
•·· 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 ANALYSI 
CEPTM<l>lilKAT AHAnM3A 

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + IO mg/g 
n POJlYKT: Halh® nmoc, reJib wu1 Hapy,1moro np11MeHeIrn11, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + ·IO Mr/r 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ Batch Quantity/ 19600 units I 
: V260271 : 

ICepm1.N'2 Pa1Mcp cep1111 19600 e,llHHHLI, 

Analytical Report No./ 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AnanuTu'leCKHH OT'leT .N'2 )lam ananma 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2028 : : 

J.(:na UP0ll'.380!.tCTBa ro11.en /J.O 

Mfg. License No. / 
II p0HJBO/l.CTBennaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(003312)-(Pr-RU) 

JJHUeU3IUI .N'2 
Analysis performed according ND No/ Auamn npose11.1~11 no H)l .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTLI nepBHIJHOH ynaKOBKH yTsep,KJieHbl: 17.04.2025 
Artworks of secondary package approved: / MaKeTbl BTOpH'IH0H ynaK0BKH yrnep1K)leu1,1: 17.04.2025 
PL Aooroved: / JIB yrnep,KJJ,en: 17.04.2025 

Pa2e 1 of 14 / CTp. 1 HJ 14 
.N'2 Test I IloKaJaTeJJL Result I Pe1yJILTaTLI Specification/ HopMa 

1 Appearance/ Onucauue White gel of homogeneous consistency with a White to off-white gel of homogeneous 
characteristic odor. I reJib 6eJioro UBe-ra consistency with a characteristic odor. / 
O,llHOpO,!IHOH KOHCHCTeHUHH C xapaKTepHbIM fenh 6enoro 11n11 noYTH 6enoro u,seTa 

2 Identification/ H11.enTu4'uKai.111si 

2a By HPLC I B3)KX 

- Nimesulide I HuMecynuo 

Remarks : The Product confirms to ND/ 
Il 11MCIJ3HHe: fl O,llYKT COOTBeTCTByeT T 

Prepared by I Checked by / 
Tio,UroTosnetto : TipoBepetto: 
Ashish Kumar Pravesh Rana 

~ 
Date / Date/ 

3anaxoM. 

Complies as prescribed/ 
CooTBeTCTByeT Tpe6osaHHllM 

e6osamu1M HJ.I. 
Checked by (AQA) I 

{ 

TipoBepetto (AOK): 
Ajay Kumar Srivastava 

Date/ 
.[laTa: 21.04.2026 ,nam: 21.04.2026 .[lam: 21.04.2026 

O,llHOpO,llHOH KOHCHCTeHU,1111 C 
xapaKTeptthlM 3anaxoM. 

A peak with the retention time 
corresponding to that ofnimesulide in the 
standard solution chromatogram should 
be present in the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 
test. I Ha xpoMaTorpaMMe 11cnhITyeMoro 

pacrnopa, nonyYeHttoro np11 np0Be,Uett1-111 
HCTihJTaHHll «Kon1-1qecrneHHoe 
onpeAenett11e. H11Mecy n11,U 11 

MeT1-1ncan11u1-1naT», JlOfllKeH 
o6ttapy)l(HBaThCll ITHK, 
COOTBeTCTBV!Oll.(11H no BpeMeHH 

Conclusion : APPROVED / 
3aKJJIO'leHue: O)lOEPEHO 
Approved by: Quality Assurance/Authorized 
person I 0,Uo6petto: 06ecne'lfeHHe 
KaYecrna/OrneTCTBeHHoe n11u,o : 

~.l.aJlCO-.M~ 
Date/ 
.[lam: 

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 
CEPTH<I>HKAT AHAnH3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
JlpoJJ:yICT: Haih® Ilmoc, reJ11, ,!lnll ttapy)l<HOro np11Mettett11ll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PbIH0K : Russia I Pocrnll 

Batch No./ 
V260271 

Batch Quantity/ 19600 units/ 
: 

PaJMep cepHH 
: 

19600 e,!l,HHHU Cep1rn .N2 
Analytical Report No./ : 040003369419 

Date of Analysis / 
: 21.04.2026 

AnaJIHTH'leCKHii 0T'leT .N2 ,.UaTa a naJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ : 03/2028 
,.UaTa DP0H3B0JJ:CTBa 

: 
ro,!J;eH ,!1,0 

Mfg. License No./ 
JlpOH3B0JJ:CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-.N2(003312)-(Pr-RU) 

JIHUeHJHH .N2 
Analysis performed according ND No/ Ana.run npoae,lleH no H)..l N2: JII1-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbl nepBH'IHOii ynaK0BKH yTaep'lK,!l,eHhl: 17.04.2025 
Artworks of secondary package approved:/ MaiceTbl BTOpH'IHOii ynaK0BKH yTBepm,lleHbI: 17.04.2025 
PL aooroved: / JIB yTBep)KJJ:en: 17.04.2025 

Pa2e 2 of 14 / CTp. 2 u3 14 
y JJ:ep)l(HBaHHll n11Ky tt11Mecyn11.n.a Ha 
xpoMaTorpaMMe CTaHJJ:apTHOro paCTBOpa. 

- Methyl salicylate I Complies as prescribed / A peak with the retention time 
MemuJ1cGJ1u11wwm CoOTBeTCTByeT Tpe6oBaHHllM corresponding to that of methyl salicylate 

in the standard solution chromatogram 
shall be present JD the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 
test. I Ha xpoMaTorpaMMe 11cnb1TyeMoro 
pacTBopa, nony'-!ettttoro np11 rrpose,uett1111 
HCITb!TaHHll «KOJIH'-!eCTBeHHOe 
onpe.n.enett11e. H11Mecyn11,u 11 
MeTHJ1CaJ111l._\HJ1aT», ,!l,OJl)l(eH 
o6Hapy)l(HBaTbCll ITHK, 
COOTBeTCTBY!OlUHH no BpeMeHH 
y,uep)KHBaHHll nHKY MeTHJICaJIHUMJiaTa Ha 
xpoMaTorpaMMe CTaH,uapTHoro pacTBopa. 

Menthol I MeHmofl Complies as prescribed/ A peak with the retention time 
CooTBeTCTByeT Tpe6osaHHllM 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 / 
IlpttMe'lanue: IlpOJlYKT cooTBeTCTByeT Tpe6osaHIDIM Hll 3atcJIJO'leHue: O)1.Ol>PEHO 
Prepared by / Checked by/ / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilo}lroTosnetto: Ilposepetto: Ilposepetto (AOK): person / O.n.o6petto: O6ecrre'-!em-1e 
Ashish Kumar Pravesh Rana . Ajay Kumar Srivastava Ka'-JeCTBa/OTBeTCTBeHHOe JIHUO: 

~ ;J-- ~ ;_w l(LVJ VIA ~ .• ,J) 
Date/ Date I Date/ Date/ ( \~~;~ llarn: 21.04.2026 .D:arn: 21.04.2026 llarn: 21.04.2026 .D:arn: -

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

Tel: 1-91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTH<t>HKAT AHAJIH3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo));yKT: Hath® ITmoc, rem, .ll:JISJ Hapy)KHOro npHMeHem,i.SJ, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ PoccH.SJ 

Batch No./ 
V260271 

Batch Quantity/ 19600 units/ 
: : 

Cepusi N2 PaJMep cepuu 19600 e,llHHHU 

Analytical Report No. / 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AHaJJUTHtteCKHH OTtteT N2 ,ll.aTa aHaJJHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2028 

,ll.aTa DDOHJBO.ll:CTBa 
: 

ro,ll;eH ,ll;O 
: 

Mfg. License No./ 
IlpOH3B0,ll;CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-N2(003312)-(Pr-RU) 
JJHQeHJHH _Ng 

Analysis performed according ND No I Ana.run npoaeJleH no H,1..1, N2: JIIl-N2(003312)-(Pf-RU)-021023 
Artworks of primary package approved: / MaKeTbl nepBH'fHOH ynaKOBKH yTBep,KJleHbI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BToputtnou ynaK0BKH yrnep,K,ll;eHbI: 17.04.2025 
PL approved: / JIB yrnepJK!leH: 17.04.2025 

- Capsaicin I KancaulJUH 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CoOTBe'I'CTByeT Tpe6oeaHH.SIM 

IlpuMettaHue: Tipo.n.yKT C0OTBeTCTeyeT Tpe6oBaHH.SIM HJ]. 

Prepared by/ Checked by/ { Checked by (AQA) / 
Tio;:i;roToene110: f1poeepe110: f1poeepe110 (AOK): 

Ashish Kumar Pravesh Rana Ajay Kumar Srivastava 

~ - 0--
Date/ Date/ Date/ 
.[1,arn: 21.04 .2026 .[l,arn: 21.04.2026 .[l,arn: 21.04.2026 

Page 3 of 14 / CTp. 3 H3 14 
Ha xpoMaTorpaMMe HCnhnyeMoro 
pacTBopa, nony4eHHoro npH npoae.neHHH 
HCCTbITaHH.SI «Kon11qecTBeHHoe 
onpe.n.eneH11e. MeHTon», .ll.OJI)KeH 

TTHK, o6Hapy)KH88ThC.SI 
C00TBeTCTBYIOlllHH no apeMeHH 
y.n.ep)KHBaHHJI nHKY MeHTOJia Ha 
xpoMaTorpaMMe crnH.n.apTHoro 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 ttcnb1TyeMoro pacTBopa, 
nonyqe1111oro npH npoae.n.eHHH 
HCCTbITaHHJI «KOJIH4eCTBeHHOe 
onpe.n.eneHHe. Kancam.~1111 H HaTp11.S1 
6eH30aT», JJ.OJI)l(eH o6Hapy)KHBaTbC.SI nHK, 
C0OTBeTCTBYIO!ll11H no apeMeHH 
y ,uep)KHBaHHJI TTHKY KancaHUHHa Ha 
xpoMaTorpaMMe crn11.n.apT11oro pacTBopa. 

Conclusion : APPROVED I 
3aKJIIO"ICHHe: O,ll.OEPEHO 
Approved by: Quality Assurance/Authorized 
person / O,uo6pe110: O6ecneqe11He 
Ka4eCTBalOTBeTCTBeHHOe JIHUO: 

~ \la.M~ /7 , l J 
Date / 
)].am: 

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

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

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<!>11KAT AHAfll13A 

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 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
1Ipo,1wirr: Hat11® ITmoc, reJJb ,/J,Jlll Hapy)l(Horo np11MeHemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ P1,rnoK : Russia/ Pocc11ll 

Batch No./ 
V260271 

Batch Quantity/ 19600 units/ 
CepuH .N'2 

: 
PaJMep cepuu 

: 19600 e)],11H11U 
Analytical Report No./ 

: 040003369419 
Date of Analysis / 

: 21.04.2026 
AuaJIHTH'!eCKHH OT'!eT .N'2 )].aTa auaJIHJa 
Date of Manufacture/ 

04/2026 
Date of Expiry / 

03/2028 
llaTa npoHJBO.LICTBa 

: 
ro,1:1eH ,LIO : 

Mfg. License No./ 
IIpoHJBO,LICTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(003312)-(Pr-RU) 
JIHUeHJHH .N'2 
Analysis performed according ND No/ Auamn npoBe,/J,eH no H)]. .N'2: JIII-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeT1>1 nepBwrnou ynaKOBKH yTBep:lK.l{eu1,1: 17.04.2025 
Artworks of secondary package approved: / MaKeTbl BTopu'!uou ynaKOBKH YTBe p~,1:1eu1,i: 17.04.2025 
PL aooroved: / JIB yrnep:lK.[leu: 17.04.2025 

2b By HPLC (PDA) I B3)l(X c ouoi>Ho-Mampu'IHbtM oeme«mopoM 

- Nimesulide I Hu1o1ecynuo 

- Methyl salicylate I 
MemuncaJ1u11unam 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CooTBeTcTsyeT Tpe6osamrnM 

Complies as prescribed/ 
CoorneTCTByeT Tpe6osaHHllM 

IIpuMe"laHHe: ITpo,/J,yKT COOTBeTcrnyeT Tpe6osaHHllM H,l],_ 
Prepared by / Checked by / 1 Checked by (AQA) / 
ITo,/J,roTOBJleHo: ITposepetto: ITposepeuo (AOK): 
Ashi h ~ mar Pravesh Rana <-- Ajay Kumar Srivastava 

~ ~J--
Date/ Date I Date/ 
11am: 21.04.2026 )],_am: 21.04.2026 ,[(am: 21.04.2026 

Page 4 of 14 / C-rp. 4 HJ 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 
nornomeHllil n11Ka H11Mecyn11,1:1a Ha 
xpoMaTorpaMMe 11CTTbITYeMoro paCTBOpa, 
nonyqeHHoro np11 npose,1:1eH1111 
HCTTbITaHHll «Kon11lfeCTBeHHOe 
onpe,1:1eneH11e. H11Mecyn11)], 11 
MeTJ1J1CaJ1Hll,HJ1aT»), )],OJl)KeH 
COOTBeTCTBOBaTb crreKTPY nornomeHJ1ll 
n11Ka HJ1Mecyn11)],a Ha xpoMaTorpaMMe 
cTaH,1:1apTHoro pacrnopa. 

The absorption spectrum of methyl 
salicylate peak rn 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 / 
3aKJIIO'!euue: Ol{OliPEHO 
Approved by: Quality Assurance/ Authorized 
person / O)],o6peHo: O6ecneqeu11e 
KalfecTsa/OTBeTCTseuuoe 111-1uo: 

~JDJ l(Cu}W\/L_!~ JI 

Date I ~ lv ~~ ~-v,O 

)].am: .c 

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 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<Dl1KA T AHAfll13A 

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 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo,11;yKT: Hath® Timoc, reJih ,ll;Jill Hapy)l(HOro np11MeHemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PM HOK : Russia / Pocc11l! 

Batch No./ 
V260271 

Batch Quantity/ 19600 units/ 
: : 

CepnH N2 PaJMep cepnn 19600 eJJ,11Hl1U, 

Analytical Report No./ 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AHaJIHTn<1eci.:nii OPieT N2 )].aTa auaJinJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2028 

,[(aTa TIP0HJB0llCTBa 
: 

ro,11;eH ,11;0 
: 

Mfg. License No./ 
IlpOHJBO,ll;CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITT-N2(003312)-(Pr-RU) 
JIHU,eHJHH N2 
Analysis performed according ND No I Auamn npose11eH no H)l N2: JITT-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaK0BKH yTBep,K,lleHbI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaK0BKH yTsep,K,lleHbl: 17.04.2025 
PL approved: / JIB yrnep,K,llen: 17.04.2025 

- Capsaicin I Kancaul{UH 

Remarks : The Product confirms to ND/ 
TTpnMe'lanne: TI 
Prepared by I 
TioJJ,roTosneHo: 

Ashisi~_umar 
-~ 

Date/ 

OJJ,YKT COOTBeTcTByeT T 

Checked by I 
TiposepeHo: 
Pravesh Rana 

Date/ 

Complies as prescribed/ 
CooTBeTcTByeT Tpe6oBaHHllM 

e6osaH11llM Hll 
Checked by (AQA) I 

1 TiposepeHo (AOK): 
Ajay Kumar Srivastava 

~ ---fu 
Date/ 

.llarn: 21.04.2026 L{arn: 21.04.2026 L{arn: 21.04.2026 

Page 5 of 14 / CTp. 5 HJ 14 
chromatogram. I CneKTp nornomeH11l! 
Til1Ka MeTl1JICaJil1U,HJiaTa Ha 
xpoMaTorpaMMe 11cnhnyeMoro pacTBopa, 
noJI)"leHHoro np11 npose11eH1111 
11CTibITaHl1ll «KOJil1'IeCTBeHHOe 
onpeJJ,eJ1eH11e. H11Mecym1JJ, 11 
MeTl1JICaJil11.(11JiaT» ), J],OJI)l(eH 
COOTBeTCTBOBaTb cneKTPY norJIOII.leHl1ll 
Til1Ka MeTl1JICaJI 11lJ,11JiaTa Ha 
xpoMaTorpaMMe cTaHJJ,apTHoro 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 nornomeH11ll 
n11Ka Kanca11u;11Ha Ha xpoMaTorpaMMe 

11cnh1TyeMoro pacTBopa, nony11eHHoro 
np11 npoBeJJ,eHHH HCTibITaHHll 
«Kon1111eCTBeHHOe onpeJJ,eneH11e. 
Kanca11u;11H 11 HaTpl1ll 6eH3oaT» ), JJ,OJI)l(eH 
COOTBeTCTBOBaTb cneKTPY nornomeHl1ll 

Conclusion : APPROVED / 
3aKJIIO'leHne: OL{OliPEHO 
Approved by: Quality Assurance/Authorized 
person/ OJJ,o6peHo: O6ecne11eH11e ~ T,z:r:~e JIHU,O: 

Date/ 
L{arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

C/N: 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 AHAJIH3A 

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

IlpoAyKT: Halb® flmoc, reJJb AJJJI Hapy)l{Horo rrp11MeHeHmI, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PbIHOK : Russia/ PoccID1 

Batch No./ 
: V260271 

Batch Quantity/ 19600 units/ 

Cepusi .N'2 Pa1Mep cepuu 
: 

19600 e,!l_HHHU: 

Analytical Report No./ 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AHaJIHTH'leCKHH OT'leT .N'2 ,Ll;aTa aHaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2028 

)laTa rrpOHJBOACTBa 
: 

roAeH AO 
: 

Mfg. License No./ 
IlpOHJBOACTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(003312)-(Pr-RU) 
JIHU:eHJHH .N'2 
Analysis performed according ND No/ AHamn npoBe.11-eH no H,U .N'2: JIII-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKCTbI nepBH'IHOH yrraKOBKH yTsep,K,U.CHbI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yrnep,KAeHbI: 17.04.2025 
PL annroved: / JIB yrnep~eH: 17.04.2025 

Page 6 of 14 / CTp. 6 H3 14 
ITHKa Karrca11u:11Ha Ha xpoMaTorpaMMe 
cTaHAapTHoro pacTBopa. 

2c By TLCITCX 

- Menthol I MeHmo11 Complies as prescribed/ The position of the main spot in the test 
CoOTBeTCTByeT Tpe6oBaHHJIM solution chromatogram shall correspond 

to that of the main spot m menthol 
reference standard solution 
chromatogram. I OcHoBHoe ITJITHO Ha 
xpoMaTorpaMMe 11crrbnyeMoro pacTBopa 
ITO ITOJIO)KeHHIO ,!l_OJl)KHO COOTBeTCTBOBaTb 

OCHOBHOMY ITJITHY Ha xpoMaTorpaMMe 
pacTBopa CTaHAapTHOro o6pa3ua 
MeHTOJJa. 

3 Weight of package contents/ 51g/51r According to requirement I B 
Macca COAepmuMoro ynaKOBKH COOTBeTCTBHH C Tpe60BaHJ1JIMH 

4 pH/pH 4.5 4.0 to 6.0 (for 1.0 % aqueous solution) I 
OT 4,0 AO 6,0 (.ll}lJI 1,0 % B0,11,HOro 
pacTBopa) 

5 Viscosity/ BHJKOCTb 222600 cP I 222600 err 150,000 cP to 350,000 cP at 25 °C / 
OT 150000 err AO 350000 cfl rrptt 25 °C 

Remarks : The Product confiims to ND/ Conclusion : APPROVED / 
IlpuMC'laHue: flpOJ:IYKT COOTBeTcTByeT Tpe6oBaHHJIM H,D: 3aKJIIO'ICHue: O)lOEPEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
flo.11-roTOBJJeHo : flpoBepeHo: { flpoBepeHo (AOK): person I OAo6peHo: O6ecne'!eH11e 

Ashish Kumar Pravesh Rana Ajay Kumar Srivastava Ka'leCTBalOTBeTCTBeHHOe JIHU:O: 

~ ~___)-- ~wlawv,,,/2!~ 
• .A""' 

Date I Date/ Date I Date I ' ' L/ ..>.y~ ~ 
)lam: 21.04.2026 )lam: 21.04.2026 )lam: 21.04.2026 ,D:am: -

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

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 

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

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

Tipo.uyKT: Haib® ITmoc, renh .um, Hapy)l(Horo np11MeHemn1, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ Pocc,rn 

Batch No./ 
: V260271 

Batch Quantity/ 19600 units/ 
Pa3Mep cepHH 

: 
19600 e.[\HHHI..( CepHH .N2 

Analytical Report No./ 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AHaJIHTH'leCKHM OT'leT .N2 JJ:aTa aHaJIH3a 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
03/2028 : 

JJ:aTa npOH3B0./lCTBa ro.ueH ,/lO 

Mfg. License No./ 
TI po H3B0,/lCTBeH H aH : MNB/05/263 MA number: / HoMep PY : JITI-.N2(003312)-(Pr-RU) 
JlHI..(eH3HH .N2 
Analysis performed according ND No/ AHamn npose.ueH no H,11, .N2: JITI-.N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOM ynaKOBKH yTsep,K,lleHbI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOM ynaKOBKH yTsep*.UeHbI: 17.04.2025 
PL approved:/ JIB yTBep,K,lleH: 17.04.2025 

Pa2e 7 of 14 / CTp. 7 H3 14 
6 Particle size/ Pa3Mep 11aCTHU 23 µm / 23 MKM Not more than 50 µm / He 6onee 50 MKM 

7 Related Substances / Po.UCTBeHHbie npHMecu* 

Impurity C / ITpnMech C Below LOQ (LOQ = 0.0272 %) I HttlKe npe.nena Not more than 0.2 % I He 6onee 0,2 % 
K0J1tt11ecrnettttoro onpeneneHJrn (ITKO = 0,0272 %) 

Impurity D / ITp11MeCh D Not detected/ He o6ttapylKeHa Not more than 0.2 % I He 6onee 0,2 % 

Any single unidentified impurity/ Not more than 1.0 % I He 6onee 1,0 % 
E.u11H1111HaH 
He11.ueHTl1~Hl.(HpOBaHHaH 0.04% 

np11MeCb 

Total impurities / CyMMa 0.0401 % Not more than 1.5 % / He 6onee 1,5 % 
np11Mecei1 

8 Microbial purity/ MuKpo6uoJ1orn11ecKaH 11ucT0Ta 

Total viable aerobic count I Less than 50 CFU/g / Not more than 100 CFU/g / 
O6ll.\ee KOJJH'leCTBO MeHee 50 KOE/r He 6onee 100 KOE/r 
)l(J13Hecnoco6HhIX a1po6Hh!X 
M11KpoopraHJ13MOB 

Total combined yeast and mold Less than 10 CFU/g / Not more than 10 CFU/g / 
count I O6ll.\ee 1111cno MeHee 10 KOE/r He 6onee 10 KOE/r 
.llPO)l()l(eBbIX 11 rrnecHeBbIX 
rp1160B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe'laHue: ITpo.uyKT COOTBeTcTByeT Tpe6oBaHl1HM H)l 3aKJIIO'leHue: OJJ:OEPEHO 
Prepared by / Checked by/ 

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

ITO,ll,fOTOBJieHo: ITpoBepeHo: ITpoBepeHo (AOK): person/ O,ll,o6peHo: O6ecrre'feH11e 
Ashish Kumar Pravesh Rana Ajay Kumar Sriva lava Ka4ecrea/O1'BeTCTBeHHoe m1uo: 

~ • -Th__>--- <~lcovJ~ ~~ 
Date I Date I Date I Date I \ 'L,' / Al"'\ I, 
)l_am: 21.04.2026 )lam: 21.04.2026 )];am: 21.04.2026 )lam: 0,.fv !'1 L> V . 

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 

Cli'J: L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's •• •• • • 

CERTIFICATE OF ANALYSIS 
CEPTHC!>HKAT AHAJll13A 

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 : +9198166 56001-02 
www.drreddys.com 

IlpoJlyKT: Hai,h® Timoc, reJJb )].Jill Hapy:>1<Horo np11Mettemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ P1,moK : Russia I Pocc11J1 

Batch No./ 
: V260271 

Batch Quantity/ 19600 units I 
Cepmr .N2 PaJMep cepuu 

: 
19600 e)].HHHU 

Analytical Report No./ 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AHaJJHTH'leCKHii OT'leT .N2 )laTa aHaJJHJa 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
03/2028 

,llaTa npOHJBOJlCTBa ro}leH JlO 
: 

Mfg. License No./ 
IlpOHJBO)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N2(003312)-(Pr-RU) 
JJHl.{CHJHH ,N'g 

Analysis performed according ND No/ Attanm npoBe!leH no H,Ll .N2: JITI-.N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeT1>1 nepBH'IHOii ynaicoBKH yTBep'.IK)].eHM: 17.04.2025 
Artworks of secondary package approved:/ MaKeTM BTOpH'IHOii ynaKOBKH yTBep'.IKJleHM: 17.04.2025 
PL approved:/ JIB vrnep,K)].eu: 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/ OTcyTCTBHe B 1 r 

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

9 Assay I KoJJu'lecTBeuuoe onpe11.eJJeuue 

Nimesulide ** /HuMecynuo ** 10.1 mg/ 10,l Mr 9.0 to 11.0 mg of CuH12N2OsS 
101.3% (nimesulide) per 1 g of the product (90 to 

110 % of label claim)/ OT 9,0 .uo 11,0 Mr 
CuH12N2OsS (HHMecyn11n) B 1 r 
npenapaTa (oT 90 no 110 % OT 
HOM HHaJJbH0ro conep)KaHHll) 

Methyl salicylate** I 100.6 mg/ 100.6 Mr 90.0 to 110.0 mg of CsHsO3 (methyl 
MemuJ1canu1funam ** 100.6 % salicylate) per 1 g of the product (90 to 

110 % of label claim)/ OT 90,0 no 
110,0 Mr CsHsO3 (MernncaJJHUHJJaT) B 
1 r npenaparn ( OT 90 no 110 % OT 
H0MHHaJlbH0ro conep)KaHHll) 

Menthol** I MeHmon** 51.3 mg I 51,3 Mr 45.0 to 55 .0 mg ofC10H20O (menthol) per 
102.6 % 1 g of the product (90 to 110 % of label 

claim) / OT 45,0 no 55,0 Mr C10H20O 
(MeHTon) B 1 r rrpenaparn (oT 90 no 110 % 
H0MHHaJibH0ro conep)KaHHll) 

-
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo,uyKT COOTBeTcTByeT Tpe6osaHWIM HLJ: 3aKJJIO'leHue: O)lO6PEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TionroTOBJietto: Tiposepetto: ITposepeHo (AOK): person/ O.uo6petto: O6ecne'lett11e 
Ashish Kumar Pravesh Rana Ka4eCTBa/OTseTCTBeHHOe JIHU0: { Ajay Kumar Srivastava 

~ ~ -~~A,t_J lc.tM3tV\ /JI'),· J 
Date/ 
LJ:aTa: 21.04.2026 

Date/ Date/ Date/ 
LJ:aTa: 21.04.2026 LJ:arn: 21.04.2026 LJ:arn: 

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

Cl~J: L85195AP1984PLC004507 
www.drreddys.com 

t_ fo~1---:~ 
,,, 
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•·· 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 
CEPTH<I>HKAT AHAfll13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlponyKT: Haih® Ilm-0c, reJlb mm Hapy)l(Horo rrp11MeHeHJrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PbIHOK : Russia/ Pocc11H 

Batch No./ 
: V260271 

Batch Quantity/ 19600 units/ 

Cepus1 .N2 PaJMep cepuu 
: 19600 e,nHHHLI, 

Analytical Report No./ 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AHaJIHTH'leCKHH 0T'leT .N2 )laTa aHaJiuJa 
Date of Manufacture/ 

: 04/2026 
Date of Expiry / 

03/2028 
)laTa ITP0H3B01{CTBa ro,neH 1{0 

: 

Mfg. License No./ 
IIpoH3B01{CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N2(003312)-(Pr-RU) 
JIHL\eHJHH .N'2 
Analysis performed according ND No/ AHamIJ npOBeneH no H)l .N2: JIII-.N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaK0BKH YTBep,imeHbI: 17.04.2025 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaK0BKH YTBep,icneHbl: 17.04.2025 
PL approved: / JIB yrnep,imeH: 17.04.2025 

Pa2e 9 of 14 / CTp. 9 HJ 14 
Capsaicin** I Kancau!fuH** 0.2584 mg I 0,2584 Mr Not less than 0.225 mg ofC1sH21NO3 

103.4 % (capsaicin) per 1 g of the product (not 
less than 90 % oflabel claim)/ He MeHee 
0,225 Mr C1gH21NO3 (Kanca11u11H) B 1 r 
npenapam (He MeHee 90 % OT 
HOMHHaJlbHOro conep)KaHHH) 

Sodium benzoate I HampuR 0.99 mg I 0,99 Mr Not less than 0.85 mg of C1HsNaO2 
6eH3oam 98.6 % (sodium benzoate) per 1 g of the product 

(not less than 85 % of the label claim)/ 
He MeHee 0,85 Mr C1HsNaO2 (HaTpHH 
6eH3oaT) B 1 r npenapam (He MeHee 85 % 
OT HOMHHaJlbHOro co.nep)KaHHH) 

Buthylhydroxytoluene I 0.40 mg I 0,40Mr Not less than 0.34 mg of C1sH24O 
EymuJ12uopoKcumoJ1yoJ1 100.7 % (buthylhydroxytoluene) per 1 g of the 

product (Not less than 85 % of the label 
claim)/ He MeHee 0,34 Mr C1sH24O 
(6yT1111rn.npoKCHT011yo11) B 1 r npenapam 
(He MeHee 85 % OT HOMHHaJlbHOro 
co.nep)KaH11H). 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'laHue: Ilpo.nyKT cooTBeTcTByeT Tpe6osaHHHM H,U 3a..:mo'leH11e: O,UOliPEHO 
Prepared by / 
Ilo.nroTOBJieHo: 
Ashish Kumar 

~ -

Date/ 
)lam: 21.04.2026 

Checked by/ 

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

IlposepeHo: IlposepeHo (AOK): person I O.no6peHo: O6ecne'!eH11e 
Pravesh Rana Ajay Kumar Srivastava KalJeCTBa/OTBeTCTBeHHOe n11uo: 

0- -~\~IN1 /2~~ 
Date/ Date/ Date/ ( T £'v,-o~ 
,[{am: 21.04.2026 ,[{am: 21.04.2026 )lam: I/ ,,,,J> -

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

Cl N: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF 
EPTJil<DMKAT AHAJTM3A 

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 
'fill . Khol , Nalagarh Road, Bacidi; 

Distt. Solan, H.P., 173 205, !NOIA 

Tel: +9198166 56001-02 

www.drreddys:com 

IlpOJlVKT: Haib® TTnioc, reJlb turn ttapy)Kttoro nPHMeHeHHll, 0,25 Mr/r + 50 Mr/r + I 00 Mr/r + IO Mr/r 

Market/ P1,rnoK : Russia / PocCHll 

Batch No./ Batch Quantity/ 19600 units / 
: V260271 PaJMep cep,111 

: 
19600 e)lHHHU Cepnn N2 

Analytical Report No./ 
040003369419 

Date of Analysis / 
: 21.04.2026 

AuaJ1HTH'lec1mii OT'leT N2 
: 

JI.am auanma • 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
: 03/2028 : 

ro)leH Jl0 )laTa np0IIJB0ACTBa 
Mfg. License No./ 
IlpOHJBOJlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-N2(003312)-(Pr-RU) 

Jrn~eHJHH N2 
Analysis performed according ND No / Attanm npoBeJleH no H)J. N2: JIIl-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTM nepBH'IHOH ynaKOBKH yTsep"'.JleHM: 17.04.2025 
Artworks of secondary package approved:/ MaKeT1>1 BTOpH'IHOH ynaKOBKH yrnep"'.JleHM: 17.04.2025 
PL approved: / JIB yTBep:+.;xeu: 17.04.2025 

Page 10 of 14 / CTp. 10 HJ 14 
evident membrane and a polypropylene cap. equipped with a tamper-evident 

I tube and a patient information leaflet in a membrane and a polypropylene cap. 

carton. / no 50 r B Ty6y H3 1 tube and a patient information leaflet in 
JlaMHHHpOBaHHOrO aJIIOMHHHJI C nJlel.fOM H3 a carton. / Tio 20 r, 50 r HJlH 100 r B Ty6y 
n3Bn, cua6)KeHHYIO MeM6pattoii JVJll H3 JiaMHHHpOBaHHOfO aJIIOMHHHll C 
KOHTpOJISI nepsoro BCKpblTHJI, H nnel.fOM HJ n3Bn, ctta6)KCHHYIO 
DOJIHilpOnHJieHOBOH KpbllllKOH. no 1 Ty6e B MeM6pauoli .LJ_Jlll KOHTpOJill nepaoro 
na"IKY KapTOHHYIO C JIHCTKOM-BKJia.LJ_blllleM. BCKpblTHJI, H IlOJIHnporrHJieHOBOH 

KpbllllKOH. 
no l Ty6e B rra4KY KapTOHHYIO C 
JIHCTKOM-BKJia)l.blllieM. 

11 Labeling/ MapKHpOBKa Complies/ CooTBeTcTByeT See Section 1.3.2 of Module 1 of 
Registration dossier. I CM. pa3)1.en 1.3 .2 
MOAYJJll 1 perncTpauHOHHOro )l.OCbe. 

12 Storage conditions/ YcnoBHH At a temperature not higher than 25 °C in consumer packaging (carton). / Tiptt 
xpaHCHHH TeMnepaType He Bblille 25 °C B noTpe61neJibCKOH yrraKOBKe (na"!Ke KapTOHHOH) . 

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

Cpoic rQ)lHOCTH (cpOK 
xpaHeHHH) 

Notes. 

Remarks : The Product confirms to ND/ 
Il IIMC'liHllle: TT )0.11. KT CO0TBeTCTByeT e6onaHHllM HA 

Conclusion : APPROVED / 
3aKJ1JO'leuue: 0 OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / 
TT0J:t.r0Toa11e1-10: TiposepeHo: j nposepeuo (AOK): 

A shi I~ Pravesh Rana ~ Ajay Kum~ a 

Date/ Date/ Date I 
)laTa: 21.04.2026 )laTa: 21.04.2026 ,[{am: 21.04.2026 

Approved by: Quality Assurance/Authorized 
person / OAo6peHo: O6ecrre4em,1e 
Ka'ieCTBa!◊TBeTCTBCHHOe n11uo: 

Date I 
,[{aTa: 

ICo.A!ll\A 

Rcgi<cerecl Gfficf'' 8-2-337, Road r,Jo 3, Ba11ja1-~ Hi!ls, HyderatJad - 500034, Telangana, inclia 

Te!: -,';11 40 ,,900 2900, F"x: +9140 4900 2999, Email: rnoil@drreddys.com 
C1N: L85195AP198~?LC004507 

www.drreddy,, .co rn 



•·· Dr.Raddy's~;• 

CERTIFIC T OF ANALY I 
CEPTvl<DMKAT AHAJJM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit--6 
\/ill Khol, Nalagarh Ro3d, Baddi, 
Distt. Soiirn, H.P., 173 205, !NOIA 

Tel: +9198166 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 
IIpoJJ.yKT: Haifa® TT111oc, renh JJ_m1 Hapy>1rnoro no11MCHeH11ll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ Batch Quantity / 19600 units/ 
: V260271 : 

Cepirn N2 PaJMcp cepmt 19600 e,1um11u 

Analytical Report No./ : 040003369419 
Date of Analysis / : 21.04.2026 

AuaJIHTH'ICCKHH 0T'leT N2 )lai-a auaJiuJa 

Date of Manufacture/ : 04/2026 
Date of Expiry/ : 03/2028 

)laTa np0H360)lCT88 fo/J,eH /1,0 

Mfg. License No./ 
IlpOH360/J,CTBeHH8H : MNB/05/263 MA number: / HoMep PY : JIIl-N2(003312)-(Pf-RU) 

JJHUCHJHH N2 
Analysis performed according ND No / Aua.rnn npoBe!leH no H)l. N2: JIIl-N2(003312)-(Pf-RU)-021023 
Artworks of primary package approved: / Maicen,1 nepBH'IHOH ynaKOBKH YTBCp"'-11.CHbI: 17.04.2025 
Artworks of secondary package approved: / MaKCTbt BTOpH'IHOH ynaK0BKH YTBep:iKJI.CHbl: 17.04.2025 
PL approved:/ JIB YTBCPiK.AeH: 17.04.2025 

Page 11 of 14 I CTp. 11 H3 14 
*Release specification limits for the "Related substances" test: 
Impurity C - not more than 0.10 %; 
Impurity D - not more than 0.10 %; 
Any ingle unidentified impurity- not more than 0.10 %; 
Total impuri ties - not more than 1.5 %. 

**Release specification limit for A say of: 
Nimesu l ide - 9.5 to 11 .0 mg of C13H 12N20 sS (nimesul ide) per I g of the product (95 to 110 % of label claim) 
Methyl alicylate - 95.0 to 110.0 mg of CsHsOJ (methyl salicylate) per 1 g of the product (95 to 110 % of label claim) 
Menthol - 47.5 to 55.0 mg ofC10l:hoO (menthol) per l g of the product (95 to 110 % of label clajm) 
Capsaicin -not less than 0.2375 mg ofC1sH21NOJ (capsaicin) per 1 g of the product (not le than 95 % of label claim) 

ITpHMe'-!aHHll. 
* HopMa cneumpHKaUHH np11 BhmycKe no noKa3aTemo «Po.n:cTBCHHhle npHMec11»: 
ITp11Mecb C - He 6onee 0, 10 %; 
ITpHMecb D - He 6onee 0,10 %; 
E.n:11HH1fHa11 HeHJJ_eHTHQlHU11pOBaHHall np11MeCb - He 6onee 0,10 %; 
CyMMa np11Mece11 - He 6onee 1,5 %. 

** HopMa cneump11Kau1111 np11 BbmycKe no noKa3aTemo «Kon11'-!eCTBeHHoe onpe,!1_eJieH11e»: 
H11Mecy1111.n:- OT 9,5 .no 11,0 Mr C 13H 12N 20 5S (H11Mecyn11)].) B 1 r npenaparn (oT 95 .no 110 OT HOMI-IHaJibttoro co.n:ep)Kattttll) 
MeTHJica1111u1111aT- OT 95,0 .no 110,0 Mr CsHsOJ (MeT1111ca1111u11naT) B 1 r npenapaTa (oT 95 )lo 110 % OT HOMHHaJihHOro co.nep)KaHHll) 
MeHTOJl -OT 47,5 AO 55,0 Mr C10H20O (MeHTOJI) B 1 r npenapaTa (oT 95 )J_O 110 % OT H0MI-IHaJihHOro CO)lep)l(aHl-lll) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110'-leuue: O)J.O6PEHO n 1111telfa1rne: Il 

Prepared by / 
Ilo,!l_rOTOBJICHO: 
Ashish Kumar 

~ 
Date/ 
,llaTa: 21.04.2026 

OD.YKT COOTBCTCTBYeT T e6oaaHHJIM H.ll. 
Checked by/ Checked by (AQA) / 
ITpoBepeHo: / ITpoBepeuo (AOK): 

Pravesh Rana ~ Ajay Ku~ rivastava 

Date/ Date I 
)laTa: 21.04.2026 )J.aTa: 21.04.2026 

Approved by: Quality Assurance/ Authorized 
person / OAo6petto: O6ecne1.Jett11e 
KaqecTBalOTBeTcTBettttoe 1111uo: 

~..,W~l>'\I\ 

Date / 
JlaTa: 

Reg1siNed U(ficr,: 8-2-337, Road No 3, 82njcra Hi!i~, Hyderab::id - 500034, Telangana, inclia 
·1,0!: s-''1 ,,o 4000 2900, f"ax: +9J 40 ~'JOO 2999, Email: rnail@d1r~ddys.corn 

Ci!\]: L8Sl95.t.,P1~84PLC004:) 07 
wi.N\N.drredtlys.corn 



•·· Dr. Reddy's ~;• 

Dr. Heddy's Laboratories Ltd . 
Formulation Unit-6 
Vii i. Khol , Nalagarh Ro;:id , Baddi; 

Distt. Sol an, H.P, 173 205, INDIA 

Tel: +9198166 56001-02 
w vvw.drreddys. com 

CERTIFICATE OF ANALYSIS 
CEPTvl<l>vl KAT AHAJIH3A 

Product : Nise® Plus gel for external use 0.25 mg/g + 50 rng/g + 100 rng/g + IO rng/g 
Opo,ay,n: Haih® Dmoc, renb .D,Jlll Hapy>1moro np11MeHeH11R 0,25 Mr/r + 50 Mr/r + 100 Mr/r + lO Mr/r 

Market / PMHOK : Russia I PoccHR 

Batch No./ Batch Quantity / 19600 units I 
: V260271 PaJ~tep cep1111 

: 19600 e.D,HHHU Cep,rn N2 
Analytical Report No. / : 040003369419 

Date of Analysis / 
: 21.04.2026 

AuaJJHTH'leCKHii OT<teT N2 ,l).aTa auanuJa 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
: 03/2028 

)1,aTa np0JIJB0.11,CTBa foJJ.eH .11.0 

Mfg. License No./ 
fipOH3BOJJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUI-N2(003312)-(Pf-RU) 

nHii:euJHH N2 
Analysis performed according ND No/ Anamn npoee/leH no H,ll. N2: JIIl-N2(003312)-(Pf-RU)-021023 
Artworks of primary package approved: / MaKeTbl nepBH'lHoii ynaKOBKH YTBep~en1,1: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTOpu<tnoii ynaK0BKH yTeep,icJJ,eu1,1: 17.04.2025 
PL aooroved: / JIB YTBCP"-,!leH: 17.04.2025 

Page 12 of 14 / CTp. 12 HJ 14 
Kanca11u11u - He Meuee 0,2375 Mr C1 8H27NO3 (Kanca111.i:1rn) B 1 r npenapaTa (ue Meuee 95,0 % OT HOMHHanbuoro coJJ.ep)l(aHHll) 

Methyl 

API name/ HauMeuoeanne A<l>C: 
Nirnesulide / Salicylate / Levomenthol / Capsaicin / 
H11Mecym1.n, MeT11ncan11u11na JleBoMeHTOJl Kanca11u11u 

T 

Methyl 

INN /MHH: 
Nimesulide I Salicylate / Levomenthol I Capsaicin / 
H11Mecyn11.n, MeT11ncan11u11na JieaoMenTon Karrca11u11u 

T 

API manufacturer batch number / 
MS-lA-243032-Ml LOT U 7915 MLC-2511116 F00l-24002 Ho111ep cep1111 npo11Jeo.u.11TcJU1 A<l>C: 

FP Manufacturer API Batch number / 
FERA00718 FESA00549 FESR01080 FESA00493 HoMep cepnu A<l>C npouJBOJJ.HTeJISI r Jl<I>: 

MaHranaM )],pare AnhTa Apopa ApoMaT11Kc <l>opM03a 
3H.D. OpraHHKC Jlrn., Jla6oparnp11c TIBT. Jlni:, 2 K . M . Jla6oparnp11c 
ITpo113B0/lCTBeHHOe JlT.D,, CToyu,Mopa.n,a6aJJ. HuK, 36 yn. 

API Manufactured by, address & country/ 
no,upa1.n,eneH11e NQl fHpHBHXap, PoyJJ., CaM6xan - Xon11Hr, Jloyqy, 

IlpoHJBOIJ.HTeJJb A<l>C, a11.pec" CTpana: 
ITno111a.n,Ka lA, Kxonon11, )],11cT. 244302 (Yrrap- TaoJOaH 33842, 

Y'faCTOK NQ 187, Pai1:ra,u, 410203 ITpa,uew ), Htt/lHll / Tai1:BaHb K11rni1: 
Koprropau11J1 MaxapawTpa Arora Aromatics I Formosa 

np0MblWJleHH0rO illrnT, Hu,um1 / Pvt. Ltd., 2 K. M. Laboratories 
pa3BHTl1H Alta Stone,Moradabad Inc., 36 Hoping 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11111e<tauue: Dpo.11,yKT cooTseTcrnyeT Tpe6oBaH11$1M H,ll 3aKJJIO<teuue: O)l,O.6PEHO 
Prepared by I 
ITo.n,roTOBneuo: 
Ashish Kumar 

~ 
Date I 
)laTa: 21.04.2026 

Checked by I 

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

ITpoaepetto: ITpoBepetto (AOK): person I O.uo6peuo: O6ecne'feH11e 
Pravesh Rana Ajay Kumar Srivastava Ka'!ecrna/OTBeTCTBeHHOe J!HU0: 

~ <?z,,10.J ,c.ovJ~ // ~~ . 
Date I Date/ Date/ \ ' l/ ...l:: ~~ I )],aT11: 21.04.2026 LlaTa: 21.04.2026 LlaTa: ~ /"'),,() -

Register ;c; d Office: 8-2 -337, Road ifo. 3, Banjara Hi!ls, Hyderab.,d - 500034, Telangana, india 

H +91 00 4900 2900, Fax: 1-91404900 2999, cn1a i l: ;nai!@drreddys.corn 
Clf\J: l.8';;.95M1984PLC004'.;07 

wv,.:w.d rrc::d dys.co rn 



•·· Dr.Reddy's ~;• 

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

Tel: +9198155 56001-02 
www.drreddys .com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAflH3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlpoJlyKT: Haib® nmoc, renh 1.1,m1 1-tapy)KHOro npHM eHeHHII, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PbIHOK : Russia I Poccm, 

Batch No./ Batch Quantity/ 19600 units/ 
: V260271 PaJMep ccpI111 

: 
19600 e,!l,HHHU, Ccp1rn N2 

Analytical Report No. / 
: 040003369419 

Date of Analysis / : 21.04.2026 
AnaJIHTH'leCKHH OT'leT N2 .l1,aTa auaJIHJa 

Date of Manufacture/ 
.ll,aTa npOll380).lCT83 

: 04/2026 
Date of Expiry/ 
ro).leH ).lO 

: 03/2028 

Mfg. License No./ 
IlpOH380,1J;CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-N2(003312)-(Pr-RU) 

JIHUeHJHH N2 
Analysis performed according ND No/ AHaJIHJ npoae,11;eu no H,Ll N2: Jlll-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaiceTbl nepau1.1nou ynaKOBKH YTBep,K,D.eHbI: 17.04.2025 
Artworks of secondary package approved:/ MaiceTbI aTopu1.1uou ynaicoaicu yTaep~enbl: 17.04.2025 
PL approved: / JIB VTBCP'lfvl.CH: 17.04.2025 

Name, address, authorization No for FP 
manufacturing site I Control site/ Release 
site/ 
HauMeHOBI\HHe, attpec H HOMep JIHUCH3HH 
OJIOIUa).lKH, ocyIUeCTBJIHIOIUeH 
npOH3B0.D;CTBOIKOHTpOJib icaqecTaa/BbIDYCK 
r JI<I> 

wrnrn fy.n)l(apaT, 
<l>a3a 2, Barrn, 
396 195, UJTaT 

ry.n)KapaT, Htt.n;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 

Pa{!e 13 of 14 / CTo. 13 H3 14 
Road, Sambhal -
244302 (U. P.), 

India 

Street, Louchu, 
Taoyuan 33842, 
Taiwan, China 

Dr. Reddy' Laboratories Ltd . Formulation Unit-6 Viii. Kl10l , Nalagarh Road 
Baddi, Di ti. olan, H.P. 173205, India (License No 1. B/05/263) / 

,[1,-p Peruu-i 'c Jla6opaTOpHc Jlw .. npo113BO.llCTBCHHoe noJ1pa'.rn.eneH11e-6 811n11. 
KxOflh, Hanarapx PoyJJ., baJl.!J.11, }lHCTPHKT ConaH x.n. 173205 YIH.11H$1 

(Jluu,eH311$1 ]'(g 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 / 
flpHMe'laHue: nPOJJYK'f CO0TBe'l'CTByeT Tpe60BaHHSIM H,U 3aKJ1101.1euue: O,LJ.OEPEHO 
Prepared by / Checked by/ 

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

IlOJ.lfOTOBJleHo: Ilpoeepetto: IlpoeepeHo (AOK): person / O.no6peHo: O6ecne1JeH11e 
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava Ka'lecTea/OTBeTCTBeHHoe m-iu,o : 

~ ~>- ~ .ta.J \~w, /J ~l~ 
Date/ Date/ Date/ Date/ ( ~ V ~ '1.,,--<> -~·, 
}lam: 21.04.2026 )].aTa: 21.04.2026 ,[l,aTa: 21.04.2026 )lam: ri,,, _/) 

kegisterc0 d CJffic~: 8-?-337, Roau [-Jo. 3, Banjara Hills, Hyderab;:id 500034, TelJngana, india 
Te!: +'.ll l.f0 ,(CJO(l 2900, f-z,x: •')l L!O t~9CO 2.999, En1ail: mai'lii)d1 rl'Jdys.corn 

CIN: 18S19S4P1984PLC004507 
WW\V.ci rrecidys,co1n 



•·· Dr.Raddy's ~;• 

Dr. Reddy's LaborJtories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi; 

Distt. Solan .. H.P., J73 205, INDIA 

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

CERTIFICATE OF 
CEPTvl<I>MKA T AHAJU13A 

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

IlpO.lJ.YKT: Hath® nmoc, renb .nm1 HaPY>KHoro np11MeHeI11rn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / P1,rnoK : Russia/ Poccm1 

Batch No./ Batch Quantity/ 19600 units/ 

ICeom1 .N"2 
: V260271 Pa3Mep cep1111 

: 19600 e,LU,IHHU, 

Analytical Report No./ 
: 040003369419 

Date of Analysis / 
: 21.04.2026 

AuaJIHTH'IeCKHH OT'leT .N"! ,LI.ins auaJiuJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

: 03/2028 
,Ll.aTa npOll3BOtlCTB8 

: 
rot1.eH tlO 

Mfg. License No./ 
II po H3B0tlCTBeH Ha SI : MNB/05/263 MA number: I HoMep PY : JIII-.N"2(003312)-(Pr-RU) 
n II ue,nnff .N"2 
Analysis performed according ND No I AttaJIHJ npose.ueH no H.LJ, .N"2: JIII-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeThl nepBH'tHOH ynaKOBKH YTBep~enbt: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbJ BTOpH'tHOii ynaKOBKH yrnep~eu1,1: 17.04.2025 
PL approved:/ JIB YTBep~,neu: 17.04.2025 

Page 14 of 14 ICTp. 14 H3 14 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union 

is established» . 

3al('Jtl0•1euue O C0OTBeTCTB1111: «HaCTOlllllHM .II IlO.D.TBCp>K.a:aI0, 4TO npHBC.ll.CHl·l81! Bb!We HH<!lOpMaU,11.ll llBJI.IICTCll .D.OCTOBepHOH 11 

T04HOH. - a cepHll npOllYKU11H rrpoInee}letta (BKJ110•ta11 ynaKOBKY (MapKHpOBKY) 11 KOHTJ)OJlh Ka<1ecraa) Ha BbtweyK8..18HHOH 

npOH3B0JlCTBeHHOH mlOUl8.11Ke (nnoll(a)lKBX) B IlOJIHOM COOTBeTCTBHJI C Tpe60B8Hl-ll!MH TTpaa11n HB.(IJle>KalJ.leH np011380.D.CTBeHHOH 

npaKT11K11 Eepa311wcKoro 3KOHOM11<IecKoro co103a (N2 GMP/EAEU/RU/02329-2025 OT 19 ceHT116p11 2025 r.) 11 Tpe6oea1-11111MH 

KOHT()OJlll KaLJeCTBa neKapCTBCHHblX cpeJtCTB, a TaK>Ke 8 COOTBCTCTBHl1 co cneuHqJHKaUHl!MH, co.nep>Kallll1M11CK B 

perncTpBUHOHHOM .llOCbe CTpBHbl-HMDOpTepa. 3anHCH no npOH3BO,ncrny, ynaKOBKe 11 aHaJIH3Y npoeepCHbl, 11 ycrnnoeneHo 11X 

COOTBCTCTBHe Tpe6oeaH11KM ITpaBHJl H3JlJ1e>KaUlei-t: npOH3BO,nCTBCHHOH npaKTl1Kl1 Eapa311HCKoro 3KOHOMl14CCKOfO COI038». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmo'teuue: O,LI.OliPEHO Ilp11Meqauue: TI o.a 

Prepared by / 

ITo.nroToeneHo: 

Ashish Kumar 

~ 
Date/ 

)laTa: 21.04.2026 

KT COOTBCTCTByeT T e6oeaHl1llM H)l 
Checked by/ Checked by (AQA) / 

ITpoeepetto: ✓ ITpoeepeHo (AOK): 

Pravesh Rana ~ Ajay Ku~ vastava 

Date/ Date/ 

.D,aTa: 21.04.2026 .D,arn: 21.04.2026 

Approved by: Quality Assurance/Authorized 
person I 0.D.o6peHo: 06ecneLJeH11e 

KaLJecrna/OrneTcTeettHoe n11u,o : 

Date/ 

.D,aTa: 

., j.O._./ 'c..ovd' W'\ 

!~r.gistered 'Jffice: 8-2-337, Road No. 3, Banjara Hi!ls, HyderabJd - 500034, Telangana, india 
1el: ;•91 1W ,isoo 2900, rax: +91 40 4900 2999, email: mail@drreddys.com 

CIN: LSS195AP19S4PLC004507 

www.drrecidys.com 




