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Well Lead Medlcal Co., Ltd.

C-4 Jinhu lndustrial Estate, Hualong 511434 Panyu, Guangzliou)=
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Manufacturer:

SRN:

European

Representative:

SRN:

Product Name:

lntended Purpose

Type/ Size/
Catalogue Number:

UMDNS Code:

GMDN Code:
EMDN Code;
Basic UDI-Dl:

......",I
a

People's Republic of China

cN-MF-000006728
Shanghal lnternatlonel Holding Corp. GmbH (Europel
Eiffestrase 80, 20537 Hamburg, GERMANY
DE-AR-000000001
Latex Foley Catheter

Latex Foley Catheter is inserled into the bladder through urethra and are

indicated for routine urine drainage or for routine post-operative drainage

and inigation bladder.

Please refer to Table 1

'1o720

3/.917
u010299
Please refer to Table 1

Classification (MDR, Annex \4[ ): llb, Rule 5
Conformity Assessmenl Route: Quality Management System (Annex lX, Chapter I & llD +

Declaration ot Conformity (Annex lV)

We herewith declare in our sole responsibility that the products mentioned above meet the

transposition into national law, the provisions of the following EC Council Regulations and

Standards. All supporting documentations are retained under the premises of the

manufacturer. The declaration of conformity is issued under our sole responsibility.

Regulation(s)
General applicable regulations: Regulation (EUl 2c17n45 of the European Parliament and of

lhe Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation

(EC) No 178/2002 and Regulation (EC) No 122312009 and rep€aling Council Directives

90/385/EEC and 93/42lEEC.

Applicable Standard(s) :

EN ISO 20696;2018, EN ISO 13485:20'16+A11:2021, EN ISO 14971:2019, CEN ISO/TR

24971:2020,ISO 80369-7: 2021, ISO 2004:20't7, EN ISO 14644-1:2015, EN ISO 14644-

2:2015, EN ISO 14644-3:2019, EN ISO 14d444..2001, EN ISO 14644-5:2004, EN ISO

14644-7.2004, EN ISO 14644-8:2013, EN ISO 14644-9:2012, EN ISO 14644-10:2013, EN

ISO 14644-13:20'!7, EN ISO 14644-14:2016, EN ISO 14644-16:2019, EN ISO 14644-

17:2021, ENISOI '1135:2014+A'l:2019, EN ISO 11'138-'l'2017, EN ISO 11138-2:2017, EN

ISO 11607-1:2020, EN ISO 11607-2:2020, EN ISO 11737-1:2018, EN ISO 11737-2:2020, EN

ISO 15223-1:2021, EN ISO 20417:2021, EN ISO 109931:2020, EN ISO 10993-3:20'14, EN

ISO 10993-5:2009, EN ISO '10993€:2016, EN ISO 10993-7:2008+AC:2009, EN ISO 10993-

10:2013, EN ISO 10993-1 1:2018, EN ISO'10993-12:2021, EN ISO 10993-17:2009, EN ISO
'10993-18:2020, ISOiTS 10993-19:2020, ISO/TS 21726:2019, IEC 62366-

A.ld: C{ 3 Jlnhu lndugli.l E t!lc. Hu.lono, Plnyu. Gulog:nou. 51 1a3a, P.R. Cnha
T.l: 186 20 84758878
V\iob: blp:l&4turyd[9!C-!@
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u,rellead ru Tr
Document Nr. : WL-MDR-DOC-001-01/A

1:2015+AMD1:2020, ISTA 2A, ASTM F1980-21, MDCG 2020-5, MDCG 2020€, MEDDEV

2.7.1 revision 4, SCHEER guidelines

Notifled Body:
ldentification number:
(EC) Certificate(s):

Expire date of the Certiticate:

Start of MOR CE Marking:

BSI Group The Netherlands B.V
cE2797
MDR 801167 R000

2028112t13

2023t12t14

--1"lr,'i ('. ISignature:

Namel

Position:

Chen Yungui

Represent tive &

Place, Date of lssue: Guangzhou, 2023-12J14
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Add: c{ n Jhhu hdu{n.lEn.l6, Hu.lon0, P.nyu. Gu.nezhou, 511431. P.R. Cnin
T6l: +86 m 84758478
whb: hlir!4rfrr{llLe€4.conv
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Document Nr.: WL-MDR-DOC-001 -01/A

Tablel Catalo ue Number

69449327FF01A00DX 2-way, standard

I \') Ill,l)l( .,1
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22Fr 5mL

2
22Fr

F01A0218"t2

F01A1022012

FUAA22207

REFBasic UDI-DI Size
F014060602
F014060802

L
8Fr 3mL
8Fr, 3-5mL F01A060803
8Fr, 5mL F014060804

F01406100210Fr 3mL
10Fr,3-5mL F014061003

69449327FF01A01D2 2-way, Pediatric

Tvpe

F01406100410Fr 5mL
12Fr, SmL F01AO21204

F01A02120512Fr,5-10m1
12Fr, 1OmL F014021207
'12Fr,5-15m1 F014021206
12Fr, 1SmL
12Fr, 15-30m1

F014.021208
F01A021209

12Fr, 30mL F01AA21210
14Fr, SmL F01A021404
14Fr, 5-10m1 F01A021405
14Fr, 1OmL F01A021407
14Fr,5-15m1 F01A021406
"l4Fr,'tSmL F01A021408
14Fr, 15-30m1 F01A021409
't4Fr, 30mL F0140214't0
16Fr, SmL F0'rA021604
16Fr,5-1OmL F01A021605
16Fr, 1OmL F0'tA021607

F01A02160616Fr 5-15m1
'l6Fr, 15mL F0 tA021608
16Fr,30mL I TOtROZtOtO

F01402161216Fr, 30-50m1
F01A02180418Fr,5mL

18Fr,5-10m1 F0'tA021805
18Fr, 1OmL F01A021807
1BFr,5-15m1 F0'1A021806
18Fr, 1SmL F01A021808
18Fr, 30mL

*l-QEt-98-s9_'lt-
20Fr, SmL

F01A021810

F014022004
F014022005
F01A022007
F014022006
F01A022008

30-50mL

20Fr

20Fr

20Fr

20Fr

20Fr
20Fr

5-10m1
10mL

30mL

5- 15mL
15mL

F014022010

F014022204
22Fr 5-10m1
22Fr 1OrnL
22Fr, 5-15m1

F014022205

F01A022206

F01A022214
F01A022208

AddiC-atJinhu l,rdullri8lEnal!, H!.long, P.nyu, Gu.ngzhcu, 51 1434, P.R China
T.l: +86 20 8.175€878
Vt/ob: l]l't Piltrt!!v,!,4t{l9ld !4I!
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Basic UDI-DI T e

2-way, standard

69449327FF0'tA00DX

2-way, Female

Document Nr.: WL-MDR-DOC-001-01/A

18Fr 5-10m1
18
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REF
22Fr, 30-50m1

Size
F01A022212
F01A02240524Fr 5-1

24Fr.lOmL
0mL

F01A022407
F01A02240624Fr,5-1SmL

24Fr,15mL F014022408
24Fr, 30mL F01A022410
24Fr, 30-50m1 F01A022412
26Fr,5-10m1 F01A022605

F01402260726Fr, 1OmL
F01A022606
F01A022608

26Fr 5-15m1
26Fr, 15mL

F01402261026Fr, 30mL
FOlA02261226Fr 30-50mL

28Fr, 5-10m1 F01A022805
28Fr, 1OmL F014022807
28Fr,5-15m1 F01A022806

F0'tA02280828Fr 15mL
28Fr, 30mL F014022810

F01402281228Fr, 30-50m1
F01A02300530Fr, 5-10m1
F01A02300730Fr, 1OmL

30Fr 5-15m1
I,30F 51 Lm

30Fr 30mL
30Fr 30-50mL

F01A023006

F01A023012

F01A023008
F0 tA0230'10

12Fr, SmL F01A041204
12Fr, 5-10m1 F014041205
12Fr, 1OmL FO1A041207

F01A041206
F01A04't208

12Fr 5-15m1
12Fr, 1SmL
12Fr. 15-30m1 F01A041209

F01A04121012Fr, 30mL
F01A04140414Fr,5mL
F01A041405
F01A041407
F01A041406
F01A041408

15-30m1

14Fr

14Fr

14Ft

14Fr
14Fr

5-10m1
10mL

15mL
5- t 5mL

F01A041409
14Fr, 30rnl F01A041410

F01A04160416Fr 5mL
16Fr 5-10m1

F01A041606

F01A041605
F01A041607'16Fr 1OmL

16Fr 5-15m1
16Fr 1SmL
16Fr 30mL
16Fr 30-50m1

F01A041608
F01A041610
F01A0416'12

't8Fr. SmL F01A04't804
F01A041805
F01A041807

Add:c-4!Jlnh( lndu.lrLlE t 16, Hualona, P8ny!, GuangrnolJ, 511/t34, P.R. cnln
T.l: +E6 20 Ea75E878
\lilbr h(9 '/\r.r/w wllllead aorn/

0mL
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Basic UDI-DI Tvpe

2-way, Female

Document Nr.: WL-MDR-DOC-001-01 /A

\)

12Fr 30mL
14Fr 5mL F01A081404
14Fr 5-10m1 F01A081405

L 10_r.nL
15mL

1r: D l(r 'A
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14fr- '15-30m1

14Fr 30mL
16Fr 5mL

F01A081612
EFI, 5mL F01A081804

1

1

18Fr F01A081805

Size REF 4-,
'18Fr,5-15m1 F01A041806'

F014041808 .'18Fr '15m1

18Fr.30mL F014041810'
18Fr,30-50m1 F01A04'1812
20Fr, 5mL
20Fr,5-10m1

F01A042004
F014042005

20Fr, 1OmL F014042007
20Fr,5-15m1 F01A042006
20Fr. 1SmL F01A042008
20Fr, 30mL F0'1A042010
20Fr, 30-50m1 F014042012
22Fr,SmL F01A042204
22Fr, 5-10m1 F014042205

F01404220722Fr,10mL
22Fr, 5-15m1 F01A042206
22Fr.15mL F014042208

F01404221022Fr, 30mL
F0'tA04221222Fr, 30-50m1
F01A04240524Fr,5-10m1

24Fr, 1OmL F01A.042407
24Fr 5-15m1
24Fr. 15mL

F01A042406
F01A042408
F01A042410
F014042412
F014042607
F014042606
F01A042608

30-50m1
24Fr

26Fr

24Fr

26Fr
26Fr

30mL

1SmL
5- l5mL
1OmL

F01404261026Fr, 30mL
26Fr, 30-50m1 FO1A042612
12Fr.5mL F01A081204
12Fr, 5-'lOmL F01A081205
12Fr, 1OmL F0'1A081207
12Fr, 1SmL F01408'1208
12Fr. 15-30m1 F01A081209

F01A0812'10

F01A081407
F01A081408
F01A081409
F01A081410
F01A081604

16Fr 5-10mL
'r6Fr 1OmL

F01A081605
F0'1A081607

16Fr 15n1L
16Fr 30mL

F01A081608
F01A081610

Artd:ca11Jlfiu lndusrrial E!l3r., Huslong, P.nyu, Gu.nozhoo, 511434, P.R. Chln
T.t 186 20 8175E87E
wbb: lnl,r l'y!^{,welll..c.c(Yrv

5-10m1
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69449327FF01A00DX

I

I
I

2-way, Tiemann
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Basic UDI-DI

rr;ellead rurr

69449327FF01A00DX 2-way, Tiemann

24Fr 5-10m1
24Fr 10mL
24Fr 15mL

24Fr 10mL
24Fr 5-15m1
24Fr

T e Size REF
18Fr, 1OmL F01A081807,

F01A08180818Fr. 15mL
F01A08181018Fr,30mL

18Fr F01A08't81230-50m1
20Fr 5mL F014082004

F01A08200520Fr,5-1OmL
20Fr, 1OmL F0'14082007
20Fr, 1SmL F01A082008
20Fr, 30mL F01A0820'10
20Fr, 30-50m1 F0140820't2
22Fr,5mL F01AO82204
22Fr, 5-1OmL F01A082205
22Fr,10mL F014082207
22Fr,15mL F01A082208
22Fr. 30mL F01A0822'10
22Fr, 30-50m1 F014082212

F014082405
F014082407
F01A082408

24Fr, 30mL F014082410
24Fr, 30-50m1 F014082412
16Fr,5-1OmL F01A't01605
16Fr, 1OmL F01A'101607
16Fr,5-15m1 F01A101606

F01A10160816Fr, 1SmL
F01A1016'10'l6Fr, 30mL

'l6Fr, 30-50m1 F014101612
F01A10180518Fr,5-10m1

'l8Fr, 1OmL F01A101807
18Fr,5-15m1 F014101806
18Fr, 1SmL F01A101808

F01A10181018Fr 30mL
18Fr 30-50m1
20Fr 5-10m1

F0'tA101812
F0 tA102005

20Fr. 1OmL F01A102007
20Fr, 5-15m1 F01A102006

F01A10200820Fr, 1SmL
F01A10201020Fr,30mL
F01A10201220Fr, 30-50m1
F01A'r0220522Fr, 5-10m1

22Fr,10mL F01A102207
F01A102206
F01A102208

22Fr 5-
22Fr,15mL

15mL

F01A10221022Fr,30mL
F01A10221222Er,3Q sQrql

24Fr.5-1OmL F01A102405
F01A102407
F01A102406
F01A102408

Add:C{rJinnu h&rfidEnei., Hu.long, Prny!, Gu.ngznou, 51 113a, P.R. Chin€
'Lt: +tG 20 E4758878
\ntO. mp //v/tl/* *.lll.8d.p9.!!l
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Document Nr.: WL-MDR-DOC-001- \1 !',1) l(' t4

I ia

69449327FF01A04E7

/Tvne Size REFBasic UDI-DI
24Fr, 30mL F01A1024,t0"
24Fr, 30-50m1 F01A102412

F01A102605-26Fr,5-'tOmL
F01A10260726Fr, 1OmL

26Fr,5-1SmL F0'tA102606
F01A10260826Fr, lSmL
F01A10261026Fr, 30mL
F01A102612

3-way

26Fr, 30-50m1

add: c{, Jlnhu hdurtrllr Erld.. Hu.lonr, PEnyu, Gurnczhou, 51!434, P.R. Chint
T.l: +84 20 0,t75067E
I'lEa: t(pr/www rN.lleS4IQld
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bsi.
EU Quality Management System Certificate
Regulation (EU) 20171745, Annex IX Chapter I and III

MDR 801157 R000

Manufacturer: Well Lead Medical Co., Ltd.

Address:
C-4 Jinhu Industrial Estate
Hualong Panyu
Guangzhou
Guangdong
5t7434
China

Single Registration Number: CN-MF-000006728

EU Authorised Representative: Shanghai International Holding Corp. GmbH (Europe)

Address:
Eiffestrasse 80
Hamburg
20537
Germany

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Graeme Ti.rnbridge, Senior Vice President Medical Devices

Scope: See attached Device Schedule
On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745. Annex IX

Chapter I and III, the quality system meeS the requirements of the Regulation. For the placing.on the market of

iiasi tII Oevices,'and ilass iIb'implantable devices that are not considered well-established technologies as specified

in Article 52(4) an addltional Annex IX Chapter II certificate is required.

By Royal Charter

Starting Validity Date: 2023'12-14

Expiry Date: 2028-12-13
First Issue Date: 2023'12-14

Current Issue Date: 2023-12-14

.making excellence a habitl

Page 1 of 3

dircuoh the requked sunellldllce a(tlvlties of lhe Notlflerj llodv.
Ttrs c;dliaate was issled electronlcally and it bound bYthe condtrons ofthe contract.

NB Contart BSI 6roup The Netherlands Bv,. Say Blilding, .1ohn M. Keynesplern 9. 1066 EC Am*erdonr, Ne'ierla;1ds. lel: + 3l (0) 20145 07 80

Corpo,uru t "La, 
ssf eroup dasuraocc Lrntited, regisreiea rrr Engla,,ri uoder rtumber 0 3s5{o at 3m 0)iswick High Road, Lotdon, W'l 4AL uK.

A Menrber of lhe RSI GrooD of Companies.



bsi.
By Royal Cha rter

EU Quality Management System Certificate

MDR 801167 R000

Device Schedule: Class III and Ctass IIb devices

Class IIb Intended purpos€

Latex Foley Catheter Latex Foley is inserted into the bladder through

urethrd and are indicated for routine urine

drainage or for routine post'operdtiYe dminage and

All Silicone Foley catheter

First Issue Date: 2023-12-14

Current Issue Date: 2023-12-14

irrigation bladder.

All Silicone Foley Catheter is intended to be used

by tmined person or trained medical staff for

drainage and/or irrlgation of the patient bladder by

inserting the catheter into the vesical cavity of the

bladder through the urethra.

Starting Validity Date: 2023-12-14

Expiry Date: 2O2A-12-t3

...making excellence a habit'

Page 2 of 3

validity of this ccrufQte is condatiooal on the Manufaaturer ! qualty ryslem berng ma,nttslned to the reqlirement5 ot the Regulauon a5 demonstrated

throdoh rhe required surveillaoae activiuP-s of the Nolified Br'aly,

Th6 aert,ficate wa9 lssued elecFonraally and i5 bound W the tondiuon! ol dle contract.

hB Contrcti BSI Grollj T he Nethedanli B.V, Sny gurlding, lahn M, Key4esplsr. 9, 1066 LP, Amltsrram, Nelhu la nds. ltl: l 3 1 (0) 20 146 0 7 80

A Men)bd!'ol lhr 891 Gr,ruD of Companies.

Regulation (EU) 20171745, Annex IX Chapter I and III



bsi.
EU Quality Management System Certificate
Regulation (E.J) 20171745, Annex IX Chapter I and III

MDR 801167 R000

Certificate History

Date

First Issue Date: 2023-12-14

Current Issue Date: 2023-12-14

Reference Number
30056657

Action
Issued

BV Royal Charter

Starting Validity Date: 2023-12-14

Expiry Date: 202A-12-13

rerr(e! lo ap!,lrcalre (bmnton sp{acifi
I tie belorlv certrl(ote ahanqcs oBv I

d itnitdards Lornphed w,th, and lhe relev.rtt tclt arld alldrt reportg thnt.st pfrort
(((.f r(rtc.Vcnli(dtron'ilrsrrr.oup.tt nr)

Current

..making excellence a habitl

Page 3 of 3

rhrooeh lhe r.qun,,'O su^'clllacte a.!v.tlt. ./f tii. i\tlriii.c 8n'li
Ih15 certrf,(ate was rssuec eleationtcallv arrd rr bouno i'v ir. (or'lrtru,'i 01 tne cclrirast.

NB Contrct: BSI 6roup the Nethe and5 ts,V, Say tsuldrng, lohr il. Keyni:spl4.rn 9, 1l)66 EP, Amst(rdarn l['tiq,lnrrds. ]al + Jl l0] 20 346 07 80

A l.1en1bef of the BSI GrouD of Companies,


