DECLARATION OF CONFORMITY
TO CouNciL DIRECTIVE 93/42/EEC
CONCERNING MEDICAL DEVICES

CONTEC MEDICAL SYSTEMS CO., LTD
u Mo.112 Qinhuang Wast Streat, Economic & Technical
MANUFACTURER: Davelopment fona, Qinhuangdao, Hebel Province,
PEOPLE'S REPUBLIC OF CHIMA

MEDICAL DEVICE: Pulse Oximeter Probe, ESAD01S
CLASSIFICATION - ANNEX 1X; Class || b, Rule 1

CONFORMITY ASSESSMENT RouTe: Annex [l excluding chapter 4

We, (COMTEC MEDICAL SYSTEMS CO.,, LTD} HEREWITH OECLARE THAT THE STATED
MEDICAL DEVICES. MEET THE TRANSPOSITION INTO NATIOMAL LAWY, THE PROVISIONS OF
CounciL DIrecTivE 93M2/EEC oF 14 JunE 1993 CONCERNING MEDICAL DEVICES;

INCLUDING, aT 21 MaARCH 2010, THE AMENDMENTS BY COoUNCIL DIRECTIVE 2007 4TFEEG

A1 SUFPPORTING DOCUMENTATION |5 RETAIMED AT THE PREMISES OF THE MAMUFACTURE.

STANOARDS APPLIED: SEE ATTACHED LIST OF (HARMOMISED - EM) STAKDARDS FOR WHICH
DOCUMENTED EVIDENCE OF COMPLIANCE CaAM BE PROVIDED.

TOv S0D PRODUCT SERVICE GMEH

NoTFED Boor: RICLERSTR 85, D-80338 MUNCHEN, GERMANY

IDENTIFICATION MNUNMBER: c G 0123

(EC) CERTIFICATE(S): _G1 050972 0050 Rev.04

Shanghai International Holding Corp. GmbH{Europe)
| EURDOPEAN REPRESENTATIVE Eiffestrasse &0, 20537 Hamburg GEI'I'I"IEI"I;I.T

START OF CE-MARKING: 2008-07-23  {Dude or Lok aor serial mumbier)

PLACE, DATE OF DECLARATION: ChuHualGDaD,  2020-06-18

P

f

SIGNATURE: Preesidien




