Prohlaseni o shodé

Podle § 13 odst.2 zdkona €. 22/1997 Sb. O technickych poZadavcich na vyrobky a dle zmény
a doplnéni n€kterych zékond, podle § 5 natizeni vlady ¢. 168/1997 Sb, kterym se stanovi
technické pozadavky na elektrické zafizeni nizkého napéti , podle § 7 natizeni vlady €.
169/1997 Sb, kterym se stanovi technické pozadavky na vyrobky z hlediska jejich
elektromagnetické kompatibility a dle natizeni vlady ¢.181/2001

Dovozce: Obchodni spole¢nost:

HOYER Praha s.r.o,
provozovna MaleSicka 51 130 00 Praha 3
Zastoupena jednatelem Janou Doubravovou
ICO: 60491582
DICO 003 60491582

Timto potvrzuje Zeu elektrlckeho zafizeni:

Pristroje pro anesteZ| tenzw ‘p"i Datex Ohmeda .
vCetneé pfislusenstvi

. Bylo provedeno posouzeni shody jejich vlastnosti § pozadavky na bezpe&nost vyrobk --

* stanovenymi zakonem €.22/1997 Sb. a technickymi ptedpisy a to zpisobem odpov1dajlclm

.. stanovenym postuptim dle zavére¢ného protokolu €. 30-0459 » 30-0460 ze dne 30 rl_]na 2000
2 30.ledna 2001.

a prohlasuje: Ze pfistroje spliiuji podminky stanovene zékonem 123/2000 Sb a 40/2004 a Ze
vlastnosti vy3e uvedeného elektrického zafizeni splituji zdkladni pozadavky stanovené

v nafizeni vlady &. 168 a 169/1997 Sb. poptipadé poZadavky jinych technickych predpisii a Ze
toto.zafizeni je za podminek obvyklého dovozcem uréeného pouziti bezpeéné.

Byla pfijata opatieni pro zabezpeceni shody v§ech vySe uvedenych elektrickych zatizeni
uvadénych na trh s technickou dokumentaci a se zakladnimi pozadavky.

» Popis elektrického zafizeni a ucel pouZiti: Pristroje pro anestézii a intenzivni pé&i...
e ,Spadajlcl do - Kklas. Tl"ida IIb o :

& Rozsah piistrojii:S5 Cardzocap 5,55 AM, S5 CCM, S5 ADU . 55 CAM, S5 CCCM, S5

Centzva,,Engstrom ventilator,S5 Light, Cirrus, Cirrus trans s monitory Datex-Ohmeda F: inko,
Svédsko

. Pfi posouzeni shody byly pou21ty

o Harmonizované technické predpisy a normy platné v CR.
0 Technické normy IEC , ISO 9001 EN 46001,

Na posuzovani shody se podilela autorizovana osoba:

0 Strojirensky zkuSebni ustav, s.p. autorizovana osoba 202, Hudcova 56 b, 621 00 Brno,
ktera dne 31.tijna 2000 vystavila Rozhodnuti ¢. B 30-01187/00, dale B-30-00213/01,
~ dale B-30.00121/01 dale B-30-00861-02 -

a Vyrobek m4 mezinarodni certifikat CE 0537, CE 0413

= ,:',V Praze dne 51 2005 L Ri}yﬁ? ?raha

ol Jana DoubravoVa ,«;
. Jednatel SpOIeCngg Y

Medizintechnik s.r.0, © -
Malaimk? 3913000 Praha 3 ..
DIC: 003-604913582 {6y
- gul,, fax 02789460506, 5442326




DECLARATION OF CONFORMITY
To European Council Directive 93/42/EEC

We: Datex-Ohmeda Division
Instrumentarium Corp.

declare that the
Datex-Ohmeda S/5™ Network Software, types

S/5 iCentral License for Basic Level of Software L-NET03..00
S/5 iCentral License for Trends & Alarm Management L-NETM
S/5 iCentral License for Snapshots & 1h Full Disclosure L-NETSS

S/5 iCentral License for xx Monitor Connections L-NETKEYxx
S/5 iCentral License for 28hrs of Full Disclosure (xx beds) L-NET28Fxx
S/5 iCentral License for 72hrs of Full Disclosure (xx beds) L-NET72Fxx

and
Datex-Ohmeda Web Server Software License L-WEBO3,
Datex-Ohmeda Web Viewer Licenses L-XWYV, where X 1s 6, 12, 18, 24, 30 and
Datex-Ohmeda Pocket Viewer Licenses L-XPV, where X is 6, 12, 18, 24, 30

conform to the European Council Directive 93/42/EEC, Medical Device Directive,
Annex II, Article 3, and the corresponding Finnish National Law no. 1505 (1994).
This declaration is based on the Certification of the Full Quality Assurance

System by VTT Industrial Systems, Notified Body no. 0537

Date: December 15, 2003

PRSI

) >
S, m'”’?:w’;’” ’ "\ ] fy‘jv A 4
Signature: X G

Name:  Rauno Ruoho
Title: Director, Quality and Regulatory Affairs

i)ate:»ﬂtzmefia Bivisten Telephone +358 10 394 11 Bank Merita Bank Bk SWIFT-adddress Tratle Reg. No 12.570
Instrumentarium Corp. Telefax +358 9 146 3310 Aleksis iGven katu 3-5 Wprivr Bank MRITFHH Demicile Helsinkd

P.O. Box 900 FIN-00500 Helsink VAT No FI010922258
FIN-O0031 Datex-Ohmeds Finland

Finland




DECLARATION OF CONFORMITY
To European Council Directive 93/42/EEC

We: Datex-Ohmeda Division
Instrumentarium Corp.

declare that the

Datex-Ohmeda S/5™ FM,

as described in Appendix 1 and with specified accessories conforms to the European
Council Directive 93/42/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 VI'T Industrial
Systems, Notified Body no. 0537.

Date: July 15, 2004

D, P

Signature: &=

Name: Rauno Ruoho
Title: Director, Quality and Regulatory Affairs

Datex-Ghmesda Division Telepbone +358 10 394 11 Bank Merita Bank Bank SWIFT-address Trade Reg. ¥o 12.570
Instrumentarium Corp. Telefax +358 9 146 3310 Aleksis Kiven kaiu 3.5 Merita Bank MRITFIHH Domicile Helsinki
P.0. Box 960 FIN-O0500 Helsinki VAT No FI01092226
FIN-0003). Datex-Ohmeda Fintang

Finland




Appendix 1

Declaration of Conformity

S/5™ FM
Datex-Ohmeda S/5™ FM
PRODUCT ID
[s/5™ [Model/code]
Frame for Datex-Ohmeda S/5™ FM F-FM..00.
Critical Care Software License for FM L-FICUQ03..00.

Critical Care Service Software License for FM

L-FICUOQ3S..00.

Critical Care Software License for FM w/ Extended Arrhythmia
Analysis

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

L-FICUO3A..00.

L~-FICUO3AS..00.

Patient Side Module, non-inv. E-PSM..00.
Patient Side Module, with invBP E-PSMP..00.
Extension Module for FM, with CO2 N-EFC..00.

July 15, 2004
1)




