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Sz Avzngiranted GrahH - Gehuastiolu 9 7 15313 Rifkisehe et - Geroony

Mirkische Heide, 11.09.2024

CEPTH®IKAT AHAJII3Y Ne 2512/2024
CEBRTIFICATE OF ANALYSIS NO. 2512/2024

Hazza: Mediderm® [ammyss (Yxpaina), 2007

Name Mediderm® shampoo (Ukraina); 200g

Ne mapTii: 49062

Ratch na.

JlaTa 3aKiHUeHHS TePMIHY JIPIJATHOCTL: 09.2026

Expiry date

JlaTa 3aKiHYeHHs BHIPOSYBaHE. 09.09.2024

-Date oftestz end
TTOKA3HHK Bumora Pesymstar
Parameter Peqmlvment Result
®opMa, 30BHILHII BITILAL OJIHOle.IHa emymcm CBITIIO- BimIOBiZAE BIMOTAM
Form, appearance KOBTOI'0 KOILOPY Correspond

P Homogenvous, light yellow colour amulsion

3amax XapaKkTepHILil iXTiONOBHIT 3amax’ Biosinae BHMOraM
Orla 21 Characteristic ichthiyol odour Correspond
Buicr pinxoi (popmn B yIAKOBHi[r] Bix 191,0 1o 209,0 201.5
Content of liguid form in unitpackage [gf F)om 101 Oro 209 C‘ .
BuaveHHd pH Bm 00 TI0 7 00 57
pH-vaiue From 5,00 to 7,00 * N

KiHIeBIHi MPOMIYKT BifmioRiae TexiumimM BirmoraM Ne  SP-PK-0308.
The final product meets the cpecifications No SP-PI-0308.

Kepmth BI)I]_IUIV I\OHTPO.TI}O AKOCTL
Haad of Quality Control
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DECLARATION OF CONFORMITY
No. 16/23-1

listed in the Annex 1 to this Declaration of conformity, to
the requirements of Technical regulation concerning
medical devices (approved by the Decree of the Cabinet
of Ministers of Ukraine on 02 October, 2013 under No.
753)

Mamuyfacturer,
name: Spreewiélder Arzneimittel GmbH
address: SchulstraBe 9, 15913 Mirkische Heide, Germany

Telefon: 035476/6502-0
Telefax: 035476/6502-19
L-Mail: info@spreewaelder-arzneimittel.de

whose Authorized Representative in Ulkraine is:
name: EUROLEK-UKRAINE LLC

address: 08320, ul. Boryspilska, building 7, p. Velyka
Oleksandirivia, Boryspil district, Kyiv region, Ukraine

EDRFOU code 42753911
Tel.ffax: (044) 223-25-57
L-mail: info@eurolek.com.ua

Medical devices classification: Class I according to point
12 of Annex 2 of Technical regulation concerning medical
devices.

The products are accompeanied by the conformity mark:

G

According 1o point 18 of the Technical regulation
concerning medical devices, for the abovementioned
marking,  conformity assessment procedures  were
performed according to the Procedure of the internal
control of the medical devices manufacturing as referred to
in Annex 8 (without points 5-6) to Technical regulation
concerning medical devices,

Declaration of Conformity is valid JSiom 20.12.2024 to
20.12.2029.

JEKIIAPALILS TIPO BIATIOBIAHICTS
Ne 16/23-1

Meduynozo aupoby —~ Mediderm® WaNnyHs
seiono nepenixy & Jodamy 1 9o Heruapayii npo
BLMOBIIICTY,
BUMOram TexHIUHOLO PeriaMenTy LIoKO MCIHUHIX Bupobin
(semit saTRepmcenuii [Toctanosoi Kabinery Minicrpin
Yrpaiuu pig 02 sconras 2013 p. Na 753).

Bupobur:

namerryranma: llnpensonaep A p3tadimuTtens "uEX
anpeca:  Ulynsurrpacee 9, 15913 Mepxiine-Xaiine,
Himeuuuna

Ten.: 035476/6502-0

Daxc:ax: 035476/6502-19

E-Mail: info@spreewaelder-arzneimitrel. de

Ynoeuosaocenuit npedcmacnu Yupaini sicozo e:
Haitmenysannn: TOB « €EBPONIEK-YKPATHAy

adpeca: 08320, gym. Dopucrinsesia, 6y0. 7, ¢. Benuka
Onexcandpisra, Bopucninvcoxuis paiton, Kuiscoxa ofin,
Ypaina

CUPIIOY 4275391 1

Ten/pare: (044) 223-25-57

E- nowma: info@eurolek,com.ue

Kracugirayis sazuavernux sedumux supotis: Kiae | arigno 3
nyurom 12 Jlonatky 2 Texniumoro pernamenTy Loa0
MENMHMHHX BUPODIB.

Hpodyryito cynposodoeye suax sidnosionocmi:

N

3rimpo n, 18 Texuiuoro PErMaMEnTy 100  MEAHYHUX
BUPOGIB, J1s Sa3HAuCHOrO MapKyBatits Oyno sabesneucuo
MPOBEAICHIHS MPONEAYPH OUiMKK BiANOBAHOCT, BignosigHo
go  llopsiaky  spifeHenns BHYTPINHKOTO  KORTPOAIQ
BHPOTHMUTBA MEUUUHHX BUPOOIB, SKMH BUKIANCHO B Honatky
8 (33 BuKMIOUEHHAM NyHKTIB 5-6), 110 Texuiunoro peraamenty
MO0 MEANYHUX BHpPOBiB

Hewwtapauis npo signosiguicrs uil‘fldéél 3 20.12.2024 p. do
20.12.2029 p. :

wenwsprpewa elderarzneimittal.de T

HRS-Nr,
AN
Gogeihifentihy
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Further Annexes arc an integral part of this Declaration of | Heig’emMHo0I0 4acTiHoI0 Janoi Heicnapaltii npo sianosiaHictns
Conformity: ¢ vacryndi JlonaTtiw:
Annexe [ with the list of the medical devices Hodaniow 1 3 nepenirom xeduynus eupodis,
This declaration of conformity is issued under the sole L dexnaparis npo 610N0GIdNicmb GUOGNHT MO GUITIOYHY
responsibility of the manufacturer. GiOnosidanvHicib GUPOBHUR
N Il ‘A
LA .
e Date: 20.12.2024

Adam Swiderski / Agam Coirepebruii

Managing Director / Kepylouunii jmpexrop L o
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Annex 1 to Declaration of Conformity Ne 16/23-1

!/ Joparox 1 go Jexaapauii upo signosimmicrs

Ne 16/23-1

List of the medical devices / ITepenic meanunnx BHPOGIB

Name of the device in Finglish /

No Name of the device in Ukrainian /
B Haspa Bupo6y aniicrkoro MoBoo Hazsa 3upoby yxpaillicLKoIo MOBOIO

I. | Mediderm® Shampoo 200 g Mediderm® mamnyus, 200 r(g)

2. | Mediderm® Shampoo 10 g, Ne100

Mediderm® wamuynn, 10 r(g), Ne100

1 (U
fa A Date: 20.12.2024

Adam Swiderski / Apam Ceiyepenieni
Managing Director / Kepyrounii puperero p

Spreewdlder
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DECLARATION OF CONFORMITY
No. 16/23-1

of the medical device — Mediderm®, shampoo
listed in the Annex 1 io this Declaration of
conformity, to the requirements of Technical
regulation concerning medical devices (approved
by the Decree of the Cabinet of Ministers of
Ukraine on 02 Qctober, 2013 under No. 753)

Manufactures:

name: Spreewdlder Arzaeimittel GmbH

address: SchulstraBe 9, 15913 Mirkische Heide,
Germany

Telefon: 035476/6502-0
Telefax: 035476/6502-19
E-Mail: info@spreewacelder-arzneimittel.de

whose Authorized Representative in Ulraine is:
name: EUROLEK-UKRAINE LLC

ddress: 08320, ul. Boryspilska, building 7, p.
Velvka Oleksandrivka, Boryspil district, Kyiv
region, Ukraine

EDRPOU code 42753911
Tel /fox: (044) 223-25-57
E-mail: infolweurolek.com.ua

Medical devices classification: Class I, according
to point 12 of Annex 2 of Technical regulation
concerning medical devices.

The products are accompanied by the conformity

mark:

MEIUHHO2O GUPOBY
zeioup nepeniny ¢ Hocamxy 1 0o Hexnapayii npo

HEKITAPAUIA TPO BIANOBIHICTD
Mo 16/23-1
—Mediderm®, meaunyns
BIXDOBIHICTE

BUMOTaM TeXHIYHOrO PErIAaMENTY 100
MeuaEEX Bupobis (KUl saTeeppKeHuH
{octanosoro Kabinery Miuicrpis Ykpainu Bix
02 swopTH 2013 p. No 753).

Bupobrux:

nativerysannsi:  Ulnpepronmep Apsnafimurests
'moX

appeca:  Ilysmemrpacee 9, 15913 Meprime-

Xaiine, HiMeguuna

Ten.: 035476/6502-0
Darxc:ax: 035476/6302-19
E-Mail: info@spreewaelder-arzneimittel de

Ynoenosarcenuii npedcmasHuy & YEpaini sikozo
naitvmenysanna: TOB «EBPOJIER-YKPATHA»
adpeca: 08320, ayn. Bopucninbcwra, 6y0. 7, ¢.
Benura Onexcanopiska, Fopucnizsceruil pation,
Kuiscora ofin., Yxpaina

CHPIIOYV 42753811

Ten/chawxc: (044) 223-25-57

E- nowsma: infol@eurolek.com.ua

Knacughixayia 3a3Hauenux  MeOudHux Cupome

Knac 1 3rigro 3 nysxrom 12 Homarxy 2
TexHIYHOTO  PerfnaMeHtTy  UIoN0  MEeJMYHHX
EHpOOis.

{iIpodyryiro cynpogodacye swar sidnogicnocmi:

svyneinittelde
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According to point 18 of the Technical regulation

concerning  medical  devices, for  the
abovementioned  marking, conformity
assessment  procedures  were  performed

according to the Procedure of the internal control
of the medical devices mamfacturing as referred
to in Annex & to Technical regulation concerning
medical devices.

Declaration  of Conformity is
17.07.2023 to 16.07.2028.

valid from

Further Annexes are an integral part of this
Declaration of Conformity:

Annexe I with the list of the medical devices
This declaration of conformity is issued undey
the sole responsibility of the manyfacturer.

Brigpo i 18 TexwigHoro periyaMenrty oMo
MejiaHEY. BUPOOIB,  JUTd 3a3HAYEHOTO
MapkyBanas Oyino  sabesneyeHo npoReISHHA
IPOEAYPH OWIHKM BIUIOBIAHOCTI, BIAMOBINHO
a0 llopaoxy  anificHeHHA  BHYTPUIBBOTO
KOHTPOMIO  BUPOGHUUTEE MEAHIHUX BHpPOOIR,
siuil suknaneno p Jonarky 8, mo Texuiguoro
PErAaMeHTy MO0 MEeARUHIX. BUpoDiR
Hexnapauis upo  BiAnoBiowicTs Hilicaa 3
17.07.2023 p. 00 16.07.2028 p.

Herix’emuowe vacrnnoo panol Hexnapaiy npo
BIATOBIAHICTE € HacTyil Joxarviu:

Hodamor 1 3 nepenixom meduunux supodis,
19 dexaapayia npo eionogionicme sudana nid
BUKIIOUHY 8I0R0GICGRBHICHS GUPOLHLKA.,

Adam Swiderski / Axasm Cainepesnicnit
Managing Director / Kepyiouui gupexrop
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Annex 1 to Declaration of Conformity Ne 16/23-1

/ Jonarox 1 no Hexaapanii npo sixnosiicrs
Ne 16/23-1

Haspa Bupoly YKpaiHCLKo0 MOROIO

List of the medical devices / Hepenix megumunnx supobis
Name of the device in Ukrainian /
Mediderm® Hlammyas 200 r{g)

Name of the device in English /

No

Hasga supoby auriifcsroi0 MOBOIO
Mediderm® Shampoo 200 g

Adam Swiderski / Axam Crincpesxmit

Managing Divector / Kepyiouuil nupexrop
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Sprepvalizr Aaneingrel ot - Schulstivhe 9 - 315

Miirkische Heide, 11.09.2024

CEPTHOIKAT AHAJIIZY Ne 2509/2024
CERTIFICATE OF ANALYSIS NO. 2509/2024

Hazpa: Mediderm® Mlammyss (Yxpaina), 200r

e Mediderm® champoo (Ukrame); 200g

No mrapTii: 49061

Batch no

JlaTa 3aKiHYeHHS TEPMIHY IPIIATHOCTI: 09.2026

Bxpiry date

JlaTa 3aKiHWeHHA BIIIPOOYBaHE 09.09.2024

Date gf tests end '
Tloxazanx Brnmora Pezymerar
Paramster Reguiremeni Result
DopMa, JOBHIMHIT BT ORopiHa eMYIILCLE CRITIO- ‘Bimmorinae sinoram
i AOBTOTO KOJILOPY
form, appearance

Homogeneous, light yellow colour emulsion Commprid,

3amax

XapakTepHiii iXTi OIOBHIT 3arax Bimoeiae BHMOram
Odour Characteristic ichthyol odour Correspond
Buict pizkoi popam B yrakosmifr] Bix 191,0 no 209,0 8003
Content of hguid form in umt package [g] From 191,0to 208,0 SR
3HaueHHT pH Big 5,00 go 7,00 57
pH-vakie From 5,00 10 7,00 *

KiHIeBIE IPoyKT BiAITORiaE TeXHIUHIM BHMoTaM Ne  SP-PK-0308.
The final product meets the specificanons No SP-PE-0308,

KepiBHIIK BiNIITy KOHTPOIIO SKOCTI
Head of Quality Caontrol

P
LA
'
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Arzneimittel

DECLARATION OF CONFORMITY
No. 16/23-1

of the medical device - Mediderm® shampon

fisted in the Aunex 1 to this Declaration of conformity, to
the requirements of Technical regulation concerning
medical devices (approved by the Decree of the Cabinet
of Ministers of Ukraine en 02 October, 2013 under No.
753)

Manufactirer:
name: Spreewilder Arzneimittel GmbH
address: Schulstrafie 9, 15913 Mirkische Heide, Germany

Telefon: 035476/6502-0
Telefax: 035476/6502-19
E-Mail: info@spreewaelder-arzneimittel.de

whose Authorized Representative in Ukraine is:
name: EUROLEK-UKRAINE LEC

address: 08320, ul. Boryspilska, building 7, p. Velyka
Oleksandrivia, Boryspil district, Kyiv region, Ukraine

EDRPOU code 42753911
Tel ffax: (044) 223-25-57
E-mail: infolgenrolek.comua

Medical devices classification: Class I, according fo point
12 of Annex 2 of Technical regulation concerning medical
devices.

The products are accompanied by the conformity mark:

&

According fo point 18 of the Technical regulation
concerning medical devices, for the abovementioned
marking, conformity assessment procedures were
performed according to the Procedure of the internal
control of the medical devices manufacturing as referred to
m Annex 8 (without points 5-6) to Technical regulation
concerning medical devices.

Declaration of Conformity is valid from 20.12.2024 1o
20.12.2029.

AEKIAPALLIS TTPO BUITIOBLIHICTS
Ne 16/23-1

meduunozo aupoby — Mediderm® waaiyin
32i0n0 nepeniry a Hodamiy 1 do Hewaapanii npo
RIZITORIHICTS
suMOraM TEXHIYHOTD perslaMeRTy UI0HO MCMUNHY BHpOGin
{(acuit zareepukennii [ocranoroo KaGinery Miniorpis
Yipainu sig 02 sowras 2013 p. Ne 753).

Bupotiu:

naitmeryrammt: Hinpesromnep Apsnaimurens Iv6X
agpeca;  Hlynswrpacce 9, 15913 Mepkime-Xaiiace,
Himeuuuna

Ten.: 035470/6502-0
Darcrax: 0135476/6502-19
E-Mail: infolspreewaelder-arzneimitel.de

Vnoenosasicenuii npedcmactiuik 6 Yepatni axozo ¢!
natizeryearuna: TOB « CBPOIIER-VKPATHA»

adpeca: 08320, ¢yn. Bopueninpcora, 8y0. 7, ¢. Beuia
Ounexcandpiera, bopucninecoruii pation, Kwlecora o6,
Vepaina

ENIPITOY 42753911

Tenshare: (044) 223-25-57

E- noueme: infol@eurolek.conua

Knacughirengis zaznavenx medwinux eupobis: Knac | arinuo 3
nynkrom 12 Jlonatky 2 Texmiunoro pernamenty niono

MENHUHHHX BHPOGIB.

Hpodyryio cynposodacye snax sionosioHoeHi:

Srinne 11, 18 TexniMnoro pernmaMenTy 1100 MEHYHUX
supobiB, 1s 3a3HAYEHOro Mapkysadtst Oyno sabesteucHo
APOBEACHHA NPOLEeAYPH OLIHKHM BIANOBIAHOCTI, BIZNOBiAHO
do  Hopauxy  spificuenmst  BHYTPIIHEOTO  KORTPOMAIQ
BUPOOHULTEA MEAMUHKX BrpoGis, Akl Buianeso & Jogarky
8 (3a BrxnoueHHAM NyHKTIB 5-6), 5o Texuiunoro pernamenty
THOAO MenHuX BHpobIB

Hewiapauis npo sixnosiguicrs aificna 2 20.12.2624 p. do
20.12.2029 p.

vrwwespraswackderarzaeimittelade T+ 49
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Further Annexes are an integral part of this Declaration of | Hesin’emnorw vactusor ganoi lexsapanii npo sinoeigHicrs
Conformity: € HacTynmi Jlonarku:

Annexe I with the list of the medical devices Heoamow 1 3 nepexicor meduynuy aupobis,

This decleration of conformity is issued under the sole I{a dexnapenyia npo gionosionicine sudand 1o GurAouHy
responsibility of the manufacturer. BIONOGIOUIBHICING BUPOBHUK.

A UL
/ / Date: 20.12.2024

Adam Swiderski / Axam Cpinepennii
Managing Director / Kepyiouuii jupegrop
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! Jonarox 1 go Hewsapanii npo signosiguicrs
Ne 16/23-1

List of the medical devices / Ilepenix meaminux supodin

Name of the device in English /

Name of the device in Ukrainian /

He Hazpa supoby anriifiesion Mororo Haspa Bupoby yKpailichKo0 MOBOIO
1. | Mediderm® Shampoo 200 g Mediderm® mamnyus, 200 r(g)
2. | Mediderm® Shampoo 10 g, Nel100 Mediderm® wamuyns, 10 r(g), Nal100

p} g (/{f’{w Date: 20.12.2624

Adam Swiderski / Ajam Crinepenxnii
Managing Director / Kepyrounit pnpexrop
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DECLARATION OF CONFORMITY
No. 16/23-1

of the medical device — Mediderm®, shampoo
listed in the Annex 1 io this Declaration of
conformity, to the requirements of Technical
regulation concerning medical devices (approved
by the Decree of the Cabinet of Ministers of
Ukraine on 02 Qctober, 2013 under No. 753)

Manufactures:

name: Spreewdlder Arzaeimittel GmbH

address: SchulstraBe 9, 15913 Mirkische Heide,
Germany

Telefon: 035476/6502-0
Telefax: 035476/6502-19
E-Mail: info@spreewacelder-arzneimittel.de

whose Authorized Representative in Ulraine is:
name: EUROLEK-UKRAINE LLC

ddress: 08320, ul. Boryspilska, building 7, p.
Velvka Oleksandrivka, Boryspil district, Kyiv
region, Ukraine

EDRPOU code 42753911
Tel /fox: (044) 223-25-57
E-mail: infolweurolek.com.ua

Medical devices classification: Class I, according
to point 12 of Annex 2 of Technical regulation
concerning medical devices.

The products are accompanied by the conformity

mark:

MEIUHHO2O GUPOBY
zeioup nepeniny ¢ Hocamxy 1 0o Hexnapayii npo

HEKITAPAUIA TPO BIANOBIHICTD
Mo 16/23-1
—Mediderm®, meaunyns
BIXDOBIHICTE

BUMOTaM TeXHIYHOrO PErIAaMENTY 100
MeuaEEX Bupobis (KUl saTeeppKeHuH
{octanosoro Kabinery Miuicrpis Ykpainu Bix
02 swopTH 2013 p. No 753).

Bupobrux:

nativerysannsi:  Ulnpepronmep Apsnafimurests
'moX

appeca:  Ilysmemrpacee 9, 15913 Meprime-

Xaiine, HiMeguuna

Ten.: 035476/6502-0
Darxc:ax: 035476/6302-19
E-Mail: info@spreewaelder-arzneimittel de

Ynoenosarcenuii npedcmasHuy & YEpaini sikozo
naitvmenysanna: TOB «EBPOJIER-YKPATHA»
adpeca: 08320, ayn. Bopucninbcwra, 6y0. 7, ¢.
Benura Onexcanopiska, Fopucnizsceruil pation,
Kuiscora ofin., Yxpaina

CHPIIOYV 42753811

Ten/chawxc: (044) 223-25-57

E- nowsma: infol@eurolek.com.ua

Knacughixayia 3a3Hauenux  MeOudHux Cupome

Knac 1 3rigro 3 nysxrom 12 Homarxy 2
TexHIYHOTO  PerfnaMeHtTy  UIoN0  MEeJMYHHX
EHpOOis.

{iIpodyryiro cynpogodacye swar sidnogicnocmi:

svyneinittelde
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According to point 18 of the Technical regulation

concerning  medical  devices, for  the
abovementioned  marking, conformity
assessment  procedures  were  performed

according to the Procedure of the internal control
of the medical devices mamfacturing as referred
to in Annex & to Technical regulation concerning
medical devices.

Declaration  of Conformity is
17.07.2023 to 16.07.2028.

valid from

Further Annexes are an integral part of this
Declaration of Conformity:

Annexe I with the list of the medical devices
This declaration of conformity is issued undey
the sole responsibility of the manyfacturer.

Brigpo i 18 TexwigHoro periyaMenrty oMo
MejiaHEY. BUPOOIB,  JUTd 3a3HAYEHOTO
MapkyBanas Oyino  sabesneyeHo npoReISHHA
IPOEAYPH OWIHKM BIUIOBIAHOCTI, BIAMOBINHO
a0 llopaoxy  anificHeHHA  BHYTPUIBBOTO
KOHTPOMIO  BUPOGHUUTEE MEAHIHUX BHpPOOIR,
siuil suknaneno p Jonarky 8, mo Texuiguoro
PErAaMeHTy MO0 MEeARUHIX. BUpoDiR
Hexnapauis upo  BiAnoBiowicTs Hilicaa 3
17.07.2023 p. 00 16.07.2028 p.

Herix’emuowe vacrnnoo panol Hexnapaiy npo
BIATOBIAHICTE € HacTyil Joxarviu:

Hodamor 1 3 nepenixom meduunux supodis,
19 dexaapayia npo eionogionicme sudana nid
BUKIIOUHY 8I0R0GICGRBHICHS GUPOLHLKA.,

Adam Swiderski / Axasm Cainepesnicnit
Managing Director / Kepyiouui gupexrop
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Annex 1 to Declaration of Conformity Ne 16/23-1

/ Jonarox 1 no Hexaapanii npo sixnosiicrs
Ne 16/23-1

Haspa Bupoly YKpaiHCLKo0 MOROIO

List of the medical devices / Hepenix megumunnx supobis
Name of the device in Ukrainian /
Mediderm® Hlammyas 200 r{g)

Name of the device in English /

No

Hasga supoby auriifcsroi0 MOBOIO
Mediderm® Shampoo 200 g

Adam Swiderski / Axam Crincpesxmit

Managing Divector / Kepyiouuil nupexrop
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