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

Vill. Khol, Nalagarh Road, Badsii,
Distt. Soian, H.P., 173 205, INDIA
Tei: +91 88165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

[DpoayxT: Haitz® ILmoc, rens aist HapyskHoro npumeHenus, 100

Market / Poraox : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /

Cepusi Ne ) Pazmep cepun * 9850.000 enunuL
Analytical Repourt No./ . 040003320895 Date of Amnalysis / . 26.03.2026
AHanuTH4ecKHH oTueT Ne Jara ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoACTBa T'ogen g0

Mfg. License No. /

‘l’lpomnoacmenﬂaﬂ : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JiMueH3us Ne

Analysis performed according ND No / Avaau3 npoBedes no HJ1 Ne: JITI-Ne(003312)-(PT-RU)-021023

Page 10f12/Crp. 1 u3 12

Ne Test / ITokasaTesb Result / PesyabTaThl Specification / Hopma
1 | Appearance / Onucanue White gel of homogeneous consistency with a | White to off-white gel of homogeneous
characteristic odor. / I'em» Genoro usera | consistency with a characteristic odor. /

OJIHOPOAHOH ~ KOHCUCTEHLMM C  XapaKTEPHBIM | [eqp Gejloro MIM MOYTH GENOTo LBETa
SAMAXOM. OIHOPOAHOM KOHCHCTEHLUH c
XapaKTEePHBIM 3aMaXOM.
2 | Identification/ MaenTndukauus
2a | By HPLC/ BAOXX
- Nimesulide | Humecynuo Complies as prescribed / A peak with the retention time

CootBeTcTBYeT TpeOORAHUAM

corresponding to that of nimesulide in the
standard solution chromatogram should be
present in the test solution chromatogram
obtained during "Nimesulide and Methyl
salicylate ~ Assay" test. / Ha
XpOMAaTOrpaMMe HCIBITYEMOTO PACTBOPA,

NOJYYCHHOTO npu NpOB€ACHUN
MCTIBITAHNA «Konnuecreennoe
OInpeacieHue. HHMCCYJIHZ[ H
METHUJICATULIUNIAT», JIOJDKCH

06HapyKUBATLCS MMHK, COOTBETCTBYIOIIUH
IO  BpPEeMEHH  YAEPXUBAaHHA  MUKY
HUMeCYNuaa Ha XpomaTtorpamMmme
CTaHIapTHOTO pacTBOpa.

IRemarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipogykt cooTBetcTBYET TpeboBaHusam HJJ 3akmoyenue: OJJOGPEHO
Prepared by / B Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarorosneno: Yogesh  |[[Ipoeepeno: Pravesh I[Tposepeno (AOK): person / Ogo6peno: Obecneyenne
Chauhan ‘||Rana Amit Kumar kadyecTBa/OTBETCTBEHHOE JIMLIO:

— st rU~ATL

e — ,L"/\

Date / Date / Date / Date / _9_6/03’—,LOL6
Jara: 26.03.2026 Jlata: 26.03.2026 EaTa: 26.03.2026 Jlarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCH0OAS07

wwa.drredoys.com




Dr. Reddy's Laboratories Lid

‘.o
’ °® Formulation Unit-6
Dr. Reddy s '. Vill. Khoi, Nalagarh Road, Baadii,

Distt. Soian, H.P., 173 205, INDIA
Tel : +91. 98164 56001-02
wwhw.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Mpoayxt: Haitz® Imoc, ress as1s Hapy>KHOTo npuMeHeHus, 100

Market / PoiHok : Russia / Poceus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /

Cepus Ne ) Pazmep cepuu * 9850.000 enyHuMLL
Antlyacal Report.Ne. ¢ : 040003320895 Dateat Andlgsis/ : 26.03.2026
AHannTHYecKkuil oTyer No JaTa ananausa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JaTa npousBoacrea T'omen go

Mfg. License No. /

IIpou3BoaAcTBEHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
anueHsusa Ne

Analysis performed according ND No / Anaaus nposeaen no HJ/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 2 of 12/ Ctp. 2 u3 12

- Methyl salicylate / Complies as prescribed / A peak with the retention time
Memuncanuyunam CooTeeTcTBYET TpebOBaHUAM corresponding to that of methyl salicylate
in the standard solution chromatogram
shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpomaTtorpamMme MCIBITYEMOro
pacTBOpa, MOJIy4EHHOTO MPHU NPOBENEHHH

UCITBITaHUs] «KonnyecTeHHoe
OTNpeneseHuE. Humecynun %}
METHJICAIULIMIIATY, JIOJKEH

0OHapy>KHBaTbCsl MUK, COOTBETCTBYIOLIH
Mo  BPEMEHU  YOEPXKHUBAHUA  TMHKY
MeTHUJCATULIMIATa Ha XpoMaTorpaMmme
CTaHAAPTHOTO pacTBOpa.

Menthol / Mexmon Complies as prescribed / A peak with the retention time
CooTtBeTcTBYET TpeOOBAHUAM corresponding to that of menthol in the
standard solution chromatogram shall be
present in the test solution chromatogram
obtained during "Menthol Assay" test, /
Ha  xpomarorpamMme  HCIIBITYEMOro
pacTBOpa, MONYYECHHOTO MPU NMPOBEACHHU

HCIIBITAHUS «KonuuectreHHOE
OIpeJIENEHHE. Mentosy, NOJIKEH

Remarks : The Product confirms to ND/ Conclusion : APPROVED / -

[pumeyanue: Ipoaykr coorsercrayer TpeGosanuam HJ1 3akayenne: OJJTOBPEHO

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

[Tonrotoeneno: Yogesh (|/[Tposepeno: Prayesh Iporepeno (AOK): person / Onobpeno: Obecneuenue

Chauhan : Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO:

/" /\r//\ . WQUNKL R an.
7 e O~
Date / Date / Date / Date / 9 ok
Jlata: 26.03.2026 Hara: 26.03.2026 Hara: 26.03.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjars Hills, Hyderabad - 500034, Teianganz, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Ersil: mail@drreddys.com
CIN: L85 195AP1984PLCO04507
www. diredoeys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badai,
Distt. Solan, H.P., 173 205, iNDi4
Tel : 491 98165 55001-02
wwiwdrreddys.com

Product : Nise Plus, gel 100 g

Mpoaykr: Haiiz® [lnioc, reib Uis HApy»KHOro npuMeHenus, 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /

Cepus No ) Paszmep cepun © 9850.000 enpHumL
Analytical Repovrt No./ . 040003320895 Date of Analysis / . 26.03.2026
AHanuTHYecKHii oTueT Ne JaTa ananuza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JaTa npon3BoacTBa I'ogen no

Mfg. License No. /

IIpousBoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JiMLeH3us Ne

Analysis performed according ND No / Ananus nposeaed mo H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page3 of 12/ Ctp. 3 3 12

00HAPY)KUBATHLCs TIMK, COOTBETCTBYFOLLHiA
MO BPEMEHH yJepKUBAHUS THKY MEHTOJIA

CoOoTBETCTBYET TPeOOBAHUSIM

Ha  XpoOMaTorpamMme  CTaHHAPTHOrO
pactBopa.
- Capsaicin / Kancauyun Complies as prescribed / 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 HCIbITYEMOIO PAacTBOPA,
TNOJTy4EHHOTO npu NPOBENCHUH
WCIBITAHHUS «KonnuectBeHHoe
onpeneneuste. Kancanumn wu  Hatpua
6eH30aT», NOJIKEH OOHAPYKHUBATHCS MUK,
COOTBETCTBYHOLIH I o BpPEMEHHU
YACPKMBaHUA [HKY KancauuuHa Ha
XpOMaTorpamMMe CTaHIapTHOTO PacTBopa.

2b | By HPLC (PDA) / B22KX ¢ 0u0OHO-ManipuuHbIM 0emeKmopom

- Nimesulide / Humecynuo

Complies as prescribed /
CootsercrByer TpebOBaHUAM

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr cooTeeTcTByeT Tpeboanuam HI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonroroernexo: Yogesh [Mpoeepeno: Pravesh IIposepeno (AOK): person / Ono6peno: ObecneueHue
Chauhan Rana Amit Kumar kadecTBa/OTBETCTBEHHOE JIULIO;

; g AUt RU™AR

/ il _ M

Date / Date / Date / Date / 9 F-LN6
Jlara: 26.03.2026 Jlara: 26.03.2026 Jlara: 26.03.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 5000634, feiaingana, India
Tolb: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drieddys.com

CIN: L85 LA5AP 1984PLCH04507
WwWw.diredaays.com




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIUM3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tel : +97 98165 55001-02
ww\w.drreddys.com

Product : Nise Plus, gel 100 g

Ipoayxkr: Haiiz® Iitoc, resib st Hapys>xHoro npumerenus, 100

Market / PoiHok : Russia/ Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /
Cepusi Ne ) Pasmep cepuun " 9850.000 exunuL
Analytical Repovrt No./ . 040003320895 Date of Analysis / . 26.03.2026
AHanuTHYecKHii oTdeT No Jara anannsa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npon3BoAcTBA T'onen go

Mfg. License No. /
IIpoussoacTBeHHas
JauueH3us Ne

: MNB/05/263

MA number: / Homep PY :

JIII-Ne(003312)-(PT-RU)

Analysis performed according ND No / Auaaus nposeaen no H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 4 of 12/ Crp. 4 u3 12

solution  chromatogram. /  Cnektp
NOrJIOMIEHUA TMHKa HUMeCylHia Ha
XpoMaTorpamMme HCHBITYEMOI0 pacTBopa,
TOJIY4EHHOr0 npu NpOBeAeHUH
HCTIBITAaHUA «KonuuecTBeHHOE
onpeneneHue. Humecynun U
METHJICATIMLIMIATY), JIOJIKEH

COOTBETCTBOBATL CMEKTPY MOMJIOIEHHS
nvKa HUMECYJMAa Ha XpoMaTrorpamme
CTaHAapTHOro pacTBopa.

- Methyl salicylate /

Memuncanuyunam

Complies as prescribed /
CooTBeTcTBYET TpEOOBAHHAM

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
salicylate peak in the standard solution
chromatogram. / Cnektp norsoueHus
nyKa MeTHJICANTHLIMNATA Ha
XpOMaTorpaMme HCIBITYeMOro pacTBOpa,
MOJIy4eHHOT O npu MPOBENCHHH
HCTIBITAHUSA «KonuyecrpeHHoe
OTIpESICNIEHHE. Humecynun H
METHIICAJTMLIMIIAT), JOJIXKEH
COOTBETCTBOBATb CMNEKTPY TONJIOLIEHHS

Remarks : The Product confirms to ND/

IIpumeuanue: Ipoaykt coorBercrByeT TpeboBanusM HJI

Conclusion : APPROVED /
3axnaroyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToproroeneHo: Yogesh [[[Tposepeno: Pravesh ITposepeno (AOK): person / Ono6peno: Obecneuenue
Chauhan Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULLO:
> /.i W amaneta
[ =S
Date / Date / Date / Date / L2106
Jara: 26.03.2026 Jara: 26.03.2026 Hata: 26.03.2026 JlaTa: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, lndiz
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email. maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwydt redoys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baadi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91. 881645 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g

Mpoaykr: Haitz® [Imoc, rens a5 Hapy>xHoro npumenenms, 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /

Cepus Ne ) Pazmep cepun * 9850.000 enuuun
Analytical Repourt No./ . 040003320895 Date of Analysis / . 26.03.2026
AHanuTHYEeCKHIT oTUeT Ne JlaTta anaauza

Date of Manufacture / . 03/2026 Date of Expiry/ . 02/2028

JlaTa npousBoacTBa Tonen no

Mfg. License No. /

IMpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3ns Ne

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JIII-Ne(003312)-(PI'-RU)-021023

Page 5 of 12/ Crp. S u3 12

nMka MeTHJICANTHLIUIATA Ha
XpoMaTorpaMMe CTaHAAPTHOTO pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHHAM

The absorption spectrum of capsaicin peak
in the test solution chromatogram obtained
during "Capsaicin and Sodium Benzoate
Assay" test shall comply with that of
capsaicin peak in the standard solution
chromatogram. / Cnektp nornowmeHus
NMKa KalcaWnMHa Ha Xpomarorpamme
MCIIBITYEMOTO  PACTBOpa, [OJIYYEHHOTO
npu pPOBEACHUH HCITBITaHMS
«KonuuectsenHoe omnpeaeneHue.
KancauiuuH u Hatpus GeHzoat»), mOJbkeH
COOTBETCTBOBATh CINEKTPY IMOIJIOIIEHUS
nMKa KarcaulyHa Ha XpomaTorpamMme
CTaHIapTHOrO PacTBopa.

2c | By TLC/TCX

- Menthol / Menmon

Complies as prescribed /
CooteercTBYyeT TpeOOBaHUAM

The position of the main spot in the test
solution chromatogram shall correspond
to that of the main spot in menthol
reference standard solution
chromatogram. / OcHoBHOe mATHO Ha
XpoMaTorpaMme HCIbITYEMOro pacTBopa
IO MOJIOXKEHHIO JOMKHO COOTBETCTBOBATH

Remarks : The Product confirms to ND/

IIpumeuanme: [IpoaykT cooTreTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by / Checked by /
[ToarorosneHno:
Chauhan

Rana

gesh  |[[Tpoeepeno: Prayesh IIposepeno (AOK):

Checked by (AQA) /

Amit Kumar

Approved by: Quality Assurance/Authorized
person / OpobpeHo: ObecrnieueHne
KﬂquTBa/OTBCTCTBeHHOC JIMLO:

e QUL VAR
Date / Date / Date / Date / Q 6/@/9\0’2,@,
Jlara: 26.03.2026 Jara: 26.03.2026 Jlara: 26.03.2026 Jlara:

S—

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, relangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: matl@drreddys.com

CIN: L851L95APLY84PLCO04507
www.dlredays.com




Dr.Reddy’s ":'“

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJI3A

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

Vill. Khol, Nalagarh Road, Saaii,
Distt. Solan, H.F., 173 205, iNDIA
Tel: +91 981645 55001-02
www.drreddys.com

Product : Nise Plus, gei 100 g
Tpoaykr: Haiiz® itoc, rens as HapyskHoro npumeHenus, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /
Cepus Ne ) Pa3zmep cepun * 9850.000 eanHwuIL
Analytical Repovrt No./ - 040003320895 Date of Analysis / . 26.03.2026
AHanuTHdecknii oTyer No Jara anaausa

:Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JaTa npou3BoacTBa Toaen no

Mfg. License No. /
IlpoussoacTBeHHast
JHueH3ust Ne

: MNB/05/263

MA number: / Homep PY : JIII-Ne(003312)-(PT-RU)

Analysis performed according ND No / Anaaus nposeaen mo HJL Ne: JITI-Ne(003312)-(PT-RU)-021023

Page 6 of 12/ Ctp. 6 u3 12

OCHOBHOMY IISITHY Ha XpOMarorpaMmue

pacTBOpa CTaHAAPTHOTO obpasla
MEHTOA.
3 | Net weight / Macca 100g/100r According to requirement / B
COREPXKMMOTO YIIAKOBKH COOTRBETCTBHU € TPeGOBAHUAMHU
4 | pH/pH 4.5 4.0 10 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (nns 1,0 % BogHOrO
pacTBOpa)
5 | Viscosity / BsizkocTh 234420 cP /234420 cIl 150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIl no 350000 cIl npu 25 °C
6 | Particle size / Pa3mep yacTuu 21 pm /21 MkM Not more than 50 pm / He 6onee S0 MkM
7 | Related Substances / PogcTBeHHbIe npuMecu®

Impurity C / ITpumecs C

Below LOQ (LOQ =0.0272 %) / Huxe npenena
KonuyecTreHHOro onpeneneHus (ITKO =
0,0272 %)

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

Impurity D / TIpumece D

Not detected / He 06Hapy>|<éﬂa

Not more than 0.2 % / ne 6onee 0,2 %

EnvHuuHas

HPUMECD

Highest Unknown Impurity /

HEeUACHTHULIPOBAHHAS

Below LOQ (LOQ = 0.0392 %) / Huxe npenena
konuuecTseHHoro onpeaenenns ([IKO = 0,0392 %)

Not more than 1.0 % / "e 6onee 1,0 %

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorBercTByeT TpeGoBanvsm HJI

Conclusion : APPROVED /
3aknouenune: OJJOBPEHO

Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1484PLCHOAS0T

wWwWWwLdireauys.com

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Mogrotoeneno: Yogesh |[[IpoBepeno: Pravesh [Tposepeno (AOK): person / Opobpeno: Obecneyenue
Chauhan /9 ; Rana Amit Kumar kauecTea/OTBETCTBEHHOE JINLIO!
2= A LUt Ko
/ d - < v
Date / Date / Date / Date / Dy Tk
Jara: 26.03.2026 Hara: 26.03.2026 JHara: 26.03.2026 JlaTa:
Registered Office: 8-2-337, Road No. 3, Banjara tills, Hvderabad - 500034, Teiangana. indis
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laporateries Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.B., 173 205, INDIA
Tel:+91 98165 55001-02

www, drreddys.com

Product : Nise Plus, gel 100 g

I poaykt: Haiiz® [Tnroc, reas a1s HapyxHoro npumeHenus, 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /
Cepus Ne ) Paszmep cepuu © 9850.000 enuHuML
Analytical Repovrt No./ . 040003320895 Date of Analysis / . 26.03.2026
AHanHTHYecKHH oTyeT No JaTta aHajau3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JaTta nponuzsoacTBa I'oxen no

Mfg. License No./
IIpousBoacTBeHHAR
anueH3usa Ne

: MNB/05/263

MA number: / Homep PY : JITI-Ne(003312)-(PF-RU)

Analysis performed according ND No / Ananus nposeaen no H/L Ne: JIII-Ne(003312)-(PI'-RU)-021023

Page 70f 12/ Crp. 7 u3 12

Total impurities / Cymma
npumeceit

Below LOQ / Hwxe npenena
KOJIMYECTBEHHOTO ONPEACICHUS

Not more than 1.5 % / ne 6onee 1,5 %

8 |Microbial contamination / MukpoGuoJoruyeckasi Y4ucToTa

Total viable aerobic count /
Obee KOJHUYECTBO
KH3HECTIOCOOHBIX a’poOHbIX
MHUKPOOPraHU3MOB

Less than 50 CFU/g /
Menee 50 KOE/r

Not more than 10> CFU/g /
He 6onee 10> KOE/r

Total combined yeast and mold
count / O61iee yucio
NPOMOKEBBIX U IIECHEBBIX
rpubos

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

Not more than 10! CFU/g /
He 6onee 10' KOE/r

Pseudomonas aeruginosa

Absent in 1 g/ OtcytctByeTB 1 T

Absent in 1 g/ OrcytcTeue B 1 1

Staphylococcus aureus

Absent in 1 g/ OtcytctByerB 1 T

Absent in 1 g/ Orcytcteue B 1 1

9 | Assay / KonuuecTBeHHOe onpeaesieHue

Nimesulide** / Humecynud**

9.8 mg/9,8 mr
98.3 %

Remarks : The Product confirms to ND/

Hpumeuanue: [IponykT cootBercTBYeT TpeGoBaHusam HJL

9.0 to 11.0 mg of C;3H|2N>0OsS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
Ci3Hi2N:0sS  (uumecynuzn) B 1 1

Conclusion : APPROVED /
3axkmioyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
||ITloarotoeneno: Yogesh ||[Iposepeno: Pravesh TMpoeepeno (AOK): person / Onpobpeno: Obecrieuenue
Chauhan 3 Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIMLO:
/ [\ - UL 1AL
// - = 4\
Date/ Date / Date / Date / J
Jara: 26.03.2026 Jlara: 26.03.2026 Jlara: 26.03.2026 Hara: i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teizigana, Indiz
Tal- 491 40 4900 2909, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85 1A5APLH384PLCHN4 507

ww. diredays.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalazarh Road, Baddi,
Distt. Soian, H.B., 173 205, iNDI4&
Tel: +91 981646 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

Mpoaykt: Haits® [Tmioc, rens s Hapy»kHOTo npuMeHenns, 100 1

Market / PoiHok : Russia / Pocecus

Batch No. / © V260219 Batch Quantity / . 9850.000 units /

Cepusi No ) Pasmep cepun * 9850.000 enrHuI
Analytical Repo“rt No./ . 040003320895 Date of Analysis / . 26.03.2026
AHaJHTHYeCcKHI oTueT N JlaTa aHann3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoAcTBa TogeH g0

Mfg. License No. /

IIpousBoacTBeHHAas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)

JuueH3us Ne

Analysis performed according ND No / Anann3 nposeaed mo HJI Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 8 of 12/ C1p. 8 m3 12

Methyl salicylate** /
Memuncanuyunam**

Menthol** / Menmon**

Capsaicin®™* / Kancauyun**

Sodium benzoate / Hampus

99.1 mg/ 99,1 mr
99.1 %

49.4 mg/ 49,4 mr
98.8 %

0.2479 mg / 0,2479 mr
99.2 %

0.98 mg/0.98 mMr

npenapara (ot 90 npo 110 %
HOMHUHAJIBHOTO COJEpKaHHs)

90.0 to 110.0 mg of CgHzO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTuaCanuuunar) B
1 r npenapara (ot 90 10 110 % ot
HOMMHAJIBHOTO COACPIKaHHsT)

45.0 to 55.0 mg of C1oH20 (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CioH2O
(menron) B 1 r npenapara (ot 90 no 110 %
HOMMHAJIHOTO CONEPIKAHHSL)

Not less than 0.225 mg of CisH27NO;
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr CigH2»7NO; (kancauuuu) B 1 ¢
npenapata (He meHee 90 % oT
HOMMHAJILHOTO COACPIKAHHUA)

Not less than 0.85 mg of C;HsNaO-

oT

6enzoam 97.8% (sodium benzoate) per 1 g of the product
- - (not less than 85 % of the label claim) /
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Iponykr coorsercTByeT TpedoBanuam HJ| 3akawuyenne: OJOEPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[Monrorosneno: Yogesh [|[[Ipoeepeno: Prayesh [Mposeperio (AOK): person / Ono6peno: OGecnieueHue
Chauhan Rana Amit Kumar kauecTBa/OTBETCTEEHHOE JIULIO:
e Qurt U EuA i
Date / Date / Date / Date / a9 k206
Hara: 26.03.2026 Jara: 26.03.2026 Jlara: 26.03.2026 Jara: A

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, Indie
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85 195AP1984PLCL04507
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Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd
Formulation Unit-6
Vill. Khoi, Nalagarh Road, Baadii,
Distt. Solan, H.P., 173 205, {NDiA
Tel : +91 881656 56001-02
www.drredoys.com

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIU3A

Product : Nise Plus, gel 100 g
Ipoaykt: Haitz® Intoc, resib ans HapyskHoro npuMeHeHus, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /

Cepus Ne ’ Pa3mep cepuu " 9850.000 equHML
Analytical Repo:‘t No./ . 040003320895 Date of Analysis / . 26.03.2026
AHaJuTHYeCKHi oTueT No Jara ananu3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npon3BoOACTBA Tonen go

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuneH3us Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITI-Ne(003312)-(PT'-RU)-021023
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He menee 0,85 mr C7HsNaO- (natpus
6ensoar) B 1 r npemnapara (He MeHee 85 %
OT HOMUHAJILHOTO COAEPIKAHHS)

Buthylhydroxytoluene /
Bymuneuopoxcumonyon

0.40 mg/ 0,40 mr
99.8 %

Not less than 0.34 mg of CsHa4O
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mMr CjsHO
(6yTrnruapokcuTonyon) B 1 r npenapara
(ne meHee 85 % OT HOMHHAABLHOTO
COZIEpKaHuUA).

10

Package / YnakoBka

100 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.

ITo 100 r B TyOy M3 JTaMUHUPOBAHHOTO ANOMHMHUA ¢ TiedoM u3 [I3BII, cHabxeHHyrO
MeMOpaHOH II KOHTPOJIS MEPBOTO BCKPBITHS, W IOJUIPONMIEHOBON Kpblikoit. [To 1
TyOe B Mauky KapTOHHYIO C TMCTKOM-BK/aABILIEM.

Notes.

*Release specification limits for the "Related substances" test:

Impurity C — not more than 0.10 %;
Impurity D — not more than 0.10 %j;

Any single unidentified impurity — not more than 0.10 %;

Total impurities — not more than 1.5 %.

Remarks : The Product confirms to ND/

Ilpumeuanue: Ilponykt coorsercTByeT TpeGoBanusam HJJ

Conclusion ; APPROVED /
3akmwoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMonrotosneHo: Yegesh ||IIposepeno: Pravesh [Mposepeno (AOK): person / OpobpeHo: ObecneyeHue
Chauhan Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
/— j A QUL Ry
/ a— _ QU™
Date / Date / Date / Date / gl @/d}:)\(]l»é)
Jlata: 26.03.2026 Hara: 26.03.2026 Hara: 26.03.2026 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiaingana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L851A5AP1S84PLCO04507
www.drredays.com




Dr.Reddy’s ‘.:..

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

Vill. Khoi, Nelagarh Roac, Baadi,
Distt. Soian, H.E, 173 205, iNDIA
Tel: +91 98165 55001-02
wwiw.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g
ITpoaykt: Haiiz® [Itoc, resb [Uis HapyxHOro npumeHenus, 100 r

nuueH3ust Ne

Market / Peivok : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /

Cepus Ne i Pasmep cepun © 9850.000 exynuig
Analytical Repovrt No./ . 040003320895 Date of Analysis / . 26.03.2026
AHanuTnueckuii oTueT No JaTta aHanu3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JaTa npou3BOACTBA T'ogen go

Mfg. License No. /

IIpon3BoacTBEHHASN : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI"-RU)

Analysis performed according ND No / Auanus nposeaes mo H/I Ne: JITI-Ne(003312)-(PI'-RU)-021023

**Release specification limit for Assay of:
Nimesulide — 9.5 to 11.0 mg of Ci3H2N>OsS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate —95.0 to 110.0 mg of CgHsO;3 (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of CjoH200 (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of C1sH27/NO3 (capsaicin) per 1 g of the product (not less than 95 % of label claim)

Ipumeuanus.

Page 10 of 12 / Ctp. 10 u3 12

* Hopma cneuuduKaLuu 1py BIMYCKe M0 TI0Ka3aTeo « POICTBEHHbIE IPUMECK:

ITpumeck C — ne 6onee 0,10
Ipumece D — ne 6onee 0,10

%o;
Y05

EnvHuuHas HeuaeHTUOULIMPOBaHHAs npuMecs — He 6onee 0,10 %;
CyMMa nipumeceit — He 6onee 1,5 %.

** Hopma cnenudukaniny npu BeIMycke Mo nokaszatento «KonnuecTseHHOE onpeneneHues:
Humecymma -- Ot 9,5 1o 11,0 mr Ci3H2N205S (humecynun) B 1 r npenapara (ot 95 no 110 oT HOMHHAIBHOTO COAEpIKaHHsI)

Metuncamuuunar — Ot 95,0 10 110,0 mr CsHgO3 (MeTuncanuumiar) B 1 r npenapata (0T 95 1o 110 % ot HOMHHAIBEHOrO COAEPKAHNA)

Menton — Ot 47,5 o 55,0 mr CioH0O (MenTon) B 1 r nmpenapara (ot 95 o 110 % oT HOMHUHATIBHOTO COlEpPIKAHUSA)
Kancanuuu — He menee 0,2375 mr Ci3sH27NO; (kancanumn) B 1 r npenapata (He MmeHee 95,0 % OT HOMHHAJILHOTO COAEPKAHMU)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponyxt cooTBeTcTBYET TpeGoranuam HJJ 3aknwyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: Yogesh |[[Tposepeno: Pravesh Ipoeepeno (AOK): person / OnobpeHo: Obecneuenue
Chauhan Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:

3 U=t KuwWpIL

= e ,4""/}

Date / Date / Date / Date / L GO )AL
Jlara: 26.03.2026 Jlara: 26.03.2026 Jara: 26.03.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjars Hilis, Hyderabad - 500034, Teiangana. India
Tel: +91 40 4900 2909, Fax: +91 40 4800 2999, Email: mail@drreddys.com

www,direduys.com

CIN: L85 195AP 1984PLCHO4A5QT
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Dr. Reddy’s Laporatories Ltd.
Formulation Unit-6

Vill. Khol, Nelagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDi{
Tel - +91 98165 56001-02
wwi.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

IMpoayser: Haiiz® ITntoc, rens juis HapysxHoro npumerenus, 100 r

Market / PbiHok : Russia / Poccus

Batch No. / . V260219 Batch Quantity / . 9850.000 units /
Cepusi N ) Pasmep cepun ' 9850.000 enuuuL
Analytical Repourt No./ . 040003320895 Date of Analysis / . 26.03.2026
AHaJUTHYECKHIH oTYeT No JlaTa anannza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa Npon3BOACTBA T'ogen o

Mfg. License No. /

ﬂp0H3B0ﬂCTBeHHaﬂ

Jauensns Ne

: MNB/05/263

MA number: / Homep PY :

JITI-N2(003312)-(PT-RU)

Analysis performed according ND No / Auanus nposeaen no H/ Ne: JIIT-Ne(003312)-(PI'-RU)-021023

Page 11 of 12/ Crp. 11 n3 12

API name / Hanmernosanme ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun MeTtnicanuumnar JleBomeHTON Kancauuux
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynun MertuncanvuuiaT JlesomeHTON Kancauuun
API manufacturer batch number / MS-1A-243031- LOT U 7852 MLC-2509088 F001-24002
Homep cepuu npoussogutess ADC: Mil
FP Manufacturer API Batch number / FERA00717 FESA00508 FESR00837 FESA00454
Homep cepun A®C npoussoautess I'JID:
Manranam
Tiparc sna Popmo3sa
Anbta Jla6opaTopuc
Upraiis J, JIab6opatopuc JIt, Apepa.pavariis WHk, TaitBaus
API Manufactured by & country / WUnpus / peTep | e Jtn, Unpms / > >
Wnnus / Alta d Kurait/ Formosa
IIpoussoautens A®C, crpana: Mangalam ] Arora Aromatics 7
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India :
. India Inc., Taiwan,
Organics Ltd., ;
; China
India

Name, address, authorization No for FP
manufacturing site / Control site / Release

site /

HaunmenoBanue, agpec ¥ HOMep JHLEH3IHH
OJI01AAKH, OCYLLECTBIIAIMIEH

DPOM3BOACTBO/KOHTPOJIb KAYeCTBA/BhINMYCK

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,

India (License No MNB/05/263)/

[TpounsBoacTeeHHoe nonpazneneuue-6, Bumi. Kxons, Hanarapx Poya, Baaau,
Juctpukr Conau, X.I1., 173205, Unauns (JIunensus Ne MNB/05/263)

| ) (o)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cooreercTByeT TpeGoBanusm HJJ 3akuwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarotoeneno: Yogesh  [[IIposepeno: Pravesh [Tpoeepeno (AOK): person / Opo6peHo: Obecneuenue
Chauhan Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIHIIO:
—A il oy
y: » P o
Date / Date / Date / Date / 5 (Y- 86
Jlara: 26.03.2026 Jara: 26.03.2026 Jara: 26.03.2026 Jara: -

Registered Office: 8-2-337, Road No. 3, Bamjata Hills, Hyderabad - 500034, Teiangana, inais
i Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mait@drraddys com
CIN: L85 195 AP 1484PLCOOAS0T
WWW.AITEdUYS.com




@0 Dr. Reddy's Lanoratories Ltd.
Dr. Reddy,s ‘.‘. Formulation Unit-6
< Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel 1 497 281645 55001-02
www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Nise Plus, gel 100 g
Ipoaykr: Haiiz® [lnfoe, renb Aist HapyxkHOrO npumenetns, 100 r
Market / Poinok : Russia / Poccust
Batch No. / . V260219 Batch Quantity / . 9850.000 units /
Cepus Ne ) Pasmep cepun " 9850.000 enunumn
Analytical Repovrt No./ © 040003320895 Date of Analysis / . 26.03.2026
AHANHTHYECKHIT 0THeT No JlaTa ananusa
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa nponssojacTea 7 Toxen go
Mfg. License No. /
IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
nunensus Ne
Analysis performed according ND No / Auaan3 nposeaen mo H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023
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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 establishedy.

3akuouenne o cooTBeTeTBHN: «HacTosWMM A MOATBEPXKAAIO, YTO NPUBEACHHAS BbIlLE HHDOPMALINS ABIAETCA JOCTOBEPHO
W TOYHOI. DTa cepus NpoAyKUHH NPon3BeicHa (BKIIOYAA YNIAKOBKY (MapKHPOBKY) H KOHTPOJIb KA4ECTBA) Ha BbllLEYKa3aHHOH
MPOM3BOJACTBEHHON Tjlowaake (NIoLaAKax) B MOJHOM COOTBETCTBMM ¢ TpeGosauusmn [lIpaBun Hamnexaiei
MPOM3BOJCTBEHHOM NpakTHky EBpasHiickoro 5KOHOMHUYECKOro coto3a 1 TpeboBaHNAMH KOHTPOJIS Ka4ecTBa JIEKapCTBEHHBIX
CPEJICTB, @ TAKXKE B COOTBETCTBUH CO CHELM(PHKALMAMH, COACPIKALIMMHCS B PErHCTPALMOHHOM J0ChE CTPAHbI-UMMOpPTEpa.
3ankcH 1o NPOU3BOACTBY, YNAKOBKE M aHANW3Y MPOBEPEHbl, H YCTAHOBJEHO HX cooTBeTcTBHE Tpebosanuam [lpasBui
Hajiexalleif npou3BoACTBEHHOH NPpakTHKH EBpasniickoro 3K0HOMHUYECKOT0 COl03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [poaykr coorsercTyer Tpebosanuam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked byT- Checked by (AQA) / Approved by: Quality Assurance/Authorized
ﬂonrm'onnel»to:/\( ogesh [|[IpoBepeno: Pravesh [porepeno (AOK): person / Opobpeno: Obecnieuenue
Chauhan & - [|Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLO!
4 2 = o= kKwmnAg
{75 i Pl
Date / Date / Date / Date / ,L(;ﬁ% 406
JlaTa: 26.03.2026 Jlara: 26.03.2026 Jara: 26.03.2026 Jlara: _

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984FLCLO4507
www.drreduys.com





