SHARING EXPERTISE

B. Braun Medical AG
Seesatz 17

6204 Sempach
Switzerland

DECLARATION OF CONFORMITY

Prbduct Cafegery: Physically acting medfcal devices for Mu‘ltieDrungesisténtnOrganism’ decolonization for
topical and oral application

s

Product (Name, Typé} Size - Date of CE marking/ Batch Na. Remarks
Prontoderm® Solution 500ml  |09.11.2009] 9461M05 -
, - s 15.06.2010 | 0242M06
Prontoderm® Foam 200 mi 03.12.2009 | 9494M14
Prontoderm® Nasal Gel 30 mi '26,05.2‘()}‘0 / 0213M04
Prontoderm® Shower Gel 100 ml 13.01.2010 / 0023M08 g;g;ﬁogﬁy'
ProntOral® ‘ 250 ml 11.12.2009 | 9505M17
Prontoderm® Wipes 10 Tissues 26.10.2010 | 0053M03

Article numbers: see attachment

Conformity Assessment Procedure  acc. to ANNEX [l excluding (4] of the COUNCIL DIRECTIVE 93/42/EEC

Classification according to ANNEX IX of the COUNCIL DIRECTIVE 93/42/EEC

Class / Rule Class Il [ Rule 1,4, B and 13

Applied Standards EN IS0 13485:2018, Certificate No. G5 061585 0030

CE Certificate No. 2113812CE02, valid until May 26, 2024

EC Certificates ‘ No. 2113812DE03, valid until May 26, 2024

Notified Body DEKRA Certification B.V.,, Meander 1051, 6825 MJ Ambhem,
The Netherlands

Identification no. 0344

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 H excluding (4).

Sempach, 09.01.2020

B. Braun Medical AG

i3
|

Dr. Mighae! Gluschke
}ﬁirectg* Global Regulatory Affairs OPM
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SHARING EXPERTISE

DECLARATION OF CONFORMITY
Attachment for Medical Devices Class Il

Art. No,

Product Name

Remarks 7

400102
400121
400100
400111
400128
400200
400220
400221
400211
400223
400224
400700
400730
400731
400106

Prontoderm® Solution {500 ml)
Prontoderm® Solution {500 mi)
Prontoderm® Solution (5 1)
Prontoderm® Foam {200 i)
Prontoderm® Foam (200 ml)
Prontoderm® Nasat Gel (30 ml)
Prontoderm® Nasal Gel (30 m)
Prontoderm® Nasal Gel (30 ml)
Prontoderm® Shower Gel (100 mi)
Prontodernn® Shower Gel (100 mi)
Prontoderm® Shower Gel (100 mi)
ProntOral® {250 mi)

ProntOral® (250 mi)

ProntOral® (250 mi)

Prontoderm® Wipes {10 tissues)

End of life; TW 164337, 28.08.2019
End of life; TW 164337, 28.08.2019

End of life: TW 164337, 2808.2019

Dotument n°; BSP-E-52-05-WI-REGO1-01-FO-04 version 04
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B BRAU N Pfeklad z anglického jazyka

SHARING EXPERTISE

B. Braun Medical AG
Seesatz 17

6204 Sempach
Svycarsko

PROHLASENI O SHODE )

Vyrobkova kategorie: Zdravotnické prostiedky pro dekolonizaci multirezistentnich mikroorganisma
fyzikalni ocistou, k pouziti na télo i k Ustnimu pouziti.

Vyrobek (nazev, druh) Velikost Datum znaéeni CE / €. Sarze Poznamky
Prontoderm® Solution 500 ml 09.11. 2009 / 9461 MO05

51 15.06. 2010 / 0242M06
Prontoderm® Foam (péna) 200 mi 03.12. 2009 / 9494M14
Prontoderm® Nasal Gel 30 mi 26.05. 2010/ 0213M04

100 ml EoL, TW 164337,
Prontoderm® Shower Gel 13.01. 2010/ 0023M08 8.08. 2019
ProntOral® 250 mi 11.12. 2009 / 9505M17
Prontoderm® Wipes (ubrousky) 10 ks 26.10. 2010 /0053M03

Katalogova é&isla:viz priloha (EoL = konec Zivotnosti)

Postup posuzovani

shody podle PRILOHY Il kromé& (4) SMERNICE RADY 93/42/EHS

Klasifikace podle PRILOHY IX SMERNICE RADY 93/42/EHS;

Ttida /Pravidlo tfida lll [ pravidio 1, 4, 5 a 13

Pouzité normy ENISO 13485:2016, osvédceni €. Q5 061585 0030

CE certifikat ™ C. 2113812CE02, plati do 26. kvétna 2024

ES osvédéeni - C.2113812DEO03, plati do26. kvétna 2024

Notifik. osoba DEKRA Certification B.V., Meander 1051, 6825 MJ Arnhem,
Nizozemsko

Identifikaéni €. 0344

Timto prohlasujeme vyhradné na svoji zodpov&dnost, Ze vy$e uvedené vyrobky splfiuji v8echna ustanoveni
SMERNICE RADY 93/42/EHS ze dne 14. gervna 1993 o zdravotnickych prostfedcich ve zn&ni smémice
2007/47/ES, ktera se na n& vztahuji, jak je uvedeno v PRILOZE Il kromé& (4).

Sempach, 09.01.2020

B. Braun Medical AG

podpis necitelny podpis neditelny
Peter Egli Dr. Michael Gluschke
Vedouci jednotky jakosti CoE Infection Control Reditel globalnich regulatornich zalezitost OPM
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B BRAUN

Kat. ¢.

400102
400121
400100
400111
400128
400200
400220
400221
400211
400223
400224
400700

400730 -

400731
400106

SHARING EXPERTISE
PROHLASENIi O SHODE

Pfiloha ke zdrav. prostF. tfidy i

Néazev vyrobku

Prontoderm® Solution (500 ml)
Prontoderm® Solution (500 ml)

Prontoderm® Solution (5 1)
Prontoderm® Foam (200 mi)
Prontoderm® Foam (200 mi)
Prontoderm® Nasal Gel (30 ml)
Prontoderm® Nasal Gel (30 ml)
Prontoderm® Nasal Gel (30 mi)
Prontoderm® Shower Gel (100 ml)
Prontoderm® Shower Gel (100 ml)
Prontoderm® Shower Gel (100 mi)
ProntOral® (250 ml)

ProntOral® (250 ml)

ProntOral® (250 mi)
Prontoderm®Wipes (10ks)

Poznamky

=

Konec zivotnosti; TW 164337,28.08. 2019
Konec zivotnosti; TW 164337, 28.08. 2019
Konec zZivotnosti; TW 164337,28.08. 2019
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Tlumod&nicka dolozka

Jako tlumoCnice jazyka Ceského a anglického ustanovend dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &,j. Spr. 698/91 stvrzuji, Ze mnou provedeny p¥eklad souhlasi s textem pr1p01ene listiny.
Tlumo&nicky tkon je zapsan v denfku pod pof. &. 6¥¢ 7 dne 2¢.- 2020.

1, file o. Spr 698/91 I hereby certify that my translation corresponds with the original attached document.
translation is recorded in the translator’s book of records under No. g #¢ > on 9¢ .2 - 2020.

1'.”

Thumo€nice / Translator




