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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

Ipoaykr: Haitz® [Lmoc, rens ans napyskHoro npuMeHenus, 100 r

Market / Poirox : Russia / Poccust

Batch No. / . V260218 Batch Quantity / . 9875.000 units /

Cepusi Ne i Pasmep cepun * 9875.000 equrHuL
Analytical Repovrt No./ . 040003319928 Date of Analysis / . 26.03.2026
AHaJHTHYeCKN# oTYeT No JlaTa ananusa

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

JaTta nponssoacrea T'oxeH a0

Mfg. License No. /

Ilpom3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
aunensus Ne

Analysis performed according ND No / Auaans nposeaen no HJL Ne: JITT-Ne(003312)-(PT'-RU)-021023

Page 10f12/ Crp. 1 u3 12

Ne Test / Ilokasarenn Result / Pe3yabTaThl Specification / Hopma

1 | Appearance / Onucanue White gel of homogencous consistency with a | White to off-white gel of homogeneous
characteristic odor. / Temn» Gemoro uBera | consistency with a characteristic odor. /
OIHOPOZHOM  KOHCUCTEHLMM € XapakTEPHBIM | ey, Genoro Mav NMOYTH OENoro LBETa
3araxom.

O,I],HOpO,E[HOﬁ KOHCHUCTCHUUH C
XapaKTCPHBIM 3aIlaXxoM.

2 | Identification/ UaenTnduxauus

2a | By HPLC/B3XKX

- Nimesulide | Humecynuo Complies as prescribed /
CooTBeTcTBYeT TpeOGOBaHUIM

A peak with the retention time
corresponding to that of nimesulide in the
standard solution chromatogram should be
present in the test solution chromatogram
obtained during "Nimesulide and Methyl
salicylate ~ Assay" test. / Ha
XpoMaTorpaMme HCIbITYEMOro pacTBopa,

HOJIy4EHHOrO npu NIPOBEACHHH
UCNBITAHUA «KonuuecTBenHoe
OTIpe/IeTIEHHE. Humecynun u
METHIICATUIINUIIATY, NOJIKEH

06OHapy»KMBAThLCs ITHK, COOTBETCTBYIOLUMH
MO  BpeMEHH  YAEPXKMBAHWA  MHKY
HUMecyIuza Ha Xpomarorpamme
CTaHIAPTHOTO PacTBoOpa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykt coorBercTByeT TpeboraHusam HJ| 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotoneno: Anchal [Tposepeno: Prayesh [Ipoeepeno (AOK): person / Onobpeno: Obecrneuene
L@K— Rana Amit Kumar kagecTBa/OTBETCTBEHHOE JINLIO: 0
2 A
=" Q uNIC KurT
R p
Date / i Date / Date / Date / A 670 2-Uny,
Jlara: 26.03.2026 Jlara: 26.03.2026 Hara: 26.03.2026 Jlara:
Registered Office: 8-2-337, Road Na. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

00 2

Tel; +91 40 4¢

5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

IpoaykT: Haiis® [ntoc, renb s HapyxHOro npumenenus, 100 r

Market / PeiHOK

: Russia / Poccus

Batch No./ . V260218 Batch Quantity / . 9875.000 units /

Cepusi Ne i Pazmep cepuu * 9875.000 equnmiy
Analytical Repovrt No./ © 040003319928 Date of Analysis / . 26.03.2026
AHanuTHYecKHi oTyeT Ne JaTta ananausa

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

JaTa npoussoacTea T'ogen g0

Mfg. License No. /

Ilpou3BoacTBeHHast : MNB/05/263 MA number: / Homep PY : JII-N2(003312)-(PT-RU)
auueH3us Ne

Analysis performed according ND No / Auanw3s nposened mo H/ Ne: JITI-Ne(003312)-(PT'-RU)-021023

Page 2 of 12/ Ctp. 2 u3 12

- Methyl salicylate /
Memuncanuyunam

Complies as prescribed /
CootsercTByeT TpeGOBaHHAM

A peak with the retention time
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 xpomaTorpaMmme HCITbITYEMOTO
pacTBOpa, MOJy4EHHOTO MPH MPOBEAEHHN
HCIIBITAHHUS «KonanuecTBeHHOE
ONpeaeNeHue. Humecynug %
METHJICAJTHLINIATY, JIOJDKEH
0o6Hapy)KNBATbhCA MUK, COOTBETCTBYIOIMI
Mo  BPEMEHH  YHEpXKUBAHUA  IHKY
METH/ICAMLMIATa Ha XpOMarorpamme
CTaHAAPTHOrO pacTBOpa.

Menthol / Menmon

Complies as prescribed /
CoorBercTByeT TpeGOBAHUIM

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  HCMBITYEMOro
pacTBopa, MONY4YEHHOTO MPHU NPOBEJEHHH
MCIIBITAaHUA «KonnuectseHnoe
onpenesenye. MenTom», JOJDKEH

Remarks : The Product confirms to ND/

[Ipumeuanue: [IpoaykT cooTBercTByeT Tpeboannsm HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by /
[Toarotoenero: Anchal

Rana

[Tpoeepeno: Prayesh

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

—A

ap—

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecrneyenue
kayecTBa/OTBETCTBEHHOE JIULIO:

LuriL KumAan
L v

Date /

Jlara: 26.03.2026 -

Date /

JlaTa: 26.03.2026

Date /
Jara:

Date /
Hata: 26.03.2026

2623406

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

fel: +91 40 4500 2900,

CiN: L85195AP1984PLCO04507

www drreddys.com

Fax: +91 40 4900 2999, Email: mail@cdrreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

IIpoayxt: Haitz® ITntoc, resib s HapyskHOro npumereHus, 100 r

Market / Poinox : Russia / Poccus

Batch No./ . V260218 Batch Quantity / . 9875.000 units /

Cepusi Ne ) Pasmep cepun * 9875.000 equHuL
Analytical Repovrt No./ . 040003319928 Date of Analysis / . 26.03.2026
AHanuTuyeckuii oryer Ne Jdata ananuza

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

JaTra npon3BoacTBa T'oneH no

Mfg. License No. /

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

Jauuen3us Ne

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

Page 3 of 12/ Ctp. 3 u3 12

0oOHapy>KHBATbCA MUK, COOTBETCTBYIOIHH
MO BPEMEHU YIECPIKUBAHMS MTUKY MEHTOJIA
Ha  XpoMmarorpamMMme  CTaHAApPTHOrO
pactBopa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooteercTByeT TpeGOBaHUIM

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 HCIBITYEMOTO PACTBODA,
MOJIy4€HHOTO npH NPOBEAEHUH
HCTIBITAaHUS «KonudecTBeHHOE
ompenenenne. KamcauumH W HaTpus
6eH30aT», [NOJDKEH OOHAPYKUBATHCS MUK,
COOTBETCTBYIOLIMI o BpEMEHH
yAEPXKHBAHUA THKY KarncamluMHa Ha
XpoMaTorpaMMe CTaHAAPTHOTO PACTBOPA.

2b | By HPLC (PDA) / B3KX ¢ 0uo0Ho-MampuiHsiM 0emeKnopom

- Nimesulide / Humecynuo

Complies as prescribed /
CootBeTcTBYET TpeGOBaHUAM

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/

I[Ipumeuanne: Iponykr coorBercrByer TpeboBanusm HJI

Conclusion : APPROVED /
3axumouenne: OJJOBPEHO

Prepared by / Checked by /

[Toarorosneno: Anchal IMposepeHo: Pravesh ITposepeno (AOK):

@//) Rana

Checked by (AQA) /

Amit Kumar

ko

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecnieueHue
kayecTea/OTBETCTBEHHOE JTMLIO:

Junic kuHpn
Ry

Date / Date / Date / Date / L 6AY-LOLG
Jara: 26.03.2026 Hata: 26.03.2026 Hata: 26.03.2026 Mara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +9]

40 4

)00 2900, Fax: +91 40 4900 2999, Emai

CIN: LR5195AP1984PLCO0O4507

www.drreddys.com

I: mail@drreddys.com

/




Dr. Reddy's Laboratories Ltd.

Do
t/ ". Formulation Unit-6
Dr‘ Reddy S o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product : Nise Plus, gel 100 g
Tpoaykt: Haiis® Ilntoc, ress s HapyskHoro npumenenss, 100 r
Market / Poinok : Russia / Poccus
Batch No. / . V260218 Batch Quantity / . 9875.000 units /
Cepus Ne ’ Pasmep cepuu * 9875.000 equnu
Analytical Repovrt No./ . 040003319928 Date of Analysis / . 26.03.2026
AHanuTnyeckuii otuer Ne JlaTa anasusa
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
Jata npousBoacrTBa T'ogen go
Mfg. License No. /
IlpousBoacTBeHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
aunensnsa Ne
Analysis performed according ND No / Auanus nposeaed no H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 4 of 12/ Ctp. 4 u3 12

solution  chromatogram. /  Cnektp
MOMJIOLICHHsST MWKA HHAMECYIuaa Ha
XpOMaTorpaMMe HCMLITYEMOTO PAcTBOPA,

MOJIYHYEHHOTO npu MpOBEACHUH
UCIBITaHU «KonuuyecTBeHHOE
onpeneneHue. Humecynun "
METHUJICAJTULIUNATY), JOJIKeH

COOTBETCTBOBATh CHEKTPY [OTJIOLIEHHUS
NMKa HHUMECYJIHJa Ha XpoMaTorpamme
CTaHJapTHOTO pacTBOpa.

- Methyl salicylate / Complies as prescribed / The absorption spectrum of methyl
Memuncanuyunam CoorBercTByeT TpeGOBaHUAM salicylate peak in the test solution
chromatogram obtained during

"Nimesulide and Methy! Salicylate Assay"
test shall comply with that of methyl
salicylate peak in the standard solution
chromatogram. / CrekTp mnoriouenus
nvka METHJICATTMLIMITaTa Ha
XpoMaTorpaMme HCIbITYEMOTO pacTBOpa,
MOJIYYEHHOT'0 npu NpOBEACHHU
WCIBITAHUS «KonnuecrseHHoe
onpenesieHHe. Humecynun U
METHJICATULIHIIATY), JOJKEH
COOTBETCTBOBATh CHEKTPY [OTJIOLUEHHS]

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tponykt coorBeTcTBYET TpedOoBaHUAM H]L 3akiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroroeneno: Anchal IpoBepeHo: Pravesh Iposepeno (AOK): person / Onobpeno: ObecneueHue

@Zﬂ Rana Amit Kumar KaquTBa/OTBeTCTsth’ioe HLO:

A ()‘.}—-I( UL
o ) /\{/ A g
Date / Date / Date / Date / J 50%-20).0
Jlata: 26.03.2026 Jara: 26.03.2026 Hara: 26.03.2026 Jara:
Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
) Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q‘:‘

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Mpoaykr: Haiis® [Imoc, rens aiis HapyKHOro nprmMeHenus, 100 r

ARajnTHYecKUIT oTuyeT Ne

: 040003319928

JlaTa aHaausa

Market / PoiHok : Russia / Poccus

Batch No. / . V260218 Batch Quantity / . 9875.000 units /
Cepus No ) - Pazmep cepun © 9875.000 equHuULL
Analytical Report No. / Date of Analysis / . 26.03.2026

Date of Manufacture /
JlaTa mpou3BoOACTBA

: 03/2026

T'ogen go

Date of Expiry /

: 02/2028

Mfg. License No. /
IponspoacTBeHHas
auueH3us Ne

: MNB/05/263

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

Analysis performed according ND No / Anaaus nposeaen mo HJ/L Ne: JIII-Ne(003312)-(PI'-RU)-021023

Page Sof 12/ Ctp. S m3 12

MUKa METHJICANTULIUTIATA Ha
XpomaTtorpaMMe CTaHOAapTHOro pacTBopa.

- Capsaicin / Kancauyun

Complies as prescribed /

CooteTcTBYeT TpeGOBAHUAM

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 NOrIOMEHNUs
NMKa KalcaWldHa Ha XpoMarorpaMmme

HCIBITYEMOIr0 pacrBOpa, TMNOJYHYEHHOrO
Inpu npoBEOACHNU HUCNBITAHUA
«KonnuecTBeHHOE OnpeaencHue.

KancanuuH u HaTpH: 68H30&T»), JOJIKCH
COOTBE€TCTBOBAaTh CICKTPY MNOIOILICHUA
INHKa KalcaulvHa Ha XpoMaTrorpaMmme
CTaHJapTHOTO pacTBopa.

2¢ | By TLC/TCX

~ Menthol / Menmon

Complies as prescribed /

CootBetcTBYeT TpeGOBAHUAM

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 TIATHO Ha
XpOMaTorpaMMe HCHBITYEMOr0 pacTBOpa
TI0 [OJIOXKEHHIO JOJDKHO COOTBETCTBOBATE

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axnwouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosnero: Anchal [Tpoeepeno: Pravesh [Ipoeepeno (AOK): person / Ono6peno: OGecrieueHne
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLLO;
w,,, A (it KUSAL
— _,<f‘-’“1
Date / Date / Date / Date / A pA3+026
Jlarta: 26.03.2026 Hara: 26.03.2026 Jlara: 26.03.2026 Jara:

Registered Office: §-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: 1L.85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khot, Nafagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g
Mpoaykt: Haiiz® Tlmoc, rens s Hapy>kHOTo npuMenenns, 100 r

Market / PbiHok : Russia / Poccust

Batch No. / . V260218 Batch Quantity / . 9875.000 units /

Cepus Ne ) Pasmep cepun * 9875.000 equnmL
Analytical Repourt No./ . 040003319928 Date of Analysis / . 26.03.2026
AHANUTHYECKHI oTueT No JaTa ananu3za

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

JaTa npou3BoacTea ToxeH 10

Mfg. License No. /

IIpoussoacTeennasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)
JuueH3us Ne

Analysis performed according ND No / Auaauns nposeaes no H/L Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 6 of 12/ Ctp. 6 u3 12

OCHOBHOMY TIIATHY Ha Xpomarorpamme

pactBopa CTAHIAPTHOIO obpasua
MeHTONa.

3 | Net weight / Macca 100g/100r According to requirement / B

COAePHKHUMOro YIaKOBKH COOTBETCTBUH C TPeGOBAHUAMH

4 | pH /pH 4.3 4.0 to 6.0 (for 1.0 % aqueous solution) /
Ot 4,0 no 6,0 (ns 1,0 % BomHOro
pacrBopa)

5 | Viscosity / BazkocTb 216120 cP /216120 cl1 150,000 cP to 350,000 cP at 25 °C/

Ot 150000 cIT mo 350000 cIT npu 25 °C

6 | Particle size / Pazmep uacTuu

22 um /22 Mkm

Not more than 50 um / He 6onee 50 MkM

7 | Related Substances / PoacTeeHHbIe npuMecu®

Impurity C / IIpumecs C

Below LOQ (LOQ = 0.0272 %) / Huxe npenena
KosigecTBeHHoro onpenenaenus ([IKO =
0,0272 %)

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

Impurity D / ITpumecs D

Not detected / He oOHapyxeHa

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

Enunndnas

NpUMEChH

Highest Unknown Impurity /

HEUAEHTU(ULIMPOBAHHAS

Below LOQ (LOQ =0.0392 %) / Hwxe npeznena

konuyectBenHoro onpeaenenust (IMTKO = 0,0392 %)

Not more than 1.0 % / ue 6onee 1,0 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykt coorBercreyeT Tpebopanuam HJI 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroeneHo: Anchal [Tposepeno: Pravesh Ilposepeno (AOK): person / Ono6peno: ObecrieyeHue

Rana Amit Kumar A kauecTea/OTBETCTBEHHOE JTMLO:

% "ﬁ B WSS )|<U~“1f«\t/L

Date / Date / Date / Date / A0 n-{,
Jara: 26.03.2026 Jlara: 26.03.2026 Hara: 26.03.2026 JlaTa:

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

Tel +91 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1.CO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Lta.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Tel : +97 98165 56001-02
www.drreddys.com

Product : Nise Plus, gel 100 g

Ipoaywr: Haitz® [Mntoc, res anis HapyxHOro npuMeneHns, 100 r

JAuneH3un Ne

Market / Poinok : Russia / Poccus

Batch No. / . V260218 Batch Quantity / . 9875.000 units /

Cepust Ne ) Pasmep cepuu " 9875.000 equnm
Analytical Repo“rt No./ . 040003319928 Date of Analysis / . 26.03.2026
AdanuTnyeckuii oryer Ne Jara ananusa -

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

JlaTa npousBoacTBa T'oaen go

Mfg. License No. /

IIpou3BoACTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT'-RU)

Analysis performed according ND No / Auanans nposeaen mo HJL Ne: JITI-Ne(003312)-(PI'-RU)-021023

Page 7 of 12/ Ctp. 7 n3 12

Total impurities / Cymma
npuMecei

Below LOQ / Huxe mipepena
KOJINYECTBEHHOTO ONpPEACICHUS

Not more than 1.5 % / He Gonee 1,5 %

8 |Microbial contamination / MukpoGuosioruyeckasi YHCTOTA

Total viable aerobic count /
Oo6uee KOJIMYECTBO
JKM3HECTOCOOHBIX a’po0HBIX
MUKPOOPTraHH3MOB

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 4yKco
JPOJOKEBBIX U TIECHEBBIX
rpubos

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

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

Pseudomonas aeruginosa

Absent in 1 g/ OtcytctByerB 1 T

Absentin 1 g/ OrcyrctBue B 1 1

Staphylococcus aureus

Absent in 1 g/ OtcytctByerB 1 1

Absentin 1 g/ OtcyTcTBHE B 1 T

9 | Assay/ KonnuecTBeHHOE onpeaeiienue

Nimesulide** / Humecynuo**

9.9 mg/9,9 mr
98.8 %

9.0 to 11.0 mg of C;3H;2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 mr
CizHioN-OsS  (uumecynua) B 1 1

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: IIpoaykt cooTBeTcTBYeT Tpeboranuam HJL

3akarouyenue: OJOBPEHO

Prepared by /
[ToarotoeneHo: Anchal

Checked by /
[Tpoeepeno: Pravesh
Rana

Checked by (AQA) /
[Tporepeno (AOK):
Amit Kumar

Approved by: QualityiAssurance/Authorized
person / Onobpeno: ObecnieueHne
kauecTBa/OTBETCTBEHHOE JHIIO:
dyrpiL i
_\

Date /
Jata: 26.03.2026

Date /
Jlara: 26.03.2026

S
e
Date /

Jara: 26,03.2026

Date /
Hara:

Loty Al

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

CIN: L85195AP1G84PLCH04507
www.direddys.com
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Dr. Reddy’s Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nelagarh Road, Baddii,
Distr. Solan, H.P., 173 205, INDIA
Tel : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 100 g

INpoaykr: Haiiz® Ilntoc, res s HapyxHoro npumenenus, 100 r

auuensust Ne

Market / PoiHox : Russia / Poccus

Batch No. / . V260218 Batch Quantity / . 9875.000 units /

Cepus Ne ) Pasmep cepun * 9875.000 ennnuu
Analytical Repovrt No./ . 040003319928 Date of Analysis / . 26.03.2026
AvanuTHyeckuil oTuet No Jarta aHaanza

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

JlaTa npou3BOACTBA Togen ao

Mfg. License No. /

IIpousBoacTBeHHAsI : MNB/05/263 MA number: / Homep PY : JITI-Ne(003312)-(PT-RU)

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

Page 8 of 12/ Ctp. 8 u3 12

Methyl salicylate** /
Memuncanuyunam**

Menthol** / Menmon™*

Capsaicin** / Kancauyun**

Sodium benzoate / Hampusa

99.6 mg/ 99,6 mr
99.6 %

49.6 mg/ 49,6 mr
99.3 %

0.2489 mg /0,2489 mr
99.6 %

0.98 mg/0.98 mr

npenapata (ot 90 go 110 %
HOMMWHAJILHOT'O COIepKaHUs)

90.0 to 110.0 mg of CgHsO;3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CgHO3 (MeTuncanuuunar) B
1 r npenapara (ot 90 no 110 % ot
HOMHHAJIBHOTO COJIEPKaHH)

45.0 to 55.0 mg of CioH2O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 no 55,0 mr CoHxO
(menrton) B 1 rnpenapata (o190 no 110 %
HOMHHAJILHOIO COIEPIKaHM)

Not less than 0.225 mg of C gH27NOs3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He menee
0,225 mr C13H27NO; (kancauuun) B 1 r
npenapata (He MeHee 90 % ot
HOMHHAJIBHOTO COLEPIKAHM)

Not less than 0.85 mg of C;HsNaO»

oT

benzoam 97.9 % (sodium benzoate) per 1 g of the product
B (not less than 85 % of the label claim) /
Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
IIpumeuanue: IIponykr cooTBeTcTRYeT TpeboBanusm HJJ 3axaoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarotorneHo: Anchal [Tposepeno: Pravesh INpoBepeno (AOK): person / Opgobpeno: Obecneuenue
‘ Rana Amit Kumar — kavuecTBa/OTBETCTBEHHOE JIMLO:
@& _ B LQuotL il
= B ,gd

Date / Date / Date / Date / I G/(,';/_Lc\’),(;
Hara: 26.03.2026 Jlara: 26.03.2026 JlaTta: 26.03.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85 195AP1984PLCO04507
ww w.drredays.com




..o Dr. Reddy's Laboratories Ltd.
! - Formulation Unit-6
Dr' Reddy s "‘ Vill. Khol, Nalagarh Road, Baadi,
Distr. Solan, H.P., 173 205, iNDiA
Tel : +91 88165 56001-02
WwWw.arreddys.com
CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise Plus, gel 100 g
Ipoaykt: Haitz® [Tntoc, resb ans Hapy»Horo npumeHenus, 100
Market / PoiHok : Russia / Poccus
Batch No./ . V260218 Batch Quantity / . 9875.000 units /
Cepusa Ne ) Pazmep cepuu * 9875.000 enununn
Analytical Repovrt No./ . 040003319928 Date of Analysis / . 26.03.2026
AHanuTHYeCKHI oT4yeT No JaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
Jata npousBoacTBa T'open o
Mfg. License No. /
IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JUHUeH3us Ne
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIT-Ne(003312)-(PI'-RU)-021023

Page 9 of 12/ Ctp. 9 u3 12
He menee 0,85 mr C;HsNaO» (Hatpus
6enzoat) B 1 r npenapara (He meHee 85 %
OT HOMHHAJILHOTO COMEPKAHNS)

Buthylhydroxytoluene / 0.40 mg/ 0,40 mr Not less than 0.34 mg of C5sH240
Bymuneudopoxcumonyon 100.6 % (buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr Ci5sHy4O
(6yTHATHAPOKCUTONYON) B 1 I mpenapara
(ne menee 85 % OT HOMHHAIBLHOTO
coziepIKaHus).

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 Ty6y M3 NaMHHMPOBAHHOTO alrOMUHMA ¢ ruieyom u3 [IDBII, cHabGxkeHHYIO
MeMOpaHOii /11 KOHTpOJISI MEPBOr0 BCKPHITHA, U MOMUIIPOMMICHOBON KpbimKoii. ITo 1
Ty6e B MauKy KapTOHHYIO C JINCTKOM-BK/TaJIGIIIEM.

Notes.

*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 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: I[Ipoaykt cooTBeTcTBYeT TpeOGoraHusm HJ 3akaiouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosnexo: Anchal ITpoeepeno: Praves Iposepeno (AOK): person / OnobpeHo: ObecnieueHne
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:

A\ —A WURNWL Empai
Date / Date / Date / - Date / L 66% L6LL
Hara: 26.03.2026 Hata: 26.03.2026 Hara: 26.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hvderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1954PLLCH0AS07
www.direddys.com



@o Dr. Reddy's Laboratories Ltd
Dr. Reddy,s ‘... Formulation Unit-6

= Vill. Khoi, Nalagarh Road, Baddi,
Distt. Soiain, H.P., 173 205, iNDIA
Tel : +91. 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product : Nise Plus, gel 100 g
Ipoayxr: Haiis® I1moc, rens ans HapysHoro npuMeHenus, 100 r

Market / PoiHok : Russia/ Poccus

Batch No. / . V260218 Batch Quantity / . 9875.000 units /

Cepun Ne ) Pa3zmep cepun © 9875.000 enuHMIL
Analytical Repourt No./ . 040003319928 Date of Analysis / . 26.03.2026
AHanuTHYecKHi oTuer Nt Jarta anaau3za

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

Hata nponssoacrea T'oxen po

Mfg. License No. /

IIpousBoacTBEeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PT"-RU)
JuneHznsa Ne

Analysis performed according ND No / Ananu3 nposeaed mo HJI Ne: JITI-Ne(003312)-(PT'-RU)-021023
Page 10 of 12/ Ctp. 10 u3 12

**Release specification limit for Assay of:

Nimesulide — 9.5 to 11.0 mg of C3H;2N>0sS (nimesulide) per 1 g of the product (95 to 110 % of label claim)

Methyl salicylate —95.0 to 110.0 mg of CgHgO3 (methyl salicylate) per 1 g of the product (95 to 110 % of label claim)
Menthol —47.5 to 55.0 mg of C10H200 (menthol) per 1 g of the product (95 to 110 % of label claim)

Capsaicin — not less than 0.2375 mg of CisH27NO; (capsaicin) per 1 g of the product (not less than 95 % of label claim)

ITpumeuanus.

* Hopma crieuyguKkalMy 1pH BBITYCKe N0 MOKa3aTemo «PoACTBEHHBIC TPUMECH»:
IMpumece C — He 6onee 0,10 %;

[Tpumecs D — He Gonee 0,10 %;

EnunndHas nenpeHTHduULMpoBaHHas npumMechk — He 6onee 0,10 %;

CymmMa ripumMeceii — He Gonee 1,5 %.

** Hopma crienuduKalliy NpH BRIMYCKE MO Mokazatenio «KonnaecTBeHHOE OMpeeeHue:

Humecynun — Ot 9,5 no 11,0 mr Cj3H2N>0sS (aumecynun) B 1 r npenapata (oT 95 10 110 0T HOMHHAJILHOTO COAepIKaHH)
Meruncanuuunar — Ot 95,0 no 110,0 mr CsHgO3 (Metuncanuuunar) B 1 r npenapata (0T 95 10 110 % oT HoMHHANBHOTO comepKaHus)
Mentoa — Ot 47,5 no 55,0 mr CioHaO (menton) B 1 r npenapata (ot 95 1o 110 % OT HOMHHaILHOTO CONEPHAHUS)

Kancauuun — He menee 0,2375 mr CigH»7NO3 (kancanuun) B 1 r npenapata (He MeHee 95,0 % OT HOMHHAJIBHOT'O COAEPkKaHus)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpnmeuanne: [poaykt cooteercTByeT Tpebopanmam HJT 3axaoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonroroBneno: Anchal ITpoeepeno: Pravesh [poeepeno (AOK): person / Ono6peHo: ObecneyeHue
Rana [Amit Kymar kadecTBa/OTBETCTBEHHOE JINLIO:
@_ e Qumit Rt
- - <v"-‘

Date / Date / Date / Date / AG2 L6
Hara: 26.03.2026 Hara: 26.03.2026 Jlara: 26.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drieddys.com
CIN: L85 1Y95APLY8APLCONAS0T
Www.dITedays.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khoi, Nzlagarh Road, Baddi,
Distt. Salan, H.P., 173 205, iNDIA

Tel : 491 981656 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 100 g
Npoaykr: Haiiz® [lmoc, rens ans HapyxHoro npumenenus, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V260218 Batch Quantity / . 9875.000 units /

Cepus No ) Pa3zmep cepuu © 9875.000 equHumi
Analytical Repovrt No./ : 040003319928 Date of Analysis / . 26.03.2026
AHaNUTHYECKH I 0T4eT No JarTa ananu3za

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

Jata npousBoacTea T'ogen g0

Mfg. License No. /

ITponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JITII-Ne(003312)-(PI'-RU)
Juuen3us Ne

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

Page 11 of 12/ Ctp. 11 13 12

API name / Hanmesopanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynun Meruacanuumnar JleomeHTON Kancanumu
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynug, Metuicanuuunar JlesomenTon Kancanuyn
API manufacturer batch number / MS-1A-243031- LOT U 7852 MLC-2509088 F001-24002
Homep cepuu npoussoautens APC: M1
P Manntactaeer A F] Batehi numbee FERA00717 FESA00508 FESR00837 FESA00454
Homep cepuu APC npoussogurenas I'JID:
Masxranam
Tparc 5un ®opmMmo3a
AnbTa JlabopaTopuc
Oprasuke Jia, Jla6oparopuc JIt i g s Hnk, TaiiBanb
API Manufactured by & country / Wnnus / parop % | Ter. JItn, Unpus / > )
Wnpus / Alta : Kurait/ Formosa
IIpoussoaurens A®C, crpana: Mangalam : Arora Aromatics %
Laboratories Ltd., . Laboratories
Drugs & . Pvt. Ltd., India .
i India Inc., Taiwan,
Organics Ltd., .
. China
India
Name, address, authorization No for FP
manufacturing site / Control site / Release
site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan, H.P. 173205,
HaumeHnoBaHHe, agpec U HOMeP JIHIEH3HH India (License No MNB/05/263)/
JIOUIAAKH, OCYLIECTBJIAI0 el [MpousroacTeeHHOE noapazaenenue-6, Bunn. Kxons, Hanarapx Poya, banawu,
MPOU3BOACTBO/KOHTPOJIb KauecTBa/BbIMYCK Huctpukr Conaun, X.I1., 173205, Unnus (JInuensus Ne MNB/05/263)
o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [TpoaykT coorBeTcTBYeT Tpebopanusm HI 3aknawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoxroroeneno: Anchal ITpoeepeno: Pravgsh IMposepeno (AOK): person / Ono6peno: Obecnieyenue
( Rana Amit Kumar kauyecTBa/OTBETCTBEHHOE JIULIO:
g il Qunit | Kumprl
Date / Date / Date / Date / L0y L02L
Hara: 26.03.2026 Jata: 26.03.2026 Jlarta: 26.03.2026 Jlarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email maii@drreddys.com

CiM: L8R 195AP1934PLCNOASNY

www diredays.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khoi, Nalagarh Road, Bacdii,
Distt. Soian, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www, drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Dr.Reddy’s ":"

Product : Nise Plus, gel 100 g
Mpoaykt: Haiis® ITntoc, rens ans HapyxHoro npumenenus, 100 r

Market / Poinox : Russia/ Poceus

Batch No. / . V260218 Batch Quantity / . 9875.000 units /
Cepusn Ne ) Pasmep cepun © 9875.000 enmHML
Analytical Repovrt No./ . 040003319928 Date of Analysis / . 26.03.2026
AHaINTHYECKUI oTYeT No JlaTa aHaJu3a

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

JaTa nponsBoacTea Togen o

Mfg. License No. /
IIpousBoacTBeHHasn
JIMLEeH3HA Ne
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(003312)-(PT'-RU)-021023

Page 12 of 12/ Ctp. 12 u3 12
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».

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

3aKkJ/04eHne 0 cooTBeTeTBHM: «HacTosyM s noATBEPKAAK0, YTO MPUBEACHHAS Bbillle HHOOPMAIKs SBISETCS JOCTOBEPHOIM
1 TOUHOM. DTa cepus NPOAYKIMHU MPON3BeJieHa (BKIIOUas YNakoBKY (MapKMpPOBKY) U KOHTPOJb KQueCTBA) Ha BhILLIEyKa3aHHOH
MPOU3BOACTBEHHOM TMIomaake (MJomaakax) B TMOJHOM COOTBETCTBUM C TpeboBanusiMu [lpaBun Hajmexaiiei
MPOKM3BO/ICTBEHHOMN MPaKTHKK EBpa3sniickoro 3KkOHOMHYECKOro COK03a ¥ TPpeOOBAHUAMHU KOHTPOJIS KA4ECTBA JE€KAPCTBEHHBIX
CpPEJNICTB, a TaKKe B COOTBETCTBUH CO CHEUU(PUKATIMAMH, COACPKALIMMHUCS B PETHCTPALMOHHOM JIOCHE CTPaHBI-UMITOpTEpA.
3anucu MO MPOM3BOACTBY, YNMAKOBKE H aHAJIM3y NPOBEPEHbl, U YCTAHOBICHO HX COOTBETCTBHE TpeGoBaHusAM I[IpaBui
Haziexallelf MPOU3BOACTBEHHON NpakTHkH EBpa3sACcKOro 3KOHOMUUYECKOTO COHO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tponykr coorsercreyer Tpebosanuam HJT 3axnoyenne: OJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MTogrotosneHo: Anchal IIposepeHo: Pravesh ITpoeepeno (AOK): person / Opno6peHo: Obecneuenue
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE TULO:
L Queie EUwWpr
- [ ‘\4\"]
Date / Date / Date / Date / o & Rl A
Hara: 26.03.2026 Hara: 26.03.2026 Jara: 26.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L85195AP 1984PLCUO4ASTY
www.diredays.com






