bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 722402 R001

Manufacturer: Ambu A/S

Address:
Baltorpbakken 13
2750 Ballerup
Denmark

Single Registration Number: DK-MF-000001437

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

N e

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2021-01-08 Starting Validity Date: 2026-01-08
Current Issue Date: 2025-12-05 Expiry Date: 2031-01-07

..making excellence a habit’
Page 1 of 4

Validicy of this cerificate is conditional on the Manufacturer’s quality system being naintained to the requirements of the Regulation as demonstrated
thraugh the required surveillance adtivities of the Notified Body,
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BT Group The Netherlands 8.V, Say Buitding, John M. Keynesplein 9, 1066 EP, Amsterdam, Nethedands. Talt + 31 () 2¢ 346 07 80
Corporate Contact: BSI Group Assurance Liniited, vegistered in England under numiber 05435540 at Seventh and Eighth Floors, The Acre, 90 Long Acre,
Longdon, WC2E SRA, UK.

A Mernher of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 722402 R001

Device Schedule: Class I1a and other devices

Device(s) Risk Classification e
Endoscopic and Minimally Invasive Surgery Devices Class Ila

Active Intubation Devices (Endotracheal tubes; Endobronchial tubes) Class IIa _ el
Non-Active Respiratory and Anaesthesia Devices Class Ila | . BTl
Neurophysiology devices Class Ila

Endoscopic and Minimally Invasive Surgery Devices Class Is 2
Non-Active Respiratory and Anaesthesia Devices (Ambu Disposable Class Im

Pressure Manometer) Pelle U Su SN

For Qlass Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.

For Class Im devices, the Notified Body conformity assessment is limited to the aspects relating to the conformity of the devices
with the metrological requirements.

First Issue Date: 2021-01-08 Starting Validity Date: 2026-01-08
Current Issue Date: 2025-12-05 Expiry Date: 2031-01-07

..making excellence a habit’
Page 2 of 4

Validity of this certificate is canditional on the Manufacturers quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body,
This certificate was issued electronically and is bound by the conditions of the contract,

NB Contact: BSI Group The Netherlands B.Y, Say Building, John M. Keynesplein 9, 1068 £P, Amsterdam, Netherfands. Tel: + 31 (06) 20 346 07 80
Corporate Contact: BSIE Group Assurance Limited, registered in England under number 05435540 at Seventh and Eighth Floors, The Acre, 90 Long Acre,
London, WC2E QRA, UK.

A Mermnber of the BSI Group of Comparnies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 722402 R001

Certificate History

Date
2021-01-08
2021-08-17

2022-01-28

2022-03-31

2022-07-22

2022-10-28

Reference Number
3119153
3487639

3599042

3659158

3716153

3776296

First Issue Date: 2021-01-08

Current Issue Date: 2025-12-05

By Royal Charter

Action

Issued.

Supplemented - Addition of categories “Intubation Devices” and “Endoscopy
Instruments”.

Amended - “Endoscopy Instruments” category replaces list of devices. Addition of
Ambu Innovation GmbH and SASSE Elektronik GmbH as critical subcontractors.
Supplemented — Addition of “Consumables” to class Is category of "Endoscopy
Instruments”.

Amended - Device categories updated to respective EMDN codes/descriptions.
Addition of BriteMED as critical subcontractor.

Supplemented - addition of ‘Endobronchial tubes’ and ‘Neurophysiology Devices’
categories. At last issue a typographical error in EMDN meant that ‘Endotracheal
tubes’ was added to the certificate scope rather than 'Endobronchial tubes’. Both tube
types are now included on the certificate. Addition of Electron Beam Sdn. Bhd. as
critical subcontractor.

Supplemented - Addition of “"Non-Active Respiratory and Anaesthesia Devices
(Pulmonary resuscitators; Laryngeal Masks)” category in Device Schedule.
Amended - Removal of the restrictive wordings within brackets for “Endoscopic and
Minimally Invasive Surgery Devices” categories. Removal of EMDN codes in Device
Schedule. Combination of “Endotracheal tubes” and “Endobronchial tubes” into one
category. Removal of the critical subcontractors/crucial supplies page from certificate.

Starting Validity Date: 2026-01-08
Expiry Date: 2031-01-07

..making excellence a habit’
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Validhty of this zertificate Is conditional on the Manufacturer’s guality systern being mainiained to the requirements of the Regulation as demonstrated
through the required surveiliance activities of the Notified Body.
Mis certificats was Issued electronically and is bound by the conditions of the cantract,

NB Contact: 855 Group The Nethertands 8., Say Building, Johin M. Keynesploin 9, 1066 EP, Amsterdam, Netherlands. Tek + 31 (D) 20 346 07 80
Corporate Contact: BST Group Assurance Limiied, vegistered in England under number 05435540 st Saventh and Eighth Floors, The Acre, 90 Long Acre,
Lordon, WCIE 9RA, UK.

A Meraher of Uie BS] Group of Conpanies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 722402 R001

Date Reference Number Action

2022-12-07 3811853 Supplemented - Addition of class IIb group “Neurophysiology Devices”.
Amended - Removal of the restrictive wordings within brackets for "Non-Active
Respiratory and Anaesthesia Devices” category.

2023-09-22 30004240 Amended - Removal of class IIb “Neurophysiology Devices” group, due to down-

classification of devices to class Ila. Correction of reference number in previous entry
to certificate history.

Current 30426740 Re-Issued - Certificate Renewal. Amend legal manufacturer address.
First Issue Date: 2021-01-08 Starting Validity Date: 2026-01-08
Current Issue Date: 2025-12-05 Expiry Date: 2031-01-07

..making excellence a habit’
Page 4 of 4

Validity of this certificate is conditional on the Manufacturer’s quality system being rmaintained to the requirernents of the Regulation as demonstrated
through the required survelllance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: B51 Group The Netherlands B.v, Say Bi
Lorporate Cantact: BSI Group Assurance Limited, 1=
Latidon, WC2E 9RA, UK.

A Mesmber of the BSI Group of Conipanies.

g, John M. Keynesplein 8, 1066 £R, amsterdam, Netherands, Telo + 37 (0) 28 346 07 80
ved in England under nuniber 05435540 at Seventh and Eighth Hoors, The Acre, 90 Long Acre,




ovéreny preklad z jazyka anglického

bsi.

EU Certifikat systému managementu kvality

Nafizeni (EU) 2017/745, Priloha IX, kapitoly I a III
MDR 722402 R0O01

Vyrobce: Ambu A/S

Adresa:
Baltorpbakken 13
2750 Ballerup
Dansko
&“-ediné registracni Cislo: DK-MF-000001437

Rozsah: Viz pfilozeny seznam prostredk
Na zakladé naseho provéreni systému kvality v souladu s nafizenim (EU) 2017/745, priloha IX kapitoly I a III
systém kvality splfiuje poZadavky nafizeni. Pro uvadéni na trh prostfedkd tridy III a implantabilnich
«' rostfedk tfidy IIb, které nejsou povazovany za osvédCené technologie, jak je uvedeno v €l. 52 odst. 4, je
~vyZadovan dodatecny certifikat podle kapitoly II prilohy IX.

Za BSI, oznameny subjekt pro vySe uvedené nafizeni (oznameny subjekt cislo 2797):

Necitelny podpis
Graeme Tunbridge, starsi viceprezident sekce globalni regulace a kvality
Datum prvniho vydani; 2021-01-08 Datum platnosti: 2026-01-08
Datum aktudiniho vydani: 2025-12-05 Datum exspirace: 2031-01-07
..dokonalost se stava zvykem."
Strana 1/ 4

Fatnost tohoto certifikdty je podminéna udrZovanim systému kvality vyrebee v souladu s poZadavky nafizeni, jak fe prokdzano prostfednictvim
pozadovanych dozorovych ginnestf oznamencha subjektu,

certifikat byl vydan elektronicky a je vazan podminkami smiouvy.
ontaki: BSI Group The Netherlands B.V,, Say Building, John M, Keynesplein 9, 1066 EP, Amsterdam, Nizozemsko. Tel: -+ 31 (0) 20 346 07 80
Korpordini kantakt: BST Group Assurance Limited, zaregistrovand v Anglii pod Csiern 05435540 v Seventh and Eighth Floors, The Acre, 90 Long Acre,
Londyn, WC2E 9RA, UK.

Lien skupiny BSI,




Ovéreny preklad z jazyka anglického

bsi.

EU Certifikat systému managementu kvality

Nafizeni (EU) 2017/745, Priloha IX, kapitoly I a III

MDR 722402 R001

Seznam prostredkii: Prostiedky tfidy IIa a jiné

Zdravotnické prostredky Klasifikace rizika
Endoskopické a miniinvazivni chirurgické pfistroje Tfida Ila

Zarizeni pro aktivni intubaci {endotrachealni trubice; endobronchiaini trubice) Trida Ila

Neaktivni dychaci a anesteziologické pristroje Tfida Ila
Neurofyziologické pfistroje Tfida IIa

Endoskopické a miniinvazivni chirurgické pristroje Trida Is

Neaktivni dychaci a anesteziologické pristroje (jednorazovy tlakovy manometr Tfida Im

Ambu)

U prostredkd tfidy Is se posouzeni shody oznamenym subjektem omezuje na aspekty tykajici se vytvoreni,
zajistén{ a udrzovani sterilnich podminek.

U prostredkd tfidy Im se posouzeni shody ozndmenym subjektem omezuje na aspekty tykajici se shody zafizeni
s metrologickymi poZadavky.

Datum prvniho vydani: 2021-01-08 Datum platnosti: 2026-01-08
Datum aktualniho vydani: 2025-12-05 Datum exspirace: 2031-01-07
..dokonalost se stava zvykem."
Strana 2 / 4
Platnost tohoto certifikatuy ]e [w;rlnnrlu]u udrZovanim systému kvahty vyrobee v sonladu s poZadaviy nafizend, jak je prokézano prostfednictvim

poZadovanych dozoroviych Znnosti vznsmeného sutnektu.
Tento certifikat byl wydan elektronicky a je vazdn podminkarmi srmlouvy.

M kontakt: BSI Group The Netherlands B.V., Say Building, John M. E{ey;,z“,ptvn 9, 1066 EP, Amslerdam, Nizozemsko, Tal: -+ 31 (9) 20 346 (7 80
Korpordtni kontakt: BSI Group Assurance Limited, zaregistrovand v Anglii pod Sslern 05435540 v Seventh and Eighth Floors, The Aore, 990 Long
Acre, Londyn, WC2E 9RA, UK.

Clon skupiny BS]



ovéreny preklad z jazyka anglického

bsl.

EU Certifikat systému managementu kvality

Nafizeni (EU) 2017/745, Priloha IX, kapitoly I a III

Historie qe}rtiﬁlgéﬁtu

Sk E Iiavy 2 audity o leerdkol ¢ nize veedenvoh zmign

Etum Referencni Cislo Akce
&‘.; 2021-01-08 3119153 Vydani
12021-08-17 3487639 Dopinéni — pfidany kategorie ,Intubaéni zafizeni* a ,Endoskopické nastroje®.
Zména — kategorie ,Endoskopické nastroje™ nahrazuje seznam zafizeni. Doplnény
spole¢nosti Ambu Innovation GmbH a SASSE Elektronik GmbH jako KliGovi
subdodavatelé.

2022-01-28 3599042 Doplnéni — pfidani ,Spotfebniho materidlu® do kategorie ,,Endoskopické nastroje®
tidy Is.

2022-03-31 3659158 Zména — aktualizace kodd/popist EMDN u kategorii zafizeni.

Pridani spolecnosti BriteMED jako kritického subdodavatele.

2022-07-22 3716153 Doplnéni — pfidani kategorii ,Endobronchidlni trubice® a ,Neurofyziologické
pristroje™. V poslednim vydani zpfisobila typograficka chyba v EMDN, Ze do rozsahu
certifikatu byly pridany ,Endotrachedini trubice® spise nez ,Endobronchialni
trubice™. Oba typy trubic jsou nyni v certifikatu zahrnuty. Doplnéni spole¢nosti
Electron Beam Sdn. Bhd. jako kritického subdodavatele,

2022-10-28 3776296 Doplnéni — pridani kategorie ,Neaktivni respiracni a anesteziologické pfistroje (plicni

resuscitatory; laryngealni masky)" do seznamu prostfedka.

Zména - odstranéni omezujicich formulaci v zavorkach pro kategorie ,,Endoskopické
a minimalné invazivni chirurgické prostredky®. Odstranéni kodfi EMDN v seznamu
prostfedkd. Slouceni kategorii ,Endotracheaini trubice™ a ,,Endobronchidlni trubice"
do jedné kategorie. Odstranéni stranky s kritickymi subdodavateli/kli¢ovymi
zasobami z certifikatu.

Datum prvniho vydani: 2021-01-08

Datum platnosti: 2026-01-08

Datum aktualniho vydani: 2025-12-05 Datum exspirace: 2031-01-07

..dokonalost se stava zvykem."
Strana 3/ 4

=D|'3'1_'f‘05-t tohoto certifikatu je podminéna udrFovanin sysidmu kvality wWiobce v soulady s potadavky naffizeni, jak je prokézéno prostiednichvim
poZadovanych dozoravych cinnosti oznameného subjeki.
Tento certifikat byl vydan elektronicky a je vazan podmdnkami smslouvy.

NB kontakt: BSI Group The Netherfands B.V., Say Bullding, John M. Keynesplein 9, 1066 EP, Amsterdam, Nizozemsko. Tel: + 31 (0) 20 346 07 80

Korpor:

Londyn, Weoe IRA, UK.

Clen skupiny BSI.

I kontakt: BSI Group Assurance Limited, zaregistrovana v Anglli pod disterm 05435540 v Seventh and Eighth Floors, The Acre, 90 Long Acre,



ovéreny prekiad z jazyka anglického

bsl.

EU Certifikat systému managementu kvality

Narizeni (EU) 2017/745, Priloha IX, kapitoly I a III

Datum

Referencni Cislo

Akce

2022-12-07

3811853

Doplnéni — pridana skupina ,Neurofyziologické prostfedky™ tridy IIb.
Zmeéna — odstranéni omezujicich formulaci v zavorkach pro kategorii ,Neaktivni
respiracni a anesteziologické prostiedky".

Nové vydani —

2023-09-22 30004240 Zména — odstranéni skupiny ,Neurofyziologické prostfedky" tfidy 1Ib z dfivodu
preklasifikovani prostfedk(l do tfidy IIa. Oprava referencniho &isla v predchozim
zdznamu v historii certifikatd.

Aktuaini 30426740

obnoveni platnosti certifikdtu. Zména oficialni adresy vyrobce.

Datum prvniho vydani: 2021-01-08

Datum aktuéiniho vydani: 2025-12-05

Datum platnosti: 2026-01-08

Datum exspirace: 2031-01-07

..dokonalost se stava zvykem."
Strana 4/ 4

b

Platnost toloto cerifikaty je padminéna udrzovanim sysiému kvality vyrobies v souladu s pefadavky naffzeni, jak je prokdzano prostiednicivim
pozadovanych dozorowich &nnastl ozndmeného subjekte.
Tento certifikat byl vydan eiektronicky 2 je vizan podminkami srlouvy,

:;b ARG luH BSI Group The Netherlands B.V., Say Bullding, John M, Ke w."splt’ln 9, 1066 EP, Amsterdam, Nizozemsko, Tel: + 31 (0) 20 396 07 80

Lendyn, W\ 2E 9RA, UK,

Ulen skupiny BS1,

KL BSI Group Assurance Limited, zaregistrovana v Anglil pod dislem 05435540 v Seventh and Eighth

loors, The Acre, 90 Long Acre,




PREKLADATELSKA DOLOZKA

J4, PhDr. Stanislava Karaskova, IC: 72305789, soudni piekladatelka jazyka ceského, jazyka
anglického a portugalského, zapsana v seznamu tlumocniki a prekladateld vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, %e jsem osobné provedla pteklad pfipojené listiny a %e

tento preklad souhlasi s textem pfedmétné listiny. Pfi provadéni piekladu nebyl pfibran konzultant.

Tento ukon je zapsan v evidenci ukont pod é&islem polozky: 006842/2026

Dne 13.1.2026

PhDr. Stanislava Karaskova

T s o
D proiad®
Iglickeno 8







