
•·· Dr.Reddy's ~;• 
Dr·. f~eddy's Latmr.1tories Ltd . 
Formulatio11 Unit-6 
Viii. Khol, Nalagat·h Road, Baddi_. 
Distt . Solan, H.P., 173 205, 11\JDIA 

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 
Ilpo.nyKT: Hath® Ilmoc, reJJb .nm, Hapy)l(Horo npttMeHem,rn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PbIHOK : Russia I Poccw, 

Batch No./ 
: V260270 

Batch Quantity I 9743 units/ 

CepuH .N"2 PaJMep cepuu 
: 

97 43 e,L\HHHU 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AuaJJHTH'leCKHH OT'JeT .N"2 ,llaTa auanuJa 
Date of Manufacture/ 

04/2026 
Date of Expiry / 

03/2028 
,llaTa npOH3B0,L\CTBa 

: 
ro.neu .no 

: 

Mfg. License No./ 
IJpOH3B0,L\CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N"2(003312)-(Pr-RU) 
JJHQeHJHH .N°! 

Analysis performed according ND No/ AHaJJHJ npoBe,ueu no H,Ll .N"2: JIII-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / j)1aKen,1 ncpnn'IHOii yna1coBK11 yTBcp~c11b1: 17.04.2025 
Artworks of secondary package approved:/ MaKeTI,I BTop11 •111ou yna1cosKu yrBeplK1le11b1: 17.04.2025 
PL approved:/ JIB yTBep~eu: 17.04.20.25 

Page 1 of 14 / CTp. 1 HJ 14 
.N"2 Test I IloKaJaTeJJb Result I PeJyJJbTRTbI Specification/ HopMa 

1 Appearance / Onucauue White gel of homogeneous consistency with a White to off-white gel of homogeneous 
characteristic odor. I feJl.b 6eJJoro usera consistency with a characteristic odor. I 
O,UHOpO,UHOH KOHCl!CTeHUIUI C xapaKTepHblM renh 6enoro HJJH no4TH 6enoro UBeTa 
3arraxoM. 

2 Identification/ lbeuTu4'uKaQHH 

2a By HPLC I B3)KX 

- Nimesulide I HuMecyJ1uo 

Remarks : The Product confirms to ND/ 
II HMe'tauue: TI 
Prepared by / 

Ilo.nroTOBJJeHo: 
Ashish Kumar »--
Date/ 

O,L\ KT COOTBeTCTByeT T 

Checked by/ 

IlposepeHo: 
Pravesh Rana 

Date/ 

Complies as prescribed/ 
CooTBeTCTByeT Tpe6oBaHJ,UJM 

e6osaHllilM H,ll. 

1 
Checked by (AQA) / 
IlposepeHo (AOK): 
Ajay Kumar Srivastava 

Date/ 

)].am: 21.04.2026 [lam: 21.04.2026 )].am: 21.04.2026 

O,L\HOpO,L\HOH KOHCHCTeHUHH C 
xapaKTepHblM JanaxoM. 

A peak with the retention time 
corresponding to that of nimesulide in the 
standard solution chromatogram should 
be present in the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 

test. I Ha xpoMaTorpaMMe 11cnb1TyeMoro 
pacrnopa, noJJy4eHHoro np11 npose.neHHH 
HCITbimHHH «Kom14ecrneHHOe 

onpe.neJJeHtte. HttMecyJJ11.n 11 
MeTHJJCaJJHUHJJaT», ,L\OJJ)KeH 
o6Hapy)KHBaTbCH IIHK, 

COOTBeTCTBYIOII.\HH no BpeMeHH 

Conclusion : APPROVED / 
3aKJJIO'leuue: O,L(OliPEHO 
Approved by: Quality Assurance/AuthorIZed 

person/ O.no6peHo: O6ecrre4eHtte 
Ka4eCTBalOTBeTCTBeHHOe Jll,11.J:o: 

~1c.ovJ~ 
Date/ 
,Uam: 

R.egisl·-?.:et: 1.Jfficc: 8 2-33-/, RoaU i'-lO 3, tL:-H1jare1 Hills, Hyderab::id - 500034, Tc!angt:;n-J, lnciic_, 

kl +'H ,,:o 4900 2900, Fax: ,C)l 40 4900 2999, Email: r;1iJil@d11c,dliys .com 
Ci 1~: [_J_r_:-: 19Si\Pl984PLC004507 



•·· Dr. Reddy's ~;• 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l(hol, Nalagarh Road, Bacldi, 
Oistt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTH<f>HKAT AHAJIH3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlpoJJ.yKT: Haih® Ilmoc, renh .LJ.JHI ttapy)Kttoro npttMeHeH1rn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V260270 

Batch Quantity / 9743 units I 
Cepm1 .N"! 

: 
PaJMep cepnn 

: 
9743 e)].HHHU 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21 .04.2026 

AHaJlHTH'teCKHU OT'IeT .N"! .LJ:aTa aHaJlHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2028 

.LJ:aTa npOH3B0)].CTBa 
: 

ro)].eH JJ.O 
: 

Mfg. License No./ 
IlpOH3B0)].CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N"2(003312)-(Pr-RU) 

JlHUeHJHSI .N°! 
Analysis performed according ND No I AHa.11u1 npOBeneu no H,ll .N"2: JIIl-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbl nepBHl.fHOH ynaKOBKH yTBep,KJJ.eubt: 17.04.2025 
Artworks of secondary package approved: / MaKeTbl BTOpH'-IHOH ynaKoBKH YTBep:1Knem,I: 17.04.2025 
PL appro,•ed: / JIB yTBep,KJJ.eu: 17.04.2025 

Pa2e 2 of 14 / CTp. 2 HJ 14 
y .uep)KttBaHlrn nttKy HHMecym1JJ.a Ha 
xpoMaTorpaMMe CTaHJJ.apTHOro pacrnopa. 

- Methyl salicylate I Complies as prescribed/ A peak with the retention time 
MemuJ1caJ1ut/UJ1am CooTBeTCTByeT Tpe6osaHIHIM corresponding to that of methyl salicylate 

in the standard solution chromatogram 
shall be present m the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 
test. I Ha xpoMaTOrpaMMe ttcnhnyeMoro 
pacTBopa, nonyYeHHoro npH npoBeJJ.eHHH 
HCnhITaHHll «KOJIH4eCTBeHHOe 
onpeJJ.eneHHe. HttMecynH.!l H 
MenrncaJIHUHJiaT», .uomKeH 
o6Hapy)KHBaThCll nHK, 
COOTBeTCTBYIOll\HH no BpeMeHH 
yJJ.ep)KHBaHHll nHKY MeTHJlCaJlHUHJiaTa Ha 
xpoMaTorpaMMe CTaH,!l_apTHOfO paCTBOpa. 

Menthol I MeHmon Complies as prescribed I A peak with the retention time 
CoOTBeTCTByeT Tpe6osamtl!M corresponding to that of menthol in the 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TT p11Me'-la1me: TTpo.uyKT coornercrnyeT Tpe6oeaHHllM HJ], 3aKJltol.feuue: O.LJ:OliPEHO 
Prepared by I Checked by/ 

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

IlO,!l_fOTOBJieHo: Tiposepetto: Ilposepetto (AOK): person I O.uo6petto: 06ecne4eHtte 
Ashish Kumar Pravesh Rana Ajay Kumar rivastava Ka•1ecTBa/OraeTcTBeHttoe m1uo: 

~ 0- a,J_Dj~~ /JA l rJ .. 
Date/ Date/ Date/ Date / \~75'~1-~~b )lam: 21.04.2026 .llarn: 21.04.2026 )lam: 21.04.2026 )],am: 

Regi.,te1ed Offic.; 8-2-337, Road No. 3, Banj;ira Hills, Hyderabad - 5000.~4, Tclangana, india 

T,,!: +''1 ,:\Q 4900 2900, Filx: ~-9140 1;.900 2999, Erndi l : rnailtivdrreddys.corn 

C!N: L851954P1984?LC004507 
WW'N.ci rreddys.co1n 



•·· Dr. Reddy's ~;• 
Dr. Heddy's Laboratories Ltd 
Formulation Unit-6 
\/ill. Khol, Nalagarh Road, Baddi, 
Distt. Solan .. H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTI1<I>l1KA T AHAJ1l13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
n po.ayKT: Haih® nmoc, reJib Jl11ll Hapy)l(Horo np11MeHemo1 0 25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ Pocc,,rn 

Batch No./ 
V260270 

Batch Quantity/ 9743 units/ 

I Cepn11 .N'2 
: Pa3Mep cep1111 : 9743 e.U11H11U: 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AuaJIHTH'feCKHH OT'feT .N'2 ,[(aTa auaJIHJa 
Date of Manufacture / 

04/2026 
Date of Expiry I 

03/2028 : 
roaeu JlO 

: 
)laTa np0IIJB0JlCTBa 
Mfg. License No./ 
IlpOH3BO,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1Il-.N'2(003312)-(Pr-RU) 
mnte1om1 .N'2 
Analysis performed according ND No/ AHa.rrnJ npoBeJleH no H)], .N'2: JIII-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbt nepBH"IHOH ynaK0BKH YTBepm.aeubt: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTopu'IHOH ynaKOBKH YTBep:IK)leHbl: 17.04.2025 
PL aooro\led: / JIB YTBeP~eu: 17.04.2025 

- Capsaicin I KancaUlfUH 

Remarks : The Product confirms to ND/ 

Complies as prescribed / 
CooTBeTCTByeT Tpe6oB3H11ll M 

np11MC'f l\111I C: npo.UyKT COOTBeTCTByeT Tpe60B3HHllM H,U 
Prepared by/ Checked by/ Checked by (AQA) / 

Tio.uroToBJJeHo: TiposepeHo: i TipoeepeHo (AOK): 
Ashish Kum~ Pravesh Rana Ajay Kumar Srivastava 

' \ \ 
,....... ~ 

Date/ Date/ Date/ 
}],am: 21.04.2026 ,lJ,aTa: 21.04 .2026 }],am: 21.04.2026 

Page 3 of 14 / CTp. 3 HJ 14 
Ha xpoMaTorpaMMe 11cnb1TyeMoro 
pacTBopa, noJiy4eHHoro np11 npose.ueH1111 
HCnblTaHHll «KOJIH4eCTBeHHOe 

MettTOJI», onpe.ueneH11e. 
06Hapy)l(11BaTbCll 
COOTBeTCTBYIOlUHH no 

.UOJI)l(eH 
nHK, 

BpeMeHH 
y .uep)l(HBaH11ll nttKy MeHTOJia Ha 
xpoMaTorpaMMe cmH.uapTHoro 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 "Capsaicin and Sodium 
Benzoate Assay" test. / Ha 
xpoMaTorpaMMe 11cnbITyeMoro pacTBOpa, 
noJiy4eHttoro nptt npose.ueHl1H 
HCnbJTaHHll «KOJIH4eCTBeHHOe 
onpe.ueJieH11e. Kancam.um H HaTpHll 
6emoaT», .UOJDKeH o6Hapy)l(i1B3TbCll nHK, 
COOTBeTCTBYIOIUHH no BpeMeHH 
y.uep)l(HBaHHll nHKY Kanca11u:11Ha Ha 
xpoMaTorpaMMe cmH.uapTHoro paCTBOpa. 

Conclusion : APPROVED I 
3aKJIIO'feuue: O,[(OEPEHO 
Approved by: Quality Assurance/Authorized 
person / O.uo6petto: O6ecrre4em1e 

~w~:CTBeH HOe JJ11U:O~ 

//llll lJ-V , 

!1cgi,,Pred Cifice: 8-7 -3:3 7, ifoatJ r~o. 3, flanjara Hi!lo, HyderabJci - 500034, Tclangana, inciia 

lei -: '.~1 ·W 4'?0() i90G, :--i,y• :-9140 1~900 2999, En ,ail : rnail@ciri eddys com 

CiN: LS5l9S~Pl9S4PLC004507 



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

Formulation Unit-6 
\/ill. l(hol, Nalaga rh Road, Baddi, 
Distt. Solan, H.P. , 173 205, !NOIA 

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo,llyirr: Haifa® ITmoc, rem, ,llJH! Hapy)l{HOro npHMeHeH11.11, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia I PoccH.11 

Batch No./ 
V260270 

Batch Quantity/ 9743 units/ 
CepHH .N'2 

: 
Pa3Mep cepuu 

: 
9743 e,Lll1HHU 

Analytical Report No. / 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AHaJIHTH<tCCKHH OT<fCT .N'2 ,ll,aTa aHaJIH3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2028 

,ll,aTa DPOH3B0,llCTBa 
: 

ro,lleH ,llO 
: 

Mfg. License No. / 
IlpOH3B0,LlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(003312)-(Pr-RU) 

JIHU.CH3HH .N'2 
Analysis performed according ND No/ Attamn npoBe,lleH no H)], .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbl nepBH<tHOH ynaKoBKH YTBep~eHbt: 17.04.2025 
Artworks of secondary package approved: / MaKeTbI BTOpH<tHOH ynaK0BKH yTBep:1KAeHbI: 17.04.2025 
PL approved:/ JIB yTBep~en: 17.04.2025 

2b By HPLC (PDA) I B3}KX c i)uoono-Mampu'lHbtM oeme«mopoM 

- Nimesulide I HuMecyJ1uiJ Complies as prescribed/ 
CooTBeTCTBYeT Tpe6osaHH.RM 

- Methyl salicylate I 
MemuJ1caJ1ut/UJ1am 

Complies as prescribed/ 
CooTBeTCTByeT Tpe6oBaHH.RM 

Remarks : The Product confirms to ND/ 
n HMe<taHne: IT 
Prepared by / 
IlonroTosneHo: 
Ashish Kumar 

~ 
Date/ 
narn: 21.04.2026 

o.u KT cooTseTCTB eT T e6osamrnM Hll 
Checked by I Checked by (AQA) / 
IlposepeHo: 1 IlposepeHo (AOK): 

Pravesh Rana J!,_. Ajay K~m~ _r: 

Date/ Date/ 
narn: 21.04.2026 narn: 21.04.2026 

Pal!e 4 of 14 / Crp. 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 
norno111eHH.11 nHKa H11Mecym1.ua Ha 
xpoMaTorpaMMe HCnb1TyeMoro paCTsopa, 
non)"leHHoro npH npose.ueHHH 
HCnbITaHH.R «Konw-1eCTBeHHOe 
onpe.ueneHHe. HHMecym,.u 11 
MeTHJICaJIHUHJiaT» ), ,llOJilKeH 
COOTBeTCTBOBaTb cneKTPY nor11ome1t11.R 
nHKa HHMecynH.ua Ha xpoMaTorpaMMe 
crnH.uapTHoro pacTBopa. 

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 / 
3aKJII0'4ettue: O,ll,OEPEHO 
Approved by: Quality Assurance/Authorized 
person/ O.uo6peHo: O6ecne4eH11e 
Ka4eCTBaiOTBeTCTBeHHOe n11uo: 

t O w ' c_ou;' "" 
Date I 
narn: 

Reeistered Dffice: 8-2 -337, Road No 3, Banja, il Hi!ls, Hyderab;:id - 500034, Telangana, india 
Te!: +91 cfo 4900 i900, f ax:, 91 4() 4900 2999, E111ail: rnai l@drieddys.corn 

CJN. LS5l95AP1984PLC004S07 
www.drreddys co rn 



•·· Dr.Raddy's ~;• 

Dr. Reddy's Laboratories Ltd . 
Formulation Un it-6 

\/ill. Kho!, Nalagarh Road, Baddi , 
Distt. Soian, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
www.drredd ys .com 

CERTIFICATE OF ANALYSIS 
CEPTI1 Cl> l1KA T AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IIpoJlYIIT: Halh® ITmoc, rem, .JlJUI Hapy)KHOro np11MeHeHH.i1, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ P1,rnoK : Russia/ Poccw.ii 

Batch No./ 
V260270 

Batch Quantity/ 9743 units/ 

CepuH N2 
: 

Pa1Mep cep1111 
: 

9743 e,!U!HHQ 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AnaJJHTH'feCKHH OT'feT N2 )I.am aHaJJHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2028 : : 

,11.aTa DPOH3B0JlCTBa ro}leH JlO 

Mfg. License No./ 
IIpOH3B0}lCTBeHHaSI : MNB/05/263 MA number: I HoMep PY : JIII-N2(003312)-(Pr-RU) 
JJHQeHJHH N2 

Analysis performed according ND No/ AHaJJm npoBe.neH no H)l N2: JIII-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTLI nepBH'fHoii ynaKoBKH YTBepm,!1en1,1: 17.04.2025 
Artworks of secondary package approved:/ MaKeT1,1 BTopuqnon ynaKOBKH yTBep-K}len1,1: 17.04.2025 
PL approved: / JIB yTBep,KJlen: 17.04.2025 

- Capsaicin I Kancaut/UH 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CooTBeTCTByeT Tpe6oBaHHHM 

II HMe'faHHe: rr OJlYKT COOTBeTCTB eT T e6oBaHHHM H,[l 

Prepared by / 
Tio}lrOTOBJleHo: 
Ashish Kumar 

~ 
Date I 
,[lam: 21.04.2026 

Checked by/ 
Tipoeepetto: 
Pravesh Rana 

Date/ 
f 

)],am: 21 .04.2026 

Checked by (AQA) I 
ITpoBepeHo (AOK): 
Ajay Kumar Srivastava 

A 
Date/ 
)],am: 21.04.2026 

Pa2e 5 of 14 / CTp. 5 H3 14 
chromatogram. I CneKTp nornomen11.ii 
n11Ka MeTl1JICaJIHQHJlaTa Ha 
xpoMaTorpaMMe 11cnh1TyeMoro pacrnopa, 
nOJl)"-leHHOro 
HCDhITaHl1H 
onpeJleJ1ett11e. 
MeTl1J1CaJll1Ql1J1aT» ), 

np11 npoBe}leHHH 
«KOJIH'!eCTBeHHOe 

H11MecyJ1HJl 11 
JlQJl)KeH 

COOTBeTCTBOBaTh cneKTPY nornomeHHH 
n11Ka MeTHJICaJl11QHJlaTa Ha 
xpoMaTorpaMMe CTaHAapTHOrO 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. I CneKTp nornomen11.ii 
n11Ka KancattQHHa Ha xpoMaTorpaMMe 
11cnhnyeMoro pacrnopa, nonyqennoro 
npH npoBe}leHl1H 11CflhITaHHH 
«Kon11'!eCTBettttoe onpe}lenem,e. 
Kanca11Ql1H 11 HaTp11H 6eH30aT»), JlOJl)l(eH 
COOTBeTCTBOBaTb cneKTpy nornomeHHH 

Conclusion : APPROVED I 
3aKJJIO'fenue: O,11.OliPEHO 
Approved by: Quality Assurance/Authorized 
person I O.no6peno: O6ecneqentte 
Ka'leCTBal OTBeTCTBeHHOe JlHl,lO: 

' ~ Jo..HOJ.M"" 
Date/ 
)],am: 

Hc,;i~i:ercd C)ffice: 8-7-337, ~oad No 3, 8ai1jara Hi!ls, Hyderab~d - 500034, Tclangana, india 
i,i : J•n ,:,u ,,r;oo /900, F:,x: "'ll 40 !!,9 00 29Cl9, Email: rnail@>rJrreddys.com 

Cli·I: L351'.-1Sl,P1984PLC004507 

·v--1 \\'\ ,v cirn~ddvs.corn 



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

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

CERTIFICATE OF ANALYSIS 
CEPTH<!>HKA T AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo,11.yIIT: Haib® Ilmoc, reJib .[(JUI Hapy)!<H0ro np.11MeHeHttll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PMHOK : Russia/ Pocc.11ll 

Batch No./ 
V260270 

Batch Quantity I 9743 units/ 
Cepusi N2 

: 
Pa3Mep cepuu 

: 
9743 e,[(ttH.111..( 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AnaJIUTU'lecKun 0T'leT N2 )laTa auaJJu3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2028 

)laTa np0U3B0)1,CTBa 
: 

ro.u.eu ,11.0 
: 

Mfg. License No./ • 
IlpoU3B0,ll.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(003312)-(Pr-RU) 
JJUUeH3UH N2 
Analysis performed according ND No/ AHaJJHJ npOBe,lleH no H.LI, N2: JIII-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbI nepBU'IHOtt ynaK0BKU yTBep,KJJ,eHbt: 17.04.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquon ynaK0BKU yrnepm,11.eHbt: 17.04.2025 
PL approved: / JIB yrnep,KJJ,eu: 17.04.2025 

Paee 6 of 14 / CTp. 6 H3 14 
n.11Ka Kanca111..1,11Ha Ha xpoMaTorpaMMe 
cmH.napTHoro pacTBopa. 

2c By TLC/TCX 

- Menthol I MeHmOJI Complies as prescribed/ The position of the main spot in the test 
CooTBeTCTByeT Tpe6osaH.11llM solution chromatogram shall correspond 

to that of the main spot in menthol 
reference standard solution 
chromatogram. I OcHOBHoe mnuo Ha 
xpoMaTorpaMMe .11cnhnyeMoro pacTBopa 
no n0JI0)KeHHIO .[(0JI)KH0 C00TBeTCTB0BaTb 
0CH0BH0MY nHTHY Ha xpoMaTorpaMMe 
paCTB0pa cmH.napTH0ro 06pa31..1,a 
MeHT0Jia. 

3 Weight of package contents/ 100 g / 100 r According to requirement I B 
Macca co.nepmuMoro ynaK0BKU C00TBeTCTBl1H c Tpe6osaHl1llM.11 

4 pH/pH 4.5 4.0 to 6.0 (for 1.0 % aqueous solution)/ 

OT 4,0 .no 6,0 (.nnll 1,0 % B0.[(Horo 
pacTBopa) 

5 Viscosity / BH3KOCTb 208140 cP /208140 err 150,000 cP to 350,000 cP at 25 °CI 
OT 150000 err ,[\O 350000 err nptt 25 °C 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: Ilpo.nyKT cooTBeTcTByeT Tpe6osaH.11llM Hll 3aKJito'leuue: Ol{OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
rro,[(rOTOBJietto: rrposepetto (AOK): person I O.no6peHo: O6ecnel.feH.11e 

Pravesh Rana Ajay Kumar rivastava Kal.feCTBalOTBeTCTBeHHOe Jil1L{0: 
rrposepeuo: i 

Ashish ~ - mar 

~ -A=0-- ~~ t<ZMA .. ~ 
........--i "~ ,A I 

Date/ 
)].am: 21.04.2026 

Date/ Date/ Date/ ( ~~ri,,. n/J 'v 
)].am: 21.04.2026 ,[lam: 21.04.2026 )],am: f e' 

liegistered CJffice: 3-2 337, Road rfo . 3, Banjara Hills, Hyderabad - 5000.34, Telangana. india 
Tel:, 91 40 ·!SOO 2'JOO, ,ax:; 9140 1.:900 2999, Email: rnail@drreddys.com 

C!N: L85195AP1984PLC004507 
www.d1T,0 ddys.com 



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

Viii. Khol, Nalagarh RoJd, Baddi , 
Distt Soia n. H.P., 173 205, INDIA 

Tel: +9198 166 56001-02 
www.drred dys.com 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>l1KAT AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
TipoJlyKT: Hatb® Ilmoc, renb JlJUI Hapy)l(Horo np11MeHemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia / Pocc11l! 

Batch No./ 
: V260270 

Batch Quantity I 9743 units / 
Cepusi .N'2 Pa3Mep cepuu 

: 
9743 e)lHHHI..( 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AHaJJHTHlfeCKHii OTlfeT .N'2 ,IJ:aTa aHaJJH3a 

Date of Manufacture/ 
: 04/2026 

Date of Expiry I 
03/2028 

,[laTa npOH3B0JlCTBa ro)leH JlO 
: 

Mfg. License No./ 
flpOH3B0JlCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-.N'2(003312)-(Pr-RU) 
JJHl(eH3HSI .N'! 
Analysis performed according ND No/ AHamn npoBe!leH no H,il .N'2: JIII-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbl nepBHlfHOii ynaKOBKH yTsep~eHbJ: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpHlfHOii ynaKOBKH yrnepmJleHb1: 17.04.2025 
PL aooroved: / JIB yrnep~eH: 17.04.2025 

Pa2e 7 of 14 / CTp. 7 03 14 
6 Particle size/ Pa3Mep lfaCTHU 23 µm / 23 MKM Not more than 50 µm / He 6onee 50 MKM 

7 Related Substances / POJlCTBeHHbie npnMecu* 

Impurity C / Ilp11Mecb C Below LOQ (LOQ = 0.0272 %) I Hm1<e npe!lena Not more than 0.2 % / He 6onee 0,2 % 
1<onw1ecrneHHoro onpe,ueneHHll (TTKO = 0.0272 %) 

Impurity D / Ilp11Mecb D Not detected/ He o6ttapy)l{eHa Not more than 0.2 % / He 6onee 0,2 % 

Any single unidentified impurity/ Not more than 1.0 % / He 6onee 1,0 % 
E.UHHl11-!Hal! 
neH,UeHTHQlHUHposaHHall 0.05% 

npHMeCb 

Total impurities / CyMMa 0.0474 % Not more than 1.5 % I He 6onee 1,5 % 
np11Meceii 

8 Microbial purity/ MuKpo6uoJJOrHlfecKaH lfHCTOTa 

Total viable aerobic count I Less than 50 CFU/g I Not more than 100 CFU/g I 
O6mee KOJIH'-!eCTBO MeHee 50 KOE/r He 6onee 100 KOE/r 
)l(H3Hecnoco6Hh!X a3po6Hb!X 
MHKpoopramt3M0B 

Total combined yeast and mold Less than 10 CFU/g / Not more than 10 CFU/g I 
count I O6mee '-!Hcno Mettee 10 KOE/r He 6onee 10 KOE/r 
.UP0)1()1(e8blX H nnecHeBbIX 
rpM60B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMelfaHue: Ilpo,uyKT coorneTCTBYeT Tpe6osaHHllM H.U 3aKJJIOlfeHtte: O,ilOEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTo.ll.rOTooneHo: IlposepeHo: 1 Ilposepetto (AOK): person / O.uo6petto: O6ecne'-!eHHe 
Ashish umar Pravesh Rana Ajay Kumar Srivastava Ka4ecTsa/ Orse-rcrneHHoe mmo: 

~ u&~ICCMA
0

"'-' 
/; 1 , J)/ _J 

Date/ Date I Date/ Date/ \J -v ''/4, ~ ~v 
,UaTa: 21.04.2026 ,UaTa: 21.04.2026 llaTa: 21.04.2026 ,UaTa: 

f1egi,,e1Tcl Office: 8-2-3.37, Ro3d r-Jo 3, Banja1·a Hills, Hyderab~d - 500034, Tclang;ina, india 
lei: ; '.1:1 .:;c.: ~S00 2900, F JX: <-'JJ ,!o 4900 2999, f::mail: rnail@dt reddys.con1 

CiN: LB5l9SAPl984PLCOOi5□7 

ww,N.cirreddy~.co:n 



•·· Dr.Raddy's ~;• 

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 

Dr. Reddy's l_aboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Ro;:id, Baddi, 
Distt. Solan .. H P. , 173 205, INDIA 

Tel : +91 98166 56001-02 
www.d rreddys.com 

IlpoAyKT: Hath® Timoc, reJJb .ll.Jlll ttapy)lrnoro np11MeHeHHll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ PoccHll 

Batch No./ 
V260270 

Batch Quantity/ 9743 units I 
CeoHH .N"2 

: 
Pa1Mep cepHH 

: 
9743 e,nHHHU 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AHaJJHTHlfeCKHH OTlfeT .N"2 .IJ:aTa aHaJJu1a 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
03/2028 

,UaTa npOH3B0ACTBa ro)l.eH AO 
: 

Mfg. License No./ 
IlpoHJBOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-.N"2(003312)-(Pr-RU) 
JIHQeHJHH .Jlf2 
Analysis performed according ND No/ AttaJJHJ npoae)leH no H,LI, .N"2: JIU-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTBepm.neHbt: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH yTaepm.neHbt: 17.04.2025 
PL annroved: / JIB yTBep~eH: 17.04.2025 

Pa2e 8 of 14 / CTp. 8 HJ 14 
Pseudomonas aeruginosa Absent in 1 g/ OTcyTcrnyeT B 1 r Absent in 1 g/ OTcyTcrn11e B 1 r 

Staphylococcus aureus Absent in 1 g/ OTcYTcrnyeT B 1 r Absent in 1 g/ OTCYTCTBHe B 1 r 

9 Assay/ KoJJHlfeCTBeHHoe onpe)leJJeHHe 

Nimesulide** /HuA1ecym10** 10.2 mg/ 10,2 Mr 9.0 to 11.0 mg of C13H12N2OsS 
101.6 % (nimesulide) per 1 g of the product (90 to 

110 % of label claim)/ OT 9,0 .no 11,0 Mr 
CuH1 2N2OsS (H11Mecym1.n) B 1 r 
npenapaTa (OT 90 .no 110 % OT 
HOMHHaJJbHOro co.nep)!(aHHli) 

Methyl salicylate** I 101.0 mg/ 101,0 Mr 90.0 to 110.0 mg ofCsHsO3 (methyl 
MemuncaJ1Ul{UJ1am * * 101.0 % salicylate) per 1 g of the product (90 to 

110 % of label claim) I OT 90,0 .no 
110,0 Mr CsHsO3 (MeTHJJcam1u11naT) B 
1 r npenapaTa ( OT 90 .no 110 % OT 
HOMHHaJJbHOro co.nep)!(aHml) 

Meml,o/** I MeHmoJ1** 50.8 mg/ 50,8 Mr 45 .0 to 55.0 mg ofC10HwO (menthol) per 
101.5% 1 g of the product (90 to 110 % of label 

claim) I OT 45,0 .no 55,0 Mr C10H20O 
(MeHTOJJ) B 1 r npenapaTa ( oT 90 .no 110 % 
HOM 1-rnaJJbHOro co.nep)!(aHHll) -

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMelfaHne: TipOJJ.YKT COOTBeTCTByeT Tpe6oBaHIDIM H.D. 3aKJJIOlfeHHe: O.IJ:OBPEHO 
Prepared by I Checked by / { Checked by (AQA) I Approved by: Quality Assurance/Authorized 
Tio,nroTOBJJetto: Tiposepetto: flposepetto (AOK): person/ O.no6petto: O6ecneqem,e 

A hi~ Pravesh Rana Ajay Kumar Srivastava K3'!eCTBal0 TBeTCTBe HHOe nm-10: 

-~_}-- ~ ICOvJ° ~ /) 0 f pJ ,,c~ A 

Date/ Date/ Date / Date / \ r7V,; ;,ov-
L{arn: 21.04.2026 L{aTa: 21.04.2026 L{aTa: 21.04.2026 )].aTa: ,,.,c 

He?,i,ter2d Olfice: 8-2-337_. Road i-Jo. 3, 82nj;ira Hi!ls, Hyderabad - 500034, Telangana, india 
-rel: , ell tiO 4900 2900, Fax: +') J 40 ~9C0 2999, Email: mail@drreddys.com 

,,vww.drreddys com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
I/ill. l(hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te l : +9198166 56001-02 
www.drreddys .com 

CERTIFICATE OF ANALYSIS 
CEPTI1 <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.11y1cr: Haih® Timoc, renb .llJl}I Hapy)KH0ro npimeHeHH}I, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / PbIH0K : Russia/ PoccID! 

Batch No./ 
: V260270 

Batch Quantity/ 9743 units/ 
CepuH N2 Pa3Mep cepuu 

: 
97 43 e,11.HHH[l 

Analytical Report No. / 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AuaJIHTH'leCKHH OT'leT N2 )laTa auaJIH3a 

Date of Manufacture/ 
: 04/2026 

Date of Expiry / 
03/2028 

llaTa npouJB0.llCTBa ro.11.eu .11.0 
: 

Mfg. License No./ 
IlpOHJB0.11.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-N2(003312)-(Pr-RU) 
JIHQeHJHH N2 
Analysis performed according ND No/ AHa.JlH3 npose.11eH no H)..l N2: JIII-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbt nepBH'IHOH ynaKoBKH yTsep~eH1,I: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH yTsep~eHbt: 17.04.2025 
PL aooroved: / JIB yTBep;i,;Jten: 17.04.2025 

-
Capsaicin** I Kancaw1uH** 

Sodium benzoate I HampuR 
6eH3oam 

Buthylhydroxytoluene I 
EymunzuopoKcumonyon 

0.2540 mg I 0,2540 Mr 
101.6% 

0.99 mg I 0,99 Mr 
98.6 % 

0.40 mg I 0,40Mr 
100.0 % 

Page 9 of 14 I CTp. 9 H3 14 
Not less than 0.225 mg ofC1sH21NO3 
( capsaicin) per 1 g of the product (not 
less than 90 % of label claim)/ He MeHee 
0,225 Mr C1sH21NO3 (Kanca11u11u) B 1 r 
npenaparn (He MeHee 90 % OT 
HOM11H3JlbHOro co.11.ep)KaHH}I) 

Not less than 0.85 mg ofC1HsNaO2 
(sodium benzoate) per 1 g of the product 
(not less than 85 % of the label claim)/ 
He MeHee 0,85 Mr C1HsNaO2 (HaTpH}I 
6eH30aT) s 1 r npenaparn (He MeHee 85 % 
OT HOMHHaJlbHOrO co.11.ep)KaHH}I) 

Not less than 0.34 mg of C1sH24O 
(buthylhydroxytoluene) per 1 g of the 
product (Not less than 85 % of the label 
claim)/ He MeHee 0,34 Mr C1sH24O 
(6yrnnrn.11.p0Kc11Tonyon) s 1 r npenaparn 
(He MeHee 85 % OT HOMHHaJlhHOro 
co.11.ep)KaH11}1). 

10 Package appearance/ 
OnucaHHe ynaK0BKH 

100 g in a laminated aluminum tube with 20 g, 50 g or 100 g in a laminated 
HDPE shoulder equipped with a tamper- aluminum tube with HDPE shoulder 

Remarks : The Product confirms to ND/ 
IlpuMe'lanue: Tipo.11.yKT COOTBeTCTByeT Tpe60B8HIDIM H)l 
Prepared by / Checked by / Checked by (AQA) / 
Tio.n.rornBneHo: TiposepeHo: / TiposepeHo (AOK): 
Ashi~h~ Pravesh Rana Ajay Kum~ a ; ava 

----Date/ Date / Date / 
)lam: 21.04.2026 Darn: 21.04.2026 ,Uarn: 21.04.2026 

Conclusion : APPROVED / 
3aKmo'lettue: O)I.O6PEHO 
Approved by: Quality Assurance/Authorized 
person / O.11.06peHo: O6ecne'leH11e 
Kaqecrna/OrneTcTBeHHoe n11uo: 

~ WJ ICO-M°vv1 (LI)~ ,;"i 
Date / 
,Uarn: 

HctsJ-Prt'd Oftice: g.;, -317, Road No. 3, 62.njara Hi!ls, Hyderab;:id - 5000.34, Telangilna, india 
l f' 1: ,-s1 ·'W ,1900 290G, F;:;x: <91 40 ~900 2999. ::mail: mail@drre.:ldvs.com 

CIN: L8 519S4P1984PLC0045D7 
1-h\A''N drreddys .co1n 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>I1KA T AHAJU13A 

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

Dr. Heddy 's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi; 
Di stt . Soian, H.P., 173 205, 11\JDIA 

Te l : +91 98166 56001-02 
www.drreddys.com 

Ilpo.n;yKT: Hath® ITmoc, reJib .um1 Hapy)l(Horo np11MeHemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/ r 

Market / Phrnoic : Russia I Poccm1 

Batch No./ 
V260270 

Batch Quantity/ 9743 units/ 

CepnH .N'2 
: 

PaJMep cepnn 
: 

9743 e,UHHHU 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AnaJIHTw1ecic11ii OT'leT .N'2 ,1laTa anaJIHJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2028 
,1laTa npOH3B0,!l;CTBa 

: 
roaen .n;o 

: 

Mfg. License No./ 
IlpOH3B0.ll.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-.N'2(003312)-(Pr-RU) 
JlHU,eHJHH .N'2 
Analysis performed according ND No/ Auamn nposeaeu no H,ll .N'2: JIII-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaiceTbI nepBHlfHOH ym1icosic11 yTBep,KJJ:enb1: 17.04.2025 
Artworks of secondary package approved:/ MatceThI BTOpHlfHOH ynaKOBKH yTBepJKaenh1: 17.04.2025 
PL approved: / JIB yrnep,KJJ:en: 17.04.2025 

Pa2e 10 of 14 / Crp. 10 HJ 14 
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 ITo 100 r B Ty6y 113 1 tube and a patient information leaflet in 
JiaMHHHpOBaHHOfO aJIIOMHHHSI C nJie40M 113 a carton. / ITo 20 r , 50 r 111111 100 r a Ty6y 
IT3BIT, cHa6)1(eHHYIO MeM6paHoH ,D.Jlll 113 JTaMHHHpOBaHHOro aJIIOMHHHll C 
KOHTpOJJSI nepeoro BCKpblTIHI, 11 nne40M H3 IT3Bil, CHa6)1(eHHYIO 
no1111nponttJ1eHoeoii Kpb!WKOH. ITo 1 Ty6e B MeM6pauoi1 ,um, KOHTpom, nepeoro 
naLJ:KY KapTOHHYIO C JIHCTKOM-BKJla,Ub!WeM. BCKpblTH.R, H no1111npon1111eH0Bott 

KpbIWKOH. 
ITo 1 Ty6e B naLJ:KY KapTOHHYIO C 
JlHCTKOM-BKJia,UbIUieM. 

11 Labeling/ MapicupoBKa Complies/ CooTBeTcTByeT See Section 1.3.2 of Module 1 of 
Registration dossier. I CM. pa3.n;e11 1.3.2 
MO.UYJJ.R 1 perncTpaUHOHHOro .UOCbe. 

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

xpanennH TeMnepaType He BbJWe 25 °C B noTpe611TeJibCKOH ynaKOBKe (na•IKe KapTOHHOtt) . 

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

Cpoic ro.n;nocTn (cpoic 
xpanennH) 

Notes. 

Remarks : The Product confirms to ND/ 
II HMe'!aHHe: rr op_ KT COOTBeTCTB eT T e6osaHH.RM H)], 

Conclusion : APPROVED I 
3aicmoqenue: O,l{OliPEHO 

ITpH 

Prepared by / 
ITo.uroTOBJieHo: 

Checked by I Checked by (AQA) I 
ITposepeuo: ,} IlposepeHo (AOK): 

Approved by: Quality Assurance/ Authorized 
person/ O.uo6peHo: O6ecnelfem1e 

Ashish Kumar 

~ 
Date I 
)J:arn: 21.04.2026 

Prnvosh Ra"' l Ajay KumA S~ m 

Date/ Date/ 

)J:arn: 21 .04.2026 )J:arn: 21.04.2026 

Ka lfeCTBa/ OrseTCTBCHHOe 11 11uo: 

I ow t~w--

Date/ 
)J:arn: 

riegi,:tererl Office': 8-)-3J7, Road l•lo 3, Banjilril Hills, Hyderab;id - 500034, TelangJna, india 

·r2!: +"l 4G 4901; 2900, Fax: +':ll 40 1./900 2999, Erna!!: rnail@drreddys.co1n 

CIN: LB5l9SAP1984?LC001507 
ww,v.drreddys.carn 



•·· Dr. Reddy's "llllli;• 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. l(hol, Nalagarh Road, Baddi, 
Distt. Soian. H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTH <!> HKA T AHAJil13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IIpo,11,yKT: Hai-h® Ilmoc, renb Ami Hapy)[rnoro npttMeHeHm1, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PhIHOK : Russia/ Poccm1 

Batch No./ 
V260270 

Batch Quantity/ 9743 units/ 
Cepm1 N2 

: 
PaJMep cepHH 

: 
9743 e)],HHHL{ 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
21.04.2026 

AuaJIHTH'leCKHH 0T'leT N2 ,Uarn attaJinJa 
: 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2028 

.[(aTa np0H3B0,QCTBa 
: 

ro,11,eH ,11,0 
: 

Mfg. License No./ 
IIpOH3B0,QCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(003312)-(Pr-RU) 
JIHL1eHJHH N2 
Analysis performed according ND No/ Auamn npoBe/leH no H,U N2: JIII-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep:lKJJ,em>I: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH yrnep:lKJJ,ettbI: 17.04.2025 
PL approved:/ JIB yrnep:lKJJ,ett: 17.04.2025 

Page 11 of 14 / CTp. 11 u3 14 
*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 13H 12N2O5S (nimesulide) 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 of C10H20O (menthol) per 1 g of the product (95 to 110 % oflabel claim) 
Capsaicin - not less than 0.2375 mg of C1sH21NO3 (capsaicin) per 1 g of the product (not less than 95 % of label claim) 

IlpttMe'laHHll. 
* HopMa cneumpttKaU:HH npH BbmycKe no noKa3aTemo «PoACTBeHHb1e npttMectt»: 
IlpttMecb C - He 6onee 0, 10 %; 
IlpttMecb D - He 6onee 0, 10 %; 
EAHHH'lHall HeH,11,eHTH<pHUHpOBaHHall npttMeCb - He 6onee 0,10 %; 
CyMMa npttMeceii - He 6onee 1,5 %. 

** HopMa cneutt<pHKaU:HH npH BbmycKe no noKa3aTemo «Kontt'lecTBeHHoe onpe)],eneHHe»: 
HttMecyntt)],- OT 9,5 )],O 11,0 Mr C 13H 12N2OsS (HttMecynttA) B 1 r npenapam (oT 95 AO 110 OT H0MHHaJibH0ro co)],ep)[{amrn) 
MeTHJICaJIHL{HJlaT- OT 95,0 )],0 110,0 Mr CsHsO3 (MeTHJICaJIHIJ,HJJaT) B 1 r npenapam (oT 95 )],0 110 % OT H0MHHaJibH0ro CO)],ep)[{aHHll) 
MeHTOJJ - OT 47,5 AO 55,0 Mr C 10H20O (MeHTOJI) B 1 r npenapam (oT 95 AO 110 % OT H0MHHaJibHoro co)],ep)[<aHHll) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'lettne: O.ll,O6PEHO II HMe'lattne: IT 

Prepared by / 
ITo)],roT0BJieHo: 
Ashish Kumar 

~ 
Date/ 
.[{am: 21.04.2026 

0)], KT C00TBeTCTB eT Tpe6oBaHHllM H.[( 
Checked by / Checked by (AQA) / 

IlposepeHo: 1 IlposepeHo (AOK): 
Pravesh Rana Ajay Kumar Srivastava 

- ~ 

Date/ Date/ 
.[{am: 21.04.2026 )lam: 21.04.2026 

Approved by: Quality Assurance/Authorized 
person I OAo6peHo: O6ecneqem1e 
Ka'leCTBa/OTBeTCTBeHHOe JIHL{0: 

"-" ,COJJ\V7 

Date/ 
.[{am: 

!1egi,tued Office: 8-2-337, Road No . 3, Banjilra Hi!ls, Hyder-ab,id - 500034, Telang,rna, india 
-rel:+~~ l /\U ,;soo 2900, FcJx: +911.10 1~900 2999, trnai/: rnail@dr1-eddy1s.com 

Cl/~: L85J~5AP1984PLC004507 
wwvv.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Lt d . 
Formulation Unit-6 
I/iii. Khol, Nc1 la ga rh Road, Baddi ; 
Distt Soian. HP. , 173 205, INDIA 

Te l : +91 98166 56001-02 
www.d rreddys. com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJTH3A 

Product: Nise® Plus, gel for external use 0 .25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo,a:yKT: Haih® flmoc, reJlh mm Hapy)l<HOro TIPHMeHemrn, 0,25 Mr/r + 50 Mr/r + l 00 Mr/r + l O Mr/r 

Market/ PblHOK : Russia/ Poccttl! 

Batch No./ 
: V260270 

Batch Quantity/ 9743 units/ 
Cep1rn .N'2 PaJMep cepuu 

: 
9743 e,nHHHU 

Analytical Report No./ 
: 040003369003 

Date of Analysis I 
: 21.04.2026 

AnaJIUTH'IeCKUH OT'IeT .N'2 ,n:an aHaJIUJa 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
03/2028 

,n:an IlPOU3B0,[{CTBa ro,a:eH /J,O 
: 

Mfg. License No./ 
IlpOH3B0/J,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(003312)-(Pr-RU) 
JIHUeHJUH .N'2 
Analysis performed according ND No I AHaJIHJ nposeaeH no H,Ll .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MatceTbl nepBHlfHoii ynaKoBKH yTsep~em,1: 17.04.2025 
Artworks of secondary package approved:/ Matcen,1 BTOPHlfHOtt ynaKOBKH yrnep,i.,a:eHL1: 17.04.2025 
PL aooroved: / JIB yrnep'.IK,llen: 17.04.2025 

Page 12 of 14 / CTp. 12 H3 14 
KarrcaHUHH - He MeHee 0,2375 Mr C1sH27N03 (Karrca11u11H) B 1 r rrpenaparn (He MeHee 95,0 % OT HOMHHaJJbHOro co;:i;ep)KaHHll) 

Methyl 

API name/ HauMeHoBaHue A«l>C: 
Nimesulide / Salicylate / Levomenthol / Capsaicin / 
HttMecym1.u MeTHJICaJIHUHJia JleaoMeHTOJI KarrcaHUHH 

T 
Methyl 

INN /MHH: 
Nimesulide / Salicylate / Levomenthol / Capsaicin / 
H11Mecym1.u MeTHJICaJIHUHJia JleaoMeHTOJI Kan cam.urn 

T 
API manufacturer batch number / 

MS-lA-243032-Ml LOTU 7915 MLC-2511116 FOOl-24002 
HoMep cepuu npoHJBO/J,HTeJIH A«l>C: 
FP Manufacturer API Batch number/ FERA00718 FESA00549 FESR01080 FESA00454 
HoMep cepuu A«l>C npouJso,a:uTeJJH r JI<I>: 

MaHraJJaM .IJ:parc AJibTa Apopa ApoMaTHKC <l>opMo3a 
3HA OpraHHKC JlTJl., Jla6opaTOpttc flBT. JlT,n, 2 K. M. Jla6opaTOp11c 
ITpoH3BO)lCTBeHHOe JlT,n, CToyH,Mopa.ua6a.u 11HK, 36 yJI. 

API Manufactured by, address & country/ 
rro.npa3,nenem1e N2l fHpHBHXap, Poy.n, CaM6xan - XorrttHr, Jloyi,1y, 

ITnomanKa 1 A, Kxonom1, ,n:11cT. 244302 (YTiap- TaoIOaH 33842, 
IlpouJBO,U:HTeJib A<l>C, aJI.pec u cTpaua: Y'laCTOK N2187, Pai1ra.u, 410203 flpanew) , l1H,U:Hll / TaiiaaHb Kttrnii 

KopnopaUHll MaxapawTpa Arora Aromatics I Formosa 
rrpOMbllllJieHHOro illTaT, l1H,U:Hll / Pvt. Ltd., 2 K. M. Laboratories 

pa3BHTl1ll Alta Stone,Moradabad Inc., 36 Hoping 

Remarks : The Product confiims to ND/ Conclusion : APPROVED / 
IlpttMe'laHue: I1pOJlYKT COOTBeTCTByeT Tpe6oaaHHllM H.IJ: 3aKmo'JeHue: O)lOliPEHO 

Prepared by I 
ITo,nrOTOBJieHo: 
Ashish Kumar 

~ 
Date/ 
.IJ:arn: 21.04.2026 

Checked by I 

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

ITpoaepeHo: flpoaepetto (AOK): person / O.uo6peHo: 06ecrre'leHtte 
Pravesh Rana Ajay Kumar Sriva tava Ka'leCTaa/OTBeTCTBeHHOe JJHUO: 

• ~ ~w to.AJ~ //oo·J u. 
Date/ Date / Date / \ l O~'};']))i,b 
llarn: 21.04.2026 )lam: 21.04.2026 .IJ:arn: 

Rrgisi:ert'ci Ufficr,, P.-2·337, Hoac/ No 3, Banjar;i Hi!l s, Hyderabc1ci - 500034, Telangana, ind,a 
k!: < '., ! 4U ,,.900 .''JOO, f";; x: '9140 4900 2999, cinail: rnilii@dri eddys.corn 

C1N: L8519SAP 1934PLC004507 
1./v'\k'W.d r rl?rldys coin 



•·· Dr. Reddy's ~~• 
01". Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Ro;id, Baddi; 

Distt. Soian. H.P., 173 205, INDLll, 

Tel • +91 98166 56001-02 
wwvv.drreddys.corr1 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo,!1,yKT: Hath® flmoc, reJJb ,um1 ttapy)l(HOro nPHMeHemtH, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PhlHOK : Russia/ PoccHH 

Batch No./ 
: V260270 

Batch Quantity I 9743 units I 
Cepnsi N2 PaJMep cepnn 

: 
9743 e,ll,HHHI..( 

Analytical Report No./ 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AttaJJHTHtJ:ecKnfi OTtJ:eT N2 )];aTa attaJinJa 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
03/2028 

llaTa nponJBO.llCTBa ro,ll,eH ,ll,0 
: 

Mfg. License No. / 
IlpOH3B0,ll,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JIII-N2(003312)-(Pr-RU) 
Jinu,eHJHSI N2 

Analysis performed according ND No/ Atta.run npoBeJleH no H,ll N2: JIII-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeThl nepBHtJ:Hofi ynaKOBKH YTBep,K,11.eubI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpnquoii ynaKOBKH yrnepm,!1,eubI: 17.04.2025 
PL approved: / JIB yrnepm,!1,eu: 17.04.2025 

Pag-e 13 of 14 / CTp. 13 HJ 14 

Name, address, authorization No for FP 
manufacturing site/ Control site/ Release 
site I 
HauMeHOB3HHe, a,!1,pec H HOMep JJHU,eH3HH 
OJ10lll3,ll,KH, ocymecTBJISIIOUleH 
npOH3B0,ll,CTBO!KOHTpOJib KatJ:eCTBa/BblDYCK 
r JI<l> 

WTaTa ry,n)l(apaT, 
<l>a3a 2, BanH, 
396 195, WTaT 

ry,n)l(apaT, l1H,ll,Hll / 
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's Laboratories Ltd., Formulation Unit-6, Viii. Khol, Nalagarh Road, 
Baddi, Distt. Solan, H.P. 173205, India (License No MNB/05/263) / 

.LJ:-p PeMH'c Jla6opaTOp11c Jh.n., ITpoHJBOJJ:CTBettttoe no,ll,pa3.n,enettHe-6, BHJIJI. 
Kxonb, Hanarapx Poy.n,, Ea.n,nH, .ll:HcTpHKT Conatt, X.fl., 173205, l1tt,n11H 

(J111uett3HH N!! 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 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/ 
IlpHMetJ:aHHe: flpo,nyKT COOTBeTcTByeT T e6oBaHttllM HJ], 

Prepared by / Checked by I { Checked by (AQA) I 
flo.nroTOBJYetto: flpoeepeno : ITpoeepetto (AOK): 
Ashish Kumar Pravesh Rana Ajay Kumar Sriva tava 

~ - }-
Date/ Date/ Date I 
)],am: 21 .04.2026 .LJ:arn: 21 .04.2026 .LJ:arn: 21.04.2026 

3aKJIIO'lenue: OllOliPEHO 
Approved by: Quality Assurance/Authorized 
person / O,no6peHo: O6ecneciett11e 
KaciecTea/OrneTCTBeHHOe JIHl..(O: 

Date/ 
.LJ:arn: 

\(M""'1 

1,2gistencd C)i'fic,,: 8-2 -337, f\ oaLi r✓ o. 3, Banjarn Hi!ls, Hyderabad 500034, Tclancana, India 

T,d• +q1-10 ~son :2900, 1·ax: -:-91404900 2999, Ernail: rnaill),ldrieddys.corn 

CiN: l8519S4P1984PLC004~D7 
\VW\v,dr(c-: dclys (O ll1 



•·· Dr.Reddy's ~;• 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 2051 INDIA 

Tel: +9198166 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 

IlponyIIT: Haib® ITmoc, reJlb nmI Hapy)l(HOro rrpI1MeHeHtt.si, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ P1,rnoK : Russia/ Pocctt.si 

Batch No./ 
: V260270 

Batch Quantity / 9743 units I 
CepuH N2 Pa1Mep cepuu 

: 9743 e,QHHHl( 

Analytical Report No. / 
: 040003369003 

Date of Analysis / 
: 21.04.2026 

AHaJIUTU'lecicuii OT'leT N2 llaTa aHaJiu1a 
Date of Manufacture/ 

04/2026 
Date of Expiry / 

03/2028 
llaTa npou1soncTBa 

: 
roneHno 

: 

Mfg. License No./ 
IlpoU3BODCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-N2(003312)-(Pr-RU) 
JIUl(eHJHH N2 
Analysis performed according ND No I Auamn rrpoBeneu rro H)l N2: JIU-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MatceThl nepsuquoii ynaicosicu yrnep"lK.L{eHM: 17.04.2025 
Artworks of secondary package approved:/ MatceThl BTopu'IHOH ynatcoBtcu yTsep"lK.L{eH1,1: 17.04.2025 
PL approved: / JIB yrnep"lK.L{eH: 17.04.2025 

Page 14 of 14 / CTp. 14 u1 14 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union 

is established». 
3atcJIIO'leHue 0 COOTBeTCTBUH: «HacTO.sill.\HM ll 0OJJ:TBep)l(JJ:alO, '{TO rrpttBe,a:eHHa.sI BhIWe HHcpOpMal(H,SI llBJllleTCll JJ:OCTOBepHOH H 
TOlJHOH. 3rn cepHll npo;:i:yKl(HH npOH3Be,a:eHa (BKJJIOI.Ja.si ynaKOBKY (MapKHpOBKY) H KOHTpOJJh KaI.JeCTBa) Ha BhIWeyKa3aHHOH 

rrpoH3B0JJ:CTBeHHOH 0JJOll.\a.QKe (nJJOll.\a.QKax) B 0OJJHOM COOTBeTCTBHH C Tpe6oBaHH.sIMH ITpaBHJl Ha,a:JJe)l(all.\eH npOH3BOJJ:CTBeHHOH 

npaKTHKH Espa1ttAcKoro 3KOHOMHI.JeCKoro coio1a (N~ GMP/EAEU/RU/02329-2025 OT 19 ceuni6p.si 2025 r.) H Tpe6osauttllMH 

K0HTPOJJ,SI KaI.JeCTBa JJeKapCTBeHHhlX cpe,a:CTB, a TaK)l(e B COOTBeTCTBHH co crrel(H(pHKal(H.sIMH, co;:i:ep)l(all.\HMHCll B 

perttcTpal(HOHHOM JJ:OCbe CTpaHbl-HMOOpTepa. 3anHCH no npOH3BOJJ:CTBY, yrraKOBKe tt aHaJJH3Y nposepeHbl, tt ycrnHOBJJeHO HX 
COOTBeTCTBHe Tpe6osaHHllM ITpaBHJl ua,a:JJe)l(all.\eH rrpOH3BOJJ:CTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMHI.JeCKOro COJ03a». 

Remarks : The Product confirms to ND/ 
Il uMe'laHue: ITpo,a:yKT cooTBeTcTByeT Tpe6osatttt.siM HD 
Prepared by/ Checked by/ Checked by (AQA) / 

ITo,a:roTOBJJetto: ITposepeuo: i ITpoBepetto (AOK): 
Ashish Kumar Pravesh Rana Ajay Kumar rivastava 

~ -f\\ • 
Date I Date I Date/ 

Darn: 21.04.2026 Darn: 21.04.2026 Darn: 21.04.2026 

Conclusion : APPROVED / 
3atcJIIO'leHue: OllO6PEHO 
Approved by: Quality Assurance/Authorized 

person/ O;:i:o6peuo: O6ecneI.Jetttte 
KaI.JeCTBaiOTBeTCTBeHHOe JlHl(O: 

~ W\co-.M""" 
Date I 
Darn: 

RcgistRrcd Office: 8-7-337, Road f~o 3, Banjara Hills, HyderabJd - 500034, Telangana, india 

Te!: ·1·'!1404'JOO 2900, Fax: +9J 40 4900 2999, Email: mail@)drreddys.corn 
CiN: L851954P1984?LC004507 

11vww.cirreddys.corn 




