DECLARATION OF CONFORMITY
To CouNciL DIRECTIVE 93/42/EECCONCERNING
MEeDICAL DEVICE

SHENZHEN LAUNCH ELECTRICAL CO. LTD.BUILDING F, ZHONGGANGXING
NMANUFACTURERI INDUSTRIAL ESTATE ZHANGGE COMMUNITY, GUANIAN STREET, LONGHUA NEW
DISTRICT, SHENZHEN 518110, CHINA
EUROPEAN REPRESENTATIVE! MDI EUROPA GMBH, LANGENHAGENER STR. 71 D-30855 LANGENHAGEN
MEDICAL DEVICE, MODELS: REUSABLE ECG TRUNK CABLES AND LEADWIRES, SEE LIST OF DEVICES
CLASSIFICATION - ANNEX IX: CLASS |, RULE 1
GMDN CoDE: 35562, CABLE/LEAD, ELECTROCARDIOGRAPH

CONFORMITY ASSESSMENT ROUTE:  ANNEX VI
WE, THE MANUFACTURER, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES MEET THE
TRANSPOSITION NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE 93/42/EEC CONCERNING
MEDICAL DEVICES; ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE
MANUFACTURER.

STANDARDS APPLIED:
EN 1SO13485:2012/AC: 2012, ISO 13485: 2003/ COR.1: 2009, DIN EN ISO 13485:2012, ISO

15223-1: 2016, EN ISO 15223-1: 2016, EN1041:2008/A1:2013, EN ISO 14971:2012, I1SO
14971:2007/ COR 2007, EN ISO 10993-1:2009/AC:2010, ISO 10993-1:2009, EN ISO
10993-5:2009, ISO 10993-5:2009, EN 1SO 10993-10:2013, ISO 10993-10: 2012, EN ISO
10993-12:2012,1SO 10993-12:2012, EN ISO 10993-12:2012, ANSI/AAMIEC53:2013, ANSI/AAMI
ES60601-1:2005/A1:2012,IEC 60601-1-2-25:2011 (2ND EDITION),IEC 60601-2-27:2011 (3RD
EDITION), |E60601-1:2005 (3RD EDITION)+ CORR.1: 2006+ CORR.2: 2007+ A1:2012, EN
60601-1:2006/A1:2013+ A12: 2014,IEC 60601-1-2: 2014, EN 60601-1-2:2015, I[EC
60601-1-6:2010,EN 60601-1-6:2010, EN 62366:2008, IEC 62366:2007, IEC 60068-2-64:2008,

DIRECTIVE 2011/65/EU

START OF CE-MARKING:
2018-07-13

PLACE, DATE OF DECLARATION: SHENZHEN, 2018.07.13

SIGNATURE:
JIAAN HUANG
/E '&"lﬁ 3 7 / l MANAGEMENT REPRESENTATIVE

WE, AS THE MANUFACTURER, ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

File No.LA-3-CE-008/REV:A.01 Revision date:0713.2018




List of CE-marked Products
ECG Cable

S/N | Name of Product Models Classification ol asRsui:‘i:gtfion GMDN Code
1 ECG CABLE 2104722-001 Class / MD%CCE?( - Cable/lead, :ISeSC?ricardiograph
2 ECG CABLE 2104723-001 e | MDDRSE;X = Cable/lead, glsei(tsricardiograph
3 ECG CABLE 2104724-001 Class / MD%SEE? = — :
Cable/lead, electrocardiograph
4 ECG CABLE 2104724-002 Class / MDDRSEE?( = Cable/lead, leei?ricardiograph
5 ECG CABLE 2104751-001 Class / MD%SCE? = Cable/lead, SIiifricardiograph
6 ECG CABLE 2104750-001 Class / MD[I;CEE?( & Cable/lead, SISeSC‘tsé)cardiograph
7 ECG cABLE 2104726-001 Class | MDDRGITEG‘IX = Cable/lead, 2!5esc(t3|3)cardiograph
8 ECG cABLE 2104727-001 Class / MDEI;CITE?X o Cable/lead, sgi?ricardiograph
9 ECG cABLE 2104752-001 Class / MDI%SCE(?X = Cable/lead, :Isei?ricardiograph
10 ECG CABLE 2104767-001 st ot D = Cable/lead, 2I5e?:?|f)cardiograph
11 ECG CABLE 2104749-001 Class / MDI%CCE?( & Cable/lead, glii?écardiograph
12 ECG CABLE 2104748-001 Class / MD%SE;X s Cable/lead, SISesc?rzcmardiograph
13 ECG CABLE 2104725-001 Class / MD%SSE(:X . Cable/lead, SIsei?icardiograph
14 ECG CABLE 2104725-002 Class / MDEF){CIr_]IrE]iX k Cable/lead, 2I5ei?|icardiograph
15 ECG CrBLE 2109895-001 Oy MD%GEE? 5 Cable/lead, glsei?écardiograph
16 ECG cABLE 2109895-002 Class | MD[F){SCEiX B Cable/lead, glsei?rzocardiograph
17 ECG cABLE 2104729-001 e MDII?(GEE?X 5 Cable/lead, 2!?—:5c?r%':cardiograph
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