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EC Certificate
Full Quality Assurance System
Directive 93l42lEEC on MedicalDevices (MDD), Annex llexcluding (4)
(Devices in Class lla, llb or lll)

No. G1 An974 0607 Rev. 02

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. 1 \

34212 Melsungen
GERMANY

P ro d u c t C ate g o ry ( i e s ) : i;lll"#i..1.,:,,,1:i,J:?,$:, " 
m a n asom ont :

- lnfuslon syrlnge pumps
- Elastomerlc Pumps
- Control & organlsatlon unlts and systems made out of lt
- lrrlgatlon Pump and accessorles
- Enteral feedlng pumps
. Pump for negatlve pressuro wound therapy
Non.actlve medlcal devlces (eterlle and non-sterlle) for:
- Infectlon, lnfuslon, transruslon and nulrlfion
- Anaesthesla, emsrgoncy, Intenslve and home care
- Dlslnfectlng, cleanlng, rlnslng
- lrrlgatlon
- Cryothorapy
- Conllgured customlzed setg
- Modlcal dovlceo for wound care
- Medlcal Gloves
. Stertle solutlons (lrrlgailon Soluilons)
Sterlle products tor urology and gaslroonterotogy:
' cathete6, catheter krts, dralnage and rrrrgafloiirte, urotogrcar st€nts,
nephroetomy klts, cystometry klts, accessorles

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufa.cturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordan'ce with MDD Annex ll.
This quality assurance system conforms to the reluirements of this Directive ina ii JuLie.t toperiodical surveillance. For marketing of class lll d'evices an additional nnnexif tai."rtiii.rt" i.mandatory. See also notes overleaf.

Efu**trffi
EItF'EiT.

Report No.:

Valid from:
Valid until:

713181267

2020-06-09
2024-05-26

Date, 2020-07-17

c.@,\_
Christoph Dicks
Head of

Page 1 of 1

TUV SUD Product service GmbH is Notified Body with identification no. 0123

TUV SUD Product service GmbH . certification Body . RidlerstraBe 65. g033g Munich . Germany

Product Service
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BIBRITUH
- Gonformity Declaration -
Declaration of Conformity -

39.05.106 - Certofix

Ko nform itdtserkl ilru n g
Declaration of Conformity

I

B. Braun Melsungen AG
Carl.Braun.StraBe 1

34212 Melsungen
Deutschland/Germany

B. Braun Melsungen AG
Pain Controland CVC - ReoulatorvAffairs Effebtivb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page:1 of9

erkldren in eigener Verantwortung,
dass das/die ProdukUe

Gertofix@

Certofix@ Mono,
Gertofix@ Mono Paed,

Gertofix@ protect Mono,
Certofix@ Safety Mono

Gertofix@ Duo,
Gertofix@ Duo HF,

Certofix@ Duo Paed,
Certofix@ protect Duo,

Certofix@ protect Duo HF,
Certofix@ Safety Duo

Certofix@ Trio,
Certofix@ Trio HF,

Certofix@ Trio Paed,
Certofix@ protect Trio,

Certofix@ protect Trio HF,
Certofix@ Safety Trio

Gertofix@ Quattro,
Gertofix@ protect Quattro,
Certofix@ Safety Quattro

Certofix@ Quinto,
Gertofix@ protect Quinto,
Certofix@ Safety Quinto

Zentr ale Ven e n kath eter
(Artikelnummern siehe Anlage l)

mit den Anforderungen der folgenden Richtlinie
u bereinstimmUribereinstimmen

We

hereby declare in our own responsibility
that the producUs

Certofix@

Gertofix@ Mono,
Certofix@ Mono Paed,

Certofix@ protect Mono,
Certofix@ Safety Mono

Gertofix@ Duo,
Certofix@ Duo HF,

Certofix@ Duo Paed,
Certofix@ protect Duo,

Gertofix@ protect Duo HF,
Certofix@ Safety Duo

Certofix@ Trio,
Certofix@ Trio HF,

Gertofix@ Trio Paed,
Gertofix@ protect Trio,

Certofix@ protect Trio HF,
Certofix@ Safety Trio

Certofix@ Quattro,
Gertofix@ protect Quattro,
Gertofix@ Safety Quattro

Certofix@ Quinto,
Certofix@ protect Quinto,
Gertofix@ Safety Quinto

Central Venous Catheters
(article numbers see attachment l)

is/are in compliance with the following directive

Wir

z

,
5
o

I

E

di
Document No.: 39.05,106 - Version: 33.0 - Document lD: RA-PC-CVC 214
Print Date - Gedruckt am: 2022-'11-11 07:59 (CET)

Effective



BIBR*IUH

Richtlinie 93l42lEWG des Rates vom 14. Juni
1993

riber Medizinprodukte
gedndert durch Richtlinie 2007 147 IEG

Konformitdts bewertun gsverfah ren
nach Anhang !l

der oben genannten Richtlinie

Klasslfizlerung
gemiiR Anhang lX der

oben genannten Richtlinie
Klasse lll

Benannte Stelle
TUV SUD Product Service GmbH

RidlerstraRe 65
80339 Mrlnchen

Deutschland
Kennnummer 0123

Datum der ersten CE-Kennzeichnung
Certofix@ Mono
Certofix@ Duo
Certofix@ Trio
Certofix@ Quattro
Certofix@ Quinto

1997-01
1996-01
1996-01
2001-10
1998-07

GUltig bis
2024-05-26

Document No.: 39,05.106 - Version:33.0 - Document lD: RA-PC-CVC 214
Print Date - Gedruckt am: 2022-11-11 07:59 (CET)

- Conformity Declaration -
Declaration of Gonformity -

39.05.106 - Certofix

B. Braun Melsungen AG
Pain Controland CVC - ReoulatorvArrairs EffebtiVb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 2 of 9

Council Directive 93l42lEEC of 14th June
1993

concerning Medical Devices
amended by Directive 2007 I 47 IEC

Conformity Assessment Procedure
according to annex ll

of the Council Directive named above

Classification
according to annex lX of the

Council Directive named above
Class lll

Notified Body
TUV SUD Product Service GmbH

RidlerstraRe 65
80339 Mflnchen

Germany
ldentification number 01 23

Date of first CE-marking
Certofix@ Mono
Certofix@ Duo
Certofix@ Trio
Certofix@ Quattro
Certofix@ Quinto

1 997-01
1996-01
1996-01
2001-10
1 998-07

Valid until
2024-05-26

Effective



BIBRfiUhI

Art.-Nr, / Art. No.

- Conformity Declaration -
Declaration of Conformity -

39.05.106 - Certofix

Anlage l/ Attachment I

Produktname / Product name

B. Braun Melsungen AG
Pain Control and CVC - ReoulatorvAffairs EffebtiVb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 3 of9

Klasse / Class
4160177

4160177-01

4160177-04

41 601 85

41 601 85-07

41 601 85E

4160185E-07

4160207

4160207-07

4160207E

4160207E-07

4160207R
4160215

4160215-07

4160223

4160223-07

4160223E

4160223E-07

4160231

4160231-07

41 60258

4160258-07

4160258E

4160258E-07

41 60258R

41602585
41 60258S-07
4160266

4160266-07

4160266P

4160266P-07

4160282

4160282-07

4160282E

4160282E-07

41602825
41602825-07

Certofix@ Mono Paed S 110

Certofix@ Mono Paed S 110

Certofix@ Mono Paed S 110

Certofix@ Mono S 215

Certofix@ Mono S 215

Certofix@ Mono 215

Certofix@ Mono 215

Certofix@ Mono S 220
Certofix@ Mono S 220
Certofix@ Mono 220
Certofix@ Mono 220
Certofix@ Mono 220 R

Certofix@ Mono V 220
Certofix@ Mono V 220
Certofix@ Mono S 315

Certofix@ Mono S 315
Certofix@ Mono 315

Certofix@ Mono 315

Certofix@ Mono V 315

Certofix@ Mono V 315

Certofix@ Mono S 320

Certofix@ Mono S 320

Certofix@ Mono 320
Certofix@ Mono 320

Certofix@ Mono 320 R
Certofix@ Safety Mono S 320
Certofix@ Safety Mono S 320
Certofix@ Mono V 320
Certofix@ Mono V 320
Certofix@ protect Mono V 320
Certofix@ protect Mono V 320
Certofix@ Mono S 330
Certofix@ Mono S 330
Certofix@ Mono 330
Certofix@ Mono 330
Certofix@ Safety Mono S 330
Certofix@ Safety Mono S 330

- Version:33.0 - Document lD: RA-PC-CVC 214
2022-11-11 07:59 (CET)
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BIBRJTUH

Art.-Nr. / Art. No. Produktname / Product name

- Gonformity Declaration -
Declaration of Conformity -

39.05.106 - Certofix

B. Braun Melsungen AG
Pain Controland CVC - RequlatorvAffairs EffebtiVb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 4 of 9

Klasse / CIass

41 60290

4160290-07

41 60290P

4160290P-07

41 60304

4160304-07

41 60304E

41 60304E-07

4160304R

4160320

4160320-07

41 60320P

4160320P-07

4160509

41 60509-07

41 60509E

41 60509E-07

4160517

4160517-07

4160578

4160578-07

41 60586

41 60586-07

4160614

4160614-07

4160622

4160622-07

4160622P

4160622P-07

4160762
4160762-07

4160762E

4160762E-07

4160789

41 60789-07

41 60789P

41 60789P-07

4161157E

4161157E-07

Certofix@ Mono V 330

Certofix@ Mono V 330

Certofix@ protect Mono V 330

Certofix@ protect Mono V 330

Certofix@ Mono S 420

Certofix@ Mono S 420

Certofix@ Mono 420

Certofix@ Mono 420

Certofix@ Mono 420 R
Certofix@ Mono V 420

Certofix@ Mono V 420

Certofix@ protect Mono V 420

Certofix@ protect Mono V 420

Certofix@ Mono S 415

Certofix@ Mono S 415

Certofix@ Mono 415

Certofix@ Mono 415

Certofix@ Mono V 415
Gertofix@ Mono V 415

Certofix@ Trio HF S 1215

Certofix@ Trio HF S 1215

Certofix@ Trio HF S 1220

Certofix@ Trio HF S 1220

Certofix@ Trio HF V 1215

Certofix@ Trio HF V 1215

Certofix@ Trio HF V 1220

Certofix@ Trio HF V 1220

Certofix@ protect Trio HF V 1220

Certofix@ protect Trio HF V 1220

Certofix@ Mono S 430
Certofix@ Mono S 430

Certofix@ Mono 430
Certofix@ Mono 430

Certofix@ Mono V 430

Certofix@ Mono V 430

Certofix@ protect Mono V 430

Certofix@ protect Mono V 430

Certofix@ Trio 715

Certofix@ Trio 715

- Version:33.0 - Document lD: RA-PC-CVC 214
2022-11-11 07:59 (CET)
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B. Braun Melsungen AG

BIBR*TUhI

Art.-Nr. / Art. No. Produktname / Product name

- Conformity Declaration -
Declaration of Gonformity -

39.05.{06 - Certofix

Pain Controland CVC - RequlatorvAffairs EffebtiVb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 5 of 9

Klasse / Glass

Document No.: 39,05.106
Print Date - Gedruckt am:

Certofix@ Trio S 715

Certofix@ Trio S 715

Certofix@ Duo V 720

Certofix@ Duo V 720

Certofix@ protect Duo V 720

Certofix@ protect Duo V 720

Certofix@ Duo V 730

Certofix@ Duo V 730

Certofix@ protect Duo V 730

Certofix@ protect Duo V 730

Certofix@ Trio V 715

Certofix@ Trio V 715

Certofix@ protect Trio V 715

Certofix@ protect Trio V 715

Certofix@ Duo720
Certofix@ Duo72O
Certofix@ Duo 730

Certofix@ Duo 730

Certofix@ Trio 720
Certofix@ Trio720
Certofix@ TrioY 720
Certofix@ TrioY 720
Certofix@ protect Tr'toY 720
Certofix@ protect TrioV 720
Certofix@ Trio 730

Certofix@ Trio 730

Certofix@ Trio S 730

Certofix@ Trio S 730

Certofix@ Safety Trio S 730

Certofix@ Safety Trio S 730
Certofix@ Trio V 730
Certofix@ Trio V 730
Certofix@ protect Trio V 730

Certofix@ protect Trio V 730
Certofix@ Duo 715

Certofix@ Duo 715

Certofix@ Duo S 715

Certofix@ Duo S 715
Certofix@ Duo V 715

- Version:33.0 - Document lD: RA-PC-CVC 214
2022-11-11 07:59 (CET)

4161159

4161159-07

4161211

4161211-07

4161211P

4161211P-07

4161319

4161319-07

4161319P

4161319P-07

4162153

4162153-07

4162153P

4162153P-07

4162200E

4162200E-07

4162307E

4162307E-07

41 63206E

4163206E-07

4163214

4163214-07

4163214P

4163214P-07

4163303E

41 63303E-07

4163306

41 63306-07

4163306S

41 633063-07
416331 1

4163311-07

4163311P

4163311P-07

4164156E

4164156E-07

4164158

4164158-07

41 661 59
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BIBRIIUH

Art.-Nr. / Art. No. Produktname / Product name

- Conformity Declaration -
Declaration of Conformity -

39.05.106 - Certofix

B. Braun Melsungen AG
Pain Control and CVC - RequlatorvAffairs EffebtiVb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 6 of 9

Klasse / Class

Document No.: 39.05,106
Print Date - Gedruckt am:

Certofix@ Duo V 715

Certofix@ protect Duo V 715

Certofix@ protect Duo V 715

Certofix@ Quinto V 1215

Certofix@ Quinto V 1215

Certofix@ Quinto S 1220

Certofix@ Quinto S 1220

Certofix@ Safety Quinto S 1220

Certofix@ Safety Quinto S 1220

Certofix@ Quinto V 1220

Certofix@ Quinto V 1220

Certofix@ protect Quinto V 1220

Certofix@ protect Quinto V 1220

Certofix@ Duo Paed S 408

Certofix@ Duo Paed S 408

Certofix@ Duo Paed S 413

Certofix@ Duo Paed S 413

Certofix@ Duo Paed S 420

Certofix@ Duo Paed S 420

Certofix@ Duo Paed S 508

Certofix@ Duo Paed S 508

Certofix@ Duo Paed S 513

Certofix@ Duo Paed S 513

Certofix@ Duo Paed S 520

Certofix@ Duo Paed S 520

Certofix@ Trio Paed S 508
Certofix@ Trio Paed S 508

Certofix@ Trio Paed S 513

Certofix@ Trio Paed S 513

Certofix@ Trio Paed S 520

Certofix@ Trio Paed S 520

Certofix@ Duo S 720

Certofix@ Duo S 720

Certofix@ Safety Duo S 720

Certofix@ Safety Duo S 720

Certofix@ Duo S 730

Certofix@ Duo S 730

Certofix@ Safety Duo S 730
Certofix@ Safety Duo S 730

- Version: 33.0 - Document lD: RA-PC-CVC 214
2022-11-11 07:59 (CET)

41 661 59-07

41 661 59P

41 661 59P-07

4166841

4166841-07

4166852

4166852-07

41668525
41668525-07
41 66868

41 66868-07

41 66868P

4166868P-07

41 66906

41 66906-07

4166922

4166922-07

41 66949

41 66949-07

4167112

4167112-07

4167139

4167139-07

4167155

4167155-07

4167228

4167228-07

4167244

4167244-07

4167260

4167260-07

41 67385

4167385-07

4167385S

41 673855-07

4167394

4167394-07

41673945
41 673945-07
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Effective



BIBRTIUH

Art.-Nr. / Art. No. Produktname / Product name

B. Braun Melsungen AG
- Gonformity Declaration -
Declaration of Conformity -

39.05.106 - Certofix

Pain Control and CVC - ReoulatorvArrairs EffebtiVt:
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 7 of9

Klasse / Glass

Document No.: 39.05,106
Print Date - Gedruckt am:

Certofix@ Trio S 720

Certofix@ Trio S 720

Certofix@ Safety Trio S 720

Certofix@ Safety Trio S 720

Certofix@ Duo HF V 920

Certofix@ Duo HF V 920

Certofix@ Duo HF V 1215

Certofix@ Duo HF V 1215

Certofix@ Duo HF V 1220

Certofix@ Duo HF V 1220

Certofix@ Quattro V 815

Certofix@ Quattro V 815

Certofix@ protect Quattro V 815

Certofix@ protect Quattro V 815

Certofix@ Quattro V 820

Certofix@ Quattro V 820

Certofix@ protect Quattro V 820

Certofix@ protect Quattro V 820

Certofix@ Safety Quattro S 820

Certofix@ Safety Quattro S 820

Certofix@ Quattro V 830

Certofix@ Quattro V 830

Gertofix@ protect Quattro V 830

Certofix@ protect Quattro V 830
Certofix@ Duo HF V 715
Certofix@ Duo HF V 715
Certofix@ Duo HF S 720

Certofix@ Duo HF S 720

Certofix@ Duo HF V 720
Certofix@ Duo HF V 720
Certofix@ protect Duo HF V 720
Certofix@ protect Duo HF V 720

- Version:33.0 - Document lD: RA-PC-CVC 214
2022-11-11 07:59 (CET)

4167408

4167408-07

41674085

41 67408S-07

4167511

4167511-07

4167538

4167538-07

4167546

4167546-07

4167767

4167767-07

4167767P

4167767P-07

4167775

4167775-07

4167775P

4167775P-07

41677755
41677755-07

4167783

4167783-07

4167783P

4167783P-07

41 6851 8

4168518-07

4168528

4168528-07

4168534

4168534-07

4168534P

4168534P-07

ilt

lll
ilt

ilt

t11

ill
ilt

ill
llt

ilt

llt

lil
il!

lll
ilt

lll
ilt

il!

ill
il!

llt

ilt

lil
t!!

ilt

il
llr

ilt

ilt

ilt

ilt

tlt

Effective



BIBRJTIUH
- Gonformity Declaration -
Declaration of Conformity -

39.05.106 - Certofix

B. Braun Melsungen AG
Pain Controland CVC - RequlatorvAffairs EffebtiVb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 8 of9

Amendment Information

Delete "out of market" products 41 60258N, 41 60266N, 41 60282N, 41 60290N,
41 60304N, 41 60320N
Change product names from Certofix Mono S 220, Certofix Mono S 320, Certofix
Mono S 420 to Certofix Mono 220R, Certofix Mono 320 R, Certofix Mono 420 R of
article numbers 4160207R, 4160258R,4160304R due to corrections according to
TUV Srld, Certofix MDD extension (Order No. 713162581\
Correction of product name Certofix Duo HF V 820 to Certoflx Duo HF V 720 ol
article number 4168534
Change product name from Certofix Quattro S 820 to Certofix Quattro V 820
4167775, 4167775-07
Change of product name from Certofix Quattro V 820 and Certofix Safety Quattro V
820 to Certofix Quattro S 820 and Certofix Safety Quattro S 820 of article numbers
4167775, 4167775-07, 41677755, 41 677755-07
Delete "out of market" products 4160193,4160231|N, 4167503

Document No.: 39.05.106
Print Date - Gedruckt am:

- Version:33.0 - Document lD: RA-PC-CVC 214
2022-11-11 07:59 (CET)

Effective

Version Description of the changes

33

32

31

30

29



BIBRTTUH
- Conformity Declaration -
Declaration of Gonformity -

39.05.106 - Certofix

B. Braun Melsungen AG
Pain Control and CVC' ReoulatorvAffairs EflebtiVb
Document No.: 39.05.106
Version: 33.0
Effective Date: 2020-05-25

Page: 9 of9

Title: Declaration of Conformity - 39.05.106 - Certofix lnitiator: Sandra ? Staufenberg

'his document is signed electronically in compliance with the B. Braun electronic signature policies and
rrocedures by following persons:

UserName: Staufenberg, Sandra (stausade)

Title: Administrator Regulatory Affairs CoE Pain Control & CVC
Date: Monday,25May 2020,11:38 W. Europe Daylight Time
Meaning: Document signed as Author

UserName: Brand, Thomas (brantode)
Title: HC-QM-DE08 Vice President QM for non-active Medical Devices

Date: Monday, 25 May 2020,14:02 W. Europe Daylight Time
Meaning: Approve Document

UserName: Seidel, Stefan (seidstde)

Title: HC-RA-DE08E - Head of Regulatory Affairs CoE IV Systems
Date: Monday, 25 May 2020,15:53 W. Europe Daylight Time
Meaning: Approve Document

Document No.: 39.05.106 - Version:33.0 - Document lD: RA-PC-CVC 214
Print Date - Gedruckt am: 2022-11-11 07:59 (CET)

Effective
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Europeau ltepresenfative: N/A

frotruct .\amc: Bed Sheet, Adurt pants, Adurt Diaper and fiygienic Baby crenaning Towei

lflodel: Srnall, firledium, Large and txtra Large

Classiti*ntion: Cfass t, Rule l. {non_ sterilei per Annex tX, 9314? E€C Medical Devices Directive
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