
ertificate No. 5021

2018-05-25

the certificate:

Class ll a:

Injectate temperature sensor nouslng :

PV4046

PULSIOCATH catheter kit:
PV201 3107N, PV2014108N,
PV201 5120N, PV201 3107-A,
PV2015120-4
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PCCO monitoring kit consists of a transducer with roll clip, flush device 3'way
pVgOtS, pVAZls, Pv8215-2' PV82O3, PV821sCVP incl PV4046

PV201 411 6N, PV201 4L22N,
PV201 4LO8-A. PV201 411 6-A, PV20 1 4L22

Class ll b:

PiCCO2 accessory for non'invasive
dye indocyanine green and for pulse

lhe heart rate:
LiMON Module Pc5100 + Finger

PulsioFlex accessory for
diagnostic dye indocyanine
saturation and the heart
LiMON Module PCs140

PiCCO2 accessory fof
Opticaf Module PCaA1:7:

PulsioFlex
Optical Module

Monitoring
parameter:
PulsioFlex

External
Picco:
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ertificate No. 5021

Class lll:

Oximetry probes
evzozzlso, pvzoz2-31 , pv2o2z-32, Pv2o22-33, Pv2o22-34, Pv2022-35' Pv2022

PV2o22-38. PV2022-46, PV2022-47 , PV202248

For the ptacing on the market of class lll devices covered by this certificate an

certificate according to directive 93l42lEEC annex ll (4) is required /t
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1 \'ERTIIlAS TIKRAS

Algis B.ku$s

2019 -05- 21

* \.- )/ \,

nuo 2018-05-25 iki 2023-05-24

Vertimas iS anglU kalbos

Priedo perZiuros bukle:0 data: 2018-05-25

Prietaisaii prietaiso kategorijos itrauktos i senifikat4

ll a klase:

[Svirk5iiamo temperat[rinio sensoriaus korpusas:
PV4046

PCC0 monitoravimo rinkinys susidedantis i5 daviklio su rutuliniu stabdZiu' 3 at5akq kraneliu:
PV86l5, PV82l5, PV82l5-2, PV8203, PV82l5CVP isk. PV4046

PULSIOCATH kateterio rinkinys:
PV2O I 3LO7N, PV2O I4LO8N, PV2O I 4L I 6N, PV2O I 4L22N,
pv20l5L20N, PV20l3L07-A, PV2014L08-A, PV20l4Ll6-A, PV20l4L22-A, PV20l4L50-A, PV20l5L20-A

lI b klase:
PiCCOz priedas neinvaziniam densitometriniam diagnostiniq daZq indocianino Zalia pa5alinimo matavimui ir
pulsoksimetriniam arterinio deguonies saturacijos ir Sirdies susitraukimq daZnio matavimui:

LiMON Modulis PCS100 + Pir5tinis sensorius PC51200

PulsioFlex priedas neinvaziniam densitometriniam diagnostiniq daZq indocianino Zalia paSalinimo matavimui ir
pulsoksimetriniam arterinio deguonies saturacijos ir Sirdies susitraukimq daZnio matavimui:

LiMON Modulis PC5140 + PirStinis sensorius PC51200

PiCCOz priedas nuolatiniam kraujo deguonies saturacijos SviesoiaidZio matavimui:

Optinis modulis PC30l5

PulsioFlex priedas nuolatiniam kraujo deguonies saturacijos SviesolaidZio matavimui:
Optinis modulis PC3040

Monitoravimo platforma su moduliniu prapletimu hemodinaminiq ir organq specifiniq parametnl nustatymui:

PulsioFlex PC4000

ISorinis priedo modulis termodiliucijos matavimui su PulsioFlex monitoriumi:
PiCCO-TD-Modulis PC4510

PToAQT sensorius invaziniam kraujo spaudimo matavimui ir nuolatiniam Sirdies i5metimo tDrio (CO) matavimui

PV8810
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Vertimas iS anglll kalbos

Gafioja nuo 2018-05-25 iki 2023-05-24

Priedo perZiuros bukle: 0 data:2018-05-25

Prietaisai/ prietaiso kategorijos itrauktos i sertifikatq:

llI klase:

Oksimetrijos davikliai
pv2022-30, Pv2022-31, PVZ02Z-32, PY2022-33, PV2022-34, PY2022-35, PY2022-36, PY2022-37, PV2022-

38, pV2022-46, PV20Z2-47 , PV2022-48

III klases prietaisq, kuriems taikomas Sis sertifikatas, pateikimui irink4, reikalaujamas pagal Direktyvos
93/42|EEC priedo II (4) projektavimo patikrinimo sertifikatas.

pqrqiqs/ qntspaudas

Ruth Delbeck-Bayer
DEKRA Certification GmbH, Stutgartas, 2018-05- I 8

Notifikuotoji istaiga lD-numeris: 0124
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EC Declaration Of CgnformitY

PHYSIO-CoNTROL declares lhat the CE marked product

Conforms to European Community Council Direcaive 93/4ZEEC (Medical Device Diredive) perAnnex ll and is a

Class llb device in accordance with Annex lX of that Direc{ive.

The produd described above is in conformity with the requirements ofthe following standards:

Paula lank
Vice President, Regulatory Affairs

produced afler the date of issuance of this declaration and before ii is either superseded

C
23

(
01

Physio-control, Inc.
11811WllonsRoad NE
Redrnond, WA 98052 USA

ITEM

Ltreplx" zoe oetilrl llator/tilo n ito r

Safety:
EN 6060'l-l:1990 + At and A2
Medical €ledrical Equiprnent- Part 1: General Requirements for
Safety
IEC 60601-2-4:1983
Medical Elec&kal Equipment - Parl 2-4: Padiqlla,
Requiremenb fur the Safety of Cardiac Defbrillators
EN 60601-2-25:1995
Medical Elecfical Equioment - Part 2-25; Particular
Requirements br fie satuty of Eleclrocatdiographs

Included aIB fre fgllo,ving accessodes:

Medlc.l
OUIK-CoMBo' pacing/ defbrilhtiorvEoc eledrcdes
QUIK-COMBO PEDIATRIC pacing/defibrillatiorvEcc eleclrodes
OUIK4OMBO RTS padnEfdefibrillation/Ecc eledrodes
QUIK-COMBO REDI-PAK pacing/defibrillation/Eoc electrodes
OUIK-COMBO defi brillation cable
FAST-PATCH. PLUS def brillatiorvEcc elec{rodes
FAST-PATCH adapter cable
Standad paddles wilh built in pedialtic paddles
Extemal sterilizable paddles
Inlemal handles with dis.trarge contols
Intemal paddles (used wilh intemal handles above)
3 wire ECG cable
5 wire ECG cable
QUIKCOMBO Test Plug

OEM Acc€sorles - Maslmoc SpO2 Itonitoring
Patent c€bles: LNOP (4, 8, and 12 fr)
Patient cables: LNCS (4, 10, and'14 fi)
bdension cable, LNCS (4 fi)
Reusable LNOP and LNCS sensors
Disoosablo LNOP and LNCS sensors
Disposable LNOP and LNCS sensorsample k(s
MNC-I adapter cable (4 and 'l O fi) fof use with Nelbof sensors

Signed October 10ft , 2008

f Redmond. wA
This declaration applies to CE marked devices
by another declaration oa withdrawn.

PART NUMBER(S)

3202187,3202488 lNew,
U32021E7, U32o2488 lRemanufactured)

E ilc:
EN 60601-1-2:2001 + A1 (2004)

Medical Eledrical Equipment- Pad l-2:
General Requirernenls tor Sabg- Collateral
Standad: Eleciromagnetic compatibllity-
ReoulrelEnts and Tests

OEM Accessorles -'lelbof
Nellcor Reusable Oimaxo DS-l00A Adult sensor
Disposable C)rtsensof ll sensors:

t!25 Adult
D20 Pediatdc
l-20 lnfant
N-25 NeonatauAdult

Disposabl€ Oximaf sensors:
Max+ Adult
Max-R Aduh Nasal
Max-P Pediattic
Mar-l Infant
Max-N NeonatauAdult

llon.Ilsdic!l Accessodes
Dockjng Station
Serial cable (system connector)

Medtronic 8.V.
Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

t4'r2-

33004424 Attachment B Declaration of Conformitv. LIFEPAK20e Page 1 of 1
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EC Atitikties deklaracija

.:
' '"-' 

PHYSIO-CONTROL deklaruoja, kad CE paZymdti produldai

GAMII.WS
LIFEPAK@ 20e delibriliatoriuV nronitorius

Vertimas iS anglq kalbos

Medtronic B.V.
Earl Bakkenstraat 10

6422 Pl Heetlet
Nyderlandai

SERIJOS NUMERIS (-IAD
3202487, 3202488 (Naujas)

EMC:
EN 60601-l-2:2001 + A1 (2004)

Medicininc elektrine lranga - l-2 dalis: Bendri reikalavimai
saugai -Papildomas standartas: Elektromagnetinis
suderinamumas - Reikalavimai ir Testai

OEM priedai - Ncllcor@

Nellcor daugkartinis Oximaxo DS- lO0A suaugusiqiq sensorius

Vienkaniniai Oxisensor@ II sensoriai:

D-25 suaugusiqitl
D-20 pediatriniai
I-20 vaikiski
N-25 naujagimitlsuaugusiqjq
Vienkartiniai Oximax@ sensoriai:
Max-A suaugusiqjq
Max-R suaugusiqjq nosies
M&Y-P pediaainiai
Max-I vaikq
Max-N naujagimir/ suaugusiqjq
Nemedicininiai priedai
Prijungimo moduliai
Nuoseklios jungties kabelis (sistemos jungtis)

(paraias)
Paula Lank

V3202487' U3202488 (Perdirbtas)

Atitinka Europaj Benclrijos Tarybos Direktyvag3l42BEC (Medicininiq prietaisil iireklva) pagal II pried4 ir }t.a Ilb
klasds prietaisas sutinkamai su Sios Dlektyvos IX priedu.

AukSdiau apra-llas produktas atitinka Siq standartq reikalavimus:

Sauga:
EN 60601-l:1990 + Al ir42
Medicinin€ elektrind [ranga - I dalis: Bendri reikalavirnai saugai

IEC 6060t-24.1983
Medicinine clektrind iranga - 2-4 dalis: Ypatingi reikalavimai
kardiologiniq defibriliatoriu saugai
EN 60601-2-25:1995
Medicinind elektrind [ranga- 2-25 dalis: Ypatingi rcikalavimai
elektrokardiografu saugai

Ieina sie priedai:

Medicininiai
QUIK-COMBO" stimuliavimo/defibriliavimo/EKG elektrodai

QUIK-COMBO PEDIATRINIAI stimuliavimo/defibriliavimo/
EKG elektrodai

QIIK-COMBO RTS stimuliavimo/defibriliavimo/EKG
elektrodai
QL)IK-COMBO REDI-PAK" stimuliavimo/
defi briliavimo/EKG elektrodai

QUIK-COMBO delibriliavimo kabelis
FAST-PATCIf PLUS defibriliavimo/ EKG elektrodai
FAST-PATCH adapterio kabelis
Sta[dartiniai elektrodai su imontuotais pediatriniais €lektrodais
Isoriniai sterilizuojami elektrodai
Vidin€s rankenos su iskovos reguliatoriais
Vidiniai elellrodai (naudojami su vidin€mis mnkenomis)
3 laidq EKG kabelis
5 laidq EKG kabelis
QUIK-COMBO Testinis kiltukas
OEM priedai - Masimo@ SpO2 monitoravimas
Paciento kabeliai: LNOP (4, 8 ir 12 pddq)
Paciento kabeliai: LNCS (4, l0 ir 14 pcdq)
Prailginimo kabelis, LNCS (4 pcdos)

Daugkartiniai LNOP ir LNCS sensoriai
Vienkartiniai LNOP ir LNCS sensoriai
Vienkartiniai LNOP ir LNCS sensoriaus paryzdZiq rinkiniai
MNC-I adapterio kabelis (4 ir l0 pcdq) naudojimui su Nellcor@
sensoriais

Pasiraslta 2008 m. spalio l0 d.

Redmond, WA
Vice prezidentas, Kontroles reikalams

Si deklaracija taikoma CE Zenklu pa4medems prietaisams, pagarnintiems po Sios deklaracijos iSleidimo datos ir anuliuojami kitos

deklaraciios illeidimu.


