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Manufacturer Authorized European Representative Notified Body

Covidien lic Covidien Ireland Limited TOV SUD Product Services GmbH
15 Hampshire Street IDA Business & Technology Park Ridlerstrasse 65

Mansfield, MA 02048 USA Tullamore, Ireland D-80339 Munich

(formerly: Nellcor Puritan Bennett L.L.C., a Germany

division of Tyco Healthcare Group LP) 0123

Declaration of Conformity

Document #/Revision #: 10130199, Rev H

Product/Family Name: Nellcor™ Portable SpO; Patient Monitoring System
Classification Rationale: Class Ilb per Rule 10 of Annex IX

EU Conformity Assessment Route: Annex [}

Standards Applied: Reéfer to Section 4 of Technical File #10127173

Start of CE Marking: 05/2014

Covidien lic declares under our sole responsibility that the above product(s) to which this declaration relates, and which bear(s) the
CE Marking, is (are) in conformity with the Essential Requirements of EC Directive 93/42/EEC of 14 June 1993, as amended by
2007/47/EC of the European Parliament and of the Council, concemning medical devices, which allows their free distribution, sale
and circulation in the European Union (EUY); they comply with the provisions of the defined regulatory requirements and which
comply with the referenced standards, as stated above.

This declaration is made in accordance with the requirements of Clause 1.8 of Schedule 3 of the Australian Therapeutic Goods
(TGA) Medical Device Regulations 2002, relating to the devices stated in Schedule | of this document.

Covidien lic hereby declares that all medical devices referenced in Schedule | placed on the European Community market by the
Company & its subsidiaries are compliant with Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011
on the Restriction of Certain Hazardous Substances in Electrical and Electronic Equipment (commonly known as the EU RoHS
Directive). They are RoHS compliant.

All supporting documentation is retained by the manufacturer

As required by the above Directive, this Declaration is supported by

» EC Certificate: MDD Annex [l, G1 077790 0060 Rev 00, Reference P/N 10069299, issued by TOV SUD Product
Services GmbH, Ridlerstrasse 65, D-80339 Munich Germany, on 29 June 2020

> Quality System Certificate: Q5 077790 0066 Rev.00, Reference P/N 10069298, issued by Quality System TUV
SUD Product Services GmbH, Ridlerstrasse 65, D-80339 Munich Germany, on 12 June 2020

This Declaration of Conformity is applicable to all of the medical devices referenced in Schedule |, manufactured by Covidien
lic andfor produced under its certified Quality System control. Products referenced in Schedule | can be traced by means of
the related product identification referenced in the relevant labeling (i.e.: lot number, serial number, etc.).

Each kind of medical device to which the Full Quality Assurance Procedures have been applied complies with the applicable
provisions of the essential requirements/principles, the classification rules, at each stage, from the design of the device until its
final inspection before being supplied.

This Declaration shall be retained for a period of the lifetime of the medical device (LMD) + 1 year or minimum of 15 years once the
record is obsoleted or superseded.

Date of Issue: 29 .June 2020
Place of Issue: Boulder, Colorado, USA

Signature: Wu M b
Name/Title Kae Miller, Regulatory Affairs Manager
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Schedule 1
Declaration of Conformity for Nellcor™ Portable SpO: Patient Monitoring
System
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Vyrobca Splnomocneny eurépsky zastupca Notifikovana osoba

Covidien lic Covidien Ireland Limited TUV SUD Product Services GmbH
15 Hampshire Street IDA Business & Technology Park Ridlerstrasse 65

Mansfield, MA 02048 USA Tullamore, irsko D-80339 Mnichov

(predtym: Nellcor Puritan Bennett L.L.C., Nemecko

divizia Tyco Healthcare Group LP) 0123

Vyhlasenie o zhode

Cislo dokumentul/&islo revizie: 10130199, Rev. H

Nazov vyrobku/skupiny vyrobkov: Prenosny systém na monitorovanie pacienta Nellcor™ Portable SpO-
Zdovodnenie zatriedenia: Trieda lIb podfa pravidla 10 prilohy IX

Postup posudzovania zhody EU: Priloha Il

Pouzité normy: Pozrite &ast' 4 technickej dokumentacie ¢. 10127173

Zadiatok oznaéovania CE: 05/2014

Spolognost Covidien llc vyhlasuje na vlastnd zodpovednost, ze uvedeny vyrobok (uvedené vyrobky), na ktory (ktoré) sa
toto vyhlasenie vztahuje a ktory (ktoré) ma (maju) oznacenie CE, spifia (spifaju) zakladné poziadavky smernice
93/42/EHS zo 14. juna 1993, zmenenej a doplnenej smernicou Europskeho parlamentu a Rady 2007/47/ES o
zdravotnickych pomdckach, ktorou sa povoluje ich volna distribucia, predaj a obeh v Eurépskej tnii (EV), spiha (spifaju)
ustanovenia stanovenych regulaénych poziadaviek a uvedené referencné normy.

Toto vyhlasenie sa vydava v stlade s poZiadavkami bodu 1.8 prilohy 3 nariadeni o australskych terapeutickych tovaroch
(TGA) (zdravotnickych pomdckach) z roku 2002, ktoré sa vztahuju na pomécky uvedené v prilohe | tohto dokumentu.

Spoloénost Covidien lic vyhlasuje, Ze vetky zdravotnicke pomdcky uvedené v prilohe |, ktoré spoloénost a jej dcérske
spoloénosti uviedli na trh Eurépskeho spoloCenstva, sU v sulade so smernicou Eurépskeho parlamentu a Rady
2011/65/EU z 8. juna 2011 o obmedzeni urcitych nebezpecnych latok v elektrickych a elektronickych zariadeniach
(v8eobecne zndmou ako smernica EU RoHS). Tieto zdravotnicke pomdcky v sulade so smernicou RoHS

¢ V3etky podklady su ulozené u vyrobcu

Toto vyhlasenie je v zmysle poziadaviek uvedenej smernice podloZené nasledujtcimi certifikatmi

> Certifikat ES: Priloha Il k smernici o zdravotnickych pomdckach, G1 077790 0060 Rev. 00, referencne €.
10069299, vydany spolo&nostou TUV SUD Product Services GmbH, Ridlerstrasse 65, D-80339 Mnichov,
Nemecko, 29. juna 2020

> Certifikat systému kvality: Q5 077790 0066 Rev. 00, referenéné &. 10069298, vydany spolo¢nostou Quality
System TUV SUD Product Services GmbH, Ridlerstrasse 65, D-80339 Mnichov, Nemecko, 12. jina 2020

Toto vyhlasenie o zhode sa vztahuje na vSetky zdravotnicke pomdcky uvedené v prilohe |, ktoré vyraba
spolognost Covidien lic, resp. ktoré st vyrobené v ramci jej kontroly certifikovaného systému kvality. Vyrobky
uvedené v prilohe | je mozné sledovat na zaklade identifikacie prisluéného vyrobku uvedenej v prislu§nom
oznadeni (napr. &islo $arze, vyrobné &islo atd').

¢ Kazdy druh zdravotnickej pomdcky, na ktory sa uplatiuju postupy Uplného zabezpe€ovania kvality, spifia
prislusné ustanovenia zakladnych poziadaviek/zasad, pravidiel zatriedenia na kazdom stupni od navrhu
pomdcky po jej koneénu kontrolu pred dodavkou.

Toto vyhlasenie bude archivované po¢as celého obdobia Jivotnosti zdravotnickej pomécky (LMD) + 1 rok alebo pocas
min. 15 rokov, ked bude zaznam zastarany alebo nahradeny.

Datum vydania: 29. juna 2020
Miesto vydania: Boulder, Colorado, USA

Podpis: neditatelny podpis
Meno/funkcia: Kae Miller, manazér pre regulacné zélezitosti
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Priloha 1
Vyhlasenie o zhode pre Nellcor™ Prenosny systém na monitorovanie

pacienta SpO;
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Preklad som vypracovala ako prekladatelka zapisana v zozname znalcov,
tlmocnikov  a prekladatelov, ktory vedie Ministerstvo spravodlivosti
Slovenskej republiky, pre jazyky slovensky jazyk a anglicky jazyk pod
evidencnym cislom 970546.

Preklad je v denniku zapisany pod cislom J ,4.3/02()524

Prekladané listiny suhlasia s prelozenymi listinami.

Zaroven vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého
prekladu.

I completed the translation as a translator registered on the List of Experts,
Interpreters and Translators maintained by the Ministry of Justice of the
Slovak Republic for the Slovak and English languages under registration
number 970546.

The translation is registered in the journal under number J. /ﬁ/»ZC’M .

The translated document conforms to the translation.

I also declare that I am aware of the consequences of knowingly rendering a
false translation.

Odtlacok turadnej peciatky/ Podpis prekladatela/
Official stamp Translator’s signature
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