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тUv Rheinland
LGA Produсts GmbH

ТillystraBe 2, 904з1 Niirnberg

HD 60101918 0001
17047213 005

sсW Mediсath Ltd.
No. 4 Baolong 6th Road
Bаоlong lndustrial Town
l.onggang Distriсt, Shenzhen
518116 Guangdong
China

Doс. L/2, Rev. ]-

Attaсhment tо
Certifiсate
Registration No.:
Report No. :

Мanufaсturer:

ProduсЕs:

Disрosablе Prеssurе Transduсеrs
Introd'uсеr Sets
Guidе Wrrеs
Angj.оgraphlс Syringes
TJатnr..rri i э .! r-,s i s' Cethеtеrizзtiоn Кits
Patiеnс-Ccntroiiесr Arraigesiс Infusion
Disрosablе Infusiorr Pumps
Traсheostomy Tubе l(its
РerсuЕaneous Nephrоstоmy SeЕs
Uretеral SЕent Sеts
Drainagе CathеЕеr Sets
Transradial Int.rоduсеr SeЕs
.Тnt.rоduсеr Neеd].еs
I.v Cannulas
Cеrvlсal Ripеrring Balloon
PоsЕpartuш Ballоon

Pumps

Datei 2OI8-09-1I
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LGA Produсts GmbH
TillystraBe 2, 9o4з 1 Nilrnberg

Dcс' 2/2, Rеv. 0

Attaсhment
Certifiсаte
Registration
Report No.:

to

No.:

o rganizatioп:

Sсope:

Dаte: 2О18.09.18

DAKKS
' Deutsсhе.,',.'. AkkreditieгungsstelIe

D-ZM-14169-01-02

sx 60130880 0001
1104721З oo5

sсW Mediсath Ltd.
No'. 4 Baolong 6th Road
Bаоlong lndustrial Town
Longgang Distriсt, Shеnzhen
518116 Guangdong
China

ProduсЕs:

- Dosе-сontrol Syringеs
- Мanifolds
_ SЕоpсoсks
- Ba}ioоn fnf ].aЕion Dеviсеs
. Colorеd PisЕоn Spесi a]-ty Syringes
_ Мanifold Sеts
- Infusion Sеts with Nееd}еlеss AdapЕеrs
- Cerviсal Ripеning Ba1loon
- Postpartrrтn Ba.lloon
- Pressurе Bandagеs

Certifiсation Body
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ТUvRhеinlartdсertifiсate
Тhe certifiсation Body of

тUv Rhein|and LGA Produсts GmbH

hereby сeгtifies that the organization

sсW Mediсath Ltd.

has еstablishесl аnd applles a quаlit5l management system foг medlсal deviсes
for the fo|lowing sсope:

Design аnd Development, Manufасture and Distribution of
Medlсal Deviсes

(see attaсhment for prоduсts inсluded)

Рroof has beeп furnishеd that the requirements speсified in

EN ISO 13485:2016

аre fulfil|ed. Тhe qua|ity management system is subjeсt to yearly surveiIlanоe.

Еffeсtive Date: 2018.09.18

Ceftiflсate Registration No.: sX 60130s80 0001

An audit was peгfoгmed' Repoгt No.: 17047213 005

Тhis Cеilifiсate is va|id unti|. 2021-07-08 .

ll,DAkks.l.,. . Deutsсhе
Akkreditiегu n gsstelIe
D-ZM-14169_01_02

Date 2018-09-18

Ceгttfiсation Body

тUv Rheinlаnd LGA Produсts GmbH . TillystгeBe 2.90431
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