Zmluva o vypozicke

uzatvorena v zmysle ust. § 659
a nasl. Obc&ianskeho zakonnika
(dalejlen ,zmluva®)

CL. 1.
Zmluvné strany

1. Poziciavatel:

Baxter A.G.,
spolognost zriadend podla prava Svajciarska,
zapisana v Obchodnom registri kantonu Zirich pod
Cislom CH-020.3.902.447-5
so sidlom Thurgauerstrasse 130, 8152 Glattpark
(Opfikon), Svajéiarsko
ICO:CH02039024475
DIC: CHE105764424
IC DPH: SK4020163246
Bankové spojenie:
Cislo Gétu:
v zastUpeni: Ignacio Martinez De Lecea
Deputy General Counsel, Legal — EMEA

(dalej len ,poZigiavatel™)

2. Vypoziciavatel

Narodny ustav srdcovych a cievnych chorob, a.s.
so sidlom: Pod Krasnou hérkou 1, 833 48 Bratislava
ICO: 35971126

IC DPH: 2022105107

Bankové spojenie:

Cislo uétu:

Zapisana: v Obchodnom registri Mestského sudu lll.,
oddiel: Sa, vlozka ¢.: 3774/B

v zastipeni:

Ing. Mongi Msolly, MBA, predseda predstavenstva

a generalny riaditel

Doc. MUDr. Juraj Madari¢, PhD. MPH, podpredseda
predstavenstva

(dalej len ,vypoziciavatel™)

CL Il
Predmet zmluvy

1. Za podmienok dohodnutych v tejto zmluve vznika
vypoziciavatelovi pravo uzivat predmet vypozicky.

2. Predmetom vypoZzitky su anestetické odparovace
blizSie Specifikované v Protokole o odovzdani a
prevzati, ktory je sucastou tejto zmluvy ako jej
Priloha €. 1.

3. Hodnota 1 ks odparovata vcase jeho
protokolarneho odovzdania predstavuje sumu
1560,- EUR s DPH.

4, Ugelom vypozitky je vyuzivanie predmetu
vypozitky pri poskytovani zdravotnej starostlivosti

Ly _ 2024

Loan for Use Agreement

entered into pursuant § 659
et seq. of the Civil Code
(hereinafter the ,Agreement)

Article |
Parties

1. Lender:

Baxter A.G.,

Registered: company established under the laws of

Switzerland, registered in Commercial Register of

canton Zlirich under No. CH-020.3.902.447-5,

With seat: Thurgauerstrasse 130, 8152 Glattpark

(Opfikon), Switzerland

Com. Reg: CH02039024475

TAX Reg. No.: CHE105764424

VAT Reg. No.: SK4020163246

Bank:

Bank account No.:

Represented by: Ignacio Martinez De Lecea
Deputy General Counsel, Legal - EMEA

(hereinafter the ,Lender)

2. Borrower:

Narodny ustav srdcovych a cievnych chordb, a.s.
with seat at: Pod Krasnou hérkou 1, 833 48 Bratislava
Id. No.: 35971126

VAT No.: 2022105107

Bank: VUB, a.s. Bratislava

Bank account No.:

Registered in Commercial Register of City Court IlI.,
Section: Sa, Insert No.: 3774/B

Represented by:

Ing. Mongi Msolly, MBA, chairman of the board

and general director

Doc. MUDr. Juraj Madari¢, PhD. MPH, vice chairman of
the board

(hereinafter the ,Borrower®)

Article Il
Scope of Agreement

1.  The Borrower shall have the right to use the object
of loan for use free of charge under the terms and
conditions agreed in this Agreement.

2. The object of loan for use shall consist of anesthetic
vaporizers specified in detail in Hand-Over and
Take-Over Protocol creating a part of this Agreement
as Annex No. 1 hereof.

3. The value of 1 vaporizer at the time of its protocol
handover is EUR 1,560 including VAT.

4. The purpose of the loan for use shall be the use of
the object of loan for use in the provision of



1.

zo strany vypoziCiavatela na klinike/oddeleni
anestéziolégie a intenzivnej mediciny.

Cl. .
Zavazky zmluvnych stran

Poziciavatel sa zavazuje a prehlasuije, ze:

a) je vyluénym vlastnikom predmetu vypoZzicky a je
opravneny s nim nakladat;

b) predmet vypozicky je vo funkénom stave, nema
ziadne faktické (technické) a pravne vady,
ktoré by branili uzivat predmet vypoZicky na
dohodnuty Gcel;

c) bude udrziavat predmet vypoZitky v stave
sposobilom na riadne uzivanie;

d) vcas oznami vypoziCiavatelovi potrebu pristupu
k predmetu vypoZi¢ky a bude dodrziavat vsetky
pokyny a pravidla prisluSnej nemocnice;

e) poziCiavatel je povinny zdrzat sa akéhokolvek
konania, ktoré by podstatnym spésobom rusilo
vypoziCiavatela pri uzivani predmetu vypozicky
(pre UCely tejto zmluvy sa za také konanie
poziCiavatela, ktoré mozZno povazovat za
ruSenie vypoziCiavatela podstatnym spésobom,
povazuje konanie, o ktorom by pozi¢iavatel
v Case uzavretia zmluvy musel vediet alebo
rozumne predvidat, s prihliadnutim na Gcel
zmluvy, Ze druha strana by zmluvu za takychto
okolnosti neuzavrela; v pochybnostiach sa
predpokladd, Ze rusenie nie je podstatné).

VypoziCiavatel sa zavézuje a prehlasuje, Ze:

a) bude wuzivat predmet vypozicky riadne
avsulade sucéelom, ktory je vzmluve
dohodnuty;

b) bude chranit predmet vypozZicky pred

poskodenim, stratou, krddezou alebo zni€enim.
V pripade poskodenia alebo odcudzenia
predmetu vypozicky tito skutocnost
bezodkladne oznami poziciavatelovi;

c) neprenecha predmet vypozicky do uzivania
tretej osobe bez predchadzajuceho pisomného
suhlasu poziCiavatela;

d) je opravneny predmet vypozicky uzivat vylucne
primerane jej povahe a ur€eniu. Za
opotrebenie predmetu vypozitky spdsobené
riadnym uzivanim, vypozi€iavatel nezodpoved3;

e) sa oboznamil so stavom predmetu vypoZicky
Specifikovaného v protokole o odovzdani a
prevzati a v tomto stave ho prebera;

f) sa zavazuje pri pouzivani predmetu vypozicky
dodrziavat  pokyny podla uzivatelského
manualu, starat sa o to, aby na predmete

healthcare by the Borrower on anesthesiology and
intensive medicine clinic/section.

Article Il
Obligations of Parties

The Lender undertakes and represents that:

a) it is the exclusive owner of the object of loan for
use and is entitled to dispose with it;

b) the object of loan for use is functional, without
any factual (technical) and legal defects that
would hinder the use of object of loan for use for
agreed purpose;

c) itshall maintain the object of loan for use capable
of being used duly;

d) it will notify the Borrower timely on requirement to
access the object of loan for use and the Lender
will adhere to any and all instructions and rules of
respective hospital;

e) it will abstain from any acting that would disturb
the Borrower substantially in use of the object of
loan for use (for purposes hereof such acting of
the Lender shall be deemed to be substantially
disturbing the Borrower which at the time of
execution of this Agreement was known to the
Lender or could have been reasonably
anticipated by the Lender taken into account the
purpose of this Agreement that under such
circumstances (acting) the other party would not
have entered into this Agreement; in case of
doubts the acts of disturbing shall be deemed as
non-substantial).

The Borrower undertakes and represents that:

a) it shall use the object of loan for use duly and in
accordance with purpose agreed in this
Agreement;

b) it shall protect the object of loan for use against
damage, loss, theft or destruction. In case of
damage or theft of the object of loan for use, such
fact must be notified to the Lender without undue
delay;

c) it will not let any third person use the object of
loan for use without previous written consent of
the Lender;

d) it is authorized to use the object of loan for use
solely adequately to its features and purpose.
The Borrower shall not be liable for wear and tear
of the object of loan for use caused by due use
thereof;

e) it acquainted itself with state of the object of loan
for use specified in Hand-Over and Take-Over
Protocol and it takes it over is such state;

f) it will adhere to instructions contained in user
manual while using the object of loan for use,
prevent damage from occurring to object of loan



vypozicky nevznikla $koda, vykonavat kontrolu
stavu predmetu vypoZicky a zabezpeéi jeho
stlad z hladiska protipoZiarnej  prevencie,
bezpecnosti a ochrany zdravia pri praci a inych
v8eobecne zavaznych pravnych predpisov
tykajucich sa predmetu vypozicky a/alebo jeho
uzivania;

g) ohlasi poziciavatelovi bez zbytoéného odkladu
akékolvek vzniknuté poskodenie, stratu alebo
zniCenie predmetu vypozicky a zaroven sa
zavazuje nahradit poziCiavatelovi akukolvek
8kodu na predmete vypozicky. Celé
nebezpe€enstvo straty, kradeze, Skody a
zni€enia predmetu vypozicky bez ohladu na
dévod a zavinenie znasa od dodania
vypozitiavatel;

h) umozni poziCiavatelovi na jeho poziadanie
pristup k predmetu vypozicky za ucelom jeho
kontroly alebo potvrdenia poctu a stavu
jednotlivych predmetov;

i) je v celom rozsahu zodpovedny za to, Ze
predmet vypozicky (vaporizéry) budi vysusené
a dekontaminované pred ich pripadnym
vratenim poziciavatelovi;

j) nesmie odstranit zo ziadneho predmetu
vypozicky akékolvek Stitky, symboly alebo
vyrobné Cisla, ktoré st na fom umiestnené.
Anestetické  odparovace sU nastavené
Specialne k aplikacii volatiiného anestetika
vyrabaného spolo€nostou Baxter a iné latky
preto vnich nemb6zu byt pouzivané bez
predchadzajuceho pisomného suhlasu
poziCiavatela;

k) prebera vsSetku zodpovednost za spOsob
akym je predmet vypozi€ky pouzivany a za
lekarske rozhodnutia uskutocnené v suvislosti
s jeho pouzivanim.

CLIv.
Odovzdanie a prevzatie predmetu vypozicky

Odovzdanie a prevzatie predmetu vypozicky sa
uskutocni formou protokolu o odovzdani a
prevzati, ktory podpiSu opravneni zastupcovia
zmluvnych stran.

Pri odovzdani predmetu vypozicky poziciavatel
predlozi vypoziCiavatelovi ndvod na obsluhu
predmetu vypozitky v slovenskom jazyku a
zabezpeli bezplatné zaskolenie personalu,
bezplatni instalaciu a zapojenie predmetu
vypozicky.

ClL. V.
Opravy a Udrzba predmetu vypozicky

Poziciavatel sa =zavazuje, Zze na Ziadost
vypoziCiavatela bude zabezpecovat opravy,
udrzbu a revizie predmetu vypozicky v stlade s
odporacaniami vyrobcu a pokynmi pre pouzivanie
predmetu vypozitky, ato sam prostrednictvom
oddelenia technickych sluzieb poziCiavatela alebo

for use, inspect regularly the status of object of
loan for use and provide conformity thereof with
regard to fire prevention, occupational health and
safety protection and further generally binding
legal regulations related to the object of loan for
use and/or use thereof;

g) it will inform the Lender about any damage, loss
or destruction of object of loan for use without
undue delay and at the same time will
compensate the Lender any damage caused to
the object of loan for use. The entire risk of loss,
theft, damage and destruction of the object of
loan for use from any cause and culpableness
whatsoever, shall pass to the Borrower upon
delivery;

h) upon being requested to do so it will allow the
Lender access to the object of loan for use for
purpose of control thereof and confirmation of
numbers and status;

i) itis liable in full extent that the object of loan for

use (vaporizers) shall be dried and
decontaminated before being returned to the
Lender;

j) it will not remove from any object of loan for use
any labels, symbols or production numbers
placed on it. The anesthetic vaporizers are
specifically calibrated to dispense volatile
anesthetic agent produced by company Baxter
and therefore other substances/agents may not
be used in vaporizers without prior written
consent of the Lender;

k) it assumes full responsibility for the manner in
which the object of loan for use is used and the
medical decisions taken in connection with its
use.

Article IV

Hand-Over and Take-Over of Object of Loan for use

1.

1.

Hand-over and take-over of object of loan for use
shall take place in a form of Hand-Over and Take-
Over  Protocol  executed by  authorized
representatives of both parties.

At the hand-over of the object of loan for use the
Lender shall deliver to the Borrower user's manual in
Slovak language and will provide for free of charge
training of personnel, free of charge installation and
setup of object of loan for use.

Article V
Repairs and Service of Object of Loan for use

The Lender undertakes, at the Borrower’s request, to
have the object of loan for use repaired, serviced and
inspected according to the manufacturers
recommendations and instructions for use either
itself, by the technical services department of the
Lender, or a third-party service provider. The



prostrednictvom iného poskytovatela servisnych
sluzieb.  Vypoziciavatel tymto potvrdzuje, Zze
prevzal képiu odporu€ani vyrobcu a pokyny pre
pouzivanie predmetu vypoZicky a prehlasuje, Ze
berie tieto odporucania a pokyny pre pouzivanie na
vedomie a zavazuje sa ich dodrziavat.

Naklady na opravy, udrzbu a revizie predmetu
vypozicky budud znasané zo strany poZiciavatela,
ak sa zmluvné strany pisomne nedohodni inak
alebo nie je dalej ustanovené inak.

Pozi¢iavatel nie je povinny  poskytnut
vypoziCiavatelovi ndhradné pristroje pocas doby,
pocas ktorej bude predmet vypozicky poslany na
vykonanie udrzby alebo opravy, pokial sa strany
nedohodnu inak.

V pripade, ak bude potreba opravy, udrzby alebo
revizie predmetu vypozi¢ky sposobena
vypoziCiavatelom, najma jeho konanim v rozpore
s ustanoveniami tejto zmluvy, akékolvek naklady
s tym spojené bude povinny znaSat vypoziCiavatel.

¢l V1.
Odplata

Strany sa dohodli tak, Ze vypozZiCiavatel je
opravneny uzivat predmet vypozi€ky po
dohodnuti dobu bezodplatne.

CL. VI
Doba trvania zmluvy a sposoby jej ukoncenia

Poziciavatel vypoZiCiava vypozZiCiavatelovi
predmet vypozicky na dobu neurciti, poc€as ktorej
bude vypoziCiavatel  kupovaf volatiliné
anestetikum vyrabané spolo¢nostou zo skupiny
Baxter od pozi¢iavatela. Zmluvu je mozné
vypovedat v 2 — mesacnej vypovednej lehote bez
uvedenia doévodu, pricom vypovedna lehota
zaCina plynut dnom nasledujucim po dni jej
dorucenia druhej zmluvnej strane. Tato zmluva
nadobuda platnost dfiom jej podpisu a Ucinnost
diiom prevzatia predmetu vypozicky
vypoziiavatelom.

2. Vypoziciavatel je povinny predmet vypozicky vratit

a poziCiavatel sa zavéazuje ho prevziat formou
protokolu o odovzdani aprevzati najneskor
v posledny defi  trvania zmluvného vztahu
v stave, vakom ho prevzal s prihliadnutim na
bezné opotrebenie.

Prava a povinnosti vyplyvajice z tejto zmluvy
prechadzaji aj na pripadnych pravnych
nastupcov oboch zmluvnych stran.

Poziciavatel sa zavazuje nepostupit svoje
pohladavky sUvisiace s pefaznym plnenim
vypozi¢iavatela v zmysle prav a povinnosti
zmluvnych stran dohodnutych v tejto zmluve na
tretiu osobu (subjekt) bez predchadzajuceho
pisomného suhlasu vypoziCiavatela. V pripade
porusenia tohto zavazku poziciavatefom, je také
postupenie voci vypoziCiavatefovi neucinné a
pravny ukon postupenia pohladavky

Borrower hereby acknowledges receipt of a copy of
the  manufacturer's recommendations and
instructions for use for the object of loan for use and
declares to have taken notice of such
recommendations and instructions for use and shall
oblige them.

Repairs, service and inspection charges are to be
paid by the Lender unless alternative arrangements
are made between the parties or it is further stated
otherwise.

The Lender shall not be obliged to provide
replacement equipment when the object of loan for
use is sent for service or repair unless agreed
otherwise by the parties.

If the reason for any repair, service or inspection of
the object of loan for use is caused by the Borrower,
in particular if the Borrower breaches this
Agreement, any charges are to be paid by the
Borrower.

Article VI
Remuneration

The parties agree that the Borrower shall be entitled
to use the object of loan for use for the agreed
period free of charge.

Article VI
Duration of Agreement and Termination

The Lender shall loan for use to the Borrower the
object of loan for use for indefinite period, during
which the Borrower will purchase the volatile
anesthetic agent produced by company from Baxter
Group from the Lender. This Agreement may be
terminated without stating a reason with 2 months’
notice period, whereas the notice period shall start
lapsing on the first day following the day of the
delivery of notice of termination to the other party.
This Agreement shall become valid on the date of
execution thereof and effective on the date of take-
over of object of loan for use by the Borrower.

The Borrower shall be obliged to return the object of
loan for use and the Lender shall be obliged to take-
object the object of loan for use at the latest on the
last day of duration of the contractual relationship in
a state as it was taken over, taking into regard the
usual wear and tear.

Rights and obligations arising out of this Agreement
shall transfer to the legal successors of both parties,
if any.

. The Lender shall be obliged not to assign its

accounts payable, related to monetary settlements
per law and obligations of contract parties, agreed
within this contract; to the third subject without
previously agreed written agreement of the
Borrower. In case of breaking the agreement by the
Lender, such assignment against the Borrower is not
valid and the legal performance of the assignment of
account payable is considered as non-valid legal
performance.



/pohladavok/ sa povazuje za neplatny pravny
ukon.

¢l. VL.
Zaverecéné ustanovenia

Tato zmluva je vyhotovena v dvoch rovnopisoch,
pre kazdu zmluvnd stranu po jednom
exemplari.

VSetky zmeny adodatky zmluvy je mozné
vykonat vyluéne pisomne, po dohode oboch
zmluvnych stran vo forme &islovanych dodatkov.

Tato zmluva nadoblda platnost dfiom jej
podpisania a ucinnost podpisanim protokolu o
odovzdani predmetu vypozicky do uZivania
vypoZiCiavatelovi, nie v8ak skér ako diiom
nasledujicim po dni jej zverejnenia v Centralnom
registri zmldv Uradu viady SR.

PoziCiavatel prehlasuje, Ze obchodné podmienky
dohodnuté v tejto zmiuve su uzavreté v ramci
beznej obchodne] praxe pozitiavatela a
vypozi¢iavatel nie je nijako zvyhodrovany alebo
uprednostiiovany v ramci beznych obchodnych
podmienok. PozZiCiavatel ako drzitel podla §2
pismeno y) zakona ¢&. 595/2003 Z. z. o dani z
prijmov v zneni neskorSich predpisov si je vedomy
toho, Ze v zmysle ustanovenia §43 odsek 19
zakona o dani z prijmov, je povinny do konca
kalendarneho  mesiaca  nasledujiceho  po
kalendarnom roku, v ktorom poskytol nepenazné
plnenie poskytovatelovi podla §2 pismeno z)
zékona o dani z prijmov, oznamit prijemcovi
nepenazneho plnenia jeho vysku v eurach.

Na vztahy v tejto zmluve neupravené sa vztahuju
ust. § 659 anasl. Obcianskeho zakonnika
a suvisiace pravne predpisy Slovenskej republiky.

PozZiCiavatel sa zavézuje, Ze pri podpise tejto
zmluvy predlozi vypoZzi€iavatelovi certifikat, resp.
prehlasenie o zhode ako doklad preukazujlci, ze
predmet vypozicky je spdsobily na poskytovanie
zdravotnej starostlivosti. Doklad je prilohou &. 2
tejto zmluvy.

Zmluvné strany prehlasuju, ze zmluvu uzatvaraju
slobodne a vazne, nie v tiesni a za nevyhodnych
podmienok. Ich zmluvna volnost nie je
obmedzena. Na znak suhlasu s textom zmluvy
pripajaju k nemu svoje podpisy.

V pripade rozporov medzi jazykovymi verziami
je rozhodné slovenské znenie tejto Zmluvy.

Priloha €. 1: Protokol o odovzdani a prevzati
Priloha €. 2: Certifikat, resp. prehlasenie o zhode

Za pozi€iavatela / On behalf of the Lender

Article VIl
Final Provisions

This Agreement is executed in two counterparts,
whereas each party shall receive one counterpart.

Any changes and amendments to the Agreement
must be made in writing upon agreement of both
parties in a form of numbered amendments.

This Agreement is valid as of its execution and
effective as of signing of a take-over protocol of the
object of loan for use by the Borrower; however not
before as by the following day after the day of its
publishing in Central Register of Contracts of
Government Office of Slovak Republic.

The Lender declares that the terms and conditions
agreed in this Agreement have been concluded in
accordance with the Lender's common business
practice and that the Borrower is not favored or
privileged in any way under the common business
terms and conditions. The Lender as a holder
pursuant to § 2 (y) of Act no. 595/2003 Coll. on
Income Tax, as amended, is aware of the fact that,
pursuant to § 43 (19) of the same Act, it is obligated
to notify the recipient of an amount estimated for the
non-monetary performance in euro and do so by the
end of the calendar month following the calendar
year in which the Lender provided such non-
monetary performance to the provider pursuant to §
2 (z) of the Income Tax Act,

The relationships not expressly mentioned in this
Agreement shall be governed by § 659 of the Civil
Code and related legal regulations of the Slovak
Republic.

The Lender undertakes that at the date of
execution hereof it will submit to the Borrower a
certificate or conformity declaration being a
document confirming that the object of loan for use
is suitable for providing of healthcare services.
Such document shall create Annex No. 2 hereof.

The contractual parties declare that they execute
this Agreement freely and solemnly, not under
duress and disadvantageous conditions. Their
contractual freedom is unrestricted. As a sign of
their approval they attach their signatures hereto.

In case of discrepancies between language
versions, the Slovak language version of this
Agreement shall prevail.

Annex No. 1: Hand-Over and Take-Over Protocol
Annex No. 2: Certificate/Conformity declaration

Za vypoziCiavatela / On behalf of the Borrower



Baxt%r A\D Ing. Mongi Msolly, MBA, predseda
Ignamo‘Mart e Lecea predstavenstva a genpe alny riaditel

Deputy General (‘ounsel Legal - EMEA

‘Doc. MUD. Ju ZMA ' """ adarié, PhD., MPH,
podpredseda predstavenstva



Drdger

EC Declaration of Conformity Date/ Datum

&) EG Konformitatserkldrung 2019-07-24

S European Directive 83/42/EEC, Annex Il Document ID / Dokumnent Nr.
Européische Richtlinie 93/42/EWG, Anhang I MD101-029-1907-047-0

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 Lubeck

Germany

hereby declares under its sole responsibility that the / erklért hiermit in alfeiniger Verantwortung, dass

Product Name / Medical Device / Medizinprodukt Device UMDNS Code /
Produktbezeichnung Class GMDN Code
Vapor 3000 Anesthesia Unit Vaporizer b din

3 P /36890 , 36980

meets the provisions of the European Directive 93/42/EEC on medical devices. An examination of the quality
management system has been carried out following Annex 11.3 of the directive by the Notified Body TUV Sud
Product Service GmbH, Ridlerstrae 65, 80339 Munich, Germany, EC No. 0123. The quality management
system also complies to EN ISO 8001 and EN [SO 13485.

This declaration is effective for products p1aced on the market as of the date of issue. Any modifications of
the medical device not authorized by Drager will invalidate this declaration.

mit den Bestimmungen der européischen Richtlinie 93/42/EWG (Med:zmprodukte) tbereinstimmt. Eine
Uberpriifung des Qualitatsmanagementsystems, nach den Regeln wie in Anhang I1.3 der Richtlinie
beschrieben, wurde durch die Benannte Stelle TUV Sid Product Service GmbH, Ridlerstralle 65, 80339
Miinchen, EU Kennnummer 0123, vorgenommen. Das Qualitdtsmanagementsystem erfilllt weiterhin die
Anforderungen geméal EN 1SO 9001 und EN 1SO 13485,

Diese Erkidrung ist glitig fur ab dem Ausstellungsdatum in Verkehr gebrachte Produkte. Jede nicht durch
Drager autorisierte Modifikation an dem Medizinprodukt fithrt zur Ungditigkeit dieser Erkldrung.

Head of Regulatory Affairs Head of Regulatory Affairs Anesthesia and WPI
Frank Clanzett Holger Nadler
Oriigerwerk AG & Co. KGa&  Bank details; Registered office: LObeck Chairman of the Supervisory Board for
Moislinger Aliee 53-55 Commerzbank AG, Loback Commarcial register: Dragerwerk AG & Co. KGaA and
23558 Lobeck, Germany IBAN: DES5 2304 0022 0014 6795 00 Local court Lobeck HRB 7603 KL Dragerwerk Varwaltungs AG:
Postal address: Swift-Code: COBA DE FF 230 Ganeral partner: Drégenwerk Stefan Lauer
23542 Labeck, Germany Sparkasse zu Libeck Verwaltungs AG Executive Board:
Tel +49 451 882-0 IBAN: DE15 2305 0101 0001 0711 17 Registered office; Libeck Stefan Dréger (chairman)
Fax +49 451 B62-2080 Swin-Cods; NOLADEZ1SPL Commerciai register: Rainer Klug
info@draegar.com Local court Libeck HRB 7395 HL Gart-Hartwig Lescow
W dragger com Dr. Reiner Piske

VAT no. DE135082211 Anton Schrofner
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Date / Datum
2019-07-24

EC Declaration of Conformity
EG Konformitéatserklarung

European Directive 93/42/EEC, Annex i
Européische Richtlinie 93/42/EWG, Anhang Il

Document ID / Dokument Nr.
MD101-005-1907-045-0

0123

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 Lubeck

Germany

hereby declares under its sole responsibility that the / erklért hiermit in alleiniger Verantwortung, dass

Product Name / Medical Device / Medizinprodukt Device UMDNS Code /
Produktbezeichnung Class GMDN Code
Vapor 2000 Vapour Delivery Device Ib 10-144/
Variants for:
Halotane 36891
Isoflurane 36890
Sevoflurane 36980

meets the provisions of the European Directive 93/42/EEC on medical devices. An examination of the quality
management system has been carried out following Annex I1.3 of the directive by the Notified Body TUV Sud
Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, EC No. 0123. The quality management
system also complies to EN ISO 9001 and EN ISO 13485.

This declaration is effective for products placed on the market as of the date of issue. Any modifications of
the medical device not authorized by Drager will invalidate this declaration.

mit den Bestimmungen der europdischen Richtlinie 93/42/EWG (Medizinprodukte) bereinstimmt. Eine
Uberprifung des Qualitdtsmanagementsystems, nach den Regeln wie in Anhang 1.3 der Richtlinie
beschrieben, wurde durch die Benannte Stelle TUV Siid Product Service GmbH, Ridlerstrae 65, 80339
Miinchen, EU Kennnummer 0123, vorgenommen, Das Qualititsmanagementsystem erfiillt weiterhin die
Anforderungen geméB EN ISO 9001 und EN SO 13485.

Diese Erkldrung ist giltig fir ab dem Ausstellungsdatum in Verkehr gebrachte Produkte. Jede nicht durch
Dréager autorisierte Modifikation an dem Medizinprodukt fihrt zur Ungiiltigkeit dieser Erkidrung.

Head of Regulatory Affairs Head of Regulatory Affairs Anesthesia and WPI

Frank Clanzett Holger Nadler

Drégerwerk AG & Co. KGaA
Moislinger Allee §3-55
23558 Lubeck, Germany
Postal address:

23542 Lubeck, Germany
Tel +49 451 882-0

Fax +49 451 882-2080
info@draeger.com
W\.wadraege( .Com

VAT no. DE135082211

Bank details:

Commerzbank AG, Libeck

IBAN: DE9S 2304 0022 0014 6795 00
Swift-Code: COBA DE FF 230
Sparkasse zu Lubeck

IBAN: DE15 2305 0101 0001 0711 17
Swift-Code: NOLADE21SPL

Registered office; Lubeck

Commercial register:

Local court L.abeck HRB 7903 HL

General partner: Dragerwerk Verwaltungs AG
Registered office: Lilbeck

Commercial register:

Local court Libeck HR8 7395 HL

Chairman of the Supervisory Board
for Dragerwerk AG & Co. KGaA
and Dragerwerk Verwaltungs AG:
Stefan Lauer

Executive Board:

Stefan Drager (¢hairman)

Rainer Klug

Gert-Hartwig Lescow

Dr. Reiner Piske

Anton Schrofner



Urager

EC Declaration of Conformity
EG Konformitétserkldrung

Date / Datum
2019-07-24

0123

European Directive 93/42/EEC, Annex I
Européische Richtlinie 93/42/EWG, Anhang Il

Document ID / Dokument Nr.
MD101-005-1907-045-0-00

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 L ubeck

Germany

Product name / Produktbezeichnung

Medical device / Medizinprodukt

Vapor 2000
Variants for:
Halotane
Isoflurane

Sevoflurane

Vapour Delivery Device

Applied Standards in full or in part / Vollstdndig oder teilweise angewendete Normen:

EN 60601-1: 1990
+A1:1993 +A2:1995 + AC:1994
(IEC 60601-1:1998 + A1:1991 + A2:1995)

Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance

EN 60601-1:2006/A1:2013
(IEC 60601-1:2005 + A1:2012)

Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance

EN 60601-1-6: 2010
(IEC 60601-1-6: 2010)

Medical electrical equipment — Part 1-6: General requirements for basic
safety and essential performance — Collateral Standard: Usability

EN 60601-2-13: 2006 + A1: 2007
(IEC 60601-2-13: 2003 + A1: 2006)

Medical electrical equipment — Part 2-13: Particular requirements for
the safety and essential performance of anaesthetic systems

EN ISO 8835-4: 2009
(1ISO 8835-4: 2004)

Inhalational anaesthesia systems - Part 4: Anaesthetic vapour delivery
devices

EN ISO 80601-2-13: 2012
(ISO 80601-2-12: 2011)

Medical electrical equipment - Part 2-13: Particular requirements for
basic safety and essential performance of an anaesthetic workstation

EN ISO 15223-1: 2012
(ISO 15223-1: 2012)

Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied — Part 1: General requirements

Head of Regulatory Affairs Anesthesie and WPI

Holger Nadler

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-65
23558 Lubeck, Germany
Postal address:

23542 Libeck, Germany
Tel +49 451 882-0

Fax +49 451 882-2080
info@draeger.com
ww.draeger.com

VAT no. DE135082211

Barnk details:

Commerzbank AG, Libeck

IBAN: DESS 2304 0022 0014 6795 00
Swift-Code: COBA DE FF 230
Sparkasse zu Lubeack

IBAN: DE15 2305 0101 0001 0711 17
Swift-Code: NOLADE21SPL

Registered office: Lubeck

Commercial register:

Local court Libeck HRB 7803 HL

General partner: Dragerwerk Yerwaltungs AG
Registered office: Libeck

Commercial register:

Local court Libeck HRB 7385 HL

Chairman of the Supervisory Board
for Dragerwerk AG & Co. KGaA
and Dragerwerk Verwaltungs AG:
Stefan Lauer

Executive Board:

Stefan Dréger (chairman)

Rainer Klug

Gert-Hartwig Lescow

Dr. Reiner Piske

Anton Schrofner




Urager

EC Declaration of Conformity
EG Konformitatserklarung

Date / Datum
2019-07-24

European Directive 93/42/EEC, Annex Il
Européische Richtlinie 93/42/EWG, Anhang Il

0123

Document ID / Dokument Nr.
MD101-005-1907-045-0-ECA

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 Libeck

Germany

Extent of conformity assessment / Umfang der Konformitatsbewertung

Part No./ | Product name /
Sach Nr. Produktbezeichnung
M35054 Vapor 2000
Variants for:  Halothane
Isoflurane
Sevoflurane
M36110 Dréager-Fill filling adapter Isoflurane
M36120 Dréager-Fill filling adapter Sevoflurane
M36090 Dréger-Fill filling adapter Halothane
M36823 Baxter Safe-T-Seal filling adapter Sevoflurane

Head of Regulatory Affairs Anesthesia and WPI

Holger Nadler
Dragerwerk AG & Co. KGaA Bank details: Registered office: Lubeck
Moislinger Allee 53-55 Commerzbank AG, Litbeck Commercial register:
23558 LUbeck, Germany IBAN: DE95 2304 0022 0014 679500  Local court Lilbeck HRB 7903 HL
Postal address: Swift-Code: COBA DE FF 230 General pariner: Dragerwerk Verwaltungs AG
23542 Labeck, Germany Sparkasse zu Libeck Registered office: Libeck
Tel -+49451 §82-0 IBAN: DE15 2305 0101 0001 0711 17 Commercial register:
Fax +49 451 882-2080 Swift-Code: NOLADE21SPL Local court Lilbeck HRB 7395 HL
info@draeger.com
www draeger.com

VAT no. DE135082211

Chairman of the Supervisory Board
for Dragerwerk AG & Co. KGsA
and Dragerwerk Verwallungs AG:
Stefan Lauer

Executive Board:

Stefan Drager (chairman)

Rainer Klug

Gert-Hartwig Lescow

Dr. Reiner Piske

Anton Schrofner
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0123

Change log to EC Declaration of Conformity
Anderungsverlauf zur EG-Konformitétserkldrung

Date / Datum
2022-07-05

European Directive 93/42/EEC
European Directive 2011/65/EU
Européische Richtlinie 93/42/EWG
Européische Richtlinie 2011/65/EU

Document ID / Dokument Nr.

MD101-005-1907-045-0_A

Drigerwerk AG & Co. KGaA
Moislinger Allee 53-55

23542 Liibeck
Germany

The below listed changes resulting in an update of the EC Declaration of Conformity of Vapor 2000 are
considered non-significant changes in design or intended purpose according to article 120 EU 2017/745. The
last issued EC Declaration of Conformity remains valid.

Change log to EC Declaration of Conformity / Anderungsverlauf der EG-Konformititserkldrung
for modifications to Vapor 2000 that are considered non-significant changes in design or intended purpose.

fir Anderungen am Vapor 2000 die als nicht signifikante Anderungen in Bezug auf Design oder
Zweckbestimmung angesehen werden.

Change No./ Date / Datum Remark / Anmerkung
Anderungs-Nr.
- 2019-07-24 Last declaration of Conformity issued under Council directive
93/42/EEC on medical devices
A 2022-03-09 Update of production / test instruction
Signature

Dragerwerk AG & Co. KGaA

Marcel Steer

Manager Regulatory Affairs

Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55
23558 Lubeck, Germany
Postal address:

23542 Lubeck, Germany
Tel +49 451 882-0

Fax +49 451 882-2080
info@draeger.com
www.draeger.com

VAT no. DE135082211

Registered office: Libeck
Commercial register:

Local court Lubeck HRB 7903 HL
General partner: Dragerwerk
Verwaltungs AG

Registered office: Lubeck
Commercial register:

Local court Labeck HRB 7395 HL

Bank details:

Commerzbank AG, Libeck

IBAN: DES5 2304 0022 0014 6795 00
Swift-Code: COBA DE FF 230
Sparkasse zu Lubeck

IBAN: DE15 2305 0101 0001 0711 17
Swift-Code: NOLADE21SPL

Chairman of the Supervisory Board for
Driagerwerk AG & Co. KGaA and
Dragerwerk Verwaltungs AG:

Stefan Lauer

Executive Board:

Stefan Drager {chairman)

Rainer Klug

Gert-Hartwig Lescow

Dr. Reiner Piske

Anton Schrofner






