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Ambu A/S
Baltorpbakken 13
DK-2750 Ballerup
Denmark

T +4572252000
F +45 72 25 20 50
ambu@ambu.com
www.ambu.com
CVR. nr. 63644919

EU Declaration of Conformity No.: REG-004554
We

Manufacturer: Ambu A/S

Single Registration number DK-MF-000001437

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® SPUR® II
Product family SPUR II Demand Valve Connector Inlet
Intended purpose The Ambu SPUR II resuscitator is a single patient use resuscitator intended

for pulmonary resuscitation
Catalogue number(s} 325207000

330207000
Device risk class Class Ila (rule 2, Annex VIII)
Basic UDI-DI 5707480301005402085
GMDN code and term 36086 Pulmonary resuscitator, manual, 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 IIa: Annex IX - Chapter I and III

Notified body:
BSI Notified Body number: 2797
Certificate: EU Quality Management System Certificate Regulation EU 2017/745: MDR 722402

Signed for and behalf of Ambu A/S: A ~ | [ j
i LS LI /
L /7 \ 21 i
Ballerup, Denmark 02-11-2022 ALY o \J AN AL AN
Place of issue Date of issue Katrine Dalsgaard Ajbro, Head"of'ﬁegu"latdfy”ﬁfféirs
Operation /

First issue: 02-11-2022
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Ambu A/S
Baltorpbakken 13
DK-2750 Ballerup
Denmark

T+4572 25 20 00
F +45 72 2520 50
ambu@ambu.com
www.ambu.com
CVR. nr. 63644919

EU Declaration of Conformity No.: REG-005138

We
Manufacturer:
Single Registration Number
Postal address:
City, country:
Telephone number:
E-mail address:

Ambu A/S
DK-MF-000001437
Baltorpbakken 13

2750, Ballerup, Denmark
+45 72252000
ambu@ambu.com

declare that the declaration is issued under the sole responsibility and belongs to the following
devices:
Product name
Intended purpose

) s
L’%np-
Ambu® Disposable Face Mask

The Ambu Disposable Face Mask is a disposable face mask intended for

oxygenating and ventilating the airways.

Catalogue number(s) For stand-alone use:

000252051 000252052 000252053 000252054
000252055 000252056 000252951 000252952
000252953 000252954 000252955 000252956
000252053H 000252054H 000252055H 000252056H
000252953H 000252954H 000252955H 000252956H
For use within procedure packs:

000252057 000252058 000252059 000252063
000252064 000252066 000252957 000252958
000252959 000252963 000252961 000252962

Device risk class
Basic UDI-DI
GMDN code and term

Class Ila (rule 2, Annex VIII)
570748030100803208R
46232 Anaesthesia face mask, 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 IIa: Annex IX - Chapter I and III

Notified body:
BSI

Signed for and behalf of Ambu A/S:

Ballerup, Denmark 08-12-2022

Notified Body number: 2797
Certificate: EU Quality Management System Certificate Regulation EU 2017/745: MDR 722402
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[place of issue] [Date of issue]

First issue: 08-12-2022

QHB-004008 rev. 9

Katrine Dalsgaard Ajbro, TEL

Head of Regulatory Affairg Operation
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Ambu A/S
Baltorpbakken 13
DK-2750 Ballerup
Déansko

T +4572 25 20 00
F +4572 25 20 50
ambu@ambu.com
www.ambu.com
CVR. ¢. 63644919

r r o d
EU Prohlaseni o shodé REG-004554
My
Vyrobce: Ambu A/S
Jediné registraéni ¢&slo: DK-MF-000001437
Postovni adresa: Baltorpbakken 13
Mésto, zemé: 2750, Ballerup, Dansko
Telefon: +45 72252000
E-mail: ambu@ambu.com

prohlasujeme, Ze toto prohlaseni je vydano na vyhradni odpovédnost a vztahuje se k nasledujicim
zafizenim: .

Nézev vyrobku Ambu® SPUR® II
Skupina vyrobki Resuscitator SPUR II s pfivodnim konektorem odbérového ventilu
P Resuscitator Ambu SPUR 1I je resuscitdtor pro jednoho pacienta uréeny k plicni
Zamysleny Gcel B
resuscitaci
Katalogova cisla 325207000
330207000
TFida rizika zafizeni Trida I1a (pravidlo 2, pfiloha VIII)
Zakladni UDI-DI 5707480301005402085
Kéd a termin GMDN 36086 Plicni resuscitator, ru¢ni, na jedno pouZiti

Prostredky, na které se vztahuje toto prohlaseni, jsou ve shodé s pozadavky stanovenymi
v pFislusnych pravnich predpisech EU:
Nafizeni o zdravotnickych prostfedcich 2017/745

Postup posuzovani shody:
Trida Ila: Pfiloha IX - kapitoly I a III

Oznameny subjekt: ;
BSI Cislo oznameného subjektu: 2797
Certifikat: Certifikat systému managementu kvality EU, nafizeni EU 2017/745: MDR 722402

Podepsal za Ambu A/S:

Ballerup, Dansko 02-11-2022 Necitelny podpis
Misto vydani Datum vydani Katrine Dalsgaard Ajbro, vedouci odd.
registrace

Prvni vydani: 02-11-2022
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EU Prohlaseni o shodé

Amby

Ambu MS
Baltorpbakken 13
DK-2750 Ballerup
Dansko

T +4572 252000
F +4572 25 20 50
ambu@ambu.com

www.ambu.com
CVR. €. 63644919

¢.: REG-005138

My
Vyrobce:

Jediné registracni ¢islo:

Postovni adresa:
Mésto, zemé:
Telefon:

E-mail:

Ambu A/S
DK-MF-000001437
Baltorpbakken 13
2750, Ballerup, Dansko
+45 72252000
ambu@ambu.com

prohlasujeme, Ze toto prohlaseni je vydano na vyhradni odpovédnost a vztahuje se
k nasledujicim zaFizenim:

Nazev vyrobku
Zamysleny ucel

Ambu® jednorazova obli¢ejova maska
Jednorazova obli¢ejova maska Ambu je uréena k okyslicovani a ventilaci
dychacich cest

Katalogova c&isla Pro samostatné poufZiti:

000252051 000252052 000252053 000252054
000252055 000252056 000252951 000252952
000252953 000252954 000252955 000252956
000252053H 000252054H  000252055H 000252056H
000252953H 000252954H  000252955H 000252956H
Pro pouziti v rdmci soupravy:

000252057 000252058 000252059 000252063
000252064 000252066 000252957 000252958
000252959 000252963 000252961 000252962

Trida rizika zarizeni
Zakladni UDI-DI
Kod a termin GMDN

Trida Ila (pravidlo 2, pfiloha VIII)
570748030100803208R
46232 Anestetickd oblicejova maska, jednorazova

Prostfedky, na které se vztahuje toto prohlaseni, jsou ve shodé s poZadavky stanovenymi
v pfislusnych pravnich predpisech EU:

Nafizeni o zdravotnickych prostfedcich 2017/745

Postup posuzovani shody:
Trida IIa: Pfiloha IX - kapitoly I a III

Oznameny subjekt: .
BSI Cislo ozndmeného subjektu: 2797
Certifikat: Certifikdt systému managementu kvality EU, nafizeni EU 2017/745: MDR 722402

Podepsal za Ambu A/S:

Ballerup, Dansko 08-12-2022 Necitelny podpis

[Misto vydani] [Datum vydani] Katrine Dalsgaard Ajbro,

vedouci odd. registrace
Prvni vydani: 08-12-2022
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PREKLADATELSKA DOLOZKA

Ja, PhDr. Stanislava Kariskova, IC: 72305789, soudni prekladatelka jazyka ceského, jazyka
anglického a portugalského, zapsani v seznamu tlumocniku a prekladateli vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla preklad pfipojené ustiny a ze
tento preklad souhlasi s textem predmétné listiny. PH provadéni piekladu nebyl piibran konzultant.

Tento ukon je zapsin v evidenci tkonii pod éislem polozky: ()45 (00 / 0l3
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PhDr. Stanislava Karaskova

V Rosicichdne 474 4. {oj8
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