
•·· Dr. Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>I1KA T AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo.a:y1rr: Haih® Timoc, renb wu1 ttapy)lrnoro np11MeHeH1ui, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / PhIHOK : Russia / Pocc11J1 

Batch No./ 
V260340 

Batch Quantity/ 9747 units/ 

CepnH .N'2 
: Pa1Mep cepnu 

: 9747 e)U,IHHU. 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AnaJJHTH'IecKnn OT'IeT .N'2 )J,aTa anaJJnJa 
Date of Manufacture/ 

05/2026 
Date of Expiry/ 

04/2028 
)J,aTa npOH3B0.D:CTBa 

: 
ro.a:en .a:o 

: 

Mfg. License No./ 
IlpOHJB0.11:CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(003312)-(Pr-RU) 
JIHQeHJHH .N'2 
Analysis performed according ND No/ Ana.run npose)leH no H)J, .N'2: JIU-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yrnepm.a.ettbt: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTopuqnou ynaKOBKH yTeepm.a.eHbt: 17.04.2025 
PL approved: / JIB yrnep~en: 17.04.2025 

Pa2e 1 of 14 / CTD. 1 u3 14 
.N'! Test I IloKaJaTCJib Result I Pe1yJJbTaTbt Specification/ HopMa 

1 Appearance / Onucanue White gel of homogeneous consistency with a White to off-white gel of homogeneous 
characteristic odor. I rem, 6enoro LlBe'fa consistency with a characteristic odor. / 
0/:\HOpOAHOH K0HCHCTeHl..lHH C xapaKTepHbl M fenh 6enoro 11n11 noqTJ1 6enoro U.BeTa 
3arraxoM. O)lHOpO)lHOH KOHCHCTeHU.1111 C 

xapaKTepHbIM JanaxoM. 

2 Identification/ lbenTu4'nKaQHH 

2a By HPLC I B3}KX 

- Nimesulide I HUMecyJ1uo Complies as prescribed/ A peak with the retention time 
CooTBeTCTByeT Tpe6oBaHHllM corresponding to that ofnimesulide in the 

standard solution chromatogram should 
be present Ill the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 
test. I Ha xpoMaTorpaMMe 11cnhITyeMoro 
pacTBopa, nonyi-1eHHoro np11 np0Be.a:ett1111 
HCITbITaHHll «Kon11qeCTBeHHoe 
onpe.a:enett11e. H11Mecyn11)l 11 

MeT11ncan11u.11naT», )lOfl)KeH 
06Hapy)KJ1BaTbCll ITHK, 
C0OTBeTCTBYIOll\HH no BpeMem-1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'IaHne: Tipo.a:yKT COOTBeTCTByeT Tpe6oBaHHllM H.ll 3aKJIIO'ICHne: O)1,OliPEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
Ilo)lrOTOBneHo: 

i 
TipoBepetto: TipoBepeHo (AOK): person / O.a:o6peno: O6ecne'leHHe 

Pravesh Rana Pardeep Kumar M,;, Kui ..--A -
Ka'lec-rna/OTBeTcTBeHHOe Jml(o: 

-=! ~ "" IL ~Vv'-jf\-Q_ 

~ J. /I 

Date/ Date/ Date/ 
I 

Date/ ~v-~-;vo~c?--..Lr'J/4 
,Uarn: 26.05.2026 ,Uarn: 26.05.2026 narn: 26.05.2026 ,Uarn: 

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

Tel: +9140 4900 2900, Fax : +91 40 4900 2999, Em ail : mail@drreddys.co m 
CIN: L8519SAP198~PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy' s Laboratories Ltd . 
Formulat ion Unit-6 
Viii. Khol, Nalagarh Road, Baddi , 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJII13A 

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo,!lyKT: Haih® ITmoc, renh ,!lJUI Hapy)l(HOro np11MeHemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / PMHOK : Russia / PoccIDI 

Batch No./ 
: V260340 

Batch Quantity/ 9747 units/ 
CepHH ,N'g PaJMep cepnn 

: 
9747 e,!lHHHU 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05 .2026 

AuaJJHTHlfecKuii OTlfeT ,N'g ,lJ;aTa anaJJHJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2028 

,lJ;aTa npoHJBO,!lCTBa ro,!leH ,!lO 
: 

Mfg. License No./ 
flpOHJBO,!lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-.N'g(003312)-(Pr-RU) 
JlUQeHJHH ,N'g 

Analysis performed according ND No/ Auamn npose11eH no H,[l ,N'g: Jlfl-.N'g(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbl nepBHlfHOii ynaK0BKH yTsep~eub1: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl srnpuquoii ynaKOBKH yrnep,i.t1,eHb1: 17.04.2025 
PL auorovcd: / JIB ymep~eu: 17.04.2025 

Page 2 of 14 / CTp. 2 u3 14 
y.nep)l(HBaHHll DHKY HHMecyn1-1.na Ha 
xpoMaTorpaMMe crntt.napTttoro pacTBopa. 

- M ethy l salicylate I Complies as prescribed/ A peak with the retention time 
MemuJ1caJ1UlfUJ1am CooTBeTCTByeT Tpe6oeaHHl!M corresponding to that of methyl salicylate 

in the standard solution chromatogram 
shall be present in the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 
test. / Ha xpoMaTorpaMMe 11cnh1TyeMoro 
pacTBopa, nonylfettttoro npH npose.neHHH 
HCnbITaHHll «KOJIH'-{eCTBeHHOe 
onpe.D.eJieHHe. H1-1MecynH.D. H 
MeTHJICaJIHUHJiaT», .nom1<eH 
o6ttapy)l(HBaTbCll nHK, 
COOTBeTCTBYIOLUHW no epeMeHH 
y11ep)l(HBaHHll m1Ky MeTHJICaJil-{UHJiaTa Ha 
xpoMaTorpaMMe crnH.napTHoro pacTBopa. 

M enthol I MeHmOfl Complies as prescribed / A peak with the retention time 
CooTBeTcTByeT Tpe6oeaHHl!M corresponding to that of menthol in the 

standard solution chromatogram shall be 
present in the test solution chromatogram 
obtained durin~ "Menthol Assay" test. / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'ianne: Tipo.nyKT cooTBeTCTBYeT Tpe6oeaHHllM Hll 3aKJ110'ieuue: O,lJ;OEPEHO 
Prepared by I 

i 
Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

ITo.nrOTOBJietto: ITposepetto: ITpoeepetto (AOK): person/ O1106peHo: O6ecne4eH11e 
Pravesh Rana Pardeep Kumar 

Amit Kum~.---,\_.--
Ka4ecTBa/OTBeTCTBeHHOe JIHUO: 

cl_ __(_\h-.l\ l [Wvv1K)Q__ -- A A 

Date/ Date/ Date/ Date/ ~~,½~<Hf,~ narn: 26.05.2026 llarn: 26.05.2026 )],am: 26.05.2026 )];am: 

Regi st ered Offi ce: 8-2-337, Road No. 3, Ba njara Hills, Hydera bad - 500034, Telangana, India 

Te l: +91 40 4900 2900, Fax: +9140 4900 2999, Ema il: mail@drred dys.com 
CIN : L85195A P1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T AHAfll13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo.l(yKT: Haih® flmoc, reJJb AJJ.!I Hapy)lrnoro npHMeHemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ Pt.rnoK : Russia/ Poccllil 

Batch No./ 
: V260340 

Batch Quantity/ 9747 units I 
Cepm1.N'! Pa3Mep cepuu 

: 
9747 e,!JJIHHU 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AHaJlHTH'-teCKHH OTqeT .N"! ,llaTa auaJlH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2028 

,llaTa DPOH3B0Jl:CTBa 
: 

ro,!(eH .llO 
: 

Mfg. License No./ 
IlpOH3B0.l(CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-.N'2(003312)-(Pr-RU) 
JlHI~eH3HH .N'! 
Analysis performed according ND No/ AuaJJHJ npose.aeu no H,ll .N"2: JIU-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaiceTbl nepsuquoit ynaK0BKH yTBep~enbl: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl srnpwrnoit ynaKOBKH yTsep~ent.1: 17.04.2025 
PL approved: / JIB yrnep~eu: 17.04.2025 

- Capsaicin I KancaUlfUH 

Remarks : The Product confirms to ND/ 

Complies as prescribed / 
CooTBeTCTByeT Tpe6oBaHH.!IM 

IlpnMeqanue: ITpo,nyKT cooTBeTCTBYeT TPe6oaaHl1.!IM Hll 

Prepared by/ 1 Checked by/ Checked by (AQA) / 
floJI.rOT0BJJeHo: ITpoaepeHo: TipoaepeHo (AOK): 
Pravesh Rana Pardeep Kumar Amit Kum/\ar 

• - .f ~ 

~ ---
Date/ Date/ Date/ 
,UaTa: 26.05.2026 ,Uarn: 26.05.2026 llarn: 26.05.2026 

Pa2e 3 of 14 / CTp. 3 m 14 
Ha xpoMaTorpaMMe HCnbnyeMoro 
pacTBopa, nony11eHHoro npH npoBe.l(emm 
HCnbITaHH.!I «Kon1111eCTBeHHOe 
onpe.D,eJJeHHe. MeHTOJI», .l(0JJ)!(eH 
o6Hapy)!(HBaTbC.!I nHK, 
COOTBeTCTBYIOl.llHH no BpeMeHH 
y,nep)!(HBaHH.!I nHKy MeHTOJJa Ha 
xpoMaTorpaMMe crnn,napTnoro pacTBopa. 

A peak with the retention time 
corresponding to that of capsaicin in the 
standard solution chromatogram shall be 
present in the test solution chromatogram 
obtained during 11Capsaicin and Sodium 
Benzoate Assay" test. / Ha 
xpoMaTorpaMMe HCnbITyeMoro pacTBopa, 
nony11eHHoro npH npoae,neHHH 
HCnbITaHH.!I «Kon1111eCTBeHHOe 
onpe,neneHHe. KancaHUHH 11 HaTpH.!1 
6eH30aT», ,UOJJJKeH o6HapylKHBaTbC.!I nHK, 

COOTBeTCTBYIOl.llHH 
y,nep)!(11BaH11.!I nHKY 

no apeMeHH 
KancaHUHHa Ha 

xpoMaTorpaMMe CTaH,napTHOro paCTBOpa. 

Conclusion : APPROVED / 
3aicmo'-leuue: O,llOliPEHO 
Approved by: Quality Assurance/Authorized 
person / O,no6peHo: O6ecne11en1-1e 
Ka11eCTBalOTBeTCTBeHHOe m1uo: 

Date I 
llarn: 

._lu-~ll f,1-tl"\.ji<HL_ 

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.Reddy's ~~• 
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 

CERTIFICATE OF ANALYSIS 
CEPTl1 <I> 11KA T AHAJ1113A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo.a,y1rr: Hati3® Ilmoc, renb JlJI.!i ttapy)l<HOro np11MeHemu1, 0,25 Mrlr + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ P1>rnoK : Russia I Pocc11.S1 

Batch No./ 
: V260340 

Batch Quantity / 9747 units I 
CepHH X2 Pa3Mep cepnn 

: 
9747 e,n:HHHI.( 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AHaJJHTH'leCKHH OT'leT X2 )];aTa auaJJH3a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

.l(aTa npOH3B0.llCTBa ro,ll,eH .llO 
: 

Mfg. License No./ 
IlpOH3B0.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-X2(003312)-(Pr-RU) 
Jim . .1,eH3HH X2 
Analysis performed according ND No I AHaJJHJ npoBe.uen no H.l( X2: JIU-X2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeT1>1 nepBH'IHOn ynaK0BKH yrnep)K,L{eH1>1: 17.04.2025 
Artworks of secondary package approved: / MaKeT1>1 BTopH'IHOH ynaKOBKH yTsep)K,L{eH1>t: 17.04.2025 
PL approved:/ JIB yTsep)K,L{eu: 17.04.2025 

2b By HPLC (PDA) I B3}KX c ouoi>Ho-Mampu'IHbrM oeme«mopo.111 

- Nimesulide I HuMecyJ1uo 

- Methyl salicylate I 

MemuJ1caJ1Ul{UJ1am 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CooTBeTCTByeT Tpe6oBaHHHM 

Complies as prescribed / 
CooTBeTcTByeT Tpe6oBaHHHM 

IlpnMe'lanue: Ilpo,n:yKT coorneTcrnyeT Tpe6oeaHID!M H,D. 
Prepared by / 

1 
Checked by/ Checked by (AQA) / 

Ilo.uroTosnetto: Tipoeepetto: Ilpoeepetto (AOK): 
Pravesh Rana Pardeep Kumar 

Amit K/\ ~ cl -
Date/ Date/ Date/ 
)].am: 26.05.2026 )].am: 26.05.2026 )].am: 26.05.2026 

Page 4 of 14 / CTp. 4 H3 14 

The absorption spectrum of nimesulide 
peak in the test solution chromatogram 
obtained during "Nimesulide and Methyl 
Salicylate Assay" test shall comply with 
that of nimesulide peak in the standard 
solution chromatogram. / CneKTp 
nornomeHID! nHKa HHMecyJrn,n:a Ha 
xpoMaTorpaMMe HCIThITyeMoro paCTBOpa, 
non)"leHHoro npH npoee,n:eHHH 
HCilhITaHml «KOJlH'leCTBeHHOe 
onpe.ueneHHe. H11Mecyn11.u H 
MeTHJ1CaJ1Hl.(HJ1aT» ), .n:omKeH 
COOTBeTCTBOBaTb cneKTPY nornolll,eHH.!I 
nHKa HHMecyJrn,n:a Ha xpoMaTorpaMMe 
cmtt.n.apTHoro pacrnopa. 

The absorption spectrum of methyl 
salicylate peak m the test solution 
chromatogram obtained during 
"Nimesulide and Methyl Salicylate Assay" 
test shall comply with that of methyl 
salicylate peak in the standard solution 

Conclusion : APPROVED / 
3aKJJIO'leune: O.l(OliPEHO 
Approved by: Quality Assurance/Authorized 
person/ O.n.o6petto: O6ecneqem,1e 
Ka'!eCTBa!OTBeTCTBeHHOe JlHl.l,O: 

__(\)'rill ~V'fA'1___ 
}. ,-A 

Date/ -9,,-ry1)S:: J-({L.L. 
)].am: 

Registered Office: 8-2-337, Road No. 3, Ba11jara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984 PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt . Sol an, H.P. , 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJIH3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo.a,yKT: Hatn® Ilmoc, rem, JJ,JUI Hapy)l<HOro npHMeHeH1ui, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PLrnoK : Russia / Poccm, 

Batch No./ 
V260340 

Batch Quantity / 9747 units I 
CepuH N2 

: 
PaJMep cepuu 

: 
9747 e.a,HHHU. 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AnaJIHTH'lecKun OT'leT N2 )l.aTa ananuJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2028 

)l.aTa npOHJBO,ll,CTBa 
: 

ro.a,eH ,ll,O 
: 

Mfg. License No./ 
IlpOH3B0,ll,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-N2(003312)-(Pr-RU) 
nuQeH3HH N2 
Analysis performed according ND No/ Anamn npoBeJleH no H)l N2: JIO-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTLI nepBH'IHOH ynaKOBKH yTBeplK,ll.enLI: 17.04.2025 
Artworks of secondary package approved: / MaKeTLI BTopuqnoit ynaKOBKH yTBep,i..a,enL1: 17.04.2025 
PL aooroved: / JIB yTBeplK,IJ.eu: 17.04.2025 

- Capsaicin I Kancaw,1uH 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CoOTBeTCTByeT Tpe6oBaHHllM 

IlpuMe'laHtte: Ilpo,11.yKT COOTBeTcTByeT Tpe6oaaHHl!M Hn 

Prepared by / 

i 
Checked by/ Checked by (AQA) / 

IloJJ,rOTOBJJetto: IlpoBepeHo: IlpoBepeno (AOK): 
Pravesh Rana Pardeep Kumar Amit Kumar 

~f /\: _-/\--"' ..... 

Date/ Date/ Date I 1 

narn: 26.05.2026 )laTa: 26.05 .2026 narn: 26.05.2026 

Paec 5 of 14 / CTo. 5 u3 14 
chromatogram. / CneKTp nornoll{eHHll 
CTHKa MeTHJJCfillHU.HJiaTa Ha 
xpoMaTorpaMMe 11cnbnyeMoro pacTsopa, 
nonyqeHHoro np11 nposeJJ,eHHH 
HCCTbITaHHll «KOJJH'!eCTBeHHOe 
onpeJJ,enem1e. H11Mecy1111JJ. 11 
MeTHJJCaJJHUHJJaT»), )lOJI)l(eH 
COOTBeTCTBOBaTb cneKTPY norJJOl.l{eHHll 
CTHKa MeTHJJCfillHUHJJaTa Ha 
xpoMaTOrpaMMe CTaH/lapTH0ro pacTBopa. 

The absorption spectrum of capsaicin peak 
in the test solution chromatogram obtained 
during "Capsaicin and Sodium Benzoate 
Assay" test shall comply with that of 
capsaicin peak in the standard solution 
chromatogram. / CneKTp nornoll{eHHll 
n11Ka Kanca11u11Ha Ha xpoMaTorpaMMe 
HCnhnyeMoro pacTBopa, nony<IeHHoro 
npH npoae,11.eHHH HCflb!TaHHll 
«KoJIH"leCTBeHnoe onpeJJ,enettHe. 
KancaHU.HH H HaTpHll 6eH30aT»), JJ,OJJ)l(eH 
COOTBeTCTBOBaTb cneKTPY norJJOl.l{eHHll 

Conclusion : APPROVED / 
3aKJ1t0'lenue: O)l.OliPEHO 
Approved by: Quality Assurance/Authorized 
person / OJJ,o6peHo: O6ecne"lettHe 
Ka'leCTBa!OrneTCTBeHHOe JIHU0: 

-CV r-- i L K vvvi IA~ 
/'_~A 

Date/ ~ ?--"HJ q J(Jl,1 
narn: 

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~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTl1<l>l1KAT AHAJil13A 

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo11.yKT: Hath® nmoc, renb )])Ill ttapy)l(ttOro ITpttMettett1rn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia I Pocc1rn 

Batch No./ 
: V260340 

Batch Quantity I 9747 units/ 
CepuH N2 PaJMep cepuu 

: 
9747 e/1,HHIU.( 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AnaJIHTH''lecicuu OT'leT N2 .JJ:aTa auanuJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 
.JJ:aTa npoHJB0/1,CTBa ro/1,eH /1,0 

: 

Mfg. License No./ 
IlpOHJB0/1,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-N2(003312)-(Pr-RU) 
nm.1,eHJHH N2 
Analysis performed according ND No I AHaJIHJ ITpose11.ett ITO H)l N2: JIIl-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ Maicen,1 nepBH'IHOii ynaicosicu yTsepm.o.eHbI: 17.04.2025 
Artworks of secondary package approved:/ MatceTbI BTopwrnou ynatc0BKH yTsepm.o.eHLI: 17.04.2025 
PL approved:/ JIB yrnepm.o.eH: 17.04.2025 

Page 6 of 14 / CTp. 6 u3 14 
ITHKa KaITcam.1,ttHa Ha xpoMaTorpaMMe 
cmH,11,apTttoro pacrnopa. 

2c By TLC/TCX 

- Menthol I MeHmoll Complies as prescribed/ The position of the main spot in the test 
CooTBeTCTByeT Tpe6oBaHHllM solution chromatogram shall correspond 

to that of the main spot in menthol 
reference standard solution 
chromatogram. I OcHOBHoe ITllTH0 Ha 
xpoMaTorpaMMe HCITbITyeMoro pacrnopa 
ITO IT0n0)l(eHHIO /1,0n)l(HO C0OTBeTCTB0BaTb 
0CH0BH0MY ITl!THY Ha xpoMaTOrpaMMe 
pacrnopa CTaH11.apTH0fO o6pa3IJ,a 
MeHT0na. 

3 Weight of package contents/ 100 g / 100 r According to requirement I B 
Macca co11.ep,11:uMoro ynaicosicu C0OTBeTCTBHl1 c Tpe6oBaHHllMl1 

4 pH/pH 5.4 4.0 to 6.0 (for 1.0 % aqueous solution)/ 
OT 4,0 .no 6,0 (,DJrn 1,0 % Bo,nttoro 
pacrnopa) 

5 Viscosity / BH3KOCTh 272040 cP /272040 cn 150,000 cP to 350,000 cP at 25 °C / 
OT 150000 en ,11,0 350000 en ITp11 25 °c 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHHe: Tipo,nyKT C00TBeTCTByeT Tpe6oBaHl1l!M H,D, 3atcJIIO'leHue: O,[{O6PEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
no,nroToBnetto: 

! 
TipoBepetto: npoBepetto (AOK): person/ O,no6peHo: O6ecne'lett11e 

Pravesh Rana Pardeep Kumar Amit Kumar Ka,1eCTea/OraeTCTBeH1iOe m1uo: 

=1 f\ -A-- c.Q.u Ll K-_\J'NtH -'- /I .,\ 

Date/ Date/ Date/ Date I ___:,.._v I 
,D,am: 26.05.2026 )].am: 26.05.2026 )].am: 26.05.2026 ,D,am: )-, ")/4 ~ ,.-J_~ 

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

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

www.drreddys.com 



•·· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTl1<l>l1KA T AHAJil13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlpoJJ.yKT: Haib® Ilmoc, reJib .n.m1 Hapy)l(H0ro np11MeHeH1u1, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ Pbluorc : Russia/ Pocc1rn 

Batch No./ 
: V260340 

Batch Quantity/ 9747 units/ 
CepuH .N'! Pa1Mep cepuu 

: 
9747 e,!lHHHU 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AuaJJHTH'leCKHH OT'leT .N'2 ,l(aTa auaJJHJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry I 

04/2028 
llaTa npoHJBO.!lCTBa ro.neu JJ.O 

: 

Mfg. License No./ 
IlpOH3B0J).CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(003312)-(Pr-RU) 
JJHUeHJHH .N'2 
Analysis performed according ND No/ Attanm npoBelleH no H,l( .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MarceTbI nepBH'IHOH ynaKOBKH YTBep,imeubl: 17.04.2025 
Artworks of secondary package approved:/ MarceTbI BTOpH'IHOH ynaKOBKH YTBep,imeub1: 17.04.2025 
PL aooroved: / JIB yrnep,imeu: 17.04.2025 
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6 Particle size / Pa1Mep qacTHU 24 µm / 24 MKM Not more than 50 µm / He 6oJiee 50 MKM 

7 Related Substances / PoJJ.CTBeHHbie npHMecu* 

Impurity C I Ilp11Mec1, C 0.03 % Not more than 0.2 % / He 6oJiee 0,2 % 

Impurity D / Ilp11Mec1, D 

Any single unidentified impurity/ 
E.n11Hw-rna» 
He11,neHTH¢11u11poBaHHa» 

Not detected / tte o6ttapyJKetta Not more than 0.2 % / He 6onee 0,2 % 

Not more than 1.0 % / He 6oJiee 1,0 % 

Below LOQ (LOQ = 0.0392 %) / HHJKe npe.n.ena 
Konw1ecrneHHoro onpe.QeJieHHll (ITKO = 0.0392 %) 

npHMeCb 

Total impurities/ CyMMa 
npHMecei-l. 

0.0345 % 

8 Microbial purity/ Murcpo6nonornqecrcaH 'IHCTOTa 

Total viable aerobic count I Less than 50 CFU/g I 
O61J.lee KOJIH'leCTBO MeHee 50 KOE/r 
)l(l,fJHecnoco6HblX a3po6HblX 
MHKpoopraHH3MOB 

Total combined yeast and mold 
count I O61J.lee 1-mcno 
,np0)1()1(e8bIX H nJieCHeBhlX 
rpH60B 

Remarks : The Product confirms to ND/ 

Less than 10 CFU/g / 
MeHee 10 KOE/r 

IlpnMe'lanne: Ilpo.11.yKT coorneTcrnyeT Tpe60BaH11»M Hil 
Prepared by/ Checked by / Checked by (AQA) / 
Ilo,asoTOBJietto: / IlposepeHo: IlpoBepeHo (AOK): 
Pravesh Rana C, Pardeep Kumar Amit Kumar 

~ c:>! ::- • J\~--
Date/ Date I Date/ 
.[{am: 26.05.2026 Ilarn: 26.05.2026 .[{am: 26.05 .2026 

Not more than 1.5 % / He 6oJiee 1,5 % 

Not more than 100 CFU/g I 
He 6onee 100 KOE/r 

Not more than 10 CFU/g I 
He 6oJiee 10 KOE/r 

Conclusion : APPROVED I 
3aKJJIO'leHHe: o,n:OEPEHO 
Approved by: Quality Assurance/Authorized 
person/ O.n.o6peHo: O6ecne'leHHe 
Ka'!ecrna/OTBeTCTBeHHOe JIHUO: 

Date/ 
.[{am: 

_(\]~ I L ~ Klr2__ 
/\. ,.A 

Regi stered Offi ce: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telanga na, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Ema il : mail@drreddys .com 
CIN: L8519SA P1 984 PLC004507 

www.drreddys.com 



••· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH Cl> HKA T AHAJ1113A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 

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,11;yKT: Hafh® Ilmoc, renh JJ:Jill ttapy)l(ttoro rrpttMetteHttH, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / PblHOK : Russia I Pocc~ 

Batch No./ 
: V260340 

Batch Quantity I 9747 units/ 
CepttH .N'2 Pa3Mep ceptttt 

: 
9747 e,ll;HHHU. 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AuaJittTuqectcuu oTqeT .N'2 )].aTa 3H3JIU3a 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 
)].aTa np0U3B0,ll;CTBa ro,11;eu ,11;0 : 

Mfg. License No./ 
IlpOU3B0,/J;CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-.N'2(003312)-(Pr-RU) 
JIUUeH3UH .N'2 
Analysis performed according ND No/ Atta.run rrp0Be,11;eu rro H)]. N2: JIU-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbI rrepBuquou ynaK0BKU yTBep~eub1: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl Brnpuquou yrraK0BKU yTBep~eHbI: 17.04.2025 
PL annroved: / JIB yTBep~eu: 17.04.2025 
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Pseudomonas aeruginosa Absent in 1 g/ OrcyrcTByeT B 1 r Absent in 1 g/ OTcyrcTBtte B 1 r 

Staphylococcus aureus Absent in 1 g/ OrcyrcTByeT B 1 r Absent in 1 g/ OTcyrcTstte B 1 r 

9 Assay/ KoJin<IeCTBeuuoe onpe,11;eJieuue 

Nimesulide** /HuMecynuo** 10.1 mg/ 10,1 Mr 9.0 to 11.0 mg of CnH12N2OsS 
101.5% (nimesulide) per 1 g of the product (90 to 

110 % oflabel claim)/ OT 9,0 ,11;0 11,0 Mr 
CnH12N2OsS (HttMecyntt,11;) B 1 r 
rrpenapam (OT 90 ,11;0 110 % OT 
H0MHHaJibH0ro CO}],ep)l(aHttll) 

Methyl salicylate** I 102.1 mg/ 102,1 Mr 90.0 to 110.0 mg ofCsHsO3 (methyl 
MemUJICallUlJUllam ** 102.1 % salicylate) per 1 g of the product (90 to 

110 % of label claim)/ OT 90,0 }],O 

110,0 Mr CsHsO3 (Mernncanttu;ttnaT) B 
1 r rrperrapam ( OT 90 }],O 110 % OT 
H0Ml1HaJihH0ro C0.1l,ep)l(aHHll) 

Menthol** I MeHmon** 50.3 mg I 50,3 Mr 45.0 to 55.0 mg ofC10H20O (menthol) per 
100.5 % 1 g of the product (90 to 110 % of label 

claim) / Or 45,0 }],O 55,0 Mr C10H20O 
(MeHTon) B 1 r rrperrapam ( OT 90 }],O 110 % 
H0MHHaJibH0ro CO}],ep)l(aHHll) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo.1l,yKT C00TBeTCTByeT Tpe6oBaH~M H,ll 3atcmoqeuue: O)1.OEPEHO 
Prepared by / 

t 
Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 

Ilo}],roTOBJieHo: IlpoBepeHo: IlpoBepeHo (AOK): person I O}],o6peHo: O6ecrre'-!eHtte 
Pravesh Rana Pardeep Kumar Amit Kumar Ka •1eCTBa/OrneTC1'8eHHOe JI HU,O: ~ 

..... r /\~-- • ~ 0 'f"" \ L K-Vlft-f /ll • 
-... ~ lv-1 

Date I Date I Date I ' Date/ j---'r"O r: r}Jf).,h 
)lam: 26.05.2026 )lam: 26.05.2026 )lam: 26.05.2026 ,llaTa: 

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

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

www drreddys.com 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, HP., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTI1 <I> l1KA T AHAJ1113A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlpoAyKT: Haih® Timoc, rem, )],JUI ttapy)Kttoro npuMettemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / PbIHOK : Russia I Poccm1 

Batch No./ 
: V260340 

Batch Quantity/ 9747 units/ 
Cepm1N2 PaJMep cepuu : 9747 e)],HHHU 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AnaJIHTH'-leCKHii 0T'-leT N2 .lJ:aTa anaJiuJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 
)].aTa np0H3B0)],CTBa ro)],eH /1,0 : 

Mfg. License No./ 
IlpOH3B0)],CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(003312)-(Pr-RU) 
JIHUeHJHH N2 
Analysis performed according ND No/ Anamn npoBeAeH no H.11. N2: JIU-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbI nepBH'-IHOii ynaK0BKH yrnep,KJJ,eHbl: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI srnpuqnoii ynaK0BKH yTsep,KJJ,eHb1: 17.04.2025 
PL approved: / JIB yrnep,KJJ,en: 17.04.2025 
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Capsaicin** I Kancau1,fuH** 0.2506 mg I 0,2506 Mr Not less than 0.225 mg ofC1sH21NO3 

100.3 % (capsaicin) per 1 g of the product (not 
less than 90 % oflabel claim)/ He Mettee 
0,225 Mr C1sH21NO3 (Kancam.{HH) B 1 r 
npenaparn (He Mettee 90 % OT 
HOMHHaJJbHOro CO.ll,ep)KaHHJI) 

Sodium benzoate I HampuR 0.98 mg I 0,98 Mr Not less than 0.85 mg of C1HsNaO2 
6eH3oam 97.9 % (sodium benzoate) per 1 g of the product 

(not less than 85 % of the label claim)/ 
He Mettee 0,85 Mr C1HsNaO2 (ttaTpHH 
6eHJoaT) B 1 r npenaparn (He Mettee 85 % 
OT HOMHHaJJbHOro CO.ll,ep)KaHH.ll) 

Buthylhydroxytoluene I 0.40 mg I 0,40Mr Not less than 0.34 mg of C1sH24O 
EymuJ12uiJpoKcumoJ1yoJ1 100.0 % (buthylhydroxytoluene) per 1 g of the 

product (Not less than 85 % of the label 
claim)/ He Mettee 0,34 Mr C1sH24O 
(6ynmruJJ,poKCHTOJJyon) B 1 r npenaparn 
(He Mettee 85 % OT HOMHHaJJbHOro 
co.nep)KaHH.ll). 

10 Package appearance / 100 g in a laminated aluminum tube with 20 g, 50 g or 100 g in a laminated 
Onucanue ynaK0BKH HDPE shoulder equipped with a tamper- aluminum tube with HDPE shoulder 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'-lanue: TipOAYKT cooTBeTcTByeT Tpe60BaH1-01M H.ll 3aKJIIO'-lettue: O.11.OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Tio/1,rOTOBJJetto: 1 Pravesh Rana 

Date/ 
ll.arn: 26.05.2026 

TipoBepetto: TipoBepetto (AOK): person/ OJJ,o6petto: O6ecne4ettue 
Pardeep Kumar 

Amit K,r ~ -
Ka'-leCTBalOTBeTCTBeHHoe mu-10: 

~ ___(\nJ1l /~'Y~ 
,. .A 

Date/ Date/ Date/ ~ ;,-)o ~~ cJ.[)1,6 
llarn: 26.05.2026 ,llarn: 26.05.2026 ,llarn: 

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

Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1 <I> 11KA T AHAfll13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 

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

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

Ilpoti.yKT: Haifa® Ilmoc, rem ti.JUI Hapy)lmoro rrp11MeHemrn:, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ P1,rnoi.: : Russia/ Poccm1 

Batch No./ 
V260340 

Batch Quantity/ 9747 units/ 

CepuH .N"2 
: 

Pa1Mep cepuu 
: 

9747 em1HHU. 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AuaJIHTH'leCKHH OT'leT .N"2 )laTa auaJin1a 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2028 

)laTa npOH3BOACTBa 
: 

rot).eH JJ,O 
: 

Mfg. License No./ 
IlpoH3BOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N"2(003312)-(Pr-RU) 
JIU[leH3HH .N°2 
Analysis performed according ND No I Auamn npoBe.lleH no HD. .N"2: JIII-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTBep~eu1,1: 17.04.2025 
Artworks of secondary package approved:/ Mai.:eTbI BTOpuquou ynaKOBKH yrnep~eu1,1: 17.04.2025 
PL approved:/ JIB yrnep~eu: 17.04.2025 
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evident membrane and a polypropylene cap. equipped with a tamper-evident 
1 tube and a patient information leaflet in a membrane and a polypropylene cap. 

carton. I Ilo 100 r B Ty6y 1'.13 1 tube and a patient information leaflet in 
JI8Ml1H11p0B8HH0ro aJIIOMHHHSI C nneqoM 113 a carton. I Ilo 20 r, 50 r 111m 100 r B Ty6y 

Il3BI1, cua6)1(euuyio MeM6pauol1 AJUI 1'.13 JI8MliH1ipOBaHHOro aJIJOMl1HliH C 

KOHTpOJUI nepBoro BCKpblTHll, Ii nJie1.foM 1'.13 I13BIT, cHa6)1(eHHYJO 

OOJIHI1pon11JieHOBOH Kpb!IIIKOH. ITo 1 Ty6e B MeM6paHol1 AJISI KOHTpOJIH rrepBoro 

rra'!KY KapTOHHYJO C JIHCTKOM-BKJiaAbIIIIeM. BCKpbITl1SI, Ii ITOJIHITpOrrHJieHOBOH 

KpbIIIIKOH. 
ITo 1 Ty6e B rra'!KY KapTOHHYJO C 
JlliCTKOM-BKJiat).blllleM. 

11 Labeling/ Mapi.:upoBKa Complies/ CooTBeTCTByeT See Section 1.3.2 of Module 1 of 
Registration dossier. / CM. pa3ti.eJI 1.3.2 
MOJJ:YJISI 1 pernCTpau,HOHHOro .llOCbe. 

12 Storage conditions/ YcJIOBHH At a temperature not higher than 25 °C in consumer packaging (carton). I IlpH 

xpaueunH TeMrrepaType He Bblllle 25 °CB ITOTpe611TeJibCKOH yrraKOBKe (rra'!Ke KapTOHHOH). 

13 Shelf-life (expiration date)/ 2 years. I 2 ro,11.a. 

Cpoi.: roJJ,uocTn ( cpoi.: 
xpaueunH) 

Notes. 

Remarks : The Product confirms to ND/ 
II UMe'lanue: IT OJJ:YKT COOTBeTcTByeT T e60BaH11S1M H)], 

Conclusion : APPROVED I 
3ai.:mol.feuue: O)lOEPEHO 

Prepared by / Checked by I 
ITo.n:roTOBJieuo: 1 ITpoBepeHO: 
Pravesh Rana Pardeep Kumar 

c:-[ 
Date/ Date/ 
.[{am: 26.05.2026 .[{am: 26.05.2026 

Checked by (AQA) I 
IlpoBepeuo (AOK): 

Amit Kumar 

Date/ 
)],am: 26.05.2026 

Approved by: Quality Assurance/Authorized 

person I O.n:o6peuo: O6ecrre"!eHHe 

Ka1.feCTBalOTBeTCTBeHHOe JlliU,O: 

Date/ 
.[{am: 

_( \j)-.) \ L tJvi,/ p t2_ 

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 
CfN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo,!1.yKT: Haih® Ilmoc, reJib JI.JI.II Hapy)l(Horo np11MeHemu1, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / PblHOK : Russia I PoccIDI 

Batch No./ 
: V260340 

Batch Quantity I 9747 units I 
CepHH X2 Pa3Mep cep1111 

: 
9747 e,ll,HHHU: 

Analytical Report No. / 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AuaJJHTH'leCKHH 0T'leT X2 )laTa auan113a 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2028 

)laTa DP0H3B0,!J.CTBa 
: 

ro,!J.eH ,!1.0 
: 

Mfg. License No. / 
IlpoH3B0,!J.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-X2(003312)-(Pr-RU) 
Jllll{eH311H J(g 

Analysis performed according ND No I AHanm npoBe)leu no H)I. .N'2: JIIl-X2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaK0BKH YTBep,KJJ.eHbt: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaK0BKU yrnep)l(JleHbt: 17.04.2025 
PL approved:/ JIB yrnep,KJJ.eu: 17.04.2025 
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*Release specification limits for the "Related substances" test: 
Impurity C - not more than 0.10 %; 
Impurity D - not more than 0.10 %; 
Any single unidentified impurity - not more than 0.10 %; 
Total impurities - not more than 1.5 %. 

**Release specification limit for Assay of: 
Nimesulide -9.5to11.0 mg ofC 13H12N2OsS (riimesulide) per 1 g of the product (95 to 110 % of label claim) 
Methyl salicylate - 95 .0 to 110.0 mg of CsHsO3 (methyl salicylate) per 1 g of the product (95 to 110 % of label claim) 
Menthol-47.5 to 55.0 mg ofC10H2oO (menthol) per 1 g of the product (95 to 110 % of label claim) 
Capsaicin - not less than 0.2375 mg ofC1sH21NO3 (capsaicin) per 1 g of the product (not less than 95 % of label claim) 

Ilp11Me•rnH11.11. 
* HopMa cneu:11cp11Kau:1111 np11 BbmycKe no noKa3aTemo «Po,!J.cTBeHHble np11Mec11»: 
Ilp11Mecb C- He 6onee 0,10 %; 
Ilp11Mecb D - He 6onee 0, 10 %; 
EJI.HHH4Ha.ll HeH)l.eHTHqJHU:11pOBaHHaa npHMeCb - He 6onee 0, 10 %; 
CyMMa np11Mecel'i - He 6onee 1,5 %. 

** HopMa cneu.mp11Kau.1111 np11 BbmycKe no noKa3aTemo «Konw1ecTBeuuoe onpe,11,eneH11e»: 
H11Mecyn11,11,- OT 9,5 ,11,0 11,0 Mr CuH12N2OsS (H11Mecyn11,11,) B 1 r npenaparn (oT 95 ,11,0 110 OT H0MHHaJibHoro co,11,ep)Kamrn) 
MeTHJICaJI11U:HJiaT- OT 95,0 ,ll,O 110,0 Mr CsHsO3 (MeT11ncan11u:11naT) B 1 r npenaparn (OT 95 ,11,0 110 % OT H0Ml1HaJibHOro CO,ll,ep)KaHI•!){) 
MeHTOJI - OT 47,5 ,ll,0 55,0 Mr C10H20O (MeHTOJI) B 1 r npenaparn (OT 95 ,11,0 110 % OT H0MHHaJJbH0ro co,11,ep)KaHHll) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'lan11e: IlpOJI.YKT cooTBeTCTByeT Tpe6oBattIDIM HA 3aKJito'lenue: O)lOliPEHO 
Prepared by I 

1 
Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 

Ilo,11,roTOBJJetto: IlpoBepeHo: TipoBepetto (AOK): person/ OJI.o6peHo: O6ecne4eHHe 
Pravesh Rana Pardeep Kumar Amit Kumar Ka4eCTBai0TBeTCTBeHHOe m1u:o: 

d- /\~--- _f__Ui-i"~L· r.._vv-1 A'l2____ - ~ 

Date/ Date/ Date/ Date/ ,--(_·v-'r(}., ,----o r' ---A.cn-6 
)],aTa: 26.05.2026 )],am: 26.05.2026 )lam: 26.05.2026 )lam: 

Registered Office : 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, Ind ia 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys. com 
CIN : L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1 <DHKA T AHAJil13A 

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

Tel : 1-91 98166 56001-02 
www.drreddys.com 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Il po,!J,yKT: Haih® Ilmoc, re11b ,!J,JIH ttapy)Kttoro np11Mettett11H, 0,25 Mrlr + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / P1,rnoK : Russia / Pocc11» 

Batch No./ 
: V260340 

Batch Quantity / 9747 units/ 
Cepust N! Pa3Mep cepuu 

: 
9747 e,!J,HHI1U: 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AuaJIHTH'leCKHH OT'leT N! ,Il,aTa auaJIH3a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

,Il,aTa TIPOH3B0,!J,CTBa ro,!J,eH ,!J,O 
: 

Mfg. License No. / 
IlpOH3B0,!J,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-N!(003312)-(Pr-RU) 
Jim.~eH3HH N2 

Analysis performed according ND No/ AuaJIHJ npOBe/leH no H,1..1, N!: JIU-N!(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeThl nepBH'IHOH ynaKOBKH YTBepiK,!l,eu1,1: 17.04.2025 
Artworks of secondary package approved:/ MaKeThl BTopuquou ynaKOBKH yTBepiK,!l,eu1,1: 17.04.2025 
PL aooroved: / JIB yrnepiK,!l,eu: 17.04.2025 

Page 12 of 14 / CTp. 12 03 14 
Kanca11u:11H - He Mettee 0,2375 Mr C1 8H27NO3 (Kanca11UI1tt) s 1 r npenaparn (tte Mettee 95,0 % OT HOMHHaJihHoro co.11.ep)KaHHH) 

Methyl 

API name/ HauMeHoBauue A<l>C: 
Nimesulide / Salicylate / Levomenthol / Capsaicin / 
H11Mecyn11.11. MeT1111ca1111u:1111a JleBOMeHTOJI Kanca11u:11tt 

T 
Methyl 

INN/MHH: 
Nimesulide / Salicylate / Levomenthol / Capsaicin / 
H11Mecym1,!J, Menmca1111u:1111a JleBOMeHTOJI Kanca11u:11u 

T 
API manufacturer batch number / 

MS-lA-243032-Ml LOTU 7915 MLC-0040126 F00l-24002 
HoMep cepuu npoH3BO/lHTeJIH A<l>C: 
FP Manufacturer API Batch number / 

FERA00718 FESA00549 FETR00179 FESA00534 
HoMep cepuu A<l>C npott3BO/lHTeJist rJI<I>: 

MauraJiaM ,[{pare AnhTa Apopa ApoMaT11Kc <l>opM03a 
3HJJ. Opratt11Kc JlTJJ.., Jla6opaTOp11c IlBT. JlT,!J,, 2 K. M. Jla6opaTOp11c 
IlpOH3B0)].CTBeHHOe JlT,!J,, CToyu,Mopa.11.a6a.11. l1HK, 36 yn. 

API Manufactured by, address & country/ 
no,!l,pa3,!J,e11eu11e .NQl f11p11s11xap, Poy.11., CaM6xan - Xon11ur, Jloy'iy, 

I111orn.a.11.Ka IA, Kxono1111, ,U11cT, 244302 (YTTap- Tamoau 33842, 
Ilpou3BO/lHTeJih A<l>C, a,!l,pec H CTpaua: 

Y11acTOK .NQ 187, Pawra.11., 410203 Ilpa,!l,ew), l1H/ll1H / Taifaattb K11rnw 
Kopnopau:11» MaxapawTpa Arora Aromatics I Formosa 

npOMblIIIJJeHHOro lliTaT, l1H,!J,HH / Pvt. Ltd., 2 K. M. Laboratories 
pa3BHTI1H Alta Stone, Moradabad Inc., 36 Hoping 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: IlpO,!J,YKT C00TBeTCTByeT Tpe60BaHI1HM H,U 3aKJit0'1eu11e: O)I:OEPEHO 
Prepared by / 

{ Ilo,!J,rOTOBJJetto: 
Pravesh Rana 

Date/ 
,Uarn: 26.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilposepeuo: Ilposepetto (AOK): person/ O.11.06petto: O6ecne11ett11e 
Pardeep Kumar Amit Kumar Ka11ecTBa/OrneTCTBeHHOe Jn,~1· f(l(2 

=! - /\ ·-:-- _gv \...,\ ~ -

_LJ1 
Date/ Date/ Date I ?-, 1rti ~ ,-1[0--,b 
)l_arn: 26.05.2026 )l_arn: 26.05.2026 ,Uarn: 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP198~PLC004507 

www drreddys.com 



•·· Dr.Reddy's ~;• 
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.d rrec!dys .com 

CERTIFICATE OF ANALYSIS 
CEPTY!cf>MKA T AHA.nI,f3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlDO/lyKT: Halb® TTmoc, renh .um1 MaPY>KHoro nom,1eHe1a111i1, 0 25 Mr/r + 50 Mr/r + 100 Mr/r + IO Mr/r 

Market/ P1,rnoic : Russia I Poccwll 

Batch No./ 
: V260340 

Batch Quantity / 9747 units/ 
Cepsrn .N2 PaJMep cepmt : 9747 e,!lHHHI.( 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

AHaJIHTH'leCKHH OT'leT ,Ng )laTa anaJ1n3a 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2028 
)la-ra np0UlB0,ll.CTBa 

: 
ro.uen ,!J,O 

: 

Mfg. License No. / 
IlpoH3B0/lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N2(003312)-(Pr-RU) 
JlUl.(eH3HH _Ng 

Analysis performed according ND No / AHamn npose)leH no H,11, ,Ng: JIIl-.N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ Maicens nepsuqnou ynaicosicn yTsep~enhl: 17.04.2025 
Artworks of secondary package approved:/ MaiceThl sTopn'luou ynaicosicu yTaep~enhl : 17.04.2025 
PL approved:/ JIB YTBCP"'.lle11: 17.04.2025 

Page 13 of 14 / CTp. 13 H3 14 

Name, address, authorization No for FP 
manufacturing site / Control site / Release 
site/ 
HauMeHOBanue, a,ll;pec H HOMep JlHl.(eH3HH 
DJIOlll.a/lKH, ocymecTBJIHIOlll.eH 
npOH3BO,!J,CTBOIKOHTp0Jlb Ka'leCTBa/BhIDYCK 
rJicI> 

II.JTaTa ry.u)l(apaT, 
<l>ala 2, Banw, 
396195, WTaT 

ry.u)l(apaT, HHJJ.11)1 / 
Mangalam Drugs & 
Organics Ltd., Unit-

1, lA Plant, Plot 
No. 187, G.I.D.C., 
Ilnd Phase, Vapi, 
396 195 Gujarat, 

India 

Laboratories 
Ltd., Girivihar, 
Khopoli, Dist. 

Raigad, 410203 
Maharashtra 
State, India 

Road, Sambhal -
244302 (U. P.), 

India 

Street, Louchu, 
Taoyuan 33842, 
Taiwan, China 

Dr. Reddy Laboratorie Ltd., Formulation Unit-6, Viii. Khol , Nalagarh Road 
Baddi Distt. olan, H.P. 173205, India (License No M B/05/263) / 

,!l-p Pen.n.H'c Jla6opa,:opHc JlTJJ.. TTpoHJBOD,CTBeHHoe no.npa3,11eneHHe-6, BHJJn. 
Kxonb, Ha.narapx PoyD., 68,ll,!lH, ,!lHCTpHKT ConaH x.n., 173205, I1H,n;H11 

(fl1-1ueHJ1u1 N~ M B/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, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Il 11111eqaH11e: n o.a; KT cooTBeTCTB eTT e6oeamu1M H.D. 3ateJ110'lenne: O)lO6PEHO 
Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality A urance/Authorized 
Ilo,nroToenetto: 1 IlpoeepeHo: ITpoeepetto (AOK): person/ O,uo6peHo: O6ecnetJeHHe 
Pravesh Rana Pardeep Kumar Amit Kum Ka•1ec.·rna/0TaeTcTBeHHOe nwu.o: c=4 ~ .----"..-- _('lJ ....,, L ~ \jv-/ ~ Q_ 

Date/ 
)lam: 26.05.2026 

Date/ 
.[lam: 26.05.2026 

Date/ 
.ll.aTa: 26.05.2026 

Date/ 
.[la.a: 

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

Tel: +91404900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF A 
CEPTH<l>MKAT AHAJ1H3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 

IlpoJlyKT: Harl3® nmoc, reJJh ,nrui Hapy)l(Horo np11MeHe~11111, 0 25 Mr/r + 50 Mr/r + I 00 Mr/r + 10 Mr/r 

Market / PLIHOK : Russia/ PoccHl! 

Batch No./ 
: V260340 

Batch Quantity / 9747 units/ 

Cepm1 .N2 Pa3Mep cep,111 
: 

9747 e,o_i.rn11u. 

Analytical Report No./ 
: 040003399928 

Date of Analysis / 
: 26.05.2026 

IAuan11nr'lec1rnu oT<teT ,Ng )l,aTa auanuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
)laTa Ol)0113BOllCTBa rolleH llO 

: 

Mfg. License No./ 
IlpoHJBOJlCTseuuaH : MNB/05/263 MA number:/ HoMep PY : Jlfi-.N"g(003312)-(Pr-RU) 
JIHU.eHJHH _Ng 
Analysis performed according ND No / A11aJ1111 npoBeJJ.eH no H)]. ,Ng: Jlfi-.Ng(003312)-(Pf-RU)-021023 
Artworks of primary package approved: / MaKeTbl nepsuquou ynaKOBKH yTBep~eu1,1: 17.04.2025 
Artworks of secondary package approved:/ MaKeTLI srnpwrnou ynaKOBKH yTBep~eu1,1: 17.04.2025 
PL aooroved: / JIB YTBCpiK,11.eu : 17.04.2025 

Page 14 of 14 / CTp. 14 HJ 14 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union 

is established». 
3aKJ110•1eH11e 0 COOTBCTCTBIIII : <<HaCTOl!UlHM l! 0OJlTBep>K)l.aJ0 'ITO npHBe)lCHHal! BblWe HH(p0pM3U.HJI l!BJJl!eTCl! ,llOCT0BepHOH H 
TO•IHOH. 3Ta cepHl! npoJJ,yKUH.H npOHJBC)leHa (BKmO'fall ynaK0BKY (MapKHpOBKy) H K0HTp0Jlb .K8•1ecrea) Ha BblweyKa'.3aHHOH 
npOH38011CTBeHH0H nJJ0lU3,llKe (nnoma.o;Kax.) B n0JJM0M C00TBeTCTBHH C Tpe6ooaHHl!MH npaB11JJ Ha)lJle)t(aLUei-i np0H3BOJlCTBeHH0H 

npaKTHKH Eepa3HHCKoro 3K0HOM11•IecKoro coI03a (N!! GMP/EAEU/RU/02329-2025 OT 19 ceHTl!6p.11 2025 r.) H Tpe6oeaH11l!MH 

KOHTp0JJl! Ka'feCTBa JJCKapcTBeHHhlX cpeJtCTB, a T8IOl<e B coorneTCTBHH co cneu.11cj>HK8UHlrMH, COJ{ep)K3lUHMHCl! B 
pen1crpau,It0HH0M .u;ocbe CTp3Hbl-HM00pTepa. 3amfCH no np0H3BO,!I.CTBy ynaK0BKe H aHaJJl-i3Y npoeepeHbl, H ycTaHoeneHO HX 

C00TBeTCTBHe Tpe6oeaHM.!IM npaBHJJ Ha)lJJC)l(3lUeH npOH380,llCTBeHH0H npaKTHKH Espa311HCKOro 3KOH0MH'fecxoro COI03a». 

Remarks : The Product confirms to ND/ 
fl m,1eqanue: CT 0JlyKT CO0TBe'I'CTByeT T e60B8HHl!M HJl 

Prepared by/ Checked by/ Checked by (AQA) I 
[lo)lroroenetto: { TipoeepeHo: TipoeepeHo (AOK): 
Pravesh Rana Pardeep Kumar Amit Kumar 

=+-c ,_./\ -Date/ Date/ Date/ 

,llaTa: 26.05.2026 )l.ara: 26.05.2026 )laTil : 26.05.2026 

Conclusion : APPROVED I 
3atcJIIO'leuue: O)1,O6PEHO 
Approved by: Quality A urance/ Authorized 

person / O)lo6petto: O6ecne'leHHe 

Ka'fecrea/OTserc-reeHHoe .rmu.o: 

Date/ 

Jl.aTa: 

-_c_ \j i-)\(_ tl}vV/f<l 

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 


