
Eс Certif iсate
Dirесtivе g3l42|ЕЕс Annex ll, exсIuding Seсtion 4

Ful| o'uаlity Assuranсe Sуstem
Mеdiсal Deviсes
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TUV R heln land

Registrаtion No.:

Repоrt No.:

HD 601 01 91 I OOOl

1704721з 0o1

fl,tlаrluf actu!.er: sсW Mediсath Ltd.
No. 4 Baоlong 6th Road
Baоlоng lndustriаl Town
Longgang Distriсt. Shвnzhen
5181 16 Guangdоng
сhins

Рrt;d -t{lts:

f,lrг рrс,:"1L1сts inс1udеd)

R";:р1асеs Aррrоvаi, Rеqisbratiоn Nо. : I{D 6cОз 1.?'92 0i]01

Еxtзirу Date: 2О2О-Lr7-06

.tirtl i{оtifiсlсi Bodу herebу сtесlares thаt the requirements of Annex lI, exс|uding seсtion 4 of the direсtive
UЗi'i2lЁЁC hаve ireеn met fоr the listed рroduсts. Thе аbove nаnred manufасturer has estаblislred
eгr:i aррliеs et quаiity assuraпсe systern, whiсh is subjeсt to periodiс surveillanоe, definеd by Annex l|,

s;:сtiоn 5 of thе аforementiоned directive. For plасing oгl tlre market of сlass lll deviсes сovered by
tiris сеrtitiсate alt ЕC design-еxaminаtioп сertifiсatё aсcording to,r+nцeх lI, seсtion 4 is required.
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ed Body
I^{f*с:tivе Datв: 2ci5-О7-09

L-r;*t*: 2t0.15-07-09

тUv Rheintаnd LGA Produсts GmbH 2 - 9o4з1 Ntirnberg

тUv кtreilrland LGA Рroduоts Gп-rbH is a Notified Body aссordiпg tо Dirесtive 9З|42lЕЕс
сопсerllirlg mediсal deviсes with thе ideпtifiсation пumber o197'
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TUvRhеinlarrсl

тUv Rheinland
LGA Produсts GmbH

ТillystrafSe 2, 90431 Niirnberg

Doс. z/z, Rev. 1

Attaсhment
Certifiсate
Registration
Report No.:

to

No.: HD 60101918 0001
17a4721з oo5

sсW Mediсath Ltd.
No. 4 Baolong 6th Road
Baolong lndustrial Town
Longgang Distriсt, Shonzhen
518116 Guangdong
Chinа

Mаnufaсturer:

AsрeсЕs of manufaсturе сonсеrnеd with sесuring
rrairrtaj.nlng steri1е сonditiоns :

Dose- сontrol Syriтrgеs
Мanifo1ds
Stoрсoсks
Bailoon Inflatj оn Dеviсеs
Сi-'io:еd Рis.;oi: SpeсialЕy Syringеs
lуIanrfold' Sеts
тrifusion Sеts witlr Nеed1elеss AdapЕers
Conneсting Tubings
Prеssure Bandagеs
Hеmostasis Valvе SеЕs
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Date: 2O18-O9-1I
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тUv Rheinland
LGA Produсts GmbH

T.illystraBe 2, 904з 1 Ntirnberg

Doс. !/2, Rev. 0

Attaсhment
Certifiсаte
Registrаtion
Repоrt No 

" :

o rganizatiоlr:

Sсоpe:

to

No.: sx 60130880 0001
17o4721з oo5

sсW lV!еdiсвth Ltd'
No. 4 Baolong 6th Road
Baolong lndustrial Town
Longgang Distriсt, Shonzhen
5181 16 Guangdong
China

Produсts:

Hemosеasis Valvе Sеts
Disposablе Prеssurе Transduсers
Introduсеr Sеts
Guidе Wirеs
Сonnесting Tubings
Angiоgraphiс Syringes
Hетnodia}ysis CathеЕerization Kics
PaЕiеnt-Contro1lеd Arralgеsiс fnfusion Pumps
Disрosablе Infusion Pumps
Traсhеostomy Tube Кits
Pеrсutanеous Nеphrost'omy Sеts
Urеtеra]. St'еnt Sеts.
Drainagе CaЕhet.er Sеts
Transradial In.'roduсе:: Sеts
Intrоduсer Nееdlеs
I.V Cannulas

Cвrtifiсation Body
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ъ\ DAKKS

Deutsсhе
Akkrediьerungsstеllе
D-ZM-14169-01-02

Dаtо: 2a1B.09.1B
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