SCALED EU Declaration of Conformity
Déclaration UE de conformité

M ED I CAL

Manufacturer / Fabricant

SCALEO Medical
107 rue Dassin, Parc 2000, 34080 Montpellier France

(SRN): FR-MF-000002929

We hereby declare under our sole responsibility that the following product(s)
Déclarons sous notre entiére responsabilité que le(s) produit(s) suivant(s) :

SHADO® shower trolley models 160, 180, 200, 240, 290 and 350 listed in annex 1
Chariots douche gamme SHADO® 160, 180, 200, 240,290 et 350 listés en annexe 1
IUD-ID de base: 3664844SHAS27YQ

Class |, rule 13 according to appendix VIl of the REGULATION (EU) 2017/745 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL, )
Classe I, régle 13 suivant I'annexe VIl du REGLEMENT (UE) 2017/745 DU PARLEMENT EUROPEEN ET
DU CONSEIL,

Are compliant with the the REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL and amendments concerning medical devices and the French Public Health code by
compliance to the Harmonized European standards EN 10535:2007, EN 14971:2012, EN 60601-
1:2006+AC:2010+A1:2013, EN 60601-1-2:2001 + A1:2006 and compliant with the DIRECTIVE
2011/65/UE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment

Sont conformes au REGLEMENT (UE) 2017/745 DU PARLEMENT EUROPEEN ET DU CONSEIL, relatif aux
dispositifs médicaux et a ses amendements, et au Code de la Santé Publique par conformité aux normes
harmonisées européennes EN 10535:2007, EN 14971:2012, EN 60601-1:2006+AC:2010+A1:2013, EN
60601-1-2:2001 + A1:2006 et conforme & la directive 2011/65/UE du Parlement européen et du Conseil du 8
juin 2011 relative a la limitation de ['utilisation de certaines substances dangereuses dans les équipements
électriques et électroniques.

P
Montpellier, January 23th, 2025 \ ?“_7/
Montpellier, le 23 Janvier 2025 \ =

"

Steve BUREAU
Directeur général
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SCALEO EU Declaration of Conformity
Déclaration UE de conformité

M B LD e G A

ANNEX 1
Reference | Description | Class | uDI-DI
independent brakes - Electric jack for adjustable height and Hydraulic jack for Proclive/Declive
S 27 00 040 Shado® 160 PVC tray Child XS Class | 3664844001622
S 2700034 Shado® 180 PVC tray Child S Class | 3664844001615
S 2700038 Shado® 180 PVC tray Medium Class | 3664844001424
S 2700125 Shado® 180 PVC tray Medium with backrest Class | 3664844003312
S 2700032 Shado® 180 PVC tray Adult Class | 3664844001592
S 27 00 053 Shado® 180 PVC tray Adult with remote control Class | 3664844001653
S 2700 105 Shado® 180 PVC tray Adult with backrest Class | 3664844001585
S 27 00 042 Shado® 200 PVC tray Class | 3664844001578
S 2700 106 Shado® 200 PVC tray with backrest Class | 3664844001561
S 2700 044 Shado® 240 PVC tray Class | 3664844001554
S 2700 107 Shado® 240 PVC tray and backrest Class | 3664844001547
S 27 00 045 Shado® 200 PVC long tray Class | 3664844001530
S 27 00 047 Shado® 240 PVC long tray Class | 3664844001523
brakes control by pair - Electric jacks for adjustable height and for Proclive/Declive
S 27 00 020 Shado® 160 PVC tray Child XS Class | 3664844001448
S 27 00 060 Shado® 160 PVC tray Child XS with remote control Class | 3664844001516
S 2700014 Shado® 180 PVC tray Child S Class | 3664844001431
S 27 00 061 Shado® 180 PVC tray Child S with remote control Class | 3664844001509
S2700018 Shado® 180 PVC tray Medium Class | 3664844001424
S 2700126 Shado® 180 PVC tray Medium with backrest Class | 3664844003329
S 2700012 Shado® 180 PVC tray Adult Class | 3664844001417
S2700 111 Shado® 180 PVC tray Adult with backrest Class | 3664844001400
S 27 00 022 Shado® 200 PVC tray Class | 3664844001394
S 2700112 Shado® 200 PVC tray with backrest Class | 3664844001387
S 2700 121 Shado® 200 PVC tray — Rgo model Class | 3664844001370
S 27 00 024 Shado® 240 PVC tray Class | 3664844001363
S 2700113 Shado® 240 PVC tray with backrest Class | 3664844001356
S 2700122 Shado® 240 PVC tray Adult — Rgo model Class | 3664844001349
S 27 00 028 Shado® 200 PVC long tray Class | 3664844001332
S 27 00 029 Shado® 240 PVC long tray Class | 3664844001325
S 27 00 091 Shado® 290 PVC tray — high speed Class | 3664844001318
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M E 82700626 T [shado® 350 PVC tray | Class | 3664844001301
brakes control by pair - Electric jacks for adjustable height, gas spring Proclive/Declive
S 27 00 068 Shado® 180 PVC tray Child S Class | 3664844001295
S 2700 070 Shado® 180 PVC tray Adult Class | 3664844001288
S 2700127 Shado® 180 PVC tray Adult with backrest Class | 3664844003336
independent brakes - Hydraulic jacks for adjustable height and for Proclive/Declive
S 27 00 039 Shado® 160 PVC tray Child XS Class | 3664844003282
S 2700033 Shado® 180 PVC tray Child S Class | 3664844001271
S 27 00 037 Shado® 180 PVC tray Medium Class | 3664844001264
S 2700123 Shado® 180 PVC tray Medium with backrest Class | 3664844003299
S 27 00 031 Shado® 180 PVC tray Adult Class | 3664844001257
S2700 103 Shado® 180 PVC tray Adult with backrest Class | 3664844001240
S 27 00 041 Shado® 200 PVC tray Class | 3664844001233
S 2700104 Shado® 200 PVC tray with backrest Class | 3664844001226
S 27 00 043 Shado® 200 PVC long tray Class | 3664844001219
brakes control by pair - Hydraulic jacks for height and for Proclive/Declive
S 2700019 Shado® 160 PVC tray Child XS Class | 3664844001202
S$2700013 Shado® 180 PVC tray Child S Class | 3664844001196
S 2700017 Shado® 180 PVC tray Medium Class | 3664844001189
S2700124 Shado® 180 PVC tray Medium with backrest Class | 3664844003305
S 2700011 Shado® 180 PVC tray Adult Class | 3664844001172
S 2700101 Shado® 180 PVC tray Adult with backrest Class | 3664844001165
S 27 00 021 Shado® 200 PVC tray Class | 3664844001158
S27 00102 Shado® 200 PVC tray with backrest Class | 3664844001141
S 2700025 Shado® 200 PVC long tray Class | 3664844001134
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