yTnep,K.[(euhl: 28.01.2025 
Artworks of secondary package approved: / MaKeThl nrnpuquou ynaKOBKH yTnep,KL\eHbI: 24.07.2025 
PL annroved: / JIB yrnep,K.[(eu: 28.01.2025 

Page 5 of7 / CT I>, 5 H3 7 
10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminium blister. 10 tablets in a PVC/aluminium blister. 1, 

2 blisters and a package leaflet in a 2, 3 or 10 blisters and a package leaflet in 
carton. I no 10 Ta6JieTOK B a carton. I no 10 Ta6JieTOK B 
nBX/anIOMHHHeBoM 6JI11cTepe. no 2 nBX/aJIIOMHHHeBoM 6JIHCTepe. no 1, 2, 
6JIHCTepa BMecTe C JIHCTKOM- 3 HJIH 10 6JIHCTepoB BMeCTe c JIHCTKOM-
BKJia,UbIWeM B naYKY KapTOHHyIO. BKJia,UbIWeM B naYKY KapTOHHyJO. 

11 Labeling / Map,rnpoBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of module 1 
of registration dossier / B coorneTCTBirn c 
pa3,uenoM 1.3.2 Mo,uyn51 1 perncTPaUHOHHoro 
,UOChe. 

12 Storage/ XpaHeHHe Protected from light, at temperature not higher than 25°C. / B 3ammu:eHHOM OT csern MecTe 
rrpH TeMrrepaType He Bhlllle 25 °C. 

13 Shelf-life (storage period) / 3 years. / 3 ro,ua. 
CpoK ro,uuocTH (xpaueuusi) 

* -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. / 
* - AttaJIH3 no TTOKa3aTeJIIO «M11Kpo6HOJIO['J1qecKa51 l.{HCTOTa» npOBO,UHTC51 npOH3B0,UHTeJieM npH BhmycKe 

nepHO,UHYeCKH (c HHTepBaJIOM O,UHO HCTTb!TaHHe Ha 20 cepHH HJIH He Mettee 1 pa3a B ro,u). noKa3aTeJib MO)l(eT 6b!Th He 

BKJIIOl.{eH B CepTHq>HKaT aHaJIH3a q>HpMbl. 

Remarks : The Product confirms to ND/ 
n HMeqauue: IT o,u KT COOTBeTCTB eT e6osaHH51M H 
Prepared by I 
Tio,uroTOBJieHO: 

Shagun '7~ 

Date/ 
,[{arn: 28.03.2026 

Checked by I 
ITposepetto: Rama 
Kant . '--. 

~~ 

Date/ 
}].am: 28.03.2026 

Checked by (AQA) / 
ITposepetto (AOK): Ajay 
Kumar Srivastava 

~ 
Date/ 
}].am: 28.03.2026 

Conclusion : APPROVED / 
3aKJJIO'-teuue: O.UO6PEHO 
Approved by: Quality Assurance/ Authorized person 
/ O,uo6peHo: O6ecrre1.Jem1e 
Ka•recrna/OrneTCTB HHoe~111{0: p . 

(,,0 
Date/ 
,[{am: 

Registered Office: 8-2-337, Road No. 3, i3anpra Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTI1<I>l1KAT AHAJ1I13A 

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

Tel · +9 1 98166 56001-02 -
Product: Nise® (Nimesulide) tablets 100 mg www.dn-eddys.com 

Ilpo,D,yKT: Haib® (HttMecyntt.D.) rn6neTKH, 100 Mr 
Market I PblHOK Russia/ Pocc1rn 
Batch No/ 

V2600613 Batch Quantity I 50,00,000 tab I 
CepnH .N'!! PaJMep cepnn 50,00,000 Ta6 
Analytical Report No/ 

040003348193 Date of Analysis / 
28.03.2026 

AnaJIHTH'leCKHU OT'leT .M! J(aTa auaJIHJa 
Date of Manufacture I 

03/2026 
Date of Expiry I 

02/2029 
J(aTa DPOH3B0,ll,CTBa ro,D,eH ,ll,O 
Mfg. License No. I 

MA number:/ 
IlpOU3BO,ll,CTBeuuaH : MNB/05/263 

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

JIUIJenJnH .M! 
Analysis performed according to ND/ AnaJIH3 npoBe,D,en no H,II.: JIII-.M!(006398)-(Pr-RU)-240725 
Artworks of primary package approved:/ MaKeTM nepsu11uou ynaKOBKH yrnepJK,1J;enh1: 28.01.2025 
Artworks of secondary package approved:/ MaKeThI BTOpu11uou ynaKOBKH yTsepJK,1J;enh1: 24.07.2025 
PL approved: / JIB yrnepJK,1J;en: 28.01.2025 

API name (INN) I HauMenosauue A<l>C (MHH): 

API manufacturer batch number/ 
HoMep cepuu npouJBO,D,UTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6CT3HIJUU npOH3B0,l],HTeJIH rJI<I>: 

API Manufactured by, address & country/ 
IIpouJBOAHTeJih A<l>C, a,D,pec u cTpaua: 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site / 
HauMenosauue, a,D,pec, JIUlfeHJHH ,D,JIH 
IIpouJBO,D,CTBennaH nJIOIIJa,D,Ka / IlJIOllfa,D,Ka 
KOHTPOJIH Ka11ecTBa / IlJIOllfa,D,Ka BhrnycKa 

Remarks : The Product confirms to ND/ 
Il UMe'-taHtte: TI O,ll KT COOTBeTCTB eT T e6oBaHURM HJl: 

Page 6 of7 / CTp. 6 uJ 7 
Nimesulide I HttMecyntt,D, 

NMS/125121084, NMS/125121119, NMS/125121127 

FETA00007, FETA00059, FETA00060 

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

Thane, 401506, Maharashtra state, India/ Aapm ,[(par3 
JlttMHTe,D,, 

Y'-laCTOK N2 N-198, M.11.,[(.K., Taparryp, Eowcap, Tan. 
Ilanrxap, ,[(ttcT. Txatte, 401506, rnrnT MaxaparnTpa, 11H.D.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) / 
,[(-p Pe,D,,LI,tt'c Jla6oparnp11c JlT,D,., l1H,1J,m1, 

Ilpott3BO,!J,CTBeHttoe no,1J,pa3,1J,enett11e-6, B111111. Kxonh, 
Hanarapx Poy.D., EaMH, ,z::i:11cTpttKT ConaH, X.Il., 173205, 

11H.D.H51 (mu.1,eH3H51 N2 MNB/05/263) 

Conclusion : APPROVED I 
3aKmo'-lettue: 011.0liPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
/ O.no6petto: O6ecrre'lem1e 
Ka'!ecrna/OrneTcrnemme mmo: rl 

Ilonrornsnetto: IlpoBepetto: Rama TipoBepetto (AOK): Ajay 

Shagun 5V Kant ~vj Kumar S~ va 
Wvc~ 

Date/ 
D.arn: 28.03.2026 

Date/ 
.D:arn: 28.03.2026 

Date I 
.D:arn: 28.03.2026 

Date I 
.D:arn: 

Registered Office: 8-2-337, Road No. 3, 6211Jara Hills, HyC:erabad • 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

Formulation Unit-6 

CERTIFICATE OF ANAL YSI 
CEPT l1<I>I-1KA T A HAJ!l13A 

Viii. l<hol, Nalagarh Road, Baddi, 
Distt, Solan, H.P. , 173 205, INOJ,1\ 

Tel· +9198166 56001-02 -
Product: Nise® (Nimesulide) tablets 100 mg www.drreddys .com 

IlpOJIYKT: Haib® (HHMecym,1,n) Ta6JJeTKYI , 100 Mr 
Market/ PhIHOK Russia I Poccm1 

Batch No I 
V2600613 

Batch Quantity/ 50,00,000 tab I 
Cepmt .M! Pa3Mep cep1111 50,00,000 rn6 
Analytical Report No I 

040003348193 
Date of Analysis / 

28.03.2026 
AnaJmn1•1.ecKHH OT'leT N!! llaTa auaJiuJa 
Date of Manufacture/ 

03/2026 
Date of Expiry/ 

02/2029 
,ll,aTa Ol)OH380JICTBa roJieH /W 
Mfg. License No./ 

MA number:/ 
IlpOH3B0JlCTBeHHaH : MNB/05/263 

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

m1QeuJ1rn N2 

Analysis performed according to ND/ AuaJIHJ npoaeJieH no H,ll;: JIII-N2(006398)-(Pr-RU)-240725 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTaep,K,!1,eHhr: 28.01.2025 
Artworks of secondary package approved:/ MaKeT1,1 BTopuquou ynaKOBKH yrnep,K,!1,eubl: 24.07.2025 
PL approved: / JIB VTser>'.)ICJieH: 28.01.2025 

Page 7 of7 / CTr>. 7 HJ 7 

Name, address, authorization No for FP 
manufacturing site / Control site / Relea e site / 
Hau 1cnoaa1me, aJipec, J111Qen31rn 11.JJH 

IlponJBOJ1CTBeu11an 11J1ow.aJ1.Ka / IlJiou~aJIKa 
KOHTpOJIH Ka'leCTBa / IlJiomati:Ka BhlITYCKa 

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

Vill. K.hol, Nalagarh Road, Baddi, Distt. Solan H .P. 173205 

India (license No MNB/05/263) / 

~-p PeALI.11 c Jla6oparnp11c JlT,!J,. , l1H,!J,11R, 

CTpomBo,!l,CTBeHHOe no,1J,pa3,1J,enem1e-6, BHnn. Kxonb, 

Hanarapx Poy.n,, fiaMH, ~11CTpHKT ConaH, X.CT., 173205 

l1H,!J,HR (n11uett311R 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/EA EU /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». 
3aKJIIO'lenue O COOTBeTCTBUH: «HacTORUJ.11M j{ no,!l,TBep:>K,!l,alO, '-!TO np11Be.D,eHHaR BbIWe 11H<pOpMaUHH HBnHeTCH 
.D,OCTOBepHOH 11 TO'-IHOH. 3Ta cep11R npo,!l,yKU1111 np0113Be,!],eHa (BKlllO'-laR ynaKOBKY (MapK11pOBKY) 11 KOHTpOnb Ka'-!ecTBa) 

Ha BbIWeyKa3aHHOH np0113BO,!l,CTBeHHOH nnoma,!l,Ke (nnoma,!],Kax) B nonHOM COOTBeTCTBl111 C Tpe6oBaHl1HMH ITpaBHn 
Ha,une)((ame?i npoH3BOACTBeHHOH npaKTl1KM Espa311iicKoro 3KOHOMl1'-leCKoro co103a (N2 GMP/EAEU/RU/02329-2025 

OT 19 cettn6pR 2025 r.) 11 Tpe6oBaHl1RMl1 KOHTponR Ka'-!ecrna neKapcrneHHbIX cpe,!l,CTB, a TaIOKe B COOTBeTCTBl111 co 
cneu,11cp11KaU,HRMl1, CO,!l,ep)KaUJ.HMHCR B perncTpaU,110HHOM ,UOCbe CTpaHbl-11MnopTepa. 3an11c11 no np0113B0,!l,CTBy 
ynaKOBKe 11 aHaJJl13Y npoaepeHbl, Ji[ ycTaHOBneHO MX COOTBeTCTBl1e Tpe6oBaHl1HM ITpaBl1Jl Ha,!],ne)Kameii 
np0113B0,!l,CTBeHHOH npaKTMKH EBpa.3HHCKOro 3KOHOMH'-IeCKOrO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmoqem1e: O.ll.OfiPEHO fl IIMC'i3HHe: TT 

Prepared by / 
TTo)lrOTOBJICHO: 

Shagun ') __,,.,.. 
7t/ 

Date / 
llaTa: 28 .03 .2026 

OJJ, KT COOTBCTCT8 eT e6onaHHBM HA 
Checked by/ 
TTpoeepeHo: Rama 
Kant 

Date / 
.D.aTa: 28.03.2026 

Checked by (AQA) / 
TTpoBepeHo (AOK): Ajay 
Kumar Srivastava 

Date I 
:Uara: 28.03.2026 

Approved by: Quality Assurance/ Authorized person 
/ 0Jlo6peHo: 06ecneqem1e 

KaIJecTsa!OTeeTCTBeHHo~u,~ ~ 

Date / 
.D.ara: 

Registered Office: 8-2-337, Road No. 3, 62npra Hills, Hyderabad - 500034, Te,3ngana, India 
Tel: +9140 4900 2900, Fax : c-9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




