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MOLD@VA EUROPEANA

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex lI+lll of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019
EN ISO 15223-1: 2021
EN ISO 20417:2021
EN ISO 10993-1: 2020

EN ISO 10993-5: 2009
EN ISO 10993-10: 2013

Manufacturer

DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

Name:

HI-LIFE TECHNOLOGY (HEBEI) CO.,LTD

Address:67.2 KM OF THE SOUTH OF NO.112
HIGHWAY, BAZHOU, HEBEI PROVINCE, CHINA

SRN:

Product Information

Name: Hospital Bed

Model :
HL-A120D;
HL-A132A.
HL-A133B.
HL-A134C;
HL-A142A.
HL-A143B.
HL-A152A.

HL-A120A .

HL-A120B .
HL-A131A. HL-A131B.
HL-A132B. HL-A132C.
HL-A133C. HL-A134A.
HL-A141A. HL-A141B.
HL-A142B. HL-A142C.
HL-A143C; HL-A151A.
HL-A152B. HL-A153A.

EMDN: V080602

GMDN: 34873

Basic UDI-DI: 697546136HBA13G6,
697546136HBA12G4,
697546136HBA14G8, 697546136HBA15GA
Classification: Class I, According to Rule 1, Annex
VIIl, Regulation (EU) 2017/745
Declaration

HL-A120C .

HL-A131C.
HL-A133A.
HL-A134B.
HL-A141C.
HL-A143A.
HL-A151B.

HL-A153B
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