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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
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CEPTUOUKAT AHAJIM3A

[Product : Nise Plus, gel 50 g

NpoaykT: Haiiz® Inroc, rens Ans Hapy»KHOTO npuMeneHus 50 r

Market / Puinox

: Russia / Poccus

Batch No. / . V250355 Batch Quantity / . 20000 units /

Cepusa Ne ) PasMep cepuu * 20000 equHMLL
Analytical Repovrt No./ . 040002932240 Date of Analysis / . 21.05.2025
AHaJUuTHUYeCKHIT oT4yeT Ne JlaTra aHaausa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTa npousBoacTBa T'omen go

Mfg. License No. /

IIpouszBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JHI-Ne(003312)-(PI'-RU)
auueHsus Ne

JIM-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Anaans nposeaen no H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 1 of 10/ Crp. 1 13 10

Ne Test / IlokazaTennb

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanue

White gel of homogeneous consistency with a

White to off-white gel of homogeneous

CooTBeTCTBYET TpeOOBaHUIM

characteristic  odor. / Iexs Gemoro wusera | consistency with a characteristic odor. /
ONHOPOIHOM ~ KOHCHCTEHIMM € XApaKTEPHBIM | I"ey, Genoro MM MouTH 6esloro LBeTa
R AHEORE OIHOPOIHOM KOHCUCTEHLIMH c
XapaKTePHBIM 3aMaxoM.
2 | Identification/ ManenTndnkauuns
2a | By HPLC/B9KX
- Nimesulide | Humecynuo Complies as prescribed / 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 xpoMarorpamme HCMBITYEMOTO
pacTBOpa, MOIy4YEHHOTO ITPH MPOBEACHUH

HCIIBITAHHUS «KomuuecrreHHoe
oTpefeeHuUe. Humecynun It
METUIICATULIMIAT, [OJDKEH
00OHapyXHUBaTbCA UK,
COOTBETCTBYIOLIHH no BpPEMEHR
VIEp)KMBaHUs UKy HUMecyNnnia Ha

XpoMaTorpaMMe CTaHJapTHOrO pacTBoOpa.

- Methyl salicylate /
Memuncamuyunam

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHUAM

A peak with the retention time
corresponding to that of methyl salicylate
in the standard solution chromatogram

Remarks : The Product confirms to ND/

IMpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmogenue: OJOBPEHO

Prepared by /
TToarorosineHo: Shivani

/

)

Checked by /
Iposepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoguTenb
Amit Kumar S

/ o

Date /
Jata: 21.03.2025

Date /
Hata: 21.05.2025

Date /
Hara: 21.05.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUO®UKAT AHAJIU3A

Product : Nise Plus, gel 50 g
HNpoaywt: Haits® [Luoc, reap 0714 HapykHoro nipimeHenus S0 r

Market / PuiHok

: Russia / Poccust

Batch No. / ; Batch Quantity / . 20000 units /

Cepus Ne V208 Pasmep cepun © 20000 egunuL
Analytical Repo:’t No./ . 040002932240 Date of Analysis / . 21.05.2025
AHAJIHTUYECKHI oTyeT No JiaTa ananu3za

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTa npousBoacTBa I'open no

Mfg. License No. /

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

JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Pag

Analysis performed according ND No / Ananus nposened mo H/1 Ne: JIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
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shall be present in the test solution
chromatogram obtained during
"Nimesulide and Methyl salicylate Assay"
test. / Ha xpoMaTorpaMme HCIIBITYEMOro
pacTBOpa, MOJTy4YEHHOTO IPH NPOBEAECHUH

UCIIbITaHUS «KonuuecrpeHHoe
ornpe/eieHue. Humecynun 7
METHJICAJTULIUIIAT, JOJDKEeH
06GHapy>KHUBaThCA UK,
COOTBETCTBYIOIIUH o BpeMeHd

YAEpKXMUBaHUA NNUKY METUJICAJTULIMIIATa HA
XpoMaTorpamMmme CTaHAapTHOr o pacTBopa.

Menthol / Menmon

Complies as prescribed /
CootBeTcTByeT TpeOOBaHUAM

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  xpomarorpaMMe  HCIIBITYEMOTO
pacTBOpa, MOJyUEHHOTO [pH POBEACHUH

UCTBITAHUA «KonuuectseHHoe
orpeneneHue. MeHTON», JOJKEH
0OHapy>XKHBaTbCA MUK,
COOTBETCTBYIOMINH o BpPEMEHH

yOepXWBaHWs ~ MHKy  MEHTOJa  Ha
XpomarorpaMme CTaHAAPTHOTO pacTBOpA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusM HII 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrotosneHo: Shivani ITpoBepeno: Pravesh Rrina Onobpeno: Menemkep / PykoBogurens

?>\/ Z Amit Kumar =

) ] ‘I"\__"'f =

Date / Date / Date / =
JHara: 21.03.2025 Jarta: 21.05.2025 Jlara: 21.05.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drre
CIN: L85195AP1984PLLCO04507
www.drreddya.com

ddys.com
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CEPTUOUKAT AHAJIM3A
[Product : Nise Plus, gel 50 g -
IlpoayxT: Haiiz® Ilmoc, resib Ans Hapy»KHOTo puMeHeHus 50 r
Market / Poinok : Russia / Pocens
Batch No. / : Batch Quantity / . 20000 units /
Cepus N\o § Va8 Pa3zmep cepuu © 20000 epuHULL
Analytical Repourt No./ . 040002932240 Date of Analysis / . 21.05.2025
AHaJuTHYeCKHH oTyeT Ne Jata anaanza
Date of Manufacture / . 05/2025 Date of Expiry/ . 04/2027
JaTa npou3BoacTBa Iopen no
Mfg. License No. /
IIpoussoacrBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI™-RU)
JHueH3ust Ne
Analysis performed according ND No / Auann: nposeaen mo H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PI'-RU) ot 02.10.2023 B -

Page 3 of 10/ Crp. 3 u3 10

- Capsaicin / Kancauyux Complies as prescribed / A peak with the retention time
CooteeTcTBYET TpeOOBaHHUAM 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
XpOMAaTOrpaMMe HCIIBITYEMOIrO pacTBopa,
HOJy4EHHOr0 npu NIPOBEACHUU
HCTIBITAHUS «KonuuecTtaeHnoe
onpeaenenue. KarncauliH u  Harpus
6eHz0aT», NOJDKEH OOHAPYKUBATHLCH TTHK,
COOTBETCTBYFOLI Mt o BpEMEHH
YAEPKUBAHHA THKY KarncauliMHa Ha
XpOMAaTorpamMMe CTAHJAPTHOTO pacTBOpa.

2b | By HPLC (PDA) / BOKX ¢ 0u00HO-MampuiHbIM 0emeKmopom

- Nimesulide / Husecynuo Complies as prescribed / The absorption spectrum of nimesulide
CootBeTcTBYET TpeOOBaHUIM 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. /  Cnextp
NOMJIOUWICHHsT [HMKa HUMECyJMIa Ha
XpoMaTorpamMme HCIBITYEMOTO pPacTBOpa,

TNMOJYYCHHOTO npuvu MPOBEACHUHN
WUCIBITAHUSA «KonnuectpeHHoe
OonpencIcHUue. HHMCC}'J’IH}.{ 40
MeTHJ'lcaIlI/ILlHJ'laT»), JAOJDKEH
Remarks : The Product confirms to N/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT cootBeTcTBYeT TpeboBaHUsM HJ| 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxarorosneno: Shivani IIposepeHo: Pravesh Rana Onobpeno: Menemkep / Pykoroautens
%T ;{ Amit Kumar o L
N
Date / Date / Date / !
Jarta: 21.03.2025 Harta: 21.05.2025 Hara: 21.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUO®UKAT AHAJIM3A

| IMpoaykT: Haits® Ilmoc, rens And HapY»KHOTO NpuMeHeHns 50 r

Market / Puinok

: Russia / Poccus

Batch No. / . V250355 Batch Quantity / . 20000 units /

Cepna Ne ) Pazmep cepuu * 20000 equnuL
Analytical Repovrt No./ . 040002932240 Date of Analysis / . 21.05.2025
AHaJIUTHYECKHIT oTyeT Ne JlaTa anajiu3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jata npon3BoacTBa I'oaen a0

Mfg. License No. /

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

JITI-Ne(003312)«(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Awanus nposexen mo H/ Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 4 of 10/ C1p. 4 3 10

COOTBETCTBOBATL CIEKTPY IMOTJIOLIEHUA
NMUKa HUMECyJiMaa Ha XpoMarorpamme
CTaHOapTHOrO pacTBoOpa.

- Methyl salicylate /
Menmuncamayunam

Complies as prescribed /
CootBetcTByeT TpebOBaHHAM

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. / Crexktp MOrTOEHHA
nuka MeTHJIcalIuLHIaTa Ha
XpOMAaTOrpaMMe HCIBITYEMOrO pacTBOpa,
MONMYYEHHOTO npH OpOBEACHHH
HCIIBITAaHUA «KonuuecreeHHoe
orpeneeHHe. Humecynnn H
METHJICANHLIAIAT»), JOIDKEH
COOTBETCTBOBATH CNEKTPY [OTJIOLIEHHS
HKa MeTUJICAIHLIUIaTa Ha
XpOMaTOrpaMMe CTaHAapTHOTO PacTBOpa.

- Capsaicin / Kancauyun

Complies as prescribed /
CooTBeTCTBYET TpeOGOBaHUAM

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. / Cnexrp noruoueHns
NHKa KancaWiMHA Ha XpoMaTorpamme

Remarks : The Product confirms to ND/
IMpumeuanmne: IIponykr coorseTcTBYeT TpeboanusM HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Shivani

Checked by /
[TpoBepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBogurens
|

Amit Kumar =
[

Date /
Hata: 21.03.2025

Date /
Jlara: 21.05.2025

Date /
Hara: 21.05.2025

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

CIN: L85195AP1984PLC004507
v drreddyuauin
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

IpoayT: Hals® [Tmoc, rens ais HapyRHOTo opimeHerns 50 r

Market / PuiHok

: Russia / Poccus

auneHsus Ne

Batch No./ . Batch Quantity / . 20000 units /

Cepusn Ne MRRes Pasmep cepun © 20000 eauuuL
Analytical Repourt No./ . 040002932240 Date of Analysis / . 21.05.2025
AHanuTHYecKHiH oTdeT Ne Jlata aHaau3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTta npousBoacTBa I'ogen o

Mfg. License No. /

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

JITI-Ne(003312)-(PT-RU) or 02.10.2023

Analysis performed according ND No / Ananns nposeaen no HJ1 Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 50f 10/ Ctp. Su3 10

UCMBITYEMOro pacTBopa, IMMOJIYYEHHOI0
npn NpoBEACHHH HCIIBITaAHHUA
«KonnuecTBeHHOE OMnpeEncIcHuE.

KancauuuH n HaTpHa 6BH303T»), JOJIKCH
COOTBCTCTBOBATL CIICKTPY [MOTJIOWEHNUA
ndKa KarncavunMHa Ha XpomMaTtorpamMme
CTaHOAPTHOTI'O pacTBOpa.

2c | ByTLC/TCX

- Menthol / Menumon

Complies as prescribed /
CootBercTByeT Tpe6OBaHUAM

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 mTHO Ha
XpOMaTOrpamMmMe MCIIBITYEMOro pacTBopa
1O [MOJIOKEHHIO TO/DKHO COOTBETCTBOBATh
OCHOBHOMY IIATHY Ha XpOMaTtorpamme

pacTeopa CTaHAapTHOTO obpasua
MEHTOJIA.
3 | Net weight / Macca 51g/51r According to requirement / B
COAEPHKMUMOr0 YIIAKOBKH COOTBETCTBUH C TPeOOBaHUAMM
4 | pH/pH 4.8 4.6 to 6.0 (for 1.0 % aqueous solution) /

Ot 4,0 o 6,0 (ans 1,0 % BonHOrO
pacTBopa)

5 | Viscosity / BazkocTb

206460 cP / 206460 cI1

150,000 cP to 350,000 cP at 25 °C/
Ot 150000 cIT mo 350000 cIl mpu 25 °C

Remarks : The Product confirms to ND/
Ipumeuanune: [Tponykt cooTBeTCTBYET TpeOoBanusM H]T

Conclusion : APPROVED /
3axiouenue: OJJOBPEHO

Prepared by /
IMoxgrorosnexo: Shivani

B

Checked by /
IIposepeHo: Pravesh Rana

re

Approved by: Manager/Executive /

Opnobpeno: Menemkep / PykoBoguTenb

Amit Kumar /\ -
—

Date/
| Hdara: 21.03.2025

Date /
Jara: 21.05.2025

Al

Date /
Jara: 21.05.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel: +21 98165 55001-02

www.drreddys.com

Product : Nise Plus, gel 50 g

MpoayxT: Haiiz® ITmoc, rens A1 Hapy»XHOTo NpumeHeHns 50 r

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / _ 20000 units /

Cepus No 4§ V250355 Pa3zmep cepun © 20000 exyaMLL
Analytical Repovrt No./ . 040002932240 Date of Analysis / . 21.05.2025
AHaaurTHyeckmii oryer Ne JlaTa aHaJin3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

|JaTa npou3BOACTBA I'ogen mo

Mfg. License No. /

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

JITI-Ne(003312)-(PT'-RU) ot 02.10.2023

Analysis performed according ND No / Anass nposeaes no HJL Ne: JIII-Ne(003312)-(PT-RU) dt. 02.10.2023 /

Page 6 of 10/ Ctp. 6 3 10

6 | Particle size / Pasmep uacTHl

14 pm / 14 MM

Not more than 50 um / He 6onee 50 Mxm

7 | Related Substances / PoacTeesHbie npumecu

Impurity C/ Ilpumecs C
Impurity D / ITpumecs D

Highest Unknown Impurity /
Enunnunas
HeWAeHTHOULHMPOBaHHAs
NpHMeECh

Total impurities / Cymma
npumMecei

Not detected / He o6HapyxeHa
Not detected / He obHapyxena

Below LOQ (LOQ = 0.0392 %) / Huxe
npeaena KOJHIeCTBEHHOTO OIMPEAeNICHUA
(ITKO = 0.0392 %)

Below LOQ / Huwxe npenena
KOJIHYECTBEHHOI' O OTIPEIEIEHUA

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

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

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

8 |Microbial contamination/ Mukpo6uoiornueckass HucToTa

Total combined yeast and mold
count / O61uee yncno
JPOMOKEBBIX U TIECHEBBIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Total viable aerobic count /
Obiee KOJIHYECTBO
XKU3HECNIOCOOHBIX a3pOOHBIX
MHKPOOPTaHU3MOB

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

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

Absentin 1 g/ OrcytctByeT B 1 1
Absentin 1 g/ OrcytctByeTB 11

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

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

Absentin 1 g/ OrcyrcTBHE B 1 T
Absentin 1 g/ OtcyrctBue B 1 1

Remarks : The Product confirms to ND/
Ipumeuanne: IpoaykT cooTeTcTByeT Tpebosannam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Hogrorosneno: Shivani

B

Checked by /
ITposepeno: Pravesh Rana

ﬁ Amit Kumar
F

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens

it

N —

Date/
Jara: 21.03.2025

Date /
JHara: 21.05.2025

Date / !
Harta: 21.05.2025

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

CIN: L85195AP1284PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nailagarh Road, Baddi,
Distt, 5o0lan, H.P, 173 205, INDIA
Tel : +51 856166 58001 D2
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CEPTUOUKAT AHAJIM3A

Product : Nise Plus, gel 50 g
Tlpoayxr: Haitz® Ilmoc, resib 415 Hapy»KHOro npumeHenns 50 r

JuueH3us Ne

Market / Poidok : Russia / Poccus

Batch No./ . Batch Quantity / . 20000 units /

Cepust N2 e Pa3mep cepun * 20000 enuHML
Analytical Repourt No./ . 040002932240 Date of Analysis / . 21.05.2025
AHaanTHYeCKHH 0TYeT Ne JlaTa aHanu3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jlara npoussoacTBa I'onen o

Mfg. License No. /

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

Analysis performed according ND No / Anann3 nposeien mo HJ1L Ne: JIII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JITI-Ne(003312)-(PT-RU) ot 02.10.2023

Page 7 0f 10/ Crp. 713 10

9

Assay / KosinuecTBeHHOe onpese/ieHne

Nimesulide /Humecynuo

10.4 mg/ 10.4mr
103.8 %

9.0 to 11.0 mg of Ci3H;2N20sS
(nimesulide) per 1 g of the product (90 to
110 % of label claim) / Ot 9,0 no 11,0 Mr
Ci3H2N>OsS  (uumecymua) B 1 1
npenapata (ot 90 no 110 % or
HOMHHAJIEHOTO COJEP KaHNMs )

Methyl salicyvlate /
Memuncanuyunam

101.7 mg/ 101.7 mr
101.7 %

90.0 to 110.0 mg of CsHgO3 (methyl
salicylate) per 1 g of the product (90 to
110 % of label claim) / Ot 90,0 no
110,0 mr CsHgO3 (MeTuncanuuuiar) B
1 r npenapata (ot 90 no 110 % or
HOMHHAJIBHOT'O COIEPKAHHUA)

Menthol / Menmon

513 mg/51.3 mr
102.6 %

45.0to 55.0 mg of C0H2O (menthol) per
1 g of the product (90 to 110 % of label
claim) / Ot 45,0 mo 55,0 mr C;oHx»O
(menTom) B 1 r penapara (o1 90 no 110 %
HOMHHAJIEHOTO COEPXKAHUS)

Capsaicin / Kancauyun

0.2498 mg / 0.2498 mr
99.9 %

Not less than 0.225 mg of C3sH27NO3
(capsaicin) per 1 g of the product (not
less than 90 % of label claim) / He MeHee
0,225 mr C3H>7NOs3 (xancanuuH) B 1 ©
npemnapata (ne Mexee 90 % ot
HOMUHAJBHOTO CONEPIKAHHS)

Remarks : The Product confirms to ND/
Mpumeuanune: [IpogykT cooTBeTcTBYET Tpebopanuam HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
ITonrorosneno: Shivani

M

c

Checked by /
[Iposepeno: Prav?f Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / P{KOBO)II/ITGJIB
Amit Kumar ;=

il e

Date /
Hara: 21.03.2025

Date /
Jara: 21.05.2025

Date /
JaTa: 21.05.2025

Registered Office: 3-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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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 ;49128166 56001-02
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Dr.Reddy’s ¢

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A
Product : Nise Plus, gel 50 g
NpoaykT: Haitza® Ilmoc, resib Ans Hapy»HOro npuMeHenus 50 r -
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 20000 units /
Cepusi No e Pasmep cepun © 20000 equanL,
Analytical Repovrt No./ . 040002932240 Date of Analysis / . 21.05.2025
AnaauTHyecknii oTyer Ne JlaTa aHaau3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JdaTta npou3BoAcTBa T'oaen go
Mfg. License No. /
IIpounssoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
JuueH3ua Ne
Analysis performed according ND No / Arann3 nposeer no H/ Ne: JIIT-Ne(003312)-(PI'-RU) dt. 02.10.2023 /
JIII-Ne(003312)-(PI'-RU) ot 02.10.2023

Page 8 of 10/ Ctp. 8 3 10

Not less than 0.85 mg of C7HsNaO-
(sodium benzoate) per 1 g of the product
(not less than 85 % of the label claim) /
He menee 0,85 mr C7HsNaOa» (HaTpus
6enzoart) B 1 r mpenaparta (He Menee 85 %
OT HOMHHAJILHOTO COIEPIKAHNS)

1.00 mg/ 1.00 mr
99.8 %

Sodium benzoate / Hampus
benzoam

0.40 mg/ 0.40 mr
99.6 %

Not less than 0.34 mg of Ci5H240
(buthylhydroxytoluene) per 1 g of the
product (Not less than 85 % of the label
claim) / He menee 0,34 mr C5sH240
(6yTunruapokcuTonyo) B 1 r npenapara
(He meHee 85 % OT HOMMHAJIBHOTO
COIEepKaHHUs).

Buthylhydroxytoluene /
Bymunzudporxcumonyon

10 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.

Package / YnakoBka

ITo 50 r B TyOy U3 JaMMHHPOBAHHOrO amoMHHHA ¢ miedoM K3 TIOBII, cHabxenHyo
MeMOpaHOH /1S KOHTPOJsS MEPBOrO BCKPBITHS, W TOJMIPONUAeHOBOH Kpeiuko#. ITo 1
TyGe B Na4yKky KapTOHHYIO € JIMICTKOM-BKJIAABILIEM.

API name / Haumenosanue ADC: Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
Humecynupg MerwicaniumiaT JleBomeHTON Kancauuux
Nimesulide / Methyl Salicylate / Levomenthol / Capsaicin /
INN / MHH:
Humecynug Meruicanuuunat JleBomeHTOJ Kancauuua
API manufacturer batch number / MS-1A-243030- LOT T8086 MLC-2501008 F001-24002
Howmep cepun npouseoautens A®C: M1

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYeT TpeboBanusmM H]|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Checked by /
Iposepeno: Pravesh Rana

7

Approved by: Manager/Executive /
OnobpeHo: Menemxep ;L PykoBoaHTEIDb

Amit Kumar
N —

Prepared by /
ITogrorosneno: Shivani

N

Date /
Jara: 21.05.2025

Date /
Hara: 21.05.2025

Date /
Jara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com



Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +81 28166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

TpoayxT: Haiiz® I1moc, res anis HApY)HOrO OpHMeHeHHst 50 r

Market / PuiHOK

: Russia / Poccust

Batch No. / . V250355 Batch Quantity / . 20000 units /

Cepus Ne ) Pasmep cepuu * 20000 enpHuLy
Analytical Repovrt No./ . 040002932240 Date of Analysis / . 21.05.2025
AHanuTHYecKHii oTyeT No Jata anajusza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

| laTa npou3BoacTBa Tonen no

Mfg. License No. /

IlponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(003312)-(PI'-RU)
Jauuen3us Ne

JITI-Ne(003312)-(PI'-RU) ot 02.10.2023

Analysis performed according ND No / Avanus nposeaen no HJ/L Ne: JITI-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page9of 10/ Ctp. 9 M3 10

FManuiaciurer SRl Batchuimbegy FERA00716 FESA00088 FESR00086 FESA00040
Howmep cepun A®C npouspoanteas IJID:
Manranam
Jiparc sH ®opmo3za
P N AnpTa Jlaboparopnc
Oprasuke Jta, Jlabopatopuc JIT, Apopa ApoMaTHKC Hnk, TaiiBanb
API Manufactured by & country / Wunus / parop | Ier. JItn, Uuous / % ’
Wunus / Alta . Kuraii/ Formosa
IIpoussoautear A®C, crpana: Mangalam . Arora Aromatics .
Laboratories Ltd., ) Laboratories
Drugs & . Pvt. Ltd., India )
. India Inc., Taiwan,
Organics Ltd., .
) China
India

site /
MJIOLIAAKH, OCYLIeCTBAsIIO e

J1d

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

HaHMeHOBaHHe, agpec H HOMep JHUEH3HH

ﬂpOﬂ3BO£lCTBO/KOHTpOJ"> Ka‘leCTBa/BbIHyCK

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 02 September 2022) 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».

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

India (License No MNB/05/263) /

TpoussoacTeeHnoe moapasaeneHue-6, Bunn. Kxons, Hanarapx Poyn, banau,
Huctpuxt Conan, X.I1., 173205, Uupus (JTuuensus Ne MNB/05/263)

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoxykr coorBeTcTBYET TpebosanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosnexo: Shivani

by

Checked by /

IIposepeno: Pravesh Rana

1

Approved by: Manager/Executive /
Onobpeno: Mernemxkep / Pykosoaurensb

Date /
JlaTta: 21.03.2025

Date /
Jara: 21.05.2025

Amit Kumar /\/ -
—_
T

Date /
Hara: 21.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel . +21 20165 560002

www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Nise Plus, gel 50 g

MpoayxT: Haii3® ITnioc, refb Ans HapyKHOTO npumeHeHus 50

Market / PolHOK : Russia / Poccus

Jauuenzus Ne

Batch No. / . V250355 Batch Quantity / _ 20000 units /

Cepusa Ne ) Pasmep cepuu " 20000 eguHuUL
Analytical Repovrt No./ . 040002932240 Date of Analysis / . 21.05.2025
|AHAAHTHYeCKHiT oTyeT Ne JaTa ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTta npon3BoaCTBA Topen go

Mfg. License No. /

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

JIT-Ne(003312)-(PT'-RU) ot 02.10.2023

3aKJI0UeHHe 0 cOOTBETCTBHH: «HacToAIUM s TOATBEPXkKIAI0, YTO MPHBEACHHAs Bbille HHYOPMAaLHs SBIISETCS JOCTOBEPHOM
H TOYHOI. DTa cepus NPOAYKIMHU NPOU3BeAcHA (BKIIFOHAs YIaKOBKY (MapKHPOBKY) U KOHTPOJIb KaU€CTBa) Ha BbILIEyKa3aHHOH
[POM3BOJCTBEHHON muowaake (miowankax) B MMOJIHOM COOTBETCTBUM
MPON3BOACTBEHHOM NMpakTKK EBpasniickoro sxoHomuueckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centsOps 2022)
M TpeOOBaHMAMH KOHTPOJISl KAYeCTBa JIEKAPCTBEHHBIX CPEACTB, a TAloKe€ B COOTBETCTBHM €O CleLM(HKALUSIMY,
CoAepKAUIMMUCS B PETHCTPAllMOHHOM I0ChE€ CTPaHbl-UMIIOPTEPA. 3aIHCH 10 TPOM3BOJCTBY, yIAKOBKE U aHANN3Y IPOBEPEHBI,
M YCTaHOBJEHO MX COOTBeTCTBHE TpeboBaHMsM [IpaBun Hajnexailedl npou3BoACTBEHHON mpakTukn Espasuiickoro

3KOHOMHYECKOTI'0 COro3an.

Analysis performed according ND No / Anaaus nposeges no HZ Ne: JHII-Ne(003312)-(PI'-RU) dt. 02.10.2023 /

Page 10 of 10 / Ctp. 10 13 10

¢ Tpeboanusmu Ilpasun

Remarks : The Product confirms to ND/

ITpumeuanne: IIponykt cooTBeTcTBYeT TpeboBaHuam HJJ

Conclusion : APPROVED /
3axinouenue: OJJOBPEHO

Prepared by / Checked by /

TMoarorosneHo: Shivani

B

[Tposepeno: Pravesh Rana

1

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoauTesb

Amit Kumar K="
[

Date / Date /

Hata: 21.03.2025

Hara: 21.05.2025

Date /
Hata: 21.05.2025

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: maijl@drreddys.com
CIN: L85195AP1284PLC004507
www.drreddys.com
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