Urager

Statni ustav pro kontrolu lé¢iv
Sekce zdravotnickych prostfedki

Stéatni dstav p2p
pro kontrolu lééiy

Srobdrova 48 @9 "09° 20%
100 41 Praha 10 Praha 10, §§obamva asd
STATNI USTAV PRO KONTROLU LE&IV
LR T
BBB2339328
Ev.&: 15878514
Listylpfil.: 110 Dodlo: 9.5.2014 Praha, 29.08.2014

Véc: Napravné a bezpe¢nostni opatieni

V souladu s informaci a poZadavkem, které jsme jako autorizovana osoba obdrZeli od vyrobce,
nali matefské firmy Driiger Medical GmbH v Liibecku, Némecko, Vam v pFiloze zasilime
prisluSné dokumenty, kterymi Vis informujeme o napravném a bezpecnostnim opatieni na

neonatalni vyh¥ivana liZka a neonatilni jednotky spole&nosti Driiger Babytherm 8004/8010 a
Babytherm 8000WB.

O ukonceni Niapravného bezpe¢nostniho opatieni Vas budeme informovat v souladu s pokyny
nasi mateiské firmy.

S pozdravem

Ing. Michal Gen
Jednatel

Piilohy: Safety notice
Bezpecnostni informace pro zikazniky

Sidlo firmy: Po3tovni adresa:
Drager Medical s.ro. Driger Medical s.r.o. http://www.draegermedical.cz Bankovni spojeni: Komer¢ni banka a.s.
Pod Sychrovem I-81  Na Zahonech 884/27 www.draeger.com Cislo astu: 43-5038100237/0100
101 00 Praha 10 141 00 Praha 4 ICO: 26700760
Tel: 272 760 141 DIC: CZ26700760
Fax: 272 769242 E-mail: michal.genza@draeger.com

Spolecnost zapsana v Obchodnim rejstiiku vedeném Méstskym soudem v Praze, oddil C, vlozka 88291,
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To operators and users of
Drager infant warmers and open infant care units
Babytherm 8004/8010 and Babytherm 8000WB for newborns

August 2014

Important safety information!!!
Babytherm 8000WB, Babytherm 8004 and Babytherm 8010
Warmers for newborns

Dear Sir / Madam,

As part of our market and product monitoring we have become aware of a case in which a
side panel on a Babytherm 8010 did not fully slide to the bottom in the corner guides and
was not completely locked. The side pane! did not open during this incident and no patient
was affected.

When reviewing the locking mechanism in a number of hospitals it was possible to fully
close the side panels by pushing down on them slightly. However, it cannot be guaranteed
that the panel will lock into position under its own weight. In this respect, we would like to
remind you to pay attention to the information provided in the Instructions for Use:

"Check that the side panels lock securely into position and that they remain securely
locked"

Securely locked Not securely locked
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Fax +49 451 882-2080 Company headquarters: Libeck Andreas Frahm
info@drasger.com Commercial register: Gert-Hartwig Lescow
www.dresger.com Municipal Court Libeck HRB 4358 HL Anton Schrofner

VAT ID DEB13745277
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If the locking mechanism is not functioning, please contact your DragerService
representative.

Furthermore, as part of the above review, we identified that the inner 70mm panels are to
be inserted pursuant to the Instructions for Use are not always used. _
However, the inner panels are part of the safety concept of the Babytherm 80xx. If, contrary
to the information provided in the Instructions for Use, the inner panels are not inserted and
if a side panel has not been fully locked into position, this may allow the baby’s movements
to open the side panel. It may be possible for a child to fall out!

We hope that this preventive measure will help to increase patient safety.

Please feel free to contact your local Driger representative if you have any questions.

With best regards,

v Frank Clanzett Tobias Winkler
Head of Postmarket Surveillance Vice President
Quality and Regulatory Affairs Respiratory Care & Thermo Regulation

Product & Application Management



Obsluze a uzivatelum

neonatalnich vyhfivanych lizek a neonatalnich jednotek oteviené péce spolecnosti
Dréager Babytherm 8004/8010 Babytherm 8000WB pro novorozence

Dilezita bezpeénostni informace!!! Srpen 2014

Babytherm 8000WB, Babytherm 8004 a Babytherm 8010
Vyhftivana lizka pro novorozence

VéazZeni zékaznici,

v ramci pravidelného sledovani mezinarodniho trhu jsme zaznamenali pfipad, pfi kterém bo&ni postranice pfistroje
Babytherm 8010 zcela nesjela do rohovych tchyty a nezacvakla. Pfi této udalosti nedoslo k jejimu otevieni a
ohroZeni pacienta.

Pfi kontrole zajiStovaciho mechanismu v mnoha nemocnicich bylo moZno boé&ni postranice uzavfit lehkym
zatlatenim. Nelze v8ak zarutit, Ze se postranice zajisti ve spravné pozici vlastni vahou. V tomto ohledu bychom Vam
radi pfipomnéli, abyste dodrZovali informaci uvedenou v navodu k pouZiti: ,Zkontrolujte, zda jsou bo&ni postranice
spravné umistény a bezpetné uzavieny*.

Bezpetné zajidténo Bezpecné nezajisténo



Neni-li zajiStovaci mechanismus funkéni, kontaktujete, prosim, zastupce spole&nosti Drager.

Bé&hem vy$e uvedené kontroly jsme zjistili, Ze vnitfnf 70 mm ochranné lidty, které maji byt podle navodu k pouziti
vloZeny do lUZka, nejsou vZdy pouzivany.

Vnitfni listy jsou soucasti bezpecnostni koncepce pfistroji Babytherm 80xx. Nejsou-li, v rozporu s navodem k pouZiti,

vnitfni listy umistény a boéni postranice se zcela nezajisti, mohou pohyby dit&te bo¢ni postranici otevfit. Dité pak
mulze vypadnout.

Doufame, Ze toto bezpe&nostni opatfeni pomlize zvysit bezpe&nost pacienti.

V pfipadé jakychkoliv otazek nas nevahejte kontaktovat.

S pozdravem

Drdger Medical s.co.
shonech 884/27

Ing. Michal Genza
jednatel spole¢nosti



