Mlanuf acrumer:

Product name:
Type:

ClasiRention of medien |
device:

Conformity assessment

procedures;
Stanclards:

EU declaration of conformity

MEDEXIM. spol. s ro., Hbala 58,
92101 Pesfany. Slovak Republic

Balncologica | hydmmassage device

AQUADELICIA L AQUADELICIA B, AQUADELICEA 11,
AQUADELICIA IV, AQUADELICIA ¥V, AQUADELICIA VI,
AQUADELICIA VI, AQUADELICIA VI, AQUADELICIA IX,
AQUADELKCIA GS, AQUADELICIA GL. AQUADELIC 1A MINI,
AQUADELICIA MINL I, AQUADELICIA MINI I, AQUADELICIA
MINT BL AQUADELKIA MINIII L AQUADELICIA MINILID LB,
AQUAMANUS, AQUAPEDIS, AQUAFEDIS | AQUAPEDIS IL
AQUABELA, AQUABELA M,

ARES. ARES RELAX, ARES DOUBLE

lla iAnnexs VI, nale 9

Anpen VI of the Directive W V42/EEC as amended

MEDDEV 2.4/1 rev 9. MEDDEV 2.7/1 rev.d,

MEDDEV 21241 rev_ & MEDDEY 2122 rev.2
B eldsihl -1 300000A 1200 3 AL X4 A2 202
EN 6l -1-2:2005/A L2021, EN 60600 -1-6: X000/ 12015 A2 X2,
EN 62366- 1200 WAC: 20 I5/A1 2020, EN IS0 109935208, EN
G204 20060A 1 2015, EN ISO 1497 1:2009. EN 150 1 M4E85: X116, EN
IS0 15223-1:2021
Mome and nimber
notificd bady (NB): IEC Inemational a5, Notdied Boady No, 2265

MNumber BC cortificate: 2018-MDDAQS-0L A, validity extended until 31.12,2028 see

Notihied Body Confirmation Letter No, 2265 daed 16, 5,202 3

Number cenmificates Quality
FEnLgEment sysens

1SO 9 12005 Q0163422 vahd until 13032025
EN IS0 13485:2016: M-0103/22_valid until 13032125

We hereby declare that the above medical device fulfilled all the requirements of Counal Dhrective
93M42/EEC concerning medical devices as amendead.

Al the baxic documents, inclixling technical documents are kept by the mans foctorer, Ths medical
device is marked with CE

In Paes tarey, June 2 4h, 2023
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