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General Product Safety Directive‐ 2001ノ 95ノEC
Registration No口 :CIE1/191201001

Applicant: Suzhou Xiangcheng District Lengfeng Medical lnstruments Co., Ltd.

Applicant Address: Zhalji Village, Wangting Town, Xiangcheng Distrcit,
Suzhou City ,Jiangsu , China

Product Designation: Tattoo Needle Cartridges

Brand name: KWADRON
Model Number: 2sl1RLLT,25lt1RLLT, 2st12RLLT,25lr3RLLT,25114RLLT,2sl1sRLLT,2sl18RLLT,2sl3RLLT,

25I4RLLT, 25l5RLLT, 25l7RLLT, 2518RLLT, 2519RLLT, 25111RSLT, 25112RSLT, 25113RSLT, 2511sRSLT
25118RSLT, 25l3RSLT, 2514RSLT, 25l5RSLT, 25I7RSLT, 25I8RSLT, 25I9RSLT, 2511 1MGLT, 25I21MGLT,
25l23MGLT, 2517MGLT, 2519MGLT, 25l1 l SEMLT, 25121SEMLT, 25l23SEMLT, 25l7SEMLT, 25l9SEMLT,
3O/1RLLT,3O/1ORLLT,3O/11RLLT,3O/12RLLT,3O/13RLLT,3O/14RLLT,3O/1sRLLT,3O/18RLLT,
3OI3RLLT, 3O/5RLLT, 3Oi7RLLT, 3O/8RLLT, 3O/gRLLT, 3O/1ORSLT, 3OI11RSLT, 3O/12RSLT, 3O/13RSLT,
30/14RSLT, 3O/15RSLT, 3O/18RSLT, 3O/3RSLT, 3O/sRSLT, 3O/7RSLT, 3O/8RSLT, 3O/9RSLT,
3O/11MGLT,3O/13MGLT,3O/1sMGLT,3O/17MGLT,3O/1gMGLT,3O/21MGLT,3OI23MGLT,3O/25MGLT,
3O/27MGLT, 3O/7MGLT, 3O/9MGLT, 3O/1 l SEMLT, 30/135EMLT, 3O/155EMLT, 3O/175EMLT,
30/1 gSEM LT, 3O/2 1 SEMLT, 3O/235EMLT, 3O/25SEM LT, 3Oi27SEM LT, 3O/7SEMLT, 3OigSEMLT
35/1 RLLT, 35/1 ORLLT, 35/1 1 RLLT, 35/1 2RLLT, 35/1 3RLLT, 35/1 4RLLT, 35/'I sRLLT, 35/1 8RLLT,
35/3RLLT, 35/4RLLT, 35/5RLLT, 35/7RLLT, 35/8RLLT, 35/9RLLT, 35/11TRLLT, 35/13TRLLT, 35i5TRLLT,
35/7TRLLT, 35/9TRLLT, 35/1OERLLT,35I11ERLLT, 35/12ERLLT, 35/7ERLLT, 35/8ERLLT, 35/9ERLLT,
35/1ORSLT, 35/,I1RSLT, 35/12RSLT, 35/13RSLT, 35/14RSLT, 35/1sRSLT, 35/18RSLT, 35I3RSLT,
35/4RSLT, 35/5RSLT, 35/7RSLT, 35/9RSLT, 35/1 1MGLT, 35/13MGLT, 35/1sMGLT, 35/17MGLT,
35/1gMGLT, 35/21MGLT, 35i23MGLT, 35/25MGLT, 35/5MGLT, 35/7MGLT, 35/9MGLT, 35/1RLLT-T,
35/lORLLT-T,35I11RLLT-T, 35i,12RLLT-T, 35/13RLLT-T, 35/14RLLT-T, 35/15RLLT-T, 35/18RLLT.T,
35/3RLLT-T, 35/4RLLT-T, 35/5RLLT-T, 35/7RLLT-T, 35/8RLLT-T, 35/9RLLT-T, 35/1 l SEMLT
35/13SEMLT, 35/1sSEMLT, 35/17SEMLT, 35/195EMLT, 35/21SEMLT, 35/23SEMLT, 35/255EMLT,
35/5SEMLT,35/7SEMLT,35i9SEMLT,35/1,IFLLT,35/13F11T,35/15F11T,35/5FLLT,35/7FLLT,
35/9FLLT,35/6FLLT,35/1RLMT,35/1ORLMT,35/11R1MT,35/12R1MT,35/13R1MT,35/14RLMT,
35/15RLMT, 35/18RLMT, 35/3RLMT, 35/4RLMT, 35/5RLMT, 35/7RLMT, 35/8RLMT, 35/9RLMT,
35/1ORSMT, 35/1 1RSMT, 35i 12RSMT, 35/13RSMT, 35/14RSMT, 35/1 sRSMT, 35/18RSMT, 35/3RSMT,
35/4RSMT, 35/5RSMT, 35/7RSMT, 35/9RSMT, 35/1 1MGMT, 35/13MGMT, 35/1sMGMT, 35/17MGMT,
35/1gMGMT, 35/21MGMT, 35/23MGMT, 35125MGMT, 35/5MGMT, 35/7MGMT, 35i9MGMT,
35/1 l SEMMT, 35/135EMMT, 35/155EMMT, 35/175EMMT, 35/195EMMT, 35/21SEMMT, 35/235EMMT,
35/255EMMT, 35/5SEMMT, 35/7SEMMT, 35/9SEMMT, 4Ol3CFPT, 4Ol5CFPT, 18/1RLLT, 18/3RSPT-T,
2Ol1RLLT, 2Ol3RLLT, 2511RLLT, 25l3RLLT, 25/5RLLT, 2517RLLT, 25l3RSPT-T, 3O/1RLLT, 3O/3RLLT,
3O/5RLLT, 3Oi7RLLT, 3O/3RSPT, 3O/5RSPT-T, 3O/7RSPT, 3O/3RSLT, 3O/5MGPT,3O/9MGPT, 35/1RLLT,
35/4FLPT, 4Ol1RLPT-T.

Manufacture: Suzhou Xiangcheng District Lengfeng Medical lnstruments Co., Ltd.

Manufacture Address: Zhaiji Village, Wangting Town, Xiangcheng Distrcit,
Suzhou City ,Jiangsu , China

We, the manufacturer, herewith declare that the products.
Meets all the provisions of the directive 20011951EC which apply to it.
Applied harmonised standards, national standards or other normative documents.

.EN rSO 10993-1 .2018
EN ISO 7153-1'2016 EN ISO 14971.2012.

Gonclusion of Assessment: The CE mark as show below can be used, under the
responsibility of the manufacturer or the importer, after completion of an EC Declaration of
Conformity and compliance with all relevant EC Direcjiv"6s,.. .

Note: This certificate is only valid for the equiprngntiahd &infiguration described, and in
conjunction with the data detailed above.

Chief Assessor: General Manager

Suzhou CiEi Consulting Service Co.
Sυzわ Oυ C′EI COnsυ ttng seⅣice Co Lld
rVo 769-7,Merdong Road Beた わe Towη

,

ZJp Codef 27527イ
Wujiang District, Suzhou city, Jiangsu Province, China
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lssue Date: 01,2019。c


