DECLARATION OF CONFORMITY
TO REGULATION(EU) 2017/745 ON MEDICAL DEVICES

CONTEC MEDICAL SYSTEMS CO., LTD

No.112 QINHUANG WEST STREET, ECONOMIC & TECHNICAL
DEVELOPMENT  ZONE, QINHUANGDAO, HEBEI  PROVINCE,
PEOPLE’ S REPUBLIC OF CHINA

SRN of Manufacturer :CN-MF-000007715

EC |REP | SHANGHAI INTERNATIONAL HOLDING CORP. GMBH(EUROPE)
EIFFESTRASSE 80, 20537 HAMBURG GERMANY

SRN of AUTHORISED REPRESENTATIVE: DE-AR-000000001

This EU declaration of conformity is issued under the sole responsibility of the
manufacturer.

We keep all supporting documentation and ensure that the authorised
representative has the necessary documentation permanently available.

69450401IGN0O008C2; 694504011GNO009C4;
69450401IGNO010BM; 69450401IGNO058CH;
69450401IGN0050BZ; 694504011GNO060C4;

BAsic UDI-DI: 69450401IGN0004BS; 6945401IGN000594;
6945401IGN0O0579P;  694504011GN0003BQ;
694504011GN0O006BW;06945040101239;
06945040101246

ProbDucT AND TRADE NAME: CUFF

IGN0008 ; IGN0009;IGN0010 ;:IGN0058;IGN0050; IGN0060;
CATALOGUE NUMBER/MODEL: IGN0004,; IGN0005;IGN0057; IGN0003; IGN0006;IGN0001
IGN0002; IGNO0G66

Class | according to rule 13 Annex VIII ,as well as
its intended purpose

We, (CONTEC MEDICAL SYSTEMS CO., LTD) herewith declare that the stated
medical devices meet REGULATION (EU) 2017/745 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on medical devices.

RiISK CLASS OF THE DEVICE:

CONFORMITY ASSESSMENT PROCEDURE: Regulation (EU) 2017/745, Annex Il + 1lI

PLACE, DATE OF ISSUE: QINHUANGDAO, 2022/10/21

HUKUN.,Chairman/ manufacturer
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