
••· Dr. Raddy's ~;• 

Product : Nise Plus, gel 50 g 

CERTIFICATE OF ANALYSIS 
CEPTl1 <l> 11KA T AHAJil13A 

Ilpo,11,y1n: Haib® TTmoc, reJJb ,11,JJ51 ttapy:)l<HOro npttMeHeHtt51, 50 r 

Market/ P1>1HOK : Russia/ Poccm1 

Batch No./ 
: V260215 

Batch Quantity/ 
CepttH .N2 Pa1Mep cep1111 

Analytical Report No./ 
: 040003316687 

Date of Analysis/ 

AHaJJHTtt'!eCKHH 0T'!eT .N2 )laTa aHaJ1111a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
)laTa np0H3B0,ll,CTBa 

: 
ro,11,eH ,11,0 

Mfg. License No./ 

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

Viii. Khol, Nalagarh Road, Bacidi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

19500 units/ 
: 

19500 e,11,HHHU 

: 31.03.2026 

: 02/2028 

Ilpott3B0,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N2(003312)-(Pr-RU) 

J1HUeH3HH .N°2 
Analysis performed according ND No/ A11amn 11p0Be11c11 no I-Ill .N2: JIII-.N2(003312)-(Pr-RU)-021023 

Pa2e 1 of 15 / CTp. 1 HJ 15 
.N2 Test I Iloica1aTeJ11> Result/ Pe1yJ11>TaTht Specification/ HopMa 

1 Appearance/ Om1cam1e White gel of homogeneous consistency with a White to off-white gel of homogeneous 
characteristic odor. I feJib 6erroro UBe'fa consistency with a characteristic odor. / 
O,UHOpO,UHOll KOHCl1CTeHU1111 C xapaKTepHbIM fenb 6enoro HJJH TTOYTH 6enoro useTa 
3anaxoM. O,llHOPO/lHOH KOHCHCTeHUHH C 

xapaKTepHbIM 3anaxoM. 

2 Identification/ ll,lleHTtt4>11ica1.111H 
2a By HPLC I B3)KX 

Remarks : The Product confirms to ND/ 

I 

Conclusion : APPROVED I 
IlpnMe'!aHtte: TTpo,11,yKT COOTBeTCTByeT Tpe6oBaHH51M H.U 3aKJ110'!eH11e: O,[(OBPEHO 

Prepared by / Checke·d by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 

TTo.uroT0011e110: P11av h 
Rana -

~ 

IDate / 
:.D.aTa: 31.03.2026 

npoaepe110: Rama TTpooepeHO (AOK): person I O,11,06petto: O6ecneqem1e 

Kant 

~ 
AmitKum\ ..-A KaYeCTBa/OTBeTCTBeHHOe JJHUO: 

~(_,rJ/C fl-U~"/ll ,2___ 
I .---- ~(vj 

I D at-e I Dale/ IDate I :? 1----C 3 --J llG 
: llaTa: 31.03.2026 )lara: 31.03.2026 ,Uarn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· 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<I>I1KAT AHAflI13A 

Product : Nise Plus, gel 50 g 
IlpoJJ:vKT: Hati.3® Ilmoc, reJJh JJ:ml ttapy)l(ttoro np11Mettemrn, 50 r 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V260215 

Batch Quantity/ 19500 units/ 
Cepnsi .N'2 Pa3Mep cepnn 

: 
19500 eJJ:)1H11U 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AHaJIHTnqeCKHH oTqeT .N'2 )],aTa anaJJH3a 

Date of Manufacture/ 
: 03/2026 

Date of Expiry / 
02/2028 

)laTa npOH3B0,ll.CTBa ro,11.eH L(O 
: 

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

JJHUeH3HH N2 
Analysis performed according ND No/ A11amu npoBeJJ:cH no H)l .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 

- Nimesulide I HuMecynuo 

- Methyl salicylate I 
MemuncaJ1ui1unam 

Remarks : The Product confirms to ND/ 

Complies as prescribed / 
CooTBeTcTByeT Tpe6osamrn:M 

Complies as prescribed/ 
CoOTBeTcTByeT Tpe6oBaHl151M 

np1u1eqa1mc: TTpOJJ:YKT COOTBeTcTByeT Tpe6oBaHl151M HLJ: 

Prepared by / Checked by I Checked by (AQA) / 

I10,11rOTOBJ!CHO: Pravi s ~ ITpoBepetto: Rama IlpoBepetto (AOK): 
Rana Kant ~t Amit Kumar 

('~ 
!Date / I Date/ Date/ 
:)la-r-a: 31.03.2026 : LJ:arn: 31.03.2026 LJ:arn: 31.03.2026 

Paee 2 of 15 / CTp. 2 u3 15 
A peak with the retention time 
corresponding to that of nimesulide in the 
standard solution chromatogram should 
be present m the test solution 
chromatogram obtained during 
"Nimesul ide and Methyl salicylate Assay" 
test. I Ha xpoMaTorpaMMe 11crrh1TyeMoro 
pacTBopa, rroJJy'lettttoro rrp11 rrpoBeJJ:ett1111 
11CilblTaHl151 «KOJJH'leCTBeHHOe 
orrpeJJ:eJ1ett11e. H11MecyJ111JJ: 11 
Men-mcaJ1111..vrnaT», 
o6ttapy)l(HBaThC51 
COOTBeTCTBYJOII.(HH 
yJJ:ep)l(11BaHl151 ITHKY 

L(OJJ)l(eH 
TTHK, 

no BpeMeH11 
tt11Mecym1JJ:a Ha 

xpoMaTorpaMMe CTaHJJ:apTttoro pacTBopa. 

A peak with the retention time 
corresponding to that of methyl sa\icylate 
in the standard solution chromatogram 
shall be present m the test solution 
chromatogram obtained during 
"Nimesulide and Methyl salicylate Assay" 

Conclusion : APPROVED / 
3a1crnoqenne: O)],OliPEHO 

Approved by: Quality Assurance/Authorized 
person / OJJ:o6petto: O6ecne11ett11e 
KaqecTBa/OTBeTC113CHHOe mm,o: 

(Vt-.111 k'.'.Vli"/ t U 

_( 1 
'Date/ 
LJ:arn: 

,? /----tf}-"J_ ()2, 6 

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: L8519SAP1984PLC00450, 
www.drreddys.com 

I 



•·· 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 
CEPTHCl>HKAT AHAJIH3A 

Product : Nise Plus, gel 50 g 
IlpoJJ.yKT: Haib® ITmoc, rem, .l(JHI Hapy)KH0ro np11Mettemu1, 50 r 

Market/ PbIHOK : Russia / Pocc1rn 

Batch No./ 
V260215 

Batch Quantity/ 19500 units/ 

Cepusi .N'2 
: 

PaJMep cepuu 
: 

19500 e.D,11H11U 

Analytical Report No./ 
: 040003316687 

Date of Analysis/ 
: 31.03.2026 

AHaJUITU'leCKUH OT'leT .N'2 JJ:aTa anaJJuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2028 

JJ:aTa npOUJBOJ).CTBa 
: 

roJ).eH AO 
: 

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

JJUQeHJUSI .N'2 
Analysis performed according ND No / Anamn npoBCJJ.eH no H.Ll, .N'2: JIIl-.N'2(003312)-(Pr-RU)-021023 

Menthol I MeHmon 

Remarks : The Product confirms to ND/ 

Complies as prescribed I 
CooTBeTCTByeT Tpe6oBaHl1RM 

IlpHMC•iauue: TipOAYKT C0OTBeTCTByeT Tpe6oBaHH51M H,[( 

Prepared by / Checked by/ Checked by (AQA) I 
Tio,!lrOTOBJ1eno: Pravesh Tiposepetto: Rama Tiposepeuo (AOK): 

Rana { Kant 

~ 
Amit Kumar 

f\ r---''_ 

IDate / I Date / Date/ 

:JJ:am: 31.03.2026 : JJ:am: 31.03.2026 )],am: 31.03 .2026 

Pa2e 3 of 15 / CTp. 3 HJ 15 
test. I Ha xpoMaTOrpaMMe 11cnhnyeMoro 
pacrnopa, nony4eHHoro np11 npoBeneH1111 
11cnhITaHl1.s! «KOJ1114eCTBeHHOe 
onpenenen11e. 
MeTl1J1CaJ1l1Ul1J1aT», 
o6Hapy)l(l,!BaTbCR 

H11Mecyn11A 11 
AOJJ)KeH 

Il11K, 
COOTBeTCTBYIOllll111 no BpeMeHH 
yAep)KHBaHHR n11Ky MeTl1JlCllJI11U11JiaTa Ha 
xpoMaTorpaMMe cmHAapTnoro pacrnopa. 

A peak with the retention time 
corresponding to that of menthol in the 
standard solution chromatogram shall be 
present in the test solution chromatogram 
obtained during "Menthol Assay" test. / 
Ha xpoMaTorpaMMe HCnh1TyeMoro 
pacrnopa, nony'!eHHoro np11 npoBe.l(eHHH 
HCnhITamu1 «KOJ1H4eCTBeHHOe 
onpe):{enett11e. MeHTOJJ», AOJJ)KeH 

Conclusion : APPROVED / 
3aKJJIO'lenue: OJJ:OliPEHO 

Approved by: Quality Assurance/Authorized 
person/ OAo6petto: O6ecne'!eH11e 
Ka'-!eCTBaiOTBeTCTBeHHOe m1uo: 

•,( U\N IL Kl/vi~~ 
~LV-1 

I Date/ (11 ~cfJ, ,-c1--UL6 
)],am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys .com 

I 



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

Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTI1<1>11KAT AHAJ1113A 

Product : Nise Plus, gel 50 g 
Ilpo;J:yKT: Haih® Timoc, reJib AJIH ttapy)l(ttoro ITpttMetteHttH, 50 r 

Market/ PhIHOK : Russia I Pocc1111 

Batch No./ 
V260215 

Batch Quantity / 19500 units/ 

CepuH .N2 
: 

Pa3Mep cepuu 
: 19500 e;J:11Hl11..( 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AHaJIUTU'leCKUH 0T'leT .N2 )].aTa aHaJiu3a 
Date of Manufacture/ 

03/2026 
Date of Expiry / 

02/2028 
llaTa npoU3B01ICTBa 

: roti:eH ;J:0 
: 

Mfg. License No./ 
IlpOU3BO;J:CTBeHHaH : MNB/05/263 MA number: I HoMep PY : JIII-.N2(003312)-(Pr-RU) 
JIUL(eH3UH .N2 
Analysis performed according ND No/ Ana.run npoBeLieH no H)]. .N2: JIII-.N2(003312)-(Pr-RU)-021023 

- Capsaicin I Kanca1111uH Complies as prescribed/ 
CooTBeTCTByeT Tpe6oBaHJ1HM 

Page 4 of 15 / CTp. 4 H3 15 
06ttapy)l(J1BaTbCH 
COOTBeTCTBYIOll.11111 
yti:ep)l(ttBaHHH mt Ky 

ITHK, 
ITO BpeMeHtt 

MeHTOJia Ha 
xpoMaTorpaMMe cTattti: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. I Ha 
xpoMaTorpaMMe HCITbITyeMoro pacTBopa, 
ITony11ettttoro ITPH ITposeti:ett1111 
11CITbITaHl1H «KoJ111qecTBeHHOe 
OITpeti:enett11e. KaITca11u11tt 11 ttaTpttH 
6eH30aT», AOJI)l(eH o6ttapy)l(ttBaTbCH ITHK, 

COOTBeTCTBYIOll.11111 ITO BpeMeHtt 
yti:ep)l(HBaHttH ITHKY KaITca11u1111a Ha 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: Tipoti:yKT cooTBeTcTByeT Tpe6osattttHM H)l 3aKJIIO'leHue: O)1.OBPEHO :=:::::== ========:::::;-;:::============,;==========: 
Prepared by / 
Tioti:roTOBJietto:Pravesh 

Rana i 
I
Date / 
)lam: 31.03.2026 

Checked by/ 
TiponepeNo: Rama 

Kant ~ 

~/ 
I Date / 
)lirra; 31.03.2026 

Checked by (AQA) / 
Tiposepetto (AOK): 
Amit Kumar 

/'-~) 
Date/ 
)lam: 31.03.2026 

Approved by: Quality Assurance/Authorized 
person/ Oti:o6petto: O6ecrre11ett11e 
Ka'leCTBa!OTBeTCTBeHHOe J1111..(0: 

'--l ti ('ii L Kl.fr'1 (J~ 

.. Lrl 

I
Date / ~ /,--OJ,~ j.__01-- b 
_)lam: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTH<!>HKAT AHAJ1l13A 

Product : Nise Plus, gel 50 g 
IlpoJJ:yKT: Haib® Ilmoc, reJib .um1 Hapy)l(Horo npHMeHeHHH, 50 r 

Market/ PbrnOK : Russia I Poccm1 

Batch No./ 
V260215 

Batch Quantity/ 19500 units/ 
: 

Pa1Mep cepuu 
: 

19500 e,UHHHU: CepuH .N! 
Analytical Report No. I 

: 040003316687 
Date of Analysis / 

: 31.03.2026 
AnaJJUTU'leCKUH OT'leT .N! )],aTa anaJ1u1a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2028 : : 

llaTa npou1BOJJ:CTBa roJJ:eH JJ:O 

Mfg. License No./ 
IlpOH3BOJJ:CTBeHHaH : MNB/05/263 MA number: I HoMep PY : JIII-.N!(003312)-(Pr-RU) 

JlHUeH3HH .N"! 
Analysis performed according ND No/ Anamn nposeJJCH no HJ], .N!: JIII-.N!(003312)-(Pr-RU)-021023 

2b Bv HPLC (PDA) I B3}KX c ouoono-Mamou'IHbtM oeme«moooM 
- Nimesulide I HuA1ecyJ1uo Complies as prescribed/ 

CooTBeTcTByeT Tpe6oBaHH51M 

Remarks : The Product confirms to ND/ 
IlpHMe'lauue: Ilpo,uyKT cooTBeTCTByeT Tpe6osaHHHM HU 

Prepared by / Checked by / Checked by (AQA) / 
Ilo.uroTOBJieHo: Pz ·a e h nposepeHo: Rama TTp.osepCHO (AOK): 
Rana Kant 

~~ 
AmHKr ~ 

IDate / I Date / I)ate / 
:)],am: 31.03.2026 : )lam: 31.03 .2026 )laTa: 31 .03.2026 

Page 5 of 15 / en,. 5 H3 15 
xpoMaTorpaMMe CTaH.uapTHOfO paCTBOpa. 

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 CneKTP 
nornow:eHm1 n11Ka HHMecynH.ua Ha 
xpoMaTorpaMMe HCCTbITyeMoro paCTBOpa, 
nonyqeHHoro npu npose.ueHHH 
HCTibITaHH51 «KOJIH'leCTBeHHOe 
orrpe.ueneHHe. HuMecym1.u 11 
MeTHJICaJIHU:HJiaT>>), .UOJI)KeH 
COOTBeTCTBOBaTb cneKTPY rrornow:eHH51 
nHKa HHMecynH.ua Ha xpoMaTorpaMMe 

Conclusion : APPROVED / 
3aKmoqeuue: Ol(OEPEHO 

Approved by: Quality Assurance/ Authorized 
person I O,uo6petto: O6ecneqem1e 
Ka'!eCTBa/OTBeTCTBeHHOe JIHUO: 

<J l)r0/ l ~ l/11'--{ {J r2._ 

---< v1 
!Date/ 
)],am: 

'-$1-dJ,~.!_(/l- £ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9J 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· 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<DHKAT AHAJI113A 

Product : Nise Plus, gel 50 g 
IIpo,11,yKT: Hath® Timoc, reJib 1lJill Hapy)l<H0ro npHMeHemrn, 50 r 

Market/ PhIHOK : Russia/ PoccHll 

Batch No./ 
V260215 

Batch Quantity I 19500 units/ 
CepHH .N"2 

: 
Pa1Mep cepuu 

: 
19500 e,[(HHHU 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AuaJIHTH'ICCKHH 0T'leT .N"2 .Ll:aTa auaJiu1a 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2028 

.Ll:aTa np0HlB0,11,CTBa 
: 

fo,11,eu .11.0 
: 

Mfg. License No./ 
IIpoHJB0,11,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-.N"2(003312)-(Pf-RU) 

JIHUeH3HH .N"2 
Analysis performed accordin~ ND No I Auamn np0Be11eu no H.LI. .N"2: JIII-.N"2(003312)-(Pf-RU)-021023 

Pa2e 6 of 15 / CTp. 6 HJ 15 
crnu,napTHoro pacrnopa. 

- Methyl salicylate I Complies as prescribed/ The absorption spectrum of methyl 
MemUJICG!IUlJUIWm CooTBeTcTByeT Tpe6oBaHHllM salicylate peak in the test solution 

chromatogram obtained during 
"Nimesulide and Methyl Salicylate Assay" 
test shall comply with that of methyl 
salicylate peak in the standard solution 
chromatogram. I CneKTp norJioll(eHHR 
ITHKa MeTHJICaJIHUJiJiaTa Ha 
xpoMaTorpaMMe HCITbITyeMoro pacTBopa, 
ITOJI)"leHHOro npu npose,neHHH 
HCITbITaHHll «KOJIHqecTBeHHOe 
onpe,11,eJieHHe. HuMecyJIH1l H 
MeTHJICaJIHUHJiaT» ), 1l0JI)l(eH 
COOTBeTCTBOBaTb cneKTpy norJioll(eHHll 
ITHKa MeTHJICaJIHUHJiaTa Ha 
xpoMaTorpaMMe cTaH)l.apTuoro pacTBopa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpuMe11auue: Ilp01lYKT coorneTcrnyeT rpe6oeaHHllM HJ:J: 3aKJ110•1c1me: OAO.GPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
IloJJ.rOTOBJieHo: Pravesh IlpoBepeHo: Rama npoeepeHo (AOK): person / O,no6peHo: O6ecneqeHHe 
Rana 1 Kant 

~ 
Amit Kumar KaqecTBa!OTBeTCTBeHHOe JIHUO: 

0 ,-J\ (J\J i-Ji l J,( UN pQ___ 

< :,,..../ 
IDate / I Date / Date I IDate / J /'l!J ,-1-d l-6 
:llaTa: 31.03.2026 : )laTa : 31.03.2026 )lai-a: 31.03.2026 .llai-a: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJII13A 

Product : Nise Plus, gel 50 g 
Ilpo,11;y1CT: Haib® Timoc, renb ,ll;Jill Hapy)KHOro npttMeHeHJrn, 50 r 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
V260215 

Batch Quantity / 19500 units/ 

Cepttsi .N'2 
: 

Pa3Mep cepnn 
: 

19500 e,11;1rnm.1, 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AnaJJHTH'leCKHH 0T'leT .N'2 l(aTa anaJJttJa 
Date of Manufacture/ 

03/2026 
Date of Expiry/ 

02/2028 
,LlaTa np0H3B0,ll;CTBa 

: ro,11;eH ,11;0 
: 

Mfg. License No./ 
IIpott3BO,ll;CTBenuaH : MNB/05/263 MA number: / HoMep PY : JIII-.N'2(003312)-(Pr-RU) 
JJHI.teH3HH .N'2 
Analysis performed accordin2 ND No I Auamn npose11.eu no Hll .N'2: JIII-.N'2(003312)-(Pr-RU)-021023 

- Capsaicin I Kancaut/UH 

2c Bv TLC I TCX 

Remarks : The Product confirms to ND/ 

Complies as prescribed/ 
CooTBeTcTByeT Tpe6oBaHttllM 

IlpttMe'laHtte: Tipo.n:yKT COOTBeTCTByeT Tpe6osaHHllM H)l 

Prepared by / Checked by I Checked by (AQA) / 

Don.rOTOBJJeuo: Prz ve h OposepeHo: Rama TipoeepeHO (AOK): 
Rana Kant 

~ 
Amit Kumar 

/\-~ 
'Date / I Dat.e / D ate I 
:)laTa: 31.03.2026 : Ll,aTa: 31 .03 .2026 )].ara: 31.03.2026 

Page 7 of 15 / CTp. 7 u3 15 
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 nornomeHJrn 
mma Karrcau11,11Ha Ha xpoMaTorpaMMe 
HCITbITYeMoro pacTBOpa, nonyi.1eHHOro 
rrp11 rrpoBe,ll;eHHH HCnbJTaHttll 
«KOJIH'!eCTBeHHOe onpe,11;eJ1eH11e. 
Karrca1111,11H 11 HaTpttll 6eH3oaT»), .[(OJI)KeH 
COOTBeTCTBOBaTb crreKTPY nornomeHHll 
rr11Ka Karrca1111,11Ha Ha xpoMaTorpaMMe 
crnH.n:apTHoro pacTBopa. 

Conclusion : APPROVED / 
3aKJHO'lettue: O)lOliPEHO 

Approved by: Quality Assurance/Authorized 
person / O.n:o6peHo: O6ecne'!eH11e 
Ka4ecTBa/0rnercTBeHHoe n1111,o : 

,~'uN I L f' ' 1,, 11--,(L 
_f,_~ 

:Aara: 
'Date / ,1 /-(/J • :1. n.£ 

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: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 
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•·· 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 <D l1KA T AHAJ1l13A 

Product : Nise Plus, gel 50 g 
TTpo/l.yKT: Haib® nmoc, reJib /l.Jill Hapy)KHoro rrpHMeHeHHll, 50 r 

Market / PMHOK : Russia I PoccHl! 

Batch No./ 
: V260215 

Batch Quantity/ 19500 units/ 

Cepttsi N2 Pa1Mep cepu11 
: 

19500 e,nHHHU 

Analytical Report No. / 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AHaJJHTH'leCKHH 0T'leT N2 ,ll,arn aHaJJHJa 

Date of Manufacture/ 
: 03/2026 

Date of Expiry / 
02/2028 

.[J:aTa np0H3B0/l.CTBa ro/].eH )).0 
: 

Mfg. License No. / 
IlpOH3B0/l.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N'!(003312)-(Pr-RU) 

JJHUeHJHH N2 
Analysis performed according ND No/ AmtJJH3 npose)len no H.LI: N2: JIU-N2(003312)-(Pr-RU)-021023 

Page 8 of 15 / Crp. 8 H3 15 
- Menthol I MeHmOfl Complies as prescribed I The position of the main spot in the test 

CoOTBeTCTByeT Tpe6oBaHHl!M solution chromatogram shall correspond 
to that of the main spot m menthol 
reference standard solution 
chromatogram. I OcHOBHoe fll!THO Ha 
xpoMaTorpaMMe HCITbITYeMoro paCTB0pa 
ITO ITOJIO)KeHHIO ,[\OJI)KHO C0OTBeTCTBOBaTb 
OCHOBHOMY rnnHy Ha xpoMaTorpaMMe 
pacTBopa CTaH,LlapTHOro 06pa1ua 
MeHTOJia. 

3 Net weight/ Macca 50 g I 50 r According to requirement I B 
C0,Llep:lKHM0ro ynaK0BKH COOTBeTCTBHH c Tpe6oBaHHl!MH 

4 pH/pH 4.4 4.0 to 6.0 (for 1.0 % aqueous solution)/ 
OT 4,0 AO 6,0 (.um1 1,0 % BOAHOro 
pacTBopa) 

5 Viscosity / BsiJKOCTb 220920 cP /220920 en 150,000 cP to 350,000 cP at 25 °C / 
OT 150000 en .no 350000 en npH 25 °c 

6 Particle size / PaJMep 'faCTHU 22 µm/ 22 MKM Not more than 50 µm / He 6onee 50 MKM 

Related Substances / PoACTBeHHbte npuMecu* 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpttMe'lanue: ITpo.nyKT cooTBeTcTByeT Tpe60BaH1rnM H)l aKJJIO'leHue: O.11:OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
ITo.nroTOBJieHo:Pravesh ITpoBepeHo: Rama npoBepeHO (AOK): per on / OAo6peHo: O6ecrre'leHtte 
Rana Kant 

~~ 
Amit Kumar Ka<JecTBal OTBeTcTBeH1-1oe m1uo: 

i I' <j'Uf'1rL f(u~v/ /1(_ - __ <v-J 
IDate / I Date / Date/ IDate / '2 1-oJ-;-.( Cll-6 
:)lam: 31.03.2026 : )],am: 31.03.2026 )lam: 31.03.2026 :.QaTa: 

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: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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•·· Dr.Raddy's~;• 

Product : Nise Plus, gel 50 g 

CERTIFICATE OF ANALYSIS 
CEPTI1cDl1KA T AHAJII13A 

Ilpo,ny1n: Haib® flmoc, renb .n:mI Hapy)lrnoro np11MeHemrn, 50 r 

Market/ PblHOK : Russi a / Pocc,rn 

Batch No./ 
: V260215 

Batch Quantity/ 
CepuH .N°! PaJMep cepuu 

Analytical Report No./ 
: 040003316687 

Date of Analysis/ 
AHaJJttTH'IeCKttit OT'IeT .N°! )],aTa aHaJJttJa 

Date of Manufacture/ 
: 03/2026 

Date of Expiry/ 
)],aTa npottJBOACTBa fo,neH AO 

Mfg. License No./ 

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 

19500 units/ 
: 

19500 e,n:HHHLI, 

: 31.03.2026 

: 02/2028 

IlpOH3B0.[(CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIII-N!(003312)-(Pf-RU) 
JIHU,eH3HH .N°! 
Analysis performed according ND No I Attamn rrpoBCllCH no H)]_ .N°!: JIII-N!(003312)-(Pf-RU)-021023 

Page 9 of 15 / CTp. 9 HJ 15 
7 Impurity C / flp11Mecb C Below LOQ (LOQ = 0.0272 %) / Hm1<e rrpe,l.leJia Not more than 0.2 % / He 6onee 0,2 % 

KOJIHqecTBeHHoro orrpe,l.leJieHHll (TTKO = 

0,0272 %) 

Impurity D / flp11MeCb D Not detected I He o6HapylKeHa Not more than 0.2 % / He 6onee 0,2 % 

Highest Unknown Impurity/ Below LOQ (LOQ = 0.0392 %) / HmKe rrpe,l.leJia Not more than 1.0 % / He 6onee 1,0 % 
E,n:HHH4Hal! KOJiwteCTBeHHOro onpe,l.leJieHHll (TTKO = 

He11,neHT11¢11u,11poBaHHall 0,0392 %) 

rrpttMeCb 

Total impurities / CyMMa Below LOQ / H11lKe rrpeneJia KOJIH4eCTBeHHoro Not more than 1.5 % I He 6onee 1,5 % 

rrpHMeCeM orrpeneJieHHll 

8 Microbial contamination/ MttKpo6ttoJ1orw1ecKaH 'IHCTOTa 
Total viable aerobic count I Less than 50 CFU/g / Not more than 102 CFU/g / 
06ll.(ee KOJ1114eCTBO MeHee 50 KOE/r He 6onee 102 KOE/r 

)KH3Hecrroco6HbIX a3p06HbIX 

MHKpoopraHl13MOB 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'laHue: IlpOJlYKT cooTBeTcTByeT Tpe6oBaHHJIM H.U 3aKJJIO'leHtte: O)1.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TioJJ.r OTOBJietto: Prave h npoeepeHo: Rama rlpoBepeHo (AOK): per on / 0.n:o6petto: 06ecneqett11e 

Rana Kant 

tA~ Amit KuR '~ --- 1<a<JeCTBa!OTBeTCTBeHHOe JIHU,O: 

1 ,(\)NI ( K._(/~-vJ ('it_ 

l _.(,tv) 

IDate/ I Date/ Date/ !Date/ cf )---0~ ·-Jc.QG 
:)lam: 31.03 .2026 : )],ara: 31.03.2026 .[{am: 31.03.2026 .Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, Telangana, India 
Tel: +9J 40 4900 2900, Fax: +91 40 4900 2999, Erna ii: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 

Product : Nise Plus, gel 50 g 

CERTIFICATE OF ANALYSIS 
CEPTI1 <I> I1KA T AHAJ1l13A 

IlpoityKT: Haib® TTmoc, renh ,11.m1 Hapy,1rnoro np11MeHeHm1, 50 r 

Market/ PblHOK : Russia I Poccmi 

Batch No./ 
: V260215 

Batch Quantity/ 
CepnH .N"2 Pa3Mep cepnn 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
AHaJJHTH'leCKHH OT'leT .N"! )laTa aHaJJH3a 

Date of Manufacture / 
: 03/2026 

Date of Expiry/ 
llaTa npoH3BOJlCTBa ro,ll.CH ,ll.O 

Mfg. License No./ 

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 

19500 units I 
: 

19500 e,11.MHl11..( 

: 31 .03 .2026 

: 02/2028 

IlpOH3B0,IJ.CTBCHH3H : MNB/05/263 MA number: / HoMep PY : JIIl-.N"2(003312)-(Pr-RU) 

JJHl..(eH3HH .N°! 

Analysis performed according ND No/ AH:l.11113 npose11eH no HD. .N"2: JIIl-.N"2(003312)-(Pr-RU)-021023 

Paee 10 of 15 / Cm. 10 H3 15 
Total combined yeast and mold Less than 10 CFU/g / Not more than 101 CFU/g / 
count / O6mee 411c110 MeHee 10 KOE/r He 6onee 101 KOE/r 
,11.po,101<eBhlX 11 nnecHeBblX 
rp1160B 

Pseudomonas aeruginosa Absent in 1 g/ OrcyTCTByeT B 1 r Absent in 1 g/ OTCYTCTB11e B 1 r 

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

9 Assay/ KoJJH'leCTBeHHoe onpe.1tenet111e 
Nim esulide** /HuMecyJ1uiJ** 9.9 mg I 9,9 Mr 9.0 to 11.0 mg of C13H12N2OsS 

98.7 % (nimesulide) per 1 g of the product (90 to 
110 % of label claim)/ OT 9,0 ,11.0 11,0 Mr 
C13H1 2N2OsS (HMMecyJJHJI.) B 1 r 
npenaparn (OT 90 JI.0 110 % OT 
HOMHHaJibHOro co.nep)KaHHll) 

~ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilpmtelfa1111e: npo11yKT C0OTBeTCTByeT Tpe6oaaliHJIM H.ZJ: 3alCJIIO'-ICHHe: 0)].0liPEHO 

Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
TTo.nroTOBJJeHo: Pravesh ITpoB peHo: Rama TTpoeepeHo (AOK): person I O.no6peHo: O6ecne4eH11e 
Rana I K,nt ~ 

Amit Kumar Ka'-!ecrna/OrneTCTBeHHOe Jll11..(0: 

~ ~\ L)f"-IIL l(VV'--/f~VZ..._ 

c".-vJ 

IDate / I Date / Date/ I Date/ (1 J--v) '-l n-G 
:.ll.arn: 31.03.2026 : .ll.aTa: 31.03.2026 .ll.aTa: 31.03.2026 Ll,aTa: 

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

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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•·· 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 50 g 
IlpoayKT: Hatb® Ilmoc, renb ,llJlll ttapy)l(H0ro npHMetteHHll, 50 r 

Market/ Pb1HOK : Russia/ PocCHll 

Batch No./ 
: V260215 

Batch Quantity / 19500 units/ 
Cepust .N'2 PaJMep cepuu 

: 
19500 e,llHHHU 

Analytical Report No. / 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AuaJIHTH''lecicuw OT'leT .N'2 )].aTa auanuJa 

Date of Manufacture/ 
: 03/2026 

Date of Expiry/ 
02/2028 

)laTa npOH380,llCTB3 ro,lleH ,llO 
: 

Mfg. License No./ 
IlpoHJBO,llCTBeuuaH : MNB/05/263 MA number: / HoMep PY : JIU-.N'2(003312)-(Pr-RU) 
JIHUeHJHSI .N'! 

Analysis performed accordint?: ND No/ Attamn npose11eH no HJ]. .N'2: JITT-.N'2(003312)-(Pr-RU)-021023 

Methyl salicyfate** I 
MemuJ1canu1Jw,am * * 

Menthol** I MeHmoR** 

Capsaicin** I Kancaut/UH** 

Sodium benzoate I HampuR 
6eHJoam 

99.6 mg/ 99,6 Mr 
99.6% 

49.8 mg/ 49,8 Mr 
99.5 % 

0.2442 mg I 0,2442 Mr 
97.7% 

0.98 mg I 0,98 Mr 
97.8 % 

Page 11 of 15 I CTp. 11 HJ 15 
90.0 to 110.0 mg ofCsHsO3 (methyl 
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 npenapaTa ( OT 90 .no 110 % OT 
HOMHH3JlbHOro co.nep)l(aHHll) 

45 .0 to 55.0 mg ofC10H20O (menthol) per 
1 g of the product (90 to 110 % of label 
claim) / OT 45,0 ao 55,0 Mr C10H20O 
(MeHTOn) B 1 r npenapaTa ( OT 90 .no 110 % 
HOMHH3JlbHOro co.nep)l(aHHll) 

Not less than 0.225 mg of C1sH21NO3 
(capsaicin) per 1 g of the product (not 
less than 90 % of label claim)/ He Mettee 
0,225 Mr C1sH21NO3 (KancaHUHH) B I r 
npenapaTa (He Mettee 90 % oT 
HOMHHaJlbHOro co.nep)l(aHHll) 

Not less than 0.85 mg of C1HsNaO2 
(sodium benzoate) per 1 g of the product 
(not less than 85 % of the label claim) I 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe1.Jaune: Ilpo,nyKT cooTBeTcTByeT Tpe6oaaHHllM H,LJ, 3atcJIIO'leHue: O.IJ:OliPEHO 

I;:::::::=====::::::::::====,;:====;::;:::::::=====..== ========: 
Prepared by / 
no.nroTOBJICHO: Pravesh 
Rana 

I Date/ 
~ aTa: 31.03 .2026 

Checked by/ 
Ilpoaepetto: Rama 
Kant 

I Date / 
,ll.aTa: 31.03.2026 

Checked by (AQA) I 
npoBepetto (AOK): 
Amit Kumar 

/'--. 

Approved by: Quality Assurance/Authorized 
person I O.no6petto: O6ecneqem-1e 
Ka'leCTBal OTBeTCTBeHHOe JlHUO: 

I Date/ 
.[lam: 

-J V N/ C K Vlv/f\ Yl__ __c_, 

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, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTH<DHKAT AHAJIH3A 

Product : Nise Plus, gel 50 g 
Ilpoi:i:y1n: Halb® IImoc, reJJb .[(Jill ttapy)l<HOro rrpttMeHeHHll, 50 r 

Market/ PblHOK : Russia I Pocc11ll 

Batch No./ 
: V260215 

Batch Quantity/ 19500 units / 
: 

Cepusi .N2 Pa3Mep cepuu 19500 e.[(11Hl1U, 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AuaJJHTH'leCKHU OT'leT .N2 11.aTa auaJJH3a 
Date of Manufacture/ 

: 03/2026 
Date of Expiry/ 

02/2028 
11.aTa IlPOH3B0JlCTB3 roi:i:eu JlO 

: 

Mfg. License No./ 
JlpOH3BOJJ:CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIII-.N2(003312)-(Pr-RU) 
JIHU,eH3HH ,Ng 

Analysis performed according ND No/ Aua.rrn3 npoBeaeu no HD. .N2: JIII-.N2(003312)-(Pr-RU)-021023 

Page 12 of 15 / CTp. 12 HJ 15 -
He Meuee 0,85 Mr C1HsNaO2 (ttaTpm1 
6eH3oaT) B 1 r npenaparn (ue Mettee 85 % 
OT HOMHHaJJbHOro CO,[(ep)KaHIUI) 

Buthylhydroxytoluene I 0.40 mg I 0.40 Mr Not less than 0.34 mg ofC1sH24O 
EymuJ12uopoKcumoJ1yoJ1 101.0 % (buthylhydroxytoluene) per 1 g of the 

product (Not less than 85 % of the label 
claim)/ He Mettee 0,34 Mr C1sH24O 
(6yT11J1rHAPOKC11TOJ1yoJ1) B 1 r npenaparn 
(He Mettee 85 % OT HOMHHaJJbHOro 
co.[(ep)Kamrn). 

10 Package/ YnaKOBKa 50 g in a laminated aluminum tube with HDPE shoulder equipped with a tamper-evident 
membrane and a polypropylene cap. 1 tube and a patient information leaflet in a carton. 

IIo 50 r B Ty6y 113 J1aM11tt11posattuoro aJJJOMHHHll c nJ1e1J:OM m II3BII, ctta6)KeHHYJO 
MeM6paHOH ,[(Jlll KOHTpOJJll nepsoro BCKpbITl1ll, 11 ITOJll1IlpOn11J1eHOBOH KpbllllKOH. Ilo 1 
Ty6e B na1J:KY K3pTOHHYIO C JIHCTKOM-BKJJa,[\bJWeM. 

Notes. 
*Release specification limits for the "Related substances" test: 
lmpmity C - not more than 0.10 %; 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lattue: IIpoJJ:yKT COOTBeTcTByeT Tpe6osaHHllM H)], 3aKJJJO'leuue: O11.OEPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilo.[(roTosneuo: Pravesh Tipoaepetto: Rama ITpoaepeHo (AOK): per. on / OJJ:o6petto: O6ecne1J:euwe 
Rana i Kant 

~~ 
Amit Kumar Ka'{ecrna/OTae1·CTsettttoe n11u,o: 

[',_A 'R Ur-I( L f:_(}JA,1 A~-
-<11--1 

IDate / I Date / Date / Date / '.:s I~ -llil-b 
:.Uan: 31.03.2026 : )],a-ra: 31.03.2026 J],arn: 31 .03 .2026 J],arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product : Nise Plus, gel 50 g 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAflI13A 

IlPOJlYKT: Haih® Ilmoc, renb .a.mi Hapy)l(Horo np1,meHemu1, 50 r 

Market/ PMHOK : Russia/ Poccm1 

Batch No./ 
V260215 

Batch Quantity / 
Cepm1 N2 

: 
PaJMep cepuu 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
AttaJIHTH'leCKHH OT'leT N2 .Ll:aTa anaJIH3a 
Date of Manufacture/ 

: 03/2026 
Date of Expiry/ 

I.Ll:an npmnBOJlCTBa fo)leH JlO 

Mfg. License No./ 

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 

19500 units I 
: 

19500 e)lHHHU 

: 31.03.2026 

: 02/2028 

IlpoH3B0JlCTBeHHaH : MNB/05/263 MA number:/ HoMep PY : JIO-N2(003312)-(Pf-RU) 
JIHQeHJHH N2 
Analysis performed accordine ND No/ AttaJ1113 np0Be11ett no H.Ll: N2: JIO-N2(003312)-(Pf-RU)-021023 

Page 13 of 15 / CTp. 13 u3 15 
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 ofC 13H12N2OsS (nimesulide) per 1 g of the product (95 to 110 % of label claim) 
Methyl salicylate - 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 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) 

Tlp11Me'-laH11ll. 
* HopMa crreu11qmKaUmi rrpH sbmycKe no rroKa3aTemo «POJlCTBeHHb1e rrp11Mec11»: 
Tlp11Mecb C - He 6onee 0, 10 %; 
Ilp11Mecb D - He 6onee 0,10 %; 
EJl11Hw1Hall He11)leHTHqmu11posattHall np11MeCb - He 6onee 0,10 %; 
CyMMa rrp11Meceii - He 6onee 1,5 %. 

** HopMa cneu11qmKau11H rrp11 BbmycKe rro rroKa3aTeJIJO «KonH'leCTBeHHOe orrpe)leneH11e»: 
HHMecynH)l - OT 9,5 )lO 11,0 Mr C13H12N2OsS (H11MecynHn) B 1 r rrpenaparn (oT 95 no 110 OT HOMHHaJibHoro conep)l(aH11ll) 
MeTl1JlCaJI!ilUl1JlaT - OT 95,0 no 110,0 Mr CsHsO3 (MeT11ncan11u11naT) B 1 r rrpenapaTa (OT 95 )lO 110 % OT HOMl1HaJibHOro conep)l(aHHll) 
MeHTon - OT 47,5 no 55,0 Mr C10H}oO (MeHTOJl) s 1 r nperraparn (oT 95 )lO 110 % OT HOMHHaJlbHoro conep)l(aH11ll) 
Kanca11u11H - He MeHee 0,2375 Mr C1sH21NO3 (KancaHUHH) B 1 r nperrapaTa (He Mettee 95,0 % OT HOMHHaJibHOro co)lep)l(aHHll) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
Up1u1e•rnm1e: TiponyKT C00TBei:crsyeT Tpe6oBaHHllM H,ll 3aK'Jtt0'leu11e: OJ(OEPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Tlo)lroTosneHo: Prave h npoeepetto: Rama TlposepeHo (AOK): person / Ono6peHo: O6ecne'leHHe 

Rana l Kant 

~~ Amit K""F- Kat1eCTea!OTBeTCTBel-1HOe JHIU,0: .s J r--11 [,11-//~,Q 
,Y _I(\ I 

!Date/ I Date/ Date/ 'Dale / .1 /-(IJ--.J.CJLb 
:,Uarn: 31.03.2026 : ,llarn: 31.03.2026 ,UaTa: 31.03.2026 ,[l.aTa: 

Registered Office: 8-2-337, Road No. 3, Banjarn Hills, Hyderabad - 500034, Telangana, India 
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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 
CEPTI1<I>I1KA T AHAJII13A 

Product : Nise Plus, gel 50 g 
IlpoAyKT: Halh® Timoc, renb Allll ttapy)l(ttoro np11MetteHHll, 50 r 

Market/ PbIHOK : Russia / Pocc11ll 

Batch No./ 
: V260215 

Batch Quantity/ 19500 units/ 
CepuH .N2 Pa1Mep cepuu 

: 
19500 e)J,11HHU 

Analytical Report No./ 
: 040003316687 

Date of Analysis/ 
: 31.03.2026 

AttaJJHTH'IeCKHH OT'leT .N2 ,lJ;aTa attaJJuJa 
Date of Manufacture/ 

: 03/2026 
Date of Expiry/ 

02/2028 
)].aTa fll)OH3B0tJ,CTBa ro)J,eH AO : 

Mfg. License No./ 
fl pOH3B0tJ,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIl-.N2(003312)-(Pr-RU) 
JJHUeHJHH .N2 
Analysis performed according ND No/ AttaJ1111 npose11eH no Hll .N2: JIIJ-.N2(003312)-(Pf-RU)-021023 

Page 14 of 15 / CTp. 14 HJ 15 

API name/ HauMenosauue A<l>C: 
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin / 
HttMecymtA MeTHJlCa.rIHUHJiaT JleBOMeHTOJl Kanca11u11tt 

INN /MHH: 
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin / 
H11Mecyn11A MeTHJlCa.rIHUHJiaT JleBOMeHTOJI Kanca11u11tt 

API manufacturer batch number / MS-lA-243031-
LOTU 7622 MLC-2509088 F00l-24002 

HoMep ceouu noouJBOAHTeJJH A<l>C: Ml 
FP Manufacturer API Batch number/ FERA00717 FESA00431 FESR00837 FESA00454 
HoMeo ceouu A<l>C npottJBOAHTeJJH r JI<I>: 

MattranaM <l>opM01a 

)];pare 3HA Jla6oparop11c 

Opratt11Kc JlTA, 
AJlbTa 

Apopa ApoMaTHKC 
l1HK, Tatisattb, 

Jla6opaTOpHC JlTA, K11rnli/ Formosa 
API Manufactured by & country/ l1HJJ.Hll / 

l1HAHll / Alta 
TIBT. JlTA, l1HAHH / 

Laboratories 
IlpouJBOAHTeJJb A<l>C, CTpaua: Mangalam 

Laboratories Ltd., 
Arora Aromatics 

Inc ., Taiwan, Drugs & 
India 

Pvt. Ltd., India 
China Organics Ltd., 

India 

Name, address, authorization No for FP 
manufacturing site/ Control site/ Release Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205, 
site I India (License No MNB/05/263) / 

Remarks : The Product confirms to ND/ 
IlpttMe'laHHe: TipOAYKT CO0TBeTCTByeT Tpe6oB8 Hl-tHM HJ]; 

Conclusion : APPROVED/ 
3aKntO'leuue: O)l.06PEHO 

I Date/ 
narn: 31.03.2026 

Checked by / 
TTpoaepetto: Rama 
Kant t 

~ 
I Date/ 

)laTa: 31.03.2026 

Checked by (AQA) / 
Tiposepetto (AOK): 
AmitKum r 

,_../\ 

Date/ 
)la-ra: 31.03.2026 

Approved by: Quality Assurance/Authorized 
person I OJJ.o6petto: O6ecne'leH11e 
K8"1eCTBa/OTBeTCT13el-lHOe Jil,IUO : ,, 

<..f. ' r->I (_ K_ v/;-11'-

Date/ 
JlaTa: 

__t._ J 
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•·· 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<DHKAT AHAJ1l13A 

Product : Nise Plus, gel 50 g 
Ilpo,llyKT: Haih® ITmoc, reJib )lJrn ttapy)l(ttoro np11Mettemrn, 50 r 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
: V260215 

Batch Quantity / 19500 units/ 
CepuH N2 Pa1Mep cepuu 

: 
19500 e,UHHHU 

Analytical Report No./ 
: 040003316687 

Date of Analysis / 
: 31.03.2026 

AttaJIHTH'IeCKHH OT'IeT N2 )laTa auaJiuJa 

Date of Manufacture/ 
: 03/2026 

Date of Expiry/ 
02/2028 

)laTa npOH3B0,1lCTBa ro,ueu iW 
: 

Mfg. License No./ 
IlpOH3B0)lCTBeHH3H : MNB/05/263 MA number: / HoMep PY : JITI-N2(003312)-(Pr-RU) 
JIHu,euJHH N2 
Analysis performed according ND No/ Atta.run np0Be11ett no HD. N2: JIII-N2(003312)-(Pr-RU)-021023 

HauMeHOBauue, a,llpec H HOMep JIHU,eHJHH 
nJ1oma,uIm, ocymecTBJimomeu 
npOH3B0,1lCTBO!KOHTpOJib Ka'leCTBa/BblDYCK 
r JI<I> 

Page 15 of 15 / CTp. 15 H3 15 
ITpo113BO/lCTBettttoe no,upa3,nenettue-6, B11JIJI. Kxonh, Hanarapx Poy,u, EaM11, 

JJ:11cTp11KT Conatt, x.rr., 173205, 11H,um, (J1Huett31rn 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 and requirements to the medicinal quality and with the specifications 
in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are verified and 
their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 

3a1rn10qeuue O COOTBeTCTBHH: «HacT051LU11M 51 TTO,[(TBep)K,[(aIO, 'ITO np11Be,[(eHHa51 Bhlllle 11HqJOpMal\1151 51BJ151eTC51 ,[(OCTOBepHOH 
11 TOLIHOH. 3m cep1rn: npO.[(YKl\1111 rrp0113Be,[(eHa (BKJIIOL!a51 ynaKOBKY (MapK11pOBKY) 11 KOHTpOJih KaIJecrna) Ha BhillleyKa3aHHOH 
np0113B0,[(CTBeHHOH IlJIOI..Ua,[(Ke (nnor.ua,[(Kax) B TTOJIHOM COOTBeTCTBl111 C Tpe6oBaHl151Ml1 I1paBl1JI Ha,[(Jie)Kar.ueiI 
rrp0113BO)lCTBeHHOH rrpaKTl1Kl1 EBpa311HCKOf"O 3KOHOMl1lfeCKOro COI03a 11 Tpe6oBaHl151Ml1 KOHTpOJI51 KaIJecrna JieKapcTBeHHhIX 
cpe,[(CTB, a TaK)Ke B COOTBeTCTBl111 co cnel(11qJl1Kal\1151Ml1, C0)lep)Kal.Ul1Ml1C51 B pernCTpal\110HHOM ,[(OChe CTpaHbl-11MTTOpTepa. 
3arr11c11 no np0113B0,[(CTBY, ynaKOBKe 11 aHaJil13Y npoBepeHhl, 11 ycrnHOBJieHO 11X COOTBeTCTBl1e Tpe6oBaHl151M I1paBl1JI 
Ha)lJie)Kar.ueJ:i rrp0113BO)lCTBeHHOH rrpaKTl1Kl1 EBpa311HCKOro 3KOHOMl1lfeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqauue: ITpo,uyKT cooTBeTcTByeT Tpe6osatt11J1M HJJ: 3aKJIIO'leuue: O)lOliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Auth01ized 
TTonroTosnetto:P?·av sh ITpoBepetto: Rama ITposepeHo (AOK): person / OJJ,o6petto: O6ecneLiett11e 
Rana K ant ~* Amit K umar trnl.fecna/OTBeTCTBeHHOe JIHU.0: 1!.._ 

~~ c~ UN't L KU--1 1:J. -
~ \.~ 

IDate / I Date / D ate/ !Date / ci )~-J__Vl 6 
:)lam: 31.03.2026 : narn: 31.03.2026 ,[laTa: 31.03.2026 .[laTa: 
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