
•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\ , Na\agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 
Tel : +91 98166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTI1<I>I1KA T AHAJU13A 

Product : Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlpOJJ..YR"T: Haih® CTJuoc, rem ,11.1rn HapymHoro np11MeHeH11ll , 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / PblHOK : Russia/ Poccm1 

Batch No./ Batch Quantity/ 9842 units I 
ICepm1 N2 

: V260341 
PaJMep cep1111 

: 
9842 eiu1m11.-1 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26 .05 .2026 

AnaJJHTu<1ecK11ii OPieT N2 ,ll.aTa anaJJHJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2028 : 

,ll.arn 0P0IIJB0JJ,CTBa roJJ,eH /J,O 

Mfg. License No./ 
IlpOH3BO,ll.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N2(003312)-(Pr-RU) 

JIHl..\eHJHH N2 
Analysis performed according ND No / Ana.run nposcAeH no H)l N2: JIIl-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTsep:lK,ll.eHbI: 17.04.2025 
Artworks of secondary package approved: / MaKeTbI BTopH'IHOH ynaKOBKH yTsepiK,ll.eHbI: 17.04.2025 
PL approved: / JIB yrnep~en: 17.04.2025 

Pa2e 1 of 14 I Cn>. 1 03 14 
N2 Test I IloKaJaTeJib Result/ PeJyJJbTaTbI Specification/ HopMa 

1 Appearance / On11canue White gel of homogeneous consistency with a White to off-white gel of homogeneous 
characteristic odor. I fenb 6enoro uee-ra consistency with a characteristic odor. I 
0t\HOp0t\HOH KOHCHCTeHUIUI C xapaKTepHblM renh 6enoro 11n11 no~T» 6enoro I._\BeTa 
JanaxoM. O)J.HOpOJlHOH KOHCHCTeHI._\1111 C 

xapaKTepHhlM 3anaxoM. 

2 Identification/ H.ll.eHTH$HKaU.HH 

2a By HPLC I B3)J(X 

- Nimesulide I HuMecynuo Complies as prescribed/ A peak with the retention time 
CooTBeTCTByeT Tpe6osaHHllM corresponding to that of nimesulide in the 

standard solution chromatogram should 
be present m the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 
test. I Ha xpoMaTorpaMMe 11cnb1TyeMoro 
pacrnopa, nony4eHHOro npH npose,ll.eHHH 
HCITb!TaHHll «KonH4eCTBeHHOe 
onpe,ll.eneH»e. H»Mecyn».ll. 11 
MeT11ncan»l..\»naT», .nomKeH 
o6Hapy)!(HBaTbCll ITHK, 
COOTBeTCTBYIOU.\HH no opeMeHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me4auue: 11po,ll.yKT co0TBeTCTByeT Tpe6osaHl1l!M HU 3aKJIIO'lenue: 0)].06PEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

110)).rOTOBneHO~. 11posepeHo: 11posepeHo (AOK): person I O.ll.o6petto: O6ecne4eH11e 
Yogesh Chuahn / Rama Kant if- Amit Kumar Ka4eCTBalOTBeTCTBeHHOe mu.{o: 

I // • ~~\tJt✓ ~-- ~V,,--..,(L~rz._ 
/' J1 

Date/ - Date/ I Date/ Date/ -----v I • 

)].aTa: 27.05 .2026 )J:arn: 27.05 .2026 L(arn: 27.05.2026 L(arn: 
<')_,, 'YO s--~ yef}/6 

Registered Offi ce: 8-2-337, Ro ad No 3, Banja ra Hills, Hyderabad - 500034. Telangana, Ind ia 
Tel : +9 1 40 4900 2900, Fax: +91 40 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 

Tei: +919816656001-02 
w ww.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<t>HKA T AHAJ1H3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo.uyKT: Haib® Timoc, reJJb )]_JUI Hapy)l'CH0r0 nPHMeHeHHll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mrlr 

Market/ PbIHOK : Russia/ PoccHll 

Batch No./ 
: V260341 

Batch Quantity I 9842 units/ 

Cepm1 .N'! Pa31'11ep cep1111 
: 

9842 e)]_HHHU 

Analytical Report No. / 
: 040003400544 

Date of Analysis/ 
: 26.05.2026 

AHaJJHTH'leCKHH OT'leT .N'! )],am aHaJJuJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

.ll.aTa npoHJBO,UCTBa ro.ueH .UO 
: 

Mfg. License No./ 
IlpoHJBO/lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'!(003312)-(Pr-RU) 
JJHUeHJHH .N! 
Analysis performed according ND No/ AHaJIHJ npoBe/lCH no H)l .N!: JIIl-.N'!(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii ynaKOBKH yTeep,KJJ:eHhI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTopu11Hoii ynaKOBKH yTeep,...ueHhl: 17.04.2025 
PL approved: / JIB yrnep,KJJ:eH: 17.04.2025 

Page 2 of 14 / CTp. 2 H3 14 
y J]_ep)KHBamrn TIHKY HHMecyJmJ]_a Ha 
xpoMaTorpaMMe cTaHJ]_apTHoro pacTBopa. 

- Methyl salicylate I Complies as prescribed/ A peak with the retention time 
Memw1caJ1UZJUJWm CooTBeTcTByeT Tpe6oaaHHllM 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. I Ha xpoMaTorpaMMe 11cnb!TyeMoro 
pacTBopa, rrony'-IeHHoro rrp11 npoaeJ]_ett1111 
HCTibITaHHll «KOJJH'-IeCTBeHHOe 
onpeJ]_enett11e. H11Mecym-1A 11 

M eTHJl ca JI 11 UHJJ a T», )].OJJ)KeH 
o6Hapy)KHBaTbCll TIHK, 
cooTBeTCTBYJOm11il: TIO BpeMeHH 
y,nep)KHBaHHll TIHKY MeTHJicamll.l,HJJaTa Ha 
xpoMaTorpaMMe CTaHJ]_aprnoro pacTBopa. 

Menthol I MeHmon Complies as prescribed / A peak with the retention time 

CooTBeTCTBYeT Tpe6oaaHHllM corresponding to that of menthol in the 
standard solution chromatogram shall be 
present in the test solution chromatogram 
obtained during "Menthol Assay" test. I 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHne: TipoJ]_yKT CO0TBeTCTeyeT Tpe6oeaHHllM H,U 3aKJIIO'IeHne: O.LI.OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Tio)]_rOTOBJJeHo: TipoaepeHo: IlpoeepeHo (AOK): person/ QJ]_o6peHo: O6ecne<JeH11e 
Yogesh Chualm :? RamaKant ~ Amit Kum~ Ka'-IeCTea/OTBeTCTBeHHOe JJIH_\O: 

~\vL/ • ~ c~U}J/L ~wtr:iL .--
Date/ Date/ Date/ Date I _fVV)&- )....P)l.k 
,Uarn: 27.05.2026 )],am: 27.05.2026 .[l,arn: 27.05.2026 ,Uarn: '],,, 7 

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

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

www.drreddys.corn 



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

Tei: +9198166 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/lYKT: Haih® flmoc, reJib .nm1 Hapy)KH0ro np11MeHeHI-UI, 0,25 Mr/r + 50 Mr/r + I 00 Mr/ r + 10 Mr/r 

Market/ P1,rnoK : Russia I PocCHst 

Batch No./ 
V260341 

Batch Quantity/ 9842 units I 
ICepm:1 N2 

: 
Pa3Mcp cep1111 

: 
9842 e.D.HHHU 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05 .2026 

'AuaJJHTHlfeCKHii OTlfeT N2 .ll,:na anan113a 

Date of Manufacture / 
05/2026 

Date of Expiry / 
04/2028 

.UaTa npo11JB0ACTB3 
: 

ro,11,eH ,11,0 
: 

Mfg. License No. / 
IlpoHJB0,11,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIU-N2(003312)-(Pr-RU) 
JIIIUCIIJUH N2 

Analysis performed according ND No/ Attamn nposettett no H.ll, N2: JIU-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeThl nepsnqnoii ynaKOBKH yTaep,K,11.eH1,I: 17.04.2025 
Artworks of secondary package approved:/ MaKeThl BTopnqnoii ynaKoBKH yTsep'.IK,11,ett1,I: 17.04.2025 
PL aooroved: / JIB ymep)KJ).et1: 17.04.2025 

- Capsaicin I Kancau4uH 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CoOTBeTCTByeT Tpe6oBaHH.!IM 

Ilp11Melfau11e: Ilpo.L1yKT cooTBeTCTByeT Tpe6osaHttj{M H)], 
Prepared by/ Checked by/ Checked by (AQA) / 
Ilo,a:roToBneHo: IlpoBepeHo: IlpoBepeHo (AOK): 

Yogesh Chuahn / Ram(9an\~ Amit Kumr or--'\-

// ~ I"-
Date / Date/ Date/ ' 
)],am: 27.05.2026 )],am: 27.05.2026 )],aTa: 27.05.2026 

Page 3 of 14 / CTp. 3 HJ 14 
Ha xpoMaTOrpaMMe HCITblTyeMoro 
pacrnopa, nony'leHttoro np11 npose.D.eHHH 
HCllbITaHI-HI «Kom,iqecTBettttoe 
onpe.L1eJ1eHtte. MettTon», ,11,0Jl)f{eH 

nttK, o6ttapy)f{HBaTbC.!I 
COOTBeTCTBYIOIUHM no BpeMeHH 
yAep)l(HB3HH.!I IlHKY MeHTOJia Ha 
xpoMaTorpaMMe cTaHAapTttoro pacrnopa. 

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 HCnhnyeMoro pacrnopa, 
noJiy'leHHoro nptt npose.11.eHttH 
HCCTblTaHH.!I «KOJIH'leCTBeHHOe 

onpe,uenemte. Kanca11u11H 11 HaTpH.!1 
6eH30aT», .D.0JI)l(eH o6HapylKHBaTbC.!I mm, 
COOTBeTCTBYIOIUHM no speMeHH 
yAep)l(HBaHH.!1 mIKy KancaHUHHa Ha 
xpoMaTorpaMMe cmH.11.apTHoro pacrnopa. 

Conclusion : APPROVED / 
3a1Cmoqeu11e: O.ll:OEPEHO 
Approved by: Quality Assurance/Authorized 
person / O.uo6peHo: O6ecne'leH11e 
Ka'leCTBa/OrseTCTBeHHOe JIHUO: 

Date/ 
)],am: 

~Ur-'\L (c..o..Ml".JfL 
~v-1 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telanga na, India 
Tel: +9140 4900 2900, F~x: +91 40 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, 
Di i;tt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 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 
Ilpop;y1n: Haifa® ITmoc, renh AJill Hapyiirnoro rrpHMeHeHHll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ P1:,1110K : Russia/ PoccHll 

Batch No./ 
: V260341 

Batch Quantity I 9842 units I 
CepnH N2 Pa1Mep cepnn 

: 
9842 e,llHHHU 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AuaJIHTHl.feCKHH OTl.feT N2 tJ:aTa auaJIH3a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry/ 
04/2028 

tJ:aTa npOHJBO/];CTBa rop;eu AO 
: 

Mfg. License No. / 
IlpOHJBO/];CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(003312)-(Pr-RU) 

JIHUeHJHH .N"! 
Analysis performed according ND No/ AHaJim npoBep;eu no H,ll N2: JITI-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTM nepBHl.fHOH ynaKOBKH yTaep'lK,IJ.eu1:,1: 17.04.2025 
Artworks of secondary package approved: / MaKeThl BTOpH'-IHOH ynaKOBKH yTsep,Kp;eu1:,1: 17.04.2025 
PL approved: / JIB yrnep'IKJ).eu: 17.04.2025 

2b By HPLC (PDA) I B3}KX c i)uoOHo-MamputtHbtM i)eme«mopoM 

- Nimesulide I HitMecynuo 

- Methyl salicylate I 
MemuncaJ1Ul,/UJ1am 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
COOTBeTCTByeT Tpe6oBaHJ1llM 

Complies as prescribed/ 
CooTBeTCTByeT Tpe6oaaHHllM 

TI 1:1Mel.fau11e: ITpo.D.yKT cooTBeTcTByeT Tpe6oaaHH)IM H)]. 
Prepared by/ Checked by/ Checked by (AQA) / 
Ilo,LJ.roTOBJieHo: ITposepeHo: ITposepeHo (AOK): 

Yogesh Chuahn Rama ~ 1\).1.t-- Amit Kur 

Date/ Date/ Date/ 
,lJ,aTa: 27.05.2026 ,D,am: 27.05.2026 LI.am: 27.05.2026 

Pa1?:e 4 of 14 I CTp. 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. I CrreKTp 
nornomeuHl! n11Ka H11Mecyn11,lla Ha 
xpoMaTorpaMMe HCITbITyeMoro paCTB0pa, 
non)"IeHHoro np11 npoae,lleHHH 
11CI1bITaHIUI «KoJIHl.feCTBeHHOe 
onpe,lleJieH11e. H11MecyJ111,n 11 
MeTHJICaJIHUHJiaT» ), /];OJDKeH 
CO0TBeTCTBOBaTb cneKTPY norno111eHH)I 
n11Ka HttMecyntt,lla Ha xpoMaTorpaMMe 
CTaH,napTHOro paCTBOpa. 

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

Conclusion : APPROVED / 
3aKJJJOl.feu11e: OLI.OliPEHO 
Approved by: Quality Assurance/Authorized 
person / O.D.o6peHo: O6ecne'feHHe 
Ka'feCTBalOTBeTCTBeHHOe JIHU0: 

Date/ 
LI.am: 

ciLlJr-ftL \UJV'1~ 

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

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mai\@drreddys.com 
C!N: 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 ANALY I 
CEPTH<DHKA T AHAJil13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + IO mg/g 
Ilpo,iJ.yKT: Haifa® Ilmoc, reJJh ,11.JJll Hapy)KH0ro np,rneHeHHll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ Pocc11J1 

Batch No./ 
: V260341 

Batch Quantity/ 9842 units/ 

CepuH .N"2 Pa1Mep cepuu 
: 

9842 e,1urn11u 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AnaJ1UTUlfecicuu OTlfeT .N"2 )l:na anaJ1U3a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

.LJ:arn DPOH3BO,llCTBa ro,11.eH ,llO 
: 

Mfg. License No. / 
IlpOU3B0,lJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N"2(003312)-(Pr-RU) 
J1HD;eH3UH .N"! 

Analysis performed according ND No/ AHaJ1nJ npoeeaeH no H)l .N"2: JIU-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ Maicen,1 nepBHlfHOH ynaicoBKU yTeep'.IK,lleHbI: 17.04.2025 
Artworks of secondary package approved:/ MaiceTbI BTopulfHOH ynaKOBKU yTeep?K,1J.eHbI: 17.04.2025 
PL approved:/ JIB yrnep:IK./leH: 17.04.2025 

- Capsaicin I KancaulJUH 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CooTBeTCTByeT Tpe6oBaHH}IM 

Il UMelfaHue: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHHHM H)l 

Prepared by/ Checked by/ Checked by (AQA) I 
Ilo,11.roToaneno: IlposepeHo: Ilposepeno (AOK): 

Yogesh Chuahn ,.-ftama i l t.J.Lt Amit Kum ~ ...--

Date I Date I Date/ 
)lam: 27.05 .2026 ,[I.am: 27.05.2026 ,[I.am: 27.05.2026 

Page 5 of 14 / CTp. 5 HJ 14 
chromatogram. I CneKTp nornoll(eHm1 
n11Ka MeTHJJCaJJHUHJJaTa Ha 
xpoMaTorpaMMe 11cnh1TyeMoro pacTBopa, 
TT0JJ)"-leHH0ro 
MCTThITaHHll 
onpe,11.eneH11e. 
MeTHJICaJIHUHJJaT» ), 

np11 npose,11.eHHH 
«KOJJH'!eCTBeHHOe 

H11Mecyn11,11. 11 
,llOJI)KeH 

COOTBeTCTBOBaTb cneKTpy nornomeHH}I 
n11Ka MeTHJJCaJJHUHJiaTa Ha 
xpoMaTorpaMMe cmH,llapTHoro pacrnopa. 

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 nornoll(eH11}1 
n11Ka Kanca11u11Ha Ha xpoMaTorpaMMe 
HCDhITyeMoro pacrnopa, nony4ettnoro 
np11 npoee,neHHH HCTTbITaHHll 
«Konw-IeCTBeHHoe onpe,11.enett11e. 
Kancam.1,11n 11 HaTpHH 6eH3oaT» ), ,!J.OJI)KeH 
C00TBeTCTB0BaTh cneKTPY nornomeHHH 

Conclusion : APPROVED / 
3aKJJIOlfeHue: O)lOEPEHO 
Approved by: Quality Assurance/Authorized 
person / O,11.06peno: O6ecneYeH11e 
Ka4eCTBalOTBeTCTBeHHOe JJHUO: 

Date / 
,[I.am: 

_(!~1,L r,vv\//Afl_ 

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 
CIN : L85 195AP1984PLC004507 

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 
vJ1,vw.d rreddys.corr 

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 
IlpoJlyKT: Hath® rrmoc, renh AJill Hapy)KH0ro 11p11MeHeH11J1, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PM HOK : Russia/ PocC11J1 

Batch No./ 
: V260341 

Batch Quantity / 9842 units/ 

CepuH .N'2 PaJMep cepuu 
: 

9842 e}lHHHU. 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AuaJJUTUlfeCKHH OTlfeT .N'2 .ll:aTa aHaJJuJa 

Date of Manufacture/ 
: 05/2026 

Date of Expiry I 
04/2028 

.ll:aTa DPOH3BO}lCTBa ro}leH }lO 
: 

Mfg. License No./ 
IlpOH3BO}lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(003312)-(Pr-RU) 

JlH .. eH3HH .N'2 
Analysis performed according ND No I Aua.run npose.aeu no H)], .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbI nepBHlfHOH ynaKoBKH yTsep,K,11,eHbt: 17.04.2025 
Artworks of secondary package approved:/ MaKeTLI BTOpHlfHOH ynaKOBKH yTsep:111:.lleHbt: 17.04.2025 
PL approved: / JIB yTBep:IK,lleH: 17.04.2025 

Pa1?e 6 of 14 / CTp. 6 H3 14 
1111Ka Karrcamurna Ha xpoMaTorpaM Me 
cTaH.llapTHoro pacrnopa. 

2c By TLCITCX 

- Menthol I MeHmofl Complies as prescribed/ The position of the main spot in the test 
CoorneTCTByeT Tpe6osaHHJIM solution chromatogram shall correspond 

to that of the main spot in menthol 
reference standard solution 
chromatogram . I OcHOBHoe Ill!TH0 Ha 
xpoMaTorpaMMe 11crrh1TyeMoro pacrnopa 
110 Il0JIO)KeHHIO }l0JI)KH0 CO0TBeTCTBOBaTh 
OCHOBHOMY Ill!THY Ha xpoMaTorpaMMe 
pacrnopa CTaH,tJ.apTHOfO o6pa3u.a 
MeHTOJia. 

3 Weight of package contents/ 100 g / 100 r According to requirement I B 
Macca CO,llep:111:HMOro ynaKOBKH C00TBeTCTBl111 C Tpe60BaHl1llMl1 

4 pH/pH 5.0 4.0 to 6.0 (for 1.0 % aqueous solution)/ 

OT 4,0 JlO 6,0 (JlJIJI 1,0 % B0)1.HOfO 
pacrnopa) 

5 Viscosity / BHJKOCTb 256380 cP /256380 err 150,000 cP to 350,000 cP at 25 °CI 
OT 150000 err .ll0 350000 err rrp11 25 °c 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMelfauue: Tipo,11.yKT coorne-rcrnyeT Tpe6osatt11.S1M HD 3aKJJIOlfeHue: O.ll:OliPEHO 

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

Ilo,tJ.rOTOBJleHo: , TipoBepetto: IlpoBepetto (AOK): person / OAo6petto: O6ecneL1ett11e 

Yogesh Chuaho ~ 
Rama ~~~ 

Amit Kumar KaL1ecrna/OTBeTCTBeHHoe m1uo: 

(\-;_ .l.urJl~~ p:rt__ 

Date I V Date/ Date/ Date I - <)_,., '7. -0~-Jl/L-'= 
Darn: 27.05.2026 ,[{am: 27.05.2026 Darn: 27.05.2026 ,[{am: 

Registered Office: 8-2-337, Road No. 3, Banj;ira Hills, Hyderabad - 500034. Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il: 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, !NOIA 

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

CERTIFICATE OF ANALYSIS 
CEPTI1.<I>I1.KA T AHAJU13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
IlpO.llYKT: Haifa® Ilmoc, reJJb )],JJ.!I ttapy)l(HOrO npHMeHeHHll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PLrnOK : Russia/ PoccHJI 

Batch No./ 
: V260341 

Batch Quantity/ 9842 units I 
CepHH N2 PaJMep cepm1 

: 9842 e)],HHHU 

Analytical Report No. / 
: 040003400544 

Date of Analysis/ 
: 26.05 .2026 

AuaJJHTH'leCKHH OT'leT .N"2 ,ll.aTa auaJJHJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 
,l(aTa npOH3B0./lCTBa ro,llCH .llO 

: 

Mfg. License No./ 
Il pOH3B0J).CTBeH HaH : MNB/05/263 MA number: / HoMep PY : JIU-.N"2(003312)-(Pr-RU) 
nuu,euJHH N2 
Analysis performed according ND No/ Auamn nposeLteH no H,ll. .N"2: JIU-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTLI nepBH'IHOH ynaKOBKH yTsep'.lK,lleHLI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTLI BTOpH'IHOH ynaKOBKH yTsep'IK.lleHLI: 17.04.2025 
PL approved:/ JIB vrnep,imeu: 17.04.2025 

Pai!e 7 of 14 / C:ro. 7 HJ 14 
6 Particle size / PaJMep 'laCTuu, 25 µm / 25 MKM Not more than 50 µm / He 6onee 50 MKM 

7 Related Substances / Po)lcTseuu1,1e npuMecu* 

Impurity C / Tip11Mecb C 0.05 % Not more than 0.2 % / tte 6onee 0,2 % 

Impurity D / Ilp11Mec1, D Not detected I He o6Hapy)l(eHa Not more than 0.2 % / He 6onee 0,2 % 

Any single unidentified impurity/ Not more than 1.0 % I He 6onee 1,0 % 
E,11Jrn11q Hall Below LOQ (LOQ = 0.0392 %) / HH)l(e rrpe,nena 
HeH,UeHTHQlHUHp0B3HHaJI K0JIHlfCCTBCHH0fO orrpe,neJJCHHSI (TTKO = 0.0392 %) 
np11Mec1, 

Total impurities/ CyMMa 0.0456 % Not more than 1.5 % I He 6onee 1,5 % 
npHMecei:i 

8 Microbial purity/ MuKpo6uonornqecKaH 'IHCTOTa 

Total viable aerobic count I Less than 50 CFU/g / Not more than 100 CFU/g / 
O6m,ee KOJJHlfeCTBO Mettee 50 KOE/r He 6onee 100 KOE/r 
)l(HJHecnoco6H1,1x a3p06HblX 
MHKpoopraHH3MOB 

Total combined yeast and mold Less than 10 CFU/g / Not more than 10 CFU/g / 
count I O6w.ee lfHCJJO MeHee 10 KOE/r He 6onee 10 KOE/r 
APO)l()l(eBbIX Ii nnecHeBblX 
rp1160B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: IlpoAyKT cooTBeTcTsyeT Tpe6osaHHJIM H.U 3aKJJIO'lenue: O,ll,OEPEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 

Ilo.nroTosnetto:t· Ilpoeepetto: Ilposepetto (AOK): person / OAo6petto: O6ecnelfett11e 

Yogesh Chuahn / 
Ram~ @:\vLJ:, AmitKun~ r KalfeCTBa/OTBeTCTBeHHOe m1uo: 

y ·__-\ .--L UrJt L CLV'-1 ~ 
~ .-- , A 

Date/ Date/ Date/ Date/ ~~~~c;;-~ ,Uarn: 27.05.2026 ,Uarn: 27.05.2026 ,UaTa: 27.05 .2026 ,Uarn: 

Registered Office: 8- 2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, felangana, India 
Tei: +9140 4900 2900, F~x: +91404900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.corn 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTJ.1<I>J.1KAT AHAJIJ.13A 

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, 
Di,;tt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
w1,vw.drreddys.com 

II po)J.yKT: Haih® Ilmoc, reJJh )J.JJll ttapy)KHOro np11MeHeH11ll, 0,25 Mrlr + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PLIHOK : Russia/ Pocc11» 

Batch No./ 
: V260341 

Batch Quantity/ 9842 units I 
CepnH .N'! Pa1Mep cepnn 

: 
9842 e,llHHl1U. 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AuaJIHTH'leCKHH OT'leT .N'! ,ll.aTa auaJIHJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,ll.aTa DP0HJBO)J,CTBa ro)J,eH )),0 

: 

Mfg. License No./ 
IlpOHJBO)J,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'!(003312)-(Pr-RU) 
JIHIJ,eHJHH .N'! 
Analysis performed according ND No/ AuaJJHJ npose)J.eH no H,ll .N'2: JIIJ-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTLI nepBH'IHOH ynaK0BKH yTsep~eubi: 17.04.2025 
Artworks of secondary package approved:/ MaiceTbl BTopnquoii ynaKOBKH yTsepmAeHbl: 17.04.2025 
PL approved: / JIB yTBep~eu: 17.04.2025 

Pa2c 8 of 14 I Crp. 8 H3 14 
Pseudomonas aeruginosa Absent in 1 g/ OrcyrcTByeT B 1 r Absent in 1 g/ OTcyTcTsHe B 1 r 

Staphylococcus aureus Absent in 1 g/ OrcyrcTByeT B 1 r Absent in 1 g/ OTcyrcTBHe s 1 r 

9 Assay/ KonnqecTseuuoe onpe)J.eneuue 

Nimesulide** /HuMecynuo** 10.1 mg/ 10,1 Mr 9.0 to 11.0 mg of C13H12N2OsS 
100.8 % (nimesulide) per 1 g of the product (90 to 

110 % of label claim)/ OT 9,0 .uo 11,0 Mr 
CuH12N2OsS (HHMecyJJH)J.) B 1 r 
npenaparn (OT 90 .uo 110 % OT 
HOMHHaJJbHOro co.uep)KaHHll) 

Methyl salicylate** I 100.8 mg I 100,8 Mr 90.0 to 110.0 mg of CsHsO3 (methyl 
MemuncaJIU/,/Unam** 100.8 % salicylate) per 1 g of the product (90 to 

110 % of label claim) I OT 90,0 .uo 
110,0 Mr CsH8O3 (Mernncam11..1,11naT) s 
1 r npenaparn (oT 90 .uo 110 % OT 
HOMHHaJJbHOro co.uep)l(aHHll) 

Menthol** I MeHmon** 50.5 mg I 50,5 Mr 45.0 to 55.0 mg ofC10H20O (menthol) per 
101.0% 1 g of the product (90 to 110 % of label 

claim) / Or 45,0 .uo 55,0 Mr C10H20O 
( MeHTOJJ) s 1 r npenaparn ( OT 90 .uo 110 % 
HOMHHaJJhHOro co.uep)l(aHHll) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe'laHHe: Ilpo.uyKT COOTBeTCTByeT Tpe6oBaHIDIM H,Q 3aicmoqeune: O,ll.OEPEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 

Ilo.uroTOBJJeH~ : Ilpoeepetto: Ilposepetto (AOK): person I O.uo6petto: O6ecne'-Iett11e 
Yogesh Chuahn / 

~Rama .iv~i 
Amit Kumar Ka'-IecTea/OTseTCTBeHHoe m1u.o: 

/ / ~- ~Ur,fll K-lJ-A-f~l(_ 
/1. .A 

Date I Date/ \ Date/ Date I ,-,.. i~ ~ ~01..~ 
,[(am: 27.05 .2026 ,[(am: 27.05.2026 ,[(aTa: 27.05.2026 ,[(am: 

Registered Office: 8-2-337, Rodd No. 3, Banj;ira Hiils, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



•·· 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<I>l1KA T AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo.uyKT: Haifa® Ilmoc, reJlh .um1 Hapy)l<Horo np11MeHeHHll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PhJHOK : Russia/ Pocc1rn 

Batch No./ 
V260341 

Batch Quantity/ 9842 units/ 
: Pa3Mep cepuu 

: 9842 e,!lHHHU Cepus1 .N"2 
Analytical Report No. / 

: 040003400544 
Date of Analysis / 

: 26.05.2026 
AnaJJHTU'leCKHH OT'leT .N"2 )l.aTa anaJJu3a 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 : 
)l.aTa npOH3B0,!lCTBa ro.uen .!lO 
Mfg. License No./ 
IlpoH3B0)).CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N"2(003312)-(Pr-RU) 
JJHUeH3HH .N"2 
Analysis performed according ND No/ AnaJJHJ npose)).en no H)l .N"2: JIII-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaiceTbI nepBH'IHOH ynaKOBKH yrnep,K.ll.eHbI: 17.04.2025 
Artworks of secondary package approved:/ MaiceTbl BTOpH'IHOH ynaKOBKH yrnep,K.ll.eHbI: 17.04.2025 
PL approved: / JIB yrnep~en: 17.04.2025 

Page 9 of 14 / CTp. 9 H3 14 
Capsaicin** I Kancaui/UH** 0.2464 mg I 0,2464 Mr Not less than 0.225 mg ofC1sH21NO3 

98 .6 % (capsaicin) per 1 g of the product (not 
less than 90 % of label claim)/ He MeHee 
0,225 Mr C1sH21NO3 (Kanca11u1rn) B 1 r 
npenaparn (He Mettee 90 % OT 
HOMHHaJihH0ro co.nep)l<aHHll) 

Sodium benzoate I HampuR 0.96 mg I 0,96 Mr Not less than 0.85 mg ofC1HsNaO2 
6eH3oam 96.0% (sodium benzoate) per 1 g of the product 

(not less than 85 % of the label claim) / 
He Mettee 0,85 Mr C1HsNaO2 (HaTpHll 
6eH30aT) B 1 r npenaparn (He Mettee 85 % 
OT HOMHHaJihHOro co.uep)l<aHHJi) 

Buthylhydroxytoluene I 0.40 mg I 0,40Mr Not less than 0.34 mg ofC1sH24O 
EymuJtzuopoKcumoJtyoJt 101.0 % (buthylhydroxytoluene) per 1 g of the 

product (Not less than 85 % of the label 
claim) / He Mettee 0,34 Mr C1sH24O 
(6yrnnrn.npoKcttTOJJyon) B 1 r npenapaTa 
(He Mettee 85 % OT HOM.HHaJihHOro 
co.nep)l{aHttll). 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: Ilpo.nyKT co0TBeTcTByeT Tpe6osaHWIM H.U 3aicmoqenue: O)l.OliPEHO 
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 

~::::~~~::b ITponepeHo: IlponepeHo (AOK): person/ O.no6peHO: O6ecne4ett11e 

~ama I9, 11t t Amit Kur r · Ka"!ecrna/OTeeTCTBeHHoe n.11uo: 

Jl(~\))r 
. --1 _i. LJ}-,JJL t:vVV\P-7<._ -- ,1-,,JI 

Date/ Date/ I Date/ Date/ ,,,, 2,,,-;A> ~>J_rJl, b 
narn: 27.05.2026 llarn: 27.05.2026 narn: 27.05.2026 llarn: 

Registered Office: 8-2-337, Road No. 3, Banj~ra Hiils, Hyderabad - 500034, Telangana, India 

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

www.drreddys.co rn 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJ1l13A 

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 

Tei : +91 98166 56001-02 
w1Nw.drreddys.com 

IlpoJJ.yIIT: Haifa® Timoc, reJJb )],Jill ttapy)KHOro np1-metteHHll, 0,25 Mrlr + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia I Pocrnll 

Batch No./ 
: V260341 

Batch Quantity I 9842 units I 
CepuH .N"2 Pa1Mep cepuu 

: 
9842 e,!l.HHHU 

Analytical Report No. I 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AHaJIHTH'ICCKHH OTlfeT .N"2 ,ll.aTa aHanu1a 

Date of Manufacture/ 
05/2026 

Date of Expiry I 
04/2028 

,ll.aTa npOH3BOJJ,CTBa 
: 

roJlCH JJ,O 
: 

Mfg. License No./ 
Il pOH3BOJJ,CTBCHH:tH : MNB/05/263 MA number: / HoMep PY : JIIl-.N"2(003312)-(Pr-RU) 
JIHUeH3HH .N"2 
Analysis performed according ND No I AttaJIHJ npoBeJleH no H,ll. .N"2: JIIl-.N"2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbI nepBH<tHou ynaKOBKH yTeep~eHbI: 17.04.2025 
Artworks of secondary package approved:/ MaiceTbI BTOpH'IHOH ynaKOBKH yTeep~eHbI: 17.04.2025 
PL annrovcd: / JIB yTBep~en: 17.04.2025 

Pa2e 10 of 14 / CTp. 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 no 100 r B Ty6y HJ l tube and a patient information leaflet in 
Jl3MHHHpOBaHHOf0 aJJJOMHHHll C nneLJOM H3 a carton. I no 20 r, 50 r 11nu 100 r B Ty6y 
n3BTI, ctta6,t<eHHYJO MeM6paHOH )],Jill 113 JiaMHHHpoBaHHOro aJJJOMHHHll C 
KOHTpOJill nepsoro BCKpbtTJ-lll, H nne'IOM 113 TI3Bn, cttafoKeHHYJO 
nommponHJJeHOBOH KpbIWKOH. no 1 Ty6e B MeM6pattoii ,[(Jill KOHTpOJJll nepBoro 
na'IKY KapTOHHY!O C JlHCTK0M-BKJJa,U,bIWeM. BCKpblTHll, H nonwnponwnettoeoii 

KpblWKOH. 
no 1 Ty6e B na'IKY KapTOHHYJO C 
JlHCTKOM-BKJia)l,blWeM. 

11 Labeling/ MapKupoeica Complies I CooTBeTcTByeT See Section 1.3.2 of Module 1 of 
Registration dossier. I CM. pa3,nen 1.3.2 
MOJlYJill 1 pernCTpaUHOHH0ro )l,OCbe. 

12 Storage conditions I Y CJIOBHH At a temperature not higher than 25 °C in consumer packaging (carton). I Tipu 
xpaneHHH TeMnepaType He Bb(We 25 °C B noTpe6HTeJibCKOH ynaKOBKe (na'lKe KapTOHHOH). 

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

CpoK fOJlHOCTH (cpoK 
xpaHeHHH) 

Notes. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aicmoqeuue: O,ll.O6PEHO IlpHMe<taHue: TI 

Prepared by I 
no)l,rOTOBJieHo: 
Y ogesh Chuahn 

Date I 
)],aTa: 27.05 .2026 

OJJ.YKT cooTBeTcTByeT Tpe6oBaHHllM HA 
Checked by I Checked by (AQA) I 
IlpoBepetto: TipoBepeuo (AOK): 

Rama Kant .t-- Amit Ku 

1,tJ.1y --

Date I Date/ 
)],am: 27.05.2026 )],aTa: 27.05.2026 

Approved by: Quality Assurance/Authorized 
person / O~o6petto: O6ecne'leHHe 
Ka'leCTBalOTBeTCTBeHHOe m1uo: 

Date I 
)],am: 

f{egistered Office : 8-2-337, Road No. 3, Banj;ira Hills, Hyderabad - 500034. Telangana, India 

Tel: +91 40 4900 2900, F;ix: +91 40 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 
CEPTI1<1>I1KA T AHAJII13A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo/l.yKT: Haih® ITmoc, reJib .um1 HapymHoro npHMeHeHHll, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ PoccHll 

Batch No./ 
: V260341 

Batch Quantity/ 9842 units/ 
CeouH .N'2 Pa1Mep cepuu 

: 
9842 e,!J.HHHU 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AHaJIHTU'leCKUH OT'leT .N'! )],aTa aHanu1a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

)],aTa npou1BO/l.CTBa ro/J,eH /J,O 
: 

Mfg. License No./ 
IlpOU3B0/J,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(003312)-(Pr-RU) 
JIHQeH3HH .N'! 
Analysis performed according ND No/ AHaJIHJ npoBeAeH no H,11, .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaiceTbI nepBH'IHOH ynaicoBKH yTBep,K,!1.eubI: 17.04.2025 
Artworks of secondary package approved:/ MaiceTbI BTOpH'IHOH ynaKOBKH yTBep,K,!1.CHbl: 17.04.2025 
PL approved:/ JIB yTBep,K,!J.eH: 17.04.2025 

Page 11 of 14 / CTp. 11H314 
*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 - 9.5 to 11 .0 mg of C13H12N2O5S (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 ofC1sH21NO3 (capsaicin) per 1 g of the product (not less than 95 % oflabel claim) 

ITpHMeqaHHll. 
* HopMa cneumpwKaUHH npw BbmycKe no noKa3aTeJIIO «Po.ucrneHHbte np11Mec1,rn: 
ITpwMecb C - He 6onee 0,10 %; 
ITpwMecb D - He 6onee 0,10 %; 
E.uwttwqHall He1-1.ueHTH<PHUHpoeaHHall npHMeCb - He 6onee 0,10 %; 
CyMMa np11Meceii - He 6onee 1,5 %. 

** HopMa cneumpHKaUHH npH BbmycKe no noKa3aTeJIIO «KonwqeCTeeHHoe onpe.ueneHHe»: 
HwMecyn11.u- OT 9,5 .uo 11,0 Mr C 13H 12N 2OsS (HHMecyJIH.U) e 1 r npenaparn (oT 95 .uo 110 OT H0MHHaJibH0ro co.uep)KaHHll) 
MeTHJICaJIHUHJiaT- OT 95,0 ,!1.0 110,0 Mr CsHsO3 (MeTHJicamiUHJiaT) e 1 r npenaparn (OT 95 ,!1.0 110 % OT H0MHHaJibH0ro co.uep)KaHHll) 
MeHTOJJ - OT 47,5 ,!1.0 55,0 Mr C10H20O (MeHTOJI) B 1 r npenaparn (oT 95 ,!1.0 110 % OT H0MHHaJibH0ro co.uep)KaHHll) 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
3aKJIIOlfenue: O)1.O6PEHO IlpnMelfaHne: IT 

Prepared by / 
ITo.uroTOBJieHO: 
Yogesh Chuahn 

Date/ 
,Uarn: 27.05.2026 

o.uyKT co0TBeTCTB eT T e6oeaHID1M Hll 
Checked by/ Checked by (AQA) / 
ITpoeepeHo: IlpoeepeHo (AOK): 

/ Rama K~ ~ Amit Kumar~.---

Date / Date/ 
narn: 27.05.2026 narn: 27.05.2026 

Approved by: Quality Assurance/ Authorized 
person I O.uo6peHo: O6ecneqeHHe 
KaqecTea/OTBeTCTBeHHOe JIHU0: 

Date / 
narn: 

~lfri< L ~ P.'2__ 

Registered Office: 8- 2-337, Road No. 3, Banj;ira Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F~ x: +91 40 4900 2999, Email : mail@drreddys. com 

CIN : L85 195AP1984PLC004507 
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 AHAJ1H3A 

Product: Nise® Plus, gel for external use 0.25 mg/g + 50 mg/g + 100 mg/g + 10 mg/g 
Ilpo)lyKT: Haifa® TTmoc, reJib )lJill Hapy)l{HOro np1-:1Mettemrn, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market / P1,moK : Russia I PoccHll 

Batch No./ 
: V260341 

Batch Quantity/ 9842 units I 
Cepttsi N2 PaJMep cep1111 

: 9842 e)lHHHL\ 
Analytical Report No. / 

: 040003400544 
Date of Analysis / 

: 26.05.2026 
AuaJJHTH'leCKHH 0T'leT N2 ,lJ:aTa auaJJtt3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,lJ:aTa DPOHJBO)lCTBa ro)leH )lO : 

Mfg. License No./ 
IlpoH3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N2(003312)-(Pr-RU) 
nm:i;eHJHH N2 
Analysis performed according ND No/ Auanm npose.uett no H)l N2: JIIl-N2(003312)-(Pr-RU)-021023 
Artworks of primary package approved: / MaKeTbI nepsuquou ynaKOBKH yrnepm,/leHb1: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpuquoii ynaKoBKH yrnep:iK.llCHhI: 17.04.2025 
PL approved: / JIB yrnep"'.lleu: 17.04.2025 

Page 12 of 14 / CTp. 12 H3 14 
KancaHL\HH - He Mettee 0,2375 Mr C1aHnNO3 (Kancammtt) B 1 r npenaparn (He Mettee 95,0 % OT HOMHHaJibHoro co)lep)l{aHHll) 

Methyl 

API name/ HanMeuosaune A<l>C: 
Nimesulide I Salicylate / Levomenthol / Capsaicin / 
HnMecyJIHA Menrncan111111Jia JleBOMeHTOJI Kanca111111H 

T 
Methyl 

INN/ MHH: 
Nimesulide / Salicylate / Levomenthol I Capsaicin / 
H11MecyJI11.n MeTHJICaJIHI_\HJia JleBOMeHTOJI KancaHL\HH 

T 
API manufacturer batch number I 

MS-lA-243032-Ml LOTU 7915 MLC-0040126 F00l-24002 
HoMeP ceonn npoHJBO)lHTeJJH A<l>C: 
FP Manufacturer API Batch number/ 

FERA00718 FESA00549 FETR00179 FESA00534 
HoMep CCPHH A<l>C npOH3B0)lHTeJJH r JI<l>: 

MattraJiaM )];pare AJihTa Apopa ApoMarnKc <l>opMo3a 
3H,!I, OpraHHKC JlT,n., Jia6opaTOpttc TTBT. JlT.n, 2 K. M. Jia6opaTOp11c 
TipoHJB0,!1,CTBeHHOe lITA, CToyu,Mopa.D.a6a,n l1HK, 36 yn. 

API Manufactured by, address & country/ 
no.n:pa3.neJiett11e N2l fttpHBHXap, Poy.n:, CaM6xaJI - Xomrnr, JioyYy, 

IlpOH3BO)lHTeJJb A<l>C, a)lpec u CTpaua: TIJiollla.nKa 1 A, KxonOJIH, )J;HCT. 244302 (Yrrap- Tao10att 33842, 
YYacTOK N2 187, Paiira.n, 410203 TT pa.new), l1HAHll / Taiiaatth K11Tai1 

Kopnopal\Hll Maxapaunpa Arora Aromatics I Formosa 
npOMbIWJieHHOro lliTaT, J1H)lHll / Pvt. Ltd., 2 K. M. Laboratories 

pa3BIITHll Alta Stone, Moradabad Inc., 36 Hoping 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me4a1111c: TTpo.n.yKT cooTBeTcTByeT Tpe6oBaHHl!M Hll 3aKJIIO'lenue: O)lOliPEHO 
Prepared by I 
Ilo.nroTOBJieHot,. 
Yogesh Chuahn / 

// 
Date I 
llarn: 27.05.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
TTpoeepeHO: IlpOBepetto (AOK): person I O.no6petto: O6ecne1.1ett11e 

vRamaK~ 1I t Amit Kumar~ ,--\.- KaYeCTBa/OTBeTCTBeHHOe JlHl\O: 

u-7 -~lfr-ll L ~t)-0.12_, 

Date/ Date/ Date/ 
~~J.-ol.L llarn: 27.05.2026 narn: 27.05.2026 )];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



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

Tei : +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 
Ilpoaytrr: Ha1h® ITmoc, renb amr Hapy>t<.Horo np11MeHem,u1, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V260341 

Batch Quantity / 9842 units/ 
CepuH .N'! 

: 
Pa3Mep cepnn 

: 
9842 e)].HHHU 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AnaJIHTH'IeCKHii OT'IeT .N'~ .IJ:aTa anaJIU3a 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

,LI:aTa npOH3B0./lCTBa roaeu ao 
: 

Mfg. License No./ 
IlpOH3B0./lCTBennaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'2(003312)-(Pr-RU) 
JIHUeH3UH .N'! 
Analysis performed according ND No/ Ana.run rrpoBe.lleH no H,ll .N'2: JIU-.N'!(003312)-(Pr-RU)-021023 
Artworks of primary package approved:/ MaKeTbI nepBH'Inou ynaKoBKH yTeep'.IK,l{eHbI: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbl BTopuqnou ynaKOBKH YTBep,i;:JleHLI: 17.04.2025 
PL approved:/ JIB yrnep'.IK,l{en: 17.04.2025 

Name, address, authorization No for FP 
manufacturing site / Control site / Release 
site/ 
HanMenoBanue, aapec " noMep Jiuuen3HH 
UJIOIUa,/lKH, ocyw:eCTBJIHIOIUeii 
npOH3B0,/lCTBO/KOHTpOJib Ka'IeCTBalBblDYCK 
r JI<I> 

unarn fyJl)KapaT, 
<f>a3a 2, Bam1, 
396 }95, WTaT 

ry.11.)KapaT, Hn.11.11n / 
Mangalam Drugs & 
Organics Ltd., Unit-

1, IA 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 

Paee 13 of 14 / Cm. 13 n3 14 
Road, Sambhal -
244302 (U. P.), 

India 

Street, Louchu, 
Taoyuan 33842, 
Taiwan, China 

Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Viii. Kho!, Nalagarh Road, 
Baddi, Distt. Solan, H .P. 173205, India {License No MNB/05/263) / 

.IJ:-p Pe.11..11.H'c Jla6oparnp11c JlTJJ.., ITpoH3BO.D.CTBennoe no.n.pa3JJ.enen11e-6, BHJJJJ. 
Kxonb, Hanarapx PoyJJ., Ea.11..11.11, .IJ:11cTp11KT Conan, X.IT., 173205, Mumm 

{J1m~eH311.!I N2 MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union (No. GMP/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 / 
Il HMe'Ianue: IT 0.11.yKT cooTBeTcrnyeT Tpe6osaHHl!M Hll 
Prepared by I Checked by / Checked by (AQA) I 
IToJJ.roTOBJJeHo: ITposepeHo: ITposepeHo (AOK): 

Yogosh Choahn • Rama ••t Amit Kumac ....-'\ ...----

Date/ Date/ Date/ 
llarn: 27.05.2026 .IJ:arn: 27.05.2026 narn: 27.05.2026 

3aKJIIO'lenue: O,LI:OEPEHO 
Approved by: Quality Assurance/Authorized 
person / OJJ.o6peno: O6ecrreT.Jem1e 
KaT.JeCTBalOTBeTCTBeHHOe JJHUO: 

Date/ 
.IJ:arn: 

~\)NlL !~fl__ 

Registered Office: 8-2-337, Road No 3, Banjc1ra 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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

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

Tei: +9198166 56001-02 
www.drreddys.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 

n po.!J.yKT: Haib® ITmoc, re11b .ll,JJJI Hapy)l(H0ro np11MeHeHmI, 0,25 Mr/r + 50 Mr/r + 100 Mr/r + 10 Mr/r 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ Batch Quantity/ 9842 units I 
: V260341 : 

CepuH .N"! PaJMep cepuu 9842 e.ll,HHHU 

Analytical Report No./ 
: 040003400544 

Date of Analysis / 
: 26.05.2026 

AHaJIHTH'leCJCHH OT'leT .N"! )].aTa auaJJHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
: 04/2028 

)].aTa DP0H3BO,!J.CTBa 
: 

f'o,1J.eu .!J.O 

Mfg. License No./ 

TTpoHJBO.lJ.CTBeuuaH : MNB/05/263 MA number: / HoMep PY : JITT-.N"!(003312)-(Pf'-RU) 

JIHUeH3HH .N°! 

Analysis performed according ND No/ AuaJJm npose11.eu no H,ll .N"!: JIII-.N"!(003312)-(Pf'-RU)-021023 
Artworks of primary package approved:/ MaKeTbI nepBH'IH0H ynaKOBKH yTsep)K.IJ.eHbl: 17.04.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yrnep:iK.1J.eHbI: 17.04.2025 
PL approved:/ JIB yrnep;f\JleII: 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». 

3aKJIIO'leHHe 0 C00TBCTCTBHH: «HaCTOJIUU1M JI CTO.ll,TBep)K.ll,alO, 'ITO np11Be.ll,eHHaJ1 BbIWe HH<popMaUl1ll JIBJJJleTCJI .ll,OCTOBepHO!f H 
TO'IHOH. 3-ra ceprrn npo,n_yKLVHI np0H3Be,ll,eHa (BKJIJO'-laJI ynaK0BKY (MapKHpOBKY) H K0HTp0JJb Ka4eCTBa) Ha BbIUJeyKa3aHHOH 

np0113BO.ll,CTBeHHOH CTJ!Ol.l..la,ll,Ke (nJJOllla,ll,Kax) B CT0JIH0M C00TBeTCTBMH C Tpe6osamrnMl1 flpaBMJI Ha)l,Jle)Kal.l..leH npOH3B0.ll,CTBeHHOH 
npaKTMKH Espa3HlfCKoro 3KOHOMM'leCKOro coI0Ja (N2 GMP/EAEU/RU/02329-2025 OT 19 ceurn6pJ1 2025 r.) 11 Tpe6osaHHJ1M11 

KOHTpOJIJI Ka'IeCTBa JJeKapcTBeHHblX cpe.ll,CTB, a TaK)Ke B COOTBeTCTBMH co cneu11qJHKaUHJIMl1, CO.ll,ep)KaIIUiMHCll B 
perHCTpaUHOHHOM .ll,OCbe CTpaHbl-HMnOpTepa. 3an11cH no npOH3B0,ll,CTBY, ynaKOBKe 11 aHaJJH3Y nposepeHbl, 11 ycTaHOBJJeHO HX 
COOTBeTCTBHe Tpe6osaHHJIM ITpaBHJI Ha)l,JJe)Kall.leH npOH3B0.ll,CTBeHHOH npaKTHKH Espa3H!iCKOro 3KOHOMM'leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
TI pm~Ie.'18rtlte: f1 0 KT C00TBCTCTBYCT Tpe6osaHHJIM H.IJ: 

Prepared by/ Checked by / Checked by (AQA) / 
flo.ll,roTOBJJeHo: flposepetto: flposepetto (AOK): 
Yogesh Chuahn Rama K t V,t Amit Kumar 

Date/ Date / Date/ 
.IJ:arn: 27.05.2026 .IJ:arn: 27.05.2026 .IJ:arn: 27.05.2026 

Conclusion : APPROVED / 
3aKJ110'Ieu11e: OJ].O6PEHO 
Approved by: Quality Assurance/Authorized 
person / OAo6peuo: O6ecne'-leH11e 

Ka'-leCTBa/OrBeTCTBeHHOe 1111uo: 

Date / 

.IJ:arn: 

~VN(L ~~ 

Registered Office: 8-2-3 37 , Road No. 3, Banj;ira Hilis, Hyderabad - 500034. lelangana, India 

Tel: +9140 4900 2900, F<1x: +91404900 2999, Email : mail@drreddys.com 
CIN : L8519SAP1984PLC004507 

www.drreddys.com 


