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EC DECLARATION OF CONFORMITY

Device Name | LiDCOplus HEMODYNAMIC MONITOR SYSTEM
To measure the cardiac cuiput via indicator dilution, and to digitise, analyse &
display the hemodynamic parameters derived from the anslog signal
Purpose obtained from a B.P. monitor. The system improves the sensitivity and
specificity of invasive arterial pressure monitoring. providing an early warning
of change from a pre-determined hemodynamic state.
The LIDCOplus Component Part No. Classification
Hemodynamic Monitor HM71 Class Ilb
monitor System
is comprised of: Sensor interface cm72 Class lib
Flow Through Cell Electrode Assembiy CM10 Class | Sterile
Flow Regulator CM33 Class lia
Injectate Kit CM5E0 Class lla

LIDCO Ltd. declares that the LIDCOplus Hemodynamic Monitor System:

*

is in conformity with the essential requirements and provisions of Council Directive
93/42/EEC as amended by Directive 2007/47/EC, and has been classified as Class
lib in accordance with Annex IX (highest class rule),

is in conformity with the national standards transposing harmonised standards:
IEC 60801-1:1998; [EC 60601-1-1:2000; EN 60601-1-2:2001

the Monitor, Sensor Interface, Flow Regulator and Injectate Kit are subject to the
procedure set out in Annex Il (excluding Section 4) of Directive 93/42/EEC as
amended by Directive 2007/47/EC, under the supervision of Notified Body Number
0120, SGS United Kingdom Lid, 202B Worle Parkway, Weston-super-Mare, BS22
BWA, UK.

the Flow Through Cell Electrode Assembly is subject fo the procedure set out in
Annex V (sterility only) of Directive 93/42/EEC as amended by Directive 2007/47/EC,
under the supervision of Notified Body Number 0120, 8GS United Kingdom Lid,
202B Worle Parkway, Weston-super-Mare, BS22 6WA, UK.

SIGNEA ..ot
G. Spel féfr“"‘””ﬁ'uaﬁty & Regulatory Manager
LIDCO Lid.
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ES PROHLASEN| O SHODE

Nazev zafizeni LiDCOplus HEMODYNAMICKY MONITOR

Méfeni srde€niho vykonu za pomoci indikaéniho roztoku a digitalizace, analyza a

] zobrazeni hemodynamickych parametr(l odvozenych z analogového signalu ziskaného
Ucel z B.P. monitoru. Systém zlepSuje citlivost a pfesnost invazivniho monitorovani
arterialniho srde€niho tlaku a poskytuje v€asné upozornéni na odchylku od pfedem
uréeného hemodynamického stavu.

Komponenta Cislo dilu Klasifikace
L|DCOpIu_s ] Monitor HM71 Trida llb
hemodynamicky

monitor sestava Rozhrani snimace CM72 Tfida llb
z nasledujicich N ; . - S
komponent: Souprava prltokové bunécné elektrody CM10 Trida | sterilni

Regulator pritoku CM33 Tfida lla

Souprava pro injektat CM50 Tiida lla

Spole¢nost LIDCO Ltd. prohlasuje, Zze hemodynamicky monitor LiDCOplus:

+ je ve shodé se zakladnimi pozadavky a ustanovenimi smérnice Rady 93/42/EHS ve znéni smérnice
2007/47/ES, a je klasifikovan jako zdravotnicky prostfedek tfidy Ilb podle pfilohy IX (pravidlo
nejvyssi tridy).

* je ve shodé s narodnimi standardy transponujicimi harmonizované normy:
IEC 60601-1:1998: IEC 60601-1-1:2000; EN 60601-1-2:2001

*  Monitor, rozhrani snimace, regulator pritoku a souprava pro injektat podiéhaji postupu
stanovenému v pfiloze Il (vyjma odstavce 4) smérnice 93/42/EHS ve znéni smérnice 2007/47/ES,
pod dohledem notifikované osoby €islo 0120, SGS United Kingdom Ltd, 202B Worle Parkway,
Weston-super-Mare, BS22 6WA, UK.

«  Souprava pritokové bunééné elektrody podléhd postupu stanovenému v pfiloze V (pouze sterilita)
smérnice 93/42/EHS ve znéni smérnice 2007/47/ES, pod dohledem notifikované osoby Cislo 0120,
SGS United Kingdom Ltd, 202B Worle Parkway, Weston-super-Mare, BS22 6 WA, UK.

Podepsan: podpis neciteiny Datum: 14. dubna 2010
G. Speller -
ManaZzer jakosti a regulatorich zalezZitosti
LIiDCO Ltd.

Registrovana kancelaf: 16 Orsman Road * London * NI 5QJ
Registracni Cislo spolenosti v UK: 561
Dafiové identifikacni Cislo: 672475708 Ref. LiDCOplus System



TLUMOCNICKA DOLOZKA

Jako tlumocnik némeckého a anglického jazyka jmenovany rozhodnutim Krajského soudu
v Brné, dne 28. unora 1994 (&.j. Spr 1518-93) stvrzuiji, Ze preklad souhlasi s textem pfipojené
listiny.

Tlumoénik:
Ing. Pavel Skfivanek



