Witlesr F Shenzhen Witleaf Medical Electronics co., Ltd.

EC Declaration of Conformity

d MANUFACTURET: Shenzhen Witleaf Medical Electronics co., Ltd.

13/F-B2, Block 1, Senyang Science Park, No.7 Road, West District of High-Tech
Park, Guangming District,Shenzhen, PEOPLE’S REPUBLIC OF CHINA

1.MEeDICAL DEVICE: Patient Monitor

Model:XH-60A, XH-60B, XH-60C, XH-60D, SPLF-NP, SPLF-SE, SPLF-MC, SPLF-
OX, XH-30A,XH-30B,XH-30C,XH-30D, SATP-MC,SATP-SI,SATP-SE.SATP-OX
CLASSIFICATION: CLASS lIb, RULE 10.

2.MEeDICAL DEVICE: Rapid Intervention Capnograph

Model:RICAP

CLASSIFICATION: CLASS lIb, RULE 10.

3.MeDICAL DEVice:Fingertip Pulse Oximeter

Model:WIT-S200/WIT-S400

CLASSIFICATION: CLASS lla, RULE 10

4 MeDICAL DEVICE: Handheld Pulse Oximeter

Model: WIT-S100/WT-S300

CLASSIFICATION: CLASS lla, RULE 10

CONFORMITY ASSESSMENT ROUTE:MDD 93/42/EEC ANNEX I without 4

WE, Shenzhen Witleaf Medical Electronics co., Ltd., HEREWITH DECLARE THAT THE
STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
93/42/EEC CONCERNING MEDICAL DEVICES;
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE
MANUFACTURER.
WE, THE MANUFACTURER, ARE EXCLUSIVELY RESPONSIBLE FOR THE DOC

NOTIFIED BODY: TUV SUD Product Service GmbH
Ridlerstralle 65-80339 Munich-Germany
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