B BRAUN

SHARING EXPERTISE

B. Braun Medical AG
Seesatz 17

6204 Sempach
Switzerland

DECLARATION OF CONFORMITY

Product category: Solutions and powders for disinfection of dental and surgical instruments and
devices, endoscopes, anesthetic equipment, hemodialysis monitors and for use in ultrasonic
bathes. Wipes for cleaning and disinfection of medical devices as ultrasonic probe heads.

Brand Name Dosage form | Date of CE marking / Batch number | Remarks
Helimatic® Disinfectant | Solution 11.05.2000

Helipur® Solution 29.04.1996

Helipur® H plus N Solution 01.02.1998

Meliseptol® Wipes ultra | Wipes 19.02.2016 / Batch 15465M24

Stabimed® fresh Solution 19.09.2013 / Batch 13384M20

Stabimed® ultra Powder 18.11.2015 [ Batch 1511BH0009

Tiutol® dent Solution 29.04.1996

Article numbers: see attachment

Conformity Assess-

ment Procedure according to ANNEX Ii excluding (4) of the COUNCIL DIRECTIVE 93/42/EEC
Classification according to ANNEX IX of the COUNCIL DIRECTIVE 93/42/EEC;
Class / Rule Class Ilb / Rule 15

Applied Standards EN ISO 13485:2016, Certificate No. Q5 061585 0030,
valid until 31.07.2022.

EC Certificate No. G1 061585 0032; valid until 17.05.2024

Notified Body TOV SUD Product Service GmbH, Zertifizierstelle, Ridlerstrasse 65,
80339 Miinchen, Germany

Identification no. 0123

We herewith declare under our sole responsibility that the above mentioned products meet all the
provisions of the COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical devices as
amended by Directive 2007/47/EC, which apply to them, as stated in ANNEX II.

Sempach, 07.10.2020

B. Braun Medical AG

\
\

Dr. Mighael Gluschke
ead ofQuality Unit CoE Infection Control Dfrectof{Global Regulatory Affairs OPM
| !
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B/ BRAUN

SHARING EXPERTISE

DECLARATION OF CONFORMITY
Attachment for Medical Devices Class llb

Art. No. Product Name Remarks
18562 Helimatic® Disinfectant, 5 |

18982 Helimatic® Disinfectant, 5 |

18894 Helipur®, 1000 ml

18895 Helipur®, 5|

18940 Helipur® H plus N, 1000 ml

18941 Helipur® H plus N, 5 |

3891950 Helipur® H plus N, 1000 ml

3892212 Helipur® H plus N, 5 |

19810 Meliseptol® Wipes ultra, 100 Tissues

180014 Meliseptol® Wipes ultra, 100 Tissues

19689 Stabimed® fresh, 1000 ml

19829 Stabimed® fresh, 1000 mi

19860 Stabimed® fresh, 1000 mi

19915 Instrument Forte+, 1000 mi =Stabimed fresh
19690 Stabimed® fresh, 5|

19828 Stabimed® fresh, 5 |

19861 Stabimed® fresh, 5 |

19916 Instrument Forte+, 5 | =Stabimed fresh
19812 Stabimed® ultra, 6x800 g

19939 Stabimed® ultra, 4 kg

18799 Tiutol® dent, 5|

9325425 Tiutol® dent, 5 |
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B BRAUN

SHARING EXPERTISE

B. Braun Medical AG
Seesatz 17

6204 Sempach
Svycarsko

PROHLASENI O SHODE

ultrazvukové sondy.

Produktova kategorie: Roztoky a prasky pro dezinfekci dentalnich a chirurgickych nastrojd a
zafizeni, endoskopd, anestetického vybaveni, hemodialyzacnich monitor( a pro pouZiti
v ultrazvukovych koupelich. Utérky pro cisténi a dezinfekci zdravotnickych prostfedk( jako hlavy

Nazev znacky Lékova forma | Datum oznadeni CE/Sarze €. | Poznamky
Helimatic® Disinfectant Roztok 11.05.2000

Helipur® Roztok 29.04.1996

Helipur® H plus N Roztok 01.02.1998

Meliseptol® Wipes ultra Utérky 19.02.2016 / Sar7e 15465M24

Stabimed® fresh Roztok 19.09.2013 / Sarze 13384M20

Stabimed® ultra Prasek 18.11.2015 / Sarze 1511BH0009

Tiutol® dent Roztok 29.04.1996

Katalogova Cisla: viz priloha

Postup posuzovani shody
Klasifikace

Tfida / Pravidlo
Aplikované normy

EC certifikat
Notifikovany subjekt

Identifikacni c.

dle PRILOHY Il mimo (4) SMERNICE RADY 93/42/EHS

dle PRILOHY IX SMERNICE RADY 93/42/EHS

Tfida Ilb / Pravidlo 15

EN ISO 13485:2016, Certifikat ¢. Q5 061585 0030,
platny do 31.07.2022

¢. G1 061585 0032, platny do 17.05.2024

TUV SUD Product Service GmbH, certifikaéni orgéan, Ridlerstrasse 65,
80339 Mnichov, Némecko

0123

Timto prohlasujeme na nasi vyhradni odpovédnost, Ze vyse uvedené vyrobky splfuji vSechna

ustanoveni SMERNICE RADY 93/42 EHS z 14. ¢ervna 1993 tykajici se zdravotnickych prostfedkd ve

znéni Smérnice 2007/47/EK, ktera se na né vztahuje, jak je uvedeno v PRILOZE .

Sempach, 07.10.2020

B. Braun Medical AG

necitelny podpis

Peter Egli

Vedouci Oddéleni kvality CoE infekéni kontrola
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necitelny podpis

Dr. Michael Gluschke

Reditel globalnich Regulatory Affairs OPM

Stranka 1/2



B BRAUN

SHARING EXPERTISE

Kat. ¢.

18562
189382
18894
18895
18940
18941
3891950
3892212
19810
180014
19689
19829
19860
19915
19690
19828
19861
19916
19812
19939
18799
9325425

PROHLASENI O SHODE
Zdravotnické prostredky tridy Ilb

Nazev vyrobku Poznamky

Helimatic® Disinfectant, 5 |
Helimatic® Disinfectant, 5 |
Helipur®, 1000 ml

Helipur®, 5|

Helipur® H plus N, 1000 ml
Helipur® H plus N, 5 |

Helipur® H plus N, 1000 ml
Helipur® H plus N, 5 |

Meliseptol®™ Wipes ultra, 100 Tissues
Meliseptol® Wipes ultra, 100 Tissues
Stabimed® fresh, 1000 ml
Stabimed® fresh, 1000 ml
Stabimed® fresh, 1000 ml

Instrument Forte+, 1000 ml =Stahimed fresh

Stabimed® fresh, 5 |
Stabimed® fresh, 5 |
Stabimed® fresh, 5 |

Instrument Forte+, 5 | =5Stabimed fresh

Stabimed® ultra, 62800 g
Stabimed® ultra, 4 kg
Tiutol® dent, 5 |

Tiutol® dent, 5 |
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