EU DECLARATION OF CONFORMITY

Manufacturer’'s name

mdh sp. z 0. o. &MDH®

Manufacturer’s address ul. Maratonska 104, 94-007, t6dz, Poland (EU)
SRN (Single Registration PL-MF-000011406

Number)

Classification Class I risk

Rule of classification Rule 1, Annex VIII, Regulation (EU) 2017/745

Conformity assessment route Annex lI+lll, Regulation (EU) 2017/745

This declaration of conformity

is issued under the sole

responsibility of mdh sp. z. 0. 0. We hereby declare that the

medical devices specified below (Annex I), marked CE, meet the
provision of the Regulation (EU) MDR 2017/745 for medical

devices and complies with following standards.

PN-EN ISO 13485:2016-04
PN-EN ISO 14971:2020-05
PN-EN ISO 15223-1:2022-01
PN-EN ISO 20417:2021-10

(applied standards)

MEMBER OF THE BOARD
Anetta Wtodarczyk

\J\ WS o@b\{

MEMBER OF THE BOARD
Mariusz Gieratt

-
7.;

(name/function/signature)

mdh Sp. 20.0.

94-007 Lodz. ul. Maratonska 104
tel. 42 674 83 84 . www. mdh p!
NIP 7282295492 : REGON 472253652

(company stamp)

Issue date: 28.05.2025

Place of issue: £t6dz, Poland
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Annex |

Trade name of device EMDN code Catalogue Basic UDI-DI

number
ABS Gym Ball V0899 DRQM3A 59017804DRQM3AMT
ABS Gym Ball — Peanut V0899 DRQM3IO0 59017804DRQM310Q7
Anti Snoring Pillow V080399 DRQR3C 59017804DRQR3CNQ
Arch Pillow V080399 DRQE3G 59017804DRQE3GLX
Baby Pillow V080399 DRQE3C 59017804DRQE3CLP
Back Stretching Support Y0599 DRQR3D 59017804DRQR3DNS
Balance Disc V0899 DRQM3C 59017804DRQM3CMX
Balance Pods V0899 DRQM3G 59017804DRQM3GN7
Bamboo Pillow V080399 MDQ0011 59017804MDQO011EL
Bed Rope Ladder Y181803 DRQM3GO0 59017804DRQM3G0OPZ
Butterfly Pillow V080399 MDQO0011 59017804MDQOO011EL
Comfort Gel pillow V080399 MDQO011 59017804MDQOO011EL
Comfort Seat cushion V080399 DRQE3K 59017804DRQE3KM7
Contour Pillow V080399 MDQO0011 59017804MDQO011EL
Corrective toe wedge Y061299 SLID1H 59017804SLID1IHNX
Duo Ball Y0599 DRQM3K 59017804DRQM3KNF
ERGO Pillow V080399 DRQE3H 59017804DRQE3HLZ
Exercise Band Y0599 DRQM3B 59017804DRQM3BMV
Finger Exerciser Y0503 DRQMS5A 59017804DRQM5AMZ
Flex Pillow V080399 DRQE3I 59017804DRQE3IM3
Foot Massage Mat Y0599 DRQN3B 59017804DRQN3BN2
Gel exercise ball Y0599 DRIE 59017804DRIEQ6
Hallucare Y061299 DRIEOB 59017804DRIEOBIL
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Annex |

Trade name of device EMDN code Catalogue Basic UDI-DI

number
Hallucomfort Y061299 DRQS3B 59017804DRQS3BNT
Halluduo Y061299 DRIEOC 59017804DRIEOCIN
Hallufit Y061299 DRIFOD 59017804DRIFODJV
Hallustop Y061299 DRIEOA 59017804DRIEOAJ)
Hallutrio Y061299 DRQS3A 59017804DRQS3ANR
Hallux valgus protector Y061299 DRID1R 59017804DRID1RKJ
Hallux valgus toe separator Y061299 SLID1F 59017804SLID1FNT
Head Pillow V080399 MDQO011 59017804MDQOO11EL
Hot-Cold Pack M9001 DRQR3B 59017804DRQR3BNN
Kid Pillow V080399 DRQE3L 59017804DRQE3LMI
Knee & Leg Spacer V080399 DRQM3J 59017804DRQM3IJND
Lacrosse Ball Y0599 DROM3W 59017804DRQM3WP7
Lacrosse Duo Ball Y0599 DROM3U 59017804DRQM3UP3
Lumbar Half Roll Pillow V080399 DRQE3A 59017804DRQE3ALK
Lumbar support pillow (hard) V080399 DRQEOD 59017804DRQEODLG
Lumbar support pillow (soft) V080399 DRQE3D 59017804DRQE3DLR
Massage Ball Y0599 DRQM3H 59017804DRQM3HNS
xmz;iagnosm and corrective | y 61503 DRMD 59017804DRMDQG
MEMO gray insole Y061203 DRMO 59017804DRMOPA
MEMO orange insole Y061203 DRM1 59017804DRM1PC
MEMO Orthopedic footwear Y061203 DRMO 59017804DRMOR6
gsxglsgofzxicez: and Y061203 DRMB 59017804DRMBQC
Memory Mattress Topper V080399 DRQN3C 59017804DRQN3CN4
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Annex |

Trade name of device EMDN code Catalogue Basic UDI-DI
number

Orthopaedic and prophylactic Y061299 DRIDO 59017804DRIDOKH
insole (metatarsal pad)
Orthopaedic insole Y061203 DRIDOA 59017804DRIDOAID
Portable Hand Grip Y181803 DRQM6D 59017804DRQM6DNA
Postoperative Shoe V0899 DRQI3P 59017804DRQI3PN5
Postoperative Shoe/Plaster V0899 DRQI3R 59017804DRQI3RNY
Protection
Premium Pillow V080399 MDQO011 59017804MDQO011EL
Profiled Traveling Pillow V080399 DRQE3J 59017804DRQE3JM5
Qmed Acupressure mat V080399 DRQN3A1 59017804DRQN3A1PQ
Qmed Acupressure Set V080399 DRQN3A 59017804DRQN3AMY
Qmed Bubble Mat - foldable Y0599 DRQN3H 59017804DRQN3HNE
massage mat for feet
Qmed Cocomat - natural

V080399 DRQN3G 59017804DRQN3GNC
acupressure set
Qmed Kinesiological tape M03030102 | DRQR5C 59017804DRQR5CNW
Qmed Mini roller V0899 DRQM6E 59017804DRQM6ENC
Qmed Standard Ball Y0599 DRQM3N 59017804DRQM3NNM
Rehabilitation cushion with V080399 DRQMEK 59017804DRQM6EKNQ
relieving gap
Resistance Band Y0599 DRQM6B 59017804DRQM6BN6
Resistance Loop Band Set Y0599 DRQM3M 59017804DRQM3MNK
SEAT & BACK bamboo cushion |\ 15,39 DRQE3P 59017804DRQE3PMH
with cooling surface
Sensory path for children Y0599 DRQN3F 59017804DRQN3FNA
Slim Pillow V080399 MDQO011 59017804MDQO011EL
Standard Pillow V080399 MDQO011 59017804MDQOO011EL
Standard Plus Pillow V080399 MDQO011 59017804MDQOO011EL
Standard Roller Y0599 DRQM3L 59017804DRQM3LNH
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Annex |

Trade name of device EMDN code Catalogue Basic UDI-DI

number
Swivel seat cushion V080399 DRQE3M 59017804DRQE3MMB
Therapy Roller Y0599 DRQM3R 59017804DRQM3RNV
Thomsen splint Y061299 DRID 59017804DRIDQ4
Traveling Pillow V080399 DRQEOC 59017804DRQEOCLE
Vario Pillow V080399 DRQE3F 59017804DRQE3FLV
Ventilating insoles Y061203 DRIDOT 59017804DRIDOTKK

A netta Elektronicznie

podpisany przez

Anetta
W+Od ar W’ro:jarczyk

Data: 2025.05.30

czyk 15:47:41 +02'00"

M a ri us Elektronicznie

podpisany przez

Mariusz Gieratt
V4 Data:

2025.06.11

Gie ra’r T 13200010200
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