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Declaration of Conformity

Manufacturer: Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong 511434 Panyu, Guangzhou,
People Republic of China

European Repre- Shanghai International Holding Corp. GmbH (Europe)

sentative: EiffestraBe 80, 20537 Hamburg, GERMANY
Product Name: Latex Foley Catheter

Type or size: Refer to Annex

GMDN Code: 34917

Classification (MDD, Annex IX): iib, Rule 5
Conformity Assessment Route: Annex I excluding (4)

We herewith declare in our sole responsibility that the above mentioned products meet the
transposition into national law, the provisions of the following EC Council Directives and
Standards. All supporting documentations are retained under the premises of the s7& ;
turer. The declaration of conformity is issued under our sole responsibility.

DIRECTIVES

General applicable directives: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning
Medical devices, amended by Council Directive 2007/47/EC

Notified Body: TOV SUD Product Service GmbH, Ridlerstr. 65, 80339,
Miunchen, Germany
Identification number:; CE0123
(EC) Certificate(s): G1 038814 0079 Rev. 00
Expire date of the Certificate: 2024-05-26
Start of CE Marking: 2003
Place, Date of Issue: uangzhou, 2021-02-20
]
Signature: (/7";/? Pl ﬂm}j
Name: Chen Yun Gui \ U

Position: Management Represe

Add: C-4# Jinhu Industrial Estate, Hualong, Panyu, Guangzhou, 511434, P.R. China 1
Tel : +86 20 84758878
Web: hitp.//www.welllesd.com.cr/
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Annex
| Model Type Size
2-way, paediatric 6Fr, 8Fr, 10Fr
12Fr, 14Fr, 16Fr, 18Fr, 20Fr, 22Fr, 24Fr,
atox Fo 2-way, standard | Joc ' ook 30FT
ley Cathe- | 2-way, female ;gg 14Fr, 16Fr, 18Fr, 20Fr, 22Fr, 24Fr,
ter  2-way, Tiemann tip | 12Fr, 14Fr, 16Fr, 18Fr, 20Fr, 22Fr, 24Fr
3-way 16Fr, 18Fr, 20Fr, 22Fr, 24Fr, 26Fr
2-way, paediatric 6Fr, 8Fr, 10Fr
Hydrophilic | 2-way, standard 12Fr, 14Fr, 16Fr, 18Fr, 20Fr, 22Fr
Latex Fo- 2-way, female 12Fr, 14Fr, 16Fr, 18Fr, 20Fr, 22Fr
ley Cathe- pamrdiny | 12Fr, 14Fr, 16Fr, 18Fr, 20Fr, 22Fr
ter N6Fr, 18Fr, 20Fr, 22Fr
| i .1\ ater sachet

Add: C-4#Jinhu Industriel Estate, Hualong, Panyu, Guangzhou, 51 1434, P.R. China
Tel : 486 20 84756878
Web: htte:/www.welllead. com.cn/
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Declaratie de conformitate
Producator: Well Lead Medical Co., Ltd.
C-4 linhu Industrial Estate, Hualong 511434 Panyu, Guangzhou,
Republica Populara China
Reprezentant European: Shanghai International Holding Corp. GmbH (Europa)
Eiffestrape 80, 20537 Hamburg, GERMANIA
Denumire produs: Sonda Foley latex
Tip sau dimensiune: A se vedea Anexa
Cod UMDNS: 34917

Clasificare (MDD, Anexa IX): Ilb, Regula 5

Ruta de evaluare a conformitatii: Anexa Il exclusiv (4)

DIRECTIVE

Directive general aplicabile: DIRECTIVA CONSILIULUI 93/42/EEC DIN 14 lunie 1993 referitoare la Dispo:
modificata prin Directiva Consiliului 2007/47/EC.

Organism notificat: TUV SUD Product Service GmbH, Ridlerstr. 65, 80339, Munchen, Germania
Numar identificare: CEO0123
Certificat€ (CE): G1 038814 0079 Rev. 00

Data de expirare a certificatului:26.05.2024
Aplicare initiala marcaj CE: 2003
Locul, data emiterii: Guangzhou, 20.02.2021

Semnatura: indescifrabila, stampila companiei
Nume: Chen Yun Gui
Functia: Reprezentant al Managementului

Adr: C-44 Jinhu Industrial Estate, Hualong, Panyu, Guangzhou, 511434, P.R.China
Tel: +86 20 84758878
Web: http://www.welllead.com.cn/
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Anexa
Model Tip Dimensiune
| 2 cai, pediatrica Fr6,Fr8,Frio0
2 cal, standard Fr 12, Fr 14, Fr 16, Fr 18, Fr 20, Fr 22, Fr 24, Fr 26, Fr 28, Fr 30
Sonda Foley latex 2 cai, femel Fr 12, Fr 14, Fr 16, Fr 18, Fr 20, Fr 22, Fr 24, Fr 26
2 cai, varf Tiemann  Fr12, Fr14, Fr 16, Fr 18, Fr 20, Fr22,Fr24
3 cai Fr 16, Fr 18, Fr 20, Fr 22, Fr 24, Fr 26
2 cai, pediatrica Fr6,Fr8, Fr 10
2 cai, standard Fr 12, Fr 14, Fr 16, Fr 18, Fr 20, Fr 22
| 2 cai, femei Fr 12, Fr 14, Fr 16, Fr 18, Fr 20, Fr 22
enCa Foley e il T ok, verl T Fr 12, Fr 14, Fr 16, Fr 18, Fr 20, Fr 22
Fr 16, Fr 18, Fr 20, Fr 22

\\ Pliculet apa

ROMANIA .
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Adr: C-4# Jinhu Industrial Estate, Hualong, Panyu, Guangzhou, 511434, P.R.China
Tel: +86 20 84758878
Web: http://www.welllead.com.cn/



