
Prohld5eni o shodd

Podle $ 13 odst.2 zitkonad,.22/1997 Sb. O technickych poLadavcich na vfrobky a dle zm6ny
a dopln6ni n6kteqfch z6kont, podle $ 5 naiizeni vl6dy d. 1681199l Sb, kterlirn se stanovi
technickd poZadavky na elektrick| zaiizeni nizkdlro napdti , podle $,7 naiizenf vkidy d.
16911997 Sb, kterym sb stanovf technick6 poZadavky na qfrobky z hlediska jejich
elektromagnetickd kompatibility a dle naiizeni vl6dy d.181i2001
Dovozce: Obchodni spo/einosf;

HOYER Praha s.r.o,' provozovna Male5icki 51 130 00 Praha 3
Qstoupena jednatelem Janou Doubravovou
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Timto potvrzuje, Ze u elektrickdho zaiizeni:

Piistroje pro anest6zii a intenzivni p66i Datex-Ohmeda'
vdetnd piislu5enstvi
Bylg provedeno posouzeni shody jejich vlastrioSti S poZadavky na bezpednost vjrobkri "-
stanovenlfrni z6konbm t,.22/1997 Sb. a technichjmi piedpisy a to zpfisobem odpovidajicim

,tfl"oJ.rryT plftuprim dle z6vdredn6ho p.q-o.!pkpl-u d. 30-0459 , 30-0460 ze dne"30.'fijna 2000

; i?Hiffi3l!. or,rooje spliluji podminky stanrivend z6konem r23/2000sr, u +oizoo t4 aLe
vlastnosti qi5e uveden6ho elektick6ho zaiizeni sphiuji zirkladnipoZadavky stanoven6 "'

v naiizenivlddy d. 168 a 169/1997 Sb. popiipadd poZadavky jinfch technich.ich piedpisti a Ze
toto zaiizeni je zapodminek obvykldho dovozcem urdendho pouZiti bezpedn6. 

' "

Byla piijata opatieni pro zabezpedeni shody v5ech v'-iSe uvedenlfch elektrichjch zaiizeni
uv6dEnlfch na trh s technickou dokumentaci a se zlkladnimipoZadavky.

Popis elektrick6ho zaiizeni a ridel'pouZiti: Piistroje pro anestdzii a intenzivni p6ii "...
.spadajici do - klas. Tifda II b

' 1 .

RoTsahpiistrojfilss Cardiocap 5, 55 AM, S5 CCM, SS ADU; S5 CAM 55 CCCMSI 
-

Centiva,,Eng$trom i)entilator,S5 l:ight; Cirrus, Cirnts trans s monitory Datex-Ohmeda Finko,
Svddsko

" .  
d ; , '

Pii posouzeni shody byly pouZity:
s Harmonizovan6 technick6 piedpisy a normy platnd v iR.
o Technick6 normy IEC ,ISO 9001 EN 46001,

Na posuzov6ni shody se podilela autorizovan6 osoba:
n Strojirensky zku5ebni fstav, s.p. autorizovan6 osoba 202, Hudcova 56 b, 621 00 Brno,

kter6 dne 3l.iijna 2000 vystavila Rozhodnuti d. B 30-01187/00, d6le B-30-00213/01,
d6le 8-30.00121 101 d6le B-30-00861-02

o Vfrobek mhmezinSrodni certifik6t CE 0537,CF.0413
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DScTARATIoN oF CoxToRMITY
To European Council Directive 93l42lg,Ac

We: Datex-Ohmeda Di.vision
Instrumentarium Corp.

declare that the

Datex-Ohmeda S/STM Network Software, types

Sl5 iCentral License for Basic l,evel of Software L-N8T03..00
Sl5 iCenral License for Trends & Alarm Management LNETM

S/5 iCentral License for Snapshots & lh Full Disclosure LNETSS
Sl5 iCenral License for xx Monitor Connections LNETKEYxx

S/5 iCentral License for 28trs of Full Disclosure (xx beds) LNET28Fxx
S/5 iCentral License for ?2trrs of FulI Disclosure (xx beds) LNETT2Fxx

and
Datex-Ohmeda Web Server Softwars License LWEB03,

Datex-Ohmeda 
'Web 

Viewer Licenses LXWV, where X is 6, 12, 18, 24, 30 and'
Datex-Ohneda Pocket Viewer Ucenses LXPV, where X is 6, 12, 18,24,30

conform to the European Council Directive %lqUEEC, Medical Dwjce Directive,
Annex II, Article 3, and the corresponding Finnish National Law no. 1505 (1994),

This declaration is based on the Certification of the Fu1l Quality Assurance
Systemby VTT Industrial Systems, Notified Body no. 0537

Date: December 15.2003

Signa

Name:
?it1e:

Sator"6hnsda 0lvlsbn
lnstrrrnsrtariufi {ofp,
l'.0,3or900
f,l'{-0$031 Drlex-oh$rd;
Flnlfrnd

*ffffiet**- 
,.i3gt[

ldleptl$il4 +358 10 394 11
lelefsl +358 I 146 3t1t)

Rauno Ruoho
Dir:ector, Quality and Regulatory Affairs

Fat?lt tdQritn Benh
Aleksls t{re* kaiu 3.5
Fil'{.00500 llqlsinki
Filrlax:l

Sark S$lff"add&ris
ldlrila Biloh MRfnHH

Trarls keg. Na rc.$?S
Oamicila fieldnki
VA'l No t101092?26
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DpcrARATroN on' CoNFoRMITY
To European Council Directive 93l42tEEC

We: Datex-Ohmeda Division
Ins[umentarium Corp.

declare that the

Datex-ohmeda S/srM FM,

as described in Appendix 1 and with specified accessories conforms to the European
Council Directive 93\M/EEC, Medical Device Directive and the corresponding
Finnish National Law no. 1505 (1994).

This declaration is based on the Certification of the Full Quality Assurance
System, Annex II, Article 3 of the Medical Device Directive, by VTT Industrial
Systems, Notified Body no. 0537.

Date:

Signature:

Name:
Title:

July 15, 2AA4

-Q"-"* ?*-ra
Rauno Ruoho
Director, Quality and Regulatory Affairs

Datex-0hme{la Divisioh
lnst,irn)ollariInt Co0.
P.0. Box 900
FIN-0003J. 0atex- 0hnieda
fioland

Telephon. r 358 l(t 394 1l
Telafar r35B 9 146 3310

Banl4 i\lerila Rank
,\leksis l(i!'cn kair 3.5
flN{0500 l'lel$inki
filr^nd

Bailk S\tl{:T-address
itlcrita Bank ir,lRlTfill{l l

Trade llcg. ilo 12.570
Do|tlicila llelsi{rki
\tqi lio n01092220



Appendix 1
Declaration of Conformity

S/5 TM FM

Datex-Ohmeda SlsrM fvt

PRODUCT
ts/s'rMl

ID
lModel/codel

Frame for Datex-Ohmeda S/5rM FM F-FM..00.

Critical Care Software License for FM

Critical Care Service Software License for FM

L-FICUO3..00.

LFICUO3S..OO.

Critical Care Software License for FM w/ Extended Arrhythmia
Analysis

Critical Care Service Software License for FM w/ Extended
furhvthmia Analysis

L.FICUO3A..OO.

L.FICUO3AS..OO.

Patient Side Module, non-inv. E-PSM..OO.

Patient Side Module, with invBP E.PSMP..OO.

Extension Module for FM, with CO2 N-FC..00.

July 15, 2004
1 (1)


