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DECLARATIoⅡ oF CONFORMITΥ
MANUFAC丁 URER:SHENzHEN MERRlLL TECHNOLOGY CO ,LTD

ADDREss:MERR丨 LL PLAZA氵 NO1021X∪ EGANG RODE,BAN丁 IAN STREET,LONGGANG
D丨 sTR丨 CT,SHENZHEN,GUANGDONG PROV|NCE CH|NA

Eu AuTHORlsED REPREsENTATIVE: L∪ X∪ s LEBENsⅥ
`ELT GMBH(EUROPE)ADDREss:KO CHsTR1厶 7877W|LL丨 CH GERMANY

DIMDI CODE:DE/0000047791

DEˇ lCE: MERR丨 LL DlSPOSABLE FACE MAsK
MEDL No: MERR|LL KM95-001
TVPE: TYPE||R∶ FACT TYPE DECLARAT|ON
slzE"75CM× 95CM

CLAssIFIC厶TION(93`厶 2`ECC ANNEX IX RuLEs1》 cLAsS|
CONFORMITΥ AssEssMENT ROVTE: ANNEX V"

WE,sHENZHEN MERR|LL TECHNOLOGY CO,LTD,HEREVJ|TH DECLARE ON 0∪ R

EXCL∪ s|V| REPONs丨 B丨 L丨 TY THAT THE ABOVE MENT丨 ONED PROD∪ CTs MEET THE
PROV|S|ONs OF THE COUNCIL D丨 RECT丨 VE 93/厶 2/EEC AND 2007/47/EC FOR
MED丨 CAL DE∨ 丨CEs As TRANSPOsED lNTO NAT|ONAL LAV.JAH S∪ PPORT丨 NG
DOC∪ MENTATION丨 S RETA丨 NED∪ NDER THE PREM|SEs OF THE MAN∪ FACT∪ RER

sTANDARD APPLIED:

sTANDARDs sTAND厶 RD:s TITLE

丨SO13厶 85∶ 2016
MED{CAL DEV|CE-QUAL|TY MANAGEMENT sYsTEMs-REQU|REMENT FOR
REGULATORΥ  PURPOsEs

EN 丨SO14971:2019
MED|CAL DEVlCEs-APPL丨 CATlON OF R|sK MANAGEMENT TO MED|CAL
DEV|CEs

EN丨 S015223-1:2016
MED|CAL DEV|CEs-sYMBOLs TO BE UsED、 Ⅳ|TH MED|CAL DEVlCE|ABLEs
LABELL{NGAND|NFORMAT|0N TO BE sUPPL|Es- PART1GENERAL REQU|REMENTs

EN 1041:2008 |NFORMAT{ON sUPPL{ED BΥ THE MANUFACTURER OF MED|CAL DEVCEs

MEDDEV271:REV4 EVALUAT|0N OF CL|NlCAL DATA:A GU|DE FOR MANUFACHURERs
AND NOT丨 F|ED BOD|Es

EN14‘ 83:2019 MEDlCAL FACE MAsKs-REQUlREMENTs AND TEsT METHODs

EN|sO10993-1∶ 2009
B|0LOG|CAL EVALUAT|0N OF MED|CAL DEV|CEs-ˉ PART1 :EVALUAT|0N AN0
TEsT|NG W TH|N A RlsK MANAGEMENT PROCEss

EN |sO10993-5:2009 BlOLOGCAL EVALUAT|0N OF MED|CAL DEV|CEs-ˉ PART5∶ Tε sT FORlN VlTR0
GYTOTOXlGlTY,

EN丨 sO10993-10∶ 2013 B|0LOGCAL EVALUAT|0N OF Mε D|GAL DEV|CEs-ˉ PART10;TEsTs FOR丨 N|TAT|0N
AND sKlN sENs|T|ZA110N
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