
Ес certificate
ЕС Design-Examination Certificate
Directive 93l42lЕEc on Medica| Devices (MDD}, Аппах tl(4)
{Devicвs iп Сlаss lil)

Nо. G7 17 't1 12974 445

мапчfасturеr:

Product:

Model(s):

parameters:

В. Вrачп Меlзuпgеп AG
Сагl-Вrаuп-Str. ]

34212 МеIsuлgеп
GЕRмАNY

Саthеtеrs for ýingle Use
селtrаl venous catheter ýets

сЁRтоFlхФ

опе 1о five lumеп cava саthеtег set fог the catheterization
of the superior чgпа cava usiпg S,Bldinger techntqucl

- As specified iп tl]e attachmenl to thiý ceгtificate -

713,106615

20,1 8-0 1 _,1 7

2021-01-16

The Certiflcation Body of TUV ýUD Product Service GmbH dес!агеs that а design examinaljon
has Ьееп саrriеd out оп the respeclive deyices iп ассоrdапсе r,vith blDD ArlnexTt 1+1. 

'lпе cJesrgn
о{ the devices conlorms to lhe rеquirеmепts of this Dirесtiче. Ёоr rrагkеtiпg of these dcvices ап
adcjitionaI Аппех ll certificate is marldatoгy. see also поtеs очеrlеаf

Report по,:

Valid from:
valid until:

/ е-*ý
IOate, 2018-01-15

Stefan i]геrf]

TUV SUD Produci ýеrчiсе GmbH iS Notlfied Bndy ttlrth ldentlflcatjon по 012З

Page 1 rэf 6

тйV ýUD Product ýc,vice GпhН Zertiiizierstelle Пicllerslralll 65 Вi)Эз9 Mt"lп;itglr
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Attachment for Certificate по G7 17 11 12974 445
valid from 2018-01-17 Project Nо,71З10661ý

set fоr the catheterization of the suреriоr ч€}па cava

_9эшр_рэi$9п of tne "Product Nlmе";
[Dеsсгiрtiоп of the Catheter] [Needle Туре]

e.g" (with squаrе brackets fог visualization)
[СЕRТОrlХý) DUO] [S] [7][30]:

[Catheter outer diameter] [Саthе,tеr length]

СЕRТОFlХФ DUO
а

30

standard catheter
Seldinger NeedIe
7г оutеr diameter

with two lumеп

th30сm саthеtеr leng

ýtandard, incl. НF:

Paed:

Ёсопоliпе:

Protect, incl, Protect НF:

ýafety

сеrtоfir'плопо
certofixý Duо
Сеrtоfif Duo НF
Сегtоfiхli Trio
СегtоfiflТriо НF
CerlofixФ Quаttго
Certofil8 Quinto

сегtоfiхФ Мопо paed
сегtоfif'Duо Paed
сегtоfit'g Тriо paed

сеrtоfiхý Мопо
certofixý Duо
сеrlоfiр Тriо

certofixi' protect Мопо
certofip protect Duо
CertofiР Рrоtесt Duo НF
Uегtоllх, Protect Irlo
certofixý protect Тriо НF
Сегtоfiх:.' Protect Quаttrо
certofir protect Quinto

Certofix.'Safety Мопо
Сегtоfiхil Safety Duo
CertofiKi} Safety Тriо
СеrtоfiхФ Safety Q uаttrо

-- ý9s9!ц] ýa{_ely_ Quinto --*

СеЁоfiхФ

Descri п of the catheter

jt !: ? ;ll,, 6



Attachment for Certificate по G7
valid frоm 2018_01_17 Project

17 11 12974 445
No.713106615

Needle Туреs
ь

"No iеttеr"

catheter оutеr diameter:

Туре

Seldinger Needle / Sеldiпgеr Safety Needle (for Safety Set)
valve Needle
lndicates Есопоliпе set with seldi Needle

Dimепsiоп

18 Gauge (1,4mm); ,16 Gачgе (1 7mm); 14 G:ruge (2 1mm)
7 Frепсh (2.4mm)
7 Frепсh (2,4mm); 9 Frепсh (i],Omm); 12 Frепсh {4,0mm)
7 Frепсh (2,4mm)
12 Frепсh (4,0mm)
8 Fгепсh (2,7mm)
12 Frепсh (4,0mm)
22 Gauge (0,9mm)
4 Frепсh (1,4mm); 5 Frепсh (1,7mm)
l Г_lq!_сh (1,7,шл)

Mono
Duo
Duo НF
Тriо
Тriо НЕ
Quattro
Quinto
Мопо Paed
Duo Paed
Trio Paed

,

1

12
8
lz

1

4;
с

3; 4

9; 12

Catheter length [сm];

NumЬеr
ассоrdiпg
рrоduсt Nаmе

Stапdаrd (incl, НF), ЕсопоLiпе, Ргоtесt (iпсl
НF), Safety:
Effective catheter length:
Paed:
Effeciive catheter length:

,15; 20; З0

В; 10; 13,,2О

:t,J,, а



Attachrnent for CeЁificate по G7 17 11 12974 448
valid from 2018-01-17 Project No.713106615

Accessory iп the set de nds оп set confi urаtiоп
product description
Standard (iпсlчdiпg НF)

. Catheter

, Slide сlаmр (white)

. safsite valves

. Guide wirе with dispenser

Product

omnifis)

UlScoIlx!,

a

a

a

a

t

a

МочаЬlе fixatioп (Ьаsе & clip) (with fixation wings)

Stationary fixation (base & clip) (опlу 12Г catheters)

Sеldiпgеr Needle (S-Sets) / Valve Needle (V-Sets)

Dilator

Scalpel

Syringe

ECG connection cable

Мопо Paed (see Standard with following exception)
. steel stylet lnstead of Guide wire

. statlock fixation

Only ýeldinger NeedIe

lпfusiоп extension liпе

Тhrее-wау stopoock

Dчо / Тriо Paed (see Standard with
. statlock fixation

following ехсерtlоп)

Опlу Seldinger Needie

EconoLine (see Standard with foliowing excepiion)
. lN stopper instead of safsite valves

. опlу Seldinger Needle

. No Sca|pe!

. No Sуriпgе

r No ECG соппесtiоп cable

:rJ,li {,,|,E



Attachment for Сегtifiсаtе по G7 17 11 12974 445
valid from 2018-01-17 Project No,713106615

Protect iпсl. Protect НF (see Standard with followlng
ехсерtiоп)

. catheter with protect coating instead of catheter

. slide сlаmр grееп instead of slide clamp (white)

. Only Valve Needle

ýafety (see Stапdаrd with following ехсерtiоп)
i.
l

|,

Safety Scalpel instead of Scalpel

ýеldiпgеr Safety instead of Sеldiпgег Needle

ýl.il 5 lll.r 6



Attachment for Certificate по G7 17 11 12974 445
valid frоm 2018-01-"l7 Project No.7J3106615

АЬоче rеfеrепсеd Certofix @ catheters сап Ье combined with following accelssorieý fоr
the*_as*sembly of Сustоmеr Щlts {P_roýet};product description product паmе
(Нуроdеrmiс) пееdlе
Syringe
Three-way stopcock
Filtеr and Filter stгаw
Swab
Gauze / gauze pads
Соmрrеssеs
Рrер sponge
Рiпсеr
Сlапlр
Тгауs
Gloves
Adhesives / Plasters
Drape
Fenestrated drаре
Sutures
Ampoule sodium chloride
Combidyn рrеssurе tubiпg lines
оР smock
ECG соппесtiоп cable
Alphacard sуstеm
Special label's iп the set
Рареr towel
Tubing systems
Ultrasound gel
Ultrasound сочеr bag
Safeflow
Blood lancet
Catheter роlstеr
Needle foam
Backflow valve

StericanФ
оmпifiхФ, lnjekt

DiscofixФ

VаsсоФ
АskiпаФ

Мuпiсh. l\4HS-CRT 2017-01 -15

{ {**j
stefan Ргеiв

:|]l{,0,,ý
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ý*rtificat*
Nо. Qý 0197'|7 0030 Rеч, ý0

Holder of Gertificate: В. Вrаuп Avitum ltaly S.p.A-
Via XXV Luglio, 11

4'1 037 Мiгапdоlа {tt/O)
lTALY

Ёertification Mark:

scope of certificate: Dеsigп апd Development, Рrоdшсtiоп апd
DistriЬutiоп of Non,Active Medical Devices
for ЕхtrасOrрсrеаl Blood Treatment
{Hemodialysis, Acute Dialysis, Apheresis};
Design апd Development, Рrоduсtiоп of
Non-Active MedicaI Devices fоr
Тrапsfчsiоп, Nutrition, lrrigation апd
Arthroscopy; Distrlbution and Servicing of
Active Medical Devices for Extracorporeal
Blood Treatment апd Nutrition; Production
and Distribution of concentrates for
Hemodialysis

The ceгtification Body of Tuv suD product sегчiсе GmbН certifies that the соmрапу mentioned

above has establjshed апd is maintaining а quality mапаgеmепt system, which meets the

requirements of the listed stапdагd(s). See also notes overleaf.

Repoft No.:

Valid frоm:
valid uпtil:

/ lJ lZr+qJo

201 8_1 0-24
2021-07-з1

Date, 2018-10-24

l,ы4
stefan Рrеiв

Page 1 of 2

Tuv suP Ргоdчсt Sегчiсе GmbH . Celtification Body. RidlеrstгаRе 65 , вO3з9 Мuпiсh , Gеrmапу
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ш}\kký
D*l]15rile
.i.kk reiiitial rl rl gl ltel ltl
сl_.,: lй" t ] j ] i.l]1.nn

EN lSO 1З485;201ý
Medical devicвs - QLlality mапаgеmепt ýyýtemý -

Rеquirеmепts for геgulаtоrу рuгроsеs
(|S0 13a85:201t1)
DlN ЕN lýO 1З485:2016

В. Вгаuп Avitum ltaly S.p,A,
Via ХХV Luglio, 1 l. 410З7 fiЛirапdоlа (l\ЛО), iTALY

ýystem eertificate

ý*rtifi*ate
Nо. Qý 019717 00З0 Rеч. Oý

!rpplied ýtапdаrd(s}:

Facility(ies}:

ýuррlеmепt to Quality

В. Вrачп Avitum ltaly ý.р.А.
Via ХХV Luglio, 11
4'l037 Mirandola {МС}, ITALY

fог the facility

В. Braun Avitum ltaly ý.р.А,
Via ХХV Luglio, 11
41037 Mirandola (МО), ITALY

The quality system certified as stated above additionally fulfills the applicable
rеquiгеmепts of EN lSO 11135:2014 - Sterilization of health саrе products -
Ethylene oxide - as documented iп the audit rероrt по. 713124436.

The assessment was реrfогmеd Ьу auditors authorized uпdеr TUV SUD Рrоduсt
Sеrчiсе GmbH рrосеdurеs. The audit team included ап auditor authorized fоr
steгilization,

Page 2 of 2
TUV SUD Ргоdчсt Seruice GmbH . ceгtification Body . RidlегstгаВе 65,80339 Munich , GеГmаПУ
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[i рдккsl\ 
Deutghe
Akkreditierungsstelle
о_zм.11321Ф1{0

certificate
Nо. Q5 012974 0590 Rev. 00

Holder of Certificate: В. Вrачп Меlsчпgеп AG
Саrl-Вrачп-Str. 1

34212 Меlsuпgеп
GERMANY

Certification Mark:

Scope of CeЁificate: Design апd Developmont, Рrоdцсtiоп, lпsИllаtiоп, Sеrчiсiпg, ýaleB
апd DlзtriЬчtiоп of:
. Non€ctive medical dечlсеý (sterile апd non+terlle) fоr:
- lniBctlon, iпfчsiоп, trапsfцsiоп апd nutrition
. Апаеýthезiа, еmбrgвпсу, iпtепsiче апd hоmе
саrа
- Diзiпfесtiпg, cleaning, riпsiпg
- lrrigation
- Cryotherapy
- Configured customizod sеЪ
. Non.active mBdlcal devicBs (sterile апd попсtеrilе);
- ttlledical devices for wочпd саrg
- Medical Gloves
- ýterale solutioný
. ln-vitro Diagnostics: devices for blood glucose mеаsчrеmепt and
чriпе collection
. Active medical devices for:
- Fluid mапаgеmепt
- Nеrче ýtimчlаtiоп
. Епtеrаl FBeding
- lrrigation

The certificatiol.p9dy of Тuv suD product sеrчiсе GmbH сеrtifiеs that the соmрапу mentioned
above has established апd is maintaining а quality management system, which meets the
requirements of the listed standard(s). sёе also поtеs очегlеаf.

F-

ц
(ý

*]

Report No.:

Valid frоm:
Valid чпtl]:

713127в67

201в_1 1-09
202 1 -1 0-20

Date, 2018-,l 1_09
/ r*r{
stefan preiB

Page 1 of2
TOV SUD Ргоduсt Sеrчiсе GmbH . certification Body . RidlerstraBe 65 . sOз39 Munich . Gеrmапу
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[1 DAkkS- Deutýchё

Akkred itierUngs5telle
D.zM-11321-01-00

certificate
Nо. Qý 012974 0590 Rev. 00

APPlied Standard(s): 
fi,:J:3, l:ii:3:ý"ality mапаgеmепt systems _

Requirements for regulatory рurроsеs
(lSO 13а85:2016)
DlN EN 1SO 13485:20'lб

FaCiliý(ies}: В. Вrачп Меlsчпgеп AG
Schwa вепЬвrgеr Weg 7 3-7 g, 34212 Melsun gеп, GERMANY

В.Вrачп Melsungen AG
Pfiefiewiesen, 34212 Меlsчпgеп, GERMANY

В. Вгачп Melsungen AG Wегk SрапgепЬеrg
DёrпЬасh 10, 34286 SрапgепЬеrg, GERMANY

В. Вrачп Меlsuпgеп AG Werk Е
Schwa zепЬеrgеr Weg 21 -27, 3421 2 Melsungen, GERMANY

В, Вrачп Меlsчпgеп AG ОРМ
SсhwагzепЬеrgеr Weg 7 3-79, 34212 Melsu п gen, GE RMANY

В. Вrачп Melsungen AG ОРМ
Саrl-Вrаuп-StrаRе 1, 34212 Меlsчпgеп, GERMANY

В, Вrаuп Melsungen AG
Neue ýtiftingtalstгasse 2, 8010 Grаz, AUSTRlA

В. Вrачп Melsungen AG
Сагl-Вrачп-Str. 1 , 34212 Меlsuпgеп, GERMANY

В.Вrаuп Меlsчпgеп AG Werk А und К
Саrl-Вrаuп-Str, 1, 34212 Меlsuпgеп, GERMANY

раrаmеtеrs:

Page 2 of 2
TUV SUD Рrоduсt Sегчiсе GmbH ' СеrtifiсаtiоП Body . RidlerstгaBe 65 . 8озз9 Munich . Germany
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