SCW MEDICATH LTD.

EC DECLARATION OF CONFORMITY

We, SCW Medicath Ltd., official address: No.4, Baolong 6th Road, Baolong Industrial Town,
Longgang District, Shenzhen, China (Postcode: 518116) hereby declare under our own
responsibility that the following product(s):

Please refer to the Annex A-List of devices attached to this declaration

meet(s) the provisions of the Council Directive 93/42/EC and the essential requirements
which apply to them (it).

The above mentioned device(s) has(ve) been classified as class show in the list annexed to
this Declaration as well as the rules devices according to.

This declaration is supported by the Quality Management System certification, certificate
registration No. is SX 60101921 0001 according to EN ISO 13485:2012 and EN ISO
13485:2012/AC:2012 issued by TUV Rheinland LGA Products GmbH, TillystraBie 2, 90431
Niirnberg, Deutschland.

This declaration is based on the conformity assessment of products to the requirements of
 Annex(es) I, excluding Section 4.

according to the EC Conformity Certificate Registration No.: HD 60101918 0001 issued for
the first time on 09/07/2015 and delivered by TUV Rheinland LGA Products GmbH,
TillystraB8e 2, 90431 Niirnberg, Deutschland.

This Declaration is valid for all products concerned bearing the CE mark and manufactured
by the above entitled “Manufacturer”.

Shenzhen Manufacturer’s Signature>
Issue place-and-date__ (10/01/18) <Name> Allen Lin M“
<Stqﬁzp> : 2 . ~ <Position> RA
European Authorized Representative: Registered Address:

b 4 ik Obelis s.a.

' Bd. Général Wahis 53

B R | c B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net

Digitally signed by Ermicev Alexandr
Date: 2025.02.14 12:51:00 EET
Reason: MoldSign Signature

Location: Mpldowa b Representative: Mr. Gideon ELKAYAM (CEO)

gt
N gy

Attachments — DoC MDD Class Il
Page1of1




d#dér‘fiid :
Fef No

Annex A LlStﬂGf devr'-es'

WiCatalogu - :
S Commerc - . £ LSCyi Class

% p A e SNeris Uevics Tern - SHMDN code 4
Ureferenve” (af Nama  O8Neric Device Term RPN koges e
Hinber : y G :

ERa: s R S S SULETRRE

aE intméucer set;f”, T e
3“47109«"‘@7 s contramdtcated e Fnd
Bt &%1 , SN i ;

Intrcducer o B

e ds ol Winkead |
' ucer

Wires | Sulde “"’.“?"’f‘*"v [

L _»§ Caﬁﬁe
i cting
¥ ’ruhmg

C@nnectmg
Tubmgs




Dtsims
L e able
ook anusxo

"; ; Pumps

Dmmsaizie o

:Infusion

a1z |

IIb '

Infusio
"ol

- Patient

Cantreued

Anatgesxc
Infusion

P‘umps =

' controlled |
ana!gasxa mﬁasmn P

3

' mtegrated boms v

using the

bntmn. i

P e § Wt S S o S i ey e 1 i

e e O S i i s S Ao
£ > T :

e B R e g e gy S e P

‘Baﬂ(‘m_ i

- Inflati ""-;;1?!81:29&!.; :

| Dewice |

oS o

 Pumps |

‘Balloon

The baiioon
mﬂatmn devxce :s
intendad to use
thh balloon

mﬂatwnsatheters: el i
o drsay L

e Mamfa

"§

e ; Mamfoms

Nfamfc!d s
intended o be
copvne;ctad tu :

 channelsto
ccmt‘i  the ﬂw‘du_or_:, :

ORI St )

; mspus ;

The'dfsyosabte
pressure

transduce}" ;s . Bl

" indicated for

! momtm-ing kmds '
of pressure such




T .

oas

| { on Kits

AR S in Pt A A e

i Hemod |
| {alysis
. Cathet
erizati |

Hemodcaiys;s
Cathetenzatio
i ths

shnrt~term .
dlaigsis..

' catheter;..;s msua!ly

| patient and the‘ o
i dxaiys:s mac:uine

Hemad:aivsxs

placed in”deep

- vein, like the neck o

{3uguiax vein) or P

betwaen the i

for acute and

ga tamparary himd.f: .;5“:'.6678?9‘ IIa

| connection

I ta

ty

{ Colors |
Bl

. Piston

i Special

Syring |

Cmmed P;st{m
 Specialty
Syringes

g 7 : 'rhe Caibred Pastcm

Sp«exmaity'syrmge

is intended for

Ll e
e —% | Cathet

Dramage
Gamete,r Sats

inltendeb o)

ancf ahdammal
: cavity

0btammga cess | :
to thoracic cawtv,

307 for short«term u&e S

LRy

Ly

s () g Caﬂﬂm ;

1w ‘C*éfr*ffi*sias,

lol . inses

nfusio |

i

: héaél’ ess '

!nf&ssmn Sets  The

‘with

| Versionf reviseron 13/02/2017




naedte
!ess |

b

~ adapter | =Ll 5
o ‘administration for_"‘ el B

it

b Needle |
e
i o SN E

Intrcducer :

g7 r:.ess of
gu:ﬂewire, :

D R KX
7 >

| Percut |
idneaus

T g-r_ias'mmg‘

Percutaneous |
- Nephrostomy B

.......

ns a ster:}e, smgle
use surg;cai
mstrumertt
_designed to

: _facsi:tata the P’!‘CA _
pmcadure. i

The manifold Set v

47258

& The pamutaneaus
neahro&tomy sets

 treatment or

Ly ﬁets.

; ‘i‘x\fad‘fgé-v

 Tkite

B s v

S Transr o
G st
o zntmd

gt
o ucer

e . ostom Tracﬁheijémmyf
g T Yy Tube | TubeKits |

ot A ien 5 Ak MY o e

Transracifaé 1 l

[iRete 10
s i

s used for the

62920 |

ps into
trachea, which
than am used ta

. 35404

a

I}Ia

b

AR
i
o]

7

(N S sl pontr g e R ST S ICE S IS WP IR0,

~ Verdion & reviced on 13/00/2017




Manufacturer’'s Name

SCW Medicath L.

Address s
No. 4, Baolone 6th Road,
Baolong Industrial Town,
Shenzhen,

Lhina (Posicode

Signature: _\

Version 6 reviced an 13/02/2017

Cbelis 5.A.

SSigriature;

Daté:

Stamp:
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