
DECLARATION OF CONFORMITY 
TO COUNCIL DIRECTIVE 93/42/EEC OF 14 JUNE 1993 

CONCERNING MEDICAL DEVICES 
 

CETF-BPM-002 A/2 

CONTROL STATUS: A/2 

 MANUFACTURER:  YANCHENG KELLYUNION IMPORT AND EXPORT CO.,LTD 
                                              ROOM 2509, BUILDING 1, FINANCIAL CITY, NO.5, SHIJI AVENUE, 

CHENGNAN NEW DISTRICT, 224005 YANCHENG CITY, P. R. CHINA 
 
MEDICAL DEVICE:  DIGITAL  THERMOMETER KD-101, KD-601, KD-602, KD-702, KD-106 
   
CLASSIFICATION - ANNEX IX: CLASS IIA, RULE 10 
 
CONFORMITY ASSESSMENT ROUTE:  ANNEX V 
WE, YANCHENG KELLYUNION IMPORT AND EXPORT 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 

 
STANDARDS APPLIED: SEE ATTACHED LIST OF (HARMONISED - EN) STANDARDS FOR WHICH DOCUMENTED 

EVIDENCE OF COMPLIANCE CAN BE PROVIDED.  
 

NOTIFIED BODY:  TÜV SÜD PRODUCT SERVICE GMBH     
 RIDLERSTR 65, D-80339 MÜNCHEN, GERMANY 
 

IDENTIFICATION NUMBER   0123   
 
(EC) CERTIFICATE(S): G2 002927 0005REV.00 
 
VALID UNTIL:                                               2023-05-07 
 

  
EUROPEAN REPRESENTATIVE: PROLINX GMBH 
                                                                          BREHMSTR. 56, 40239, DUESSELDORF 
 

 
 
START OF CE-MARKING: 2020.3.2 

 
PLACE, DATE OF DECLARATION: YANCHENG, CHINA 
 
SIGNATURE: ____________________ 
 NAME: WENDY YANG 
 POSITION: (MANAGEMENT REPRESENTATIVE)  
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