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Ideas that work for life

Ambu A/S
Baltorpbakken 13
DK-2750 Ballerup
Denmark

T +4572 252000
F+4572 252050
ambu@ambu.com
www.ambu.com
CVR. nr. 63644919

EU Declaration of Conformity No.: REG-004386
We

Manufacturer: Ambu A/S

Single Registration number Currently not available

Postal address: Baltorpbakken 13

City, country: 2750, Ballerup, Denmark

Telephone number: +45 72252000

E-mail address: ambu@ambu.com

declare that the declaration is issued under the sole responsibility and belongs to the following
devices:
Product name Ambu® Perfit ACE ™, Ambu® Mini Perfit ACE™, Ambu® Military Perfit ACE ™

Intended purpose The Ambu Perfit ACE is a one-piece rigid cervical spine immobilization device
designed to assist the rescuer with the maintenance of neutral alignment,
prevention of lateral (side-to-side) sway and anterior-posterior (forward and
backward) flexion and extension of the cervical spine during patient
transport or movement.

Catalogue number(s) 002810001

264208020

000281107
Device risk class Class [1] (rule 1, Annex VIII)
Basic UDI-DI 5707480301000050065

GMDN code and term 45129
Cervical spine collar, single-use

The devices covered by the present declaration is in conformity with the requirements specified in
the relevant Union legislation:
Medical Device Regulation 2017/745

Conformity assessment procedure:
Class I, non-sterile: Annex II and III,

Digitally signed by

Katrine Katrine Dalsgaard Ajbro
Signed for and behalf of Amby A/S: Dalsgaa rd Ajbro Date: 2021.01.28
Ballerup, Denmark 2021-01-28 Clsiaaill
[place of issue] [Date of issue] Katrine Dalsgaard Ajbro, Head of Regulatory Affairs

Operation

First issue: 2021-01-28

QHB-004008 Page 1 of 1



Ovéreny preklad z anglického jazyka

Ambu”*

Ideas that work for life

Ambu A/S
Baltorpbakken 13
DK-2750 Ballerup
Dénsko

Tel: +45 72 25 20 00
Fax: +45 72 25 20 50

ambu@ambu.corn
www.ambu.com
CVR. &. 63644919

Prohlaseni o shodé ES ¢.: REG-004386

My

Vyrobce: | Ambu A/S

Jednotné registracni Cislo: Momentalné neni k dispozici

Postovni adresa: Baltorpbakken 13

Mésto, stat: 2750, Ballerup, Dansko

Telefonni dislo: +45 72252000

e-mail: ambu@ambu.com

prohlasujeme, Ze toto prohlaseni se vydava na vlastni odpovédnost a vztahuje se
k nasledujicim zafizenim:
Nazev vyrobku: Ambu® Perfit ACE™, Ambu® Mini Perfit ACE™, Ambu® Military Perfit ACE™

Zamysleny cel: Ambu Perfit ACE je zafizeni na znehybnéni kréni pétefe. Jeho téelem
je pomoci zachrandfi s udrZenim neutralniho narovnani, s prevenci
lateralniho (ze strany na stranu) a pfedozadniho pohybu a ohybanf
a posouvani kréni patefe pacienta pfi pfevozu nebo pohybu.

Katalogova Cisla: 002810001
264208020
000281107

Rizikova tfida zafizeni: Trida 1 (pravidlo 1, Dodatek VIII)
Zéakladni kod UDI-DI 5707480301000050065
Kéd GMDN a kliovy pojem: 45129, Limec na kréni péatef, na jedno pouZiti

Vyrobky, ke kterym se vztahuje toto prohlaseni, jsou ve shodé s pozadavky
uvedenymi v pfislusné Unijni legislativé:
Smérnice pro zdravotnické prostfedky 2017/745

Postup pdsouzeni shody:
Trida I, nesterilni: Dodatky II a III

Podepsano jménem spolecnosti Ambu A/S:
Ballerup, Dansko  28.01.2021 (Digitaini podpis. Katrine Dalsgaard Ajbro)
Misto vydéni Datum vydani Digitalné podepsala:
Katrine Dalsgaard Ajbro
Dne 28.01.2021, v 17:02:50
Vedouci pro provozni regulacni zaleZitosti

Prvni vydani: 28.01.2021
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Tlumocénicka doloika

Jako tlumoénik jazyka anglického, jmenovany rozhodnutim Krajského soudu v Plzni ze dne
24.6.2016 €.j. Spr 1590/2016-13, timto potvrzuji, Ze preklad souhlasi s textem pfipojené
listiny.

Tlumoc¢nicky tkon je zapsan pod pofadovym Cislem au’f I ()L// ,'LD?Vf
tlumocnického deniku. Odména je uctovana dle prilozene I|kV|dace

Datum:J/{‘(g, LOQ/I

Translator’s clause

As an official translator of English language, appointed by the Regional Court in Plzefi on 24t
June 2016, as recorded in the file no. Spr 1590/2016-13, | hereby confirm that this
translation corresponds to the attached document.

The certified translation is registered in the certified translator’s book under the serial

number 411 16 f/po%
Date: M 0‘ Mi/f

Podpis / Signature

Mgr. Eva Svobodova






