
DODATEK 6. 1

ke kupnismlouvd 6. 818 OB

Krajskri nemocnice T. Bati, a. s.
sidlo: Havlidkovo ndbieZi 600, 76:2 75 Zlin
tc;: 27661 989, Dte: CZ27661gBg
bankovni spojenf: eeskd spoiitelna, a. s., Budejovicka 1g12, praha 4, e. (). a4g2162lo8oo
zerpsdna v obchodnim rejstiiku u Krajskeho soudu v Brn6 orJdil 8., vloi:ka443T
zatstupujici Ing. Pavel Cal6bek, piedseda piedstavenstva a MUDr. Marcel Guian, ph.D., dlenpiedstavenstva
(d6le jen ,,kupujici")

a

Al-WlL MEDIGAL, s.r.o.
sirllo: [.Jstinad Labem, V Podh6ji ',tT6130,400 

01
le: 43227-191, Dle: C243227791
barnkovnlspojeni: dSOg a.s., d. 0,: 30972g/0300
zaps6na v obchodnim rejstiiku u hirajsk6ho soudu v Usti nad Labem, oddil C., vlo1ka1263
zastoupen6 MiloSem Kaikou, jednatelem
(d6le jen,, proddvaj ici")

se dohodly, Ze kupnf smlouva d. 818 68 ze dne 22. 1. 2016, jejiml piedmetem je doddvka 5 ks monitoru
Ziv'otnich funkciVS 2000 (d6te jen ,,Smtouva.), se m6ni takto: 

'

t.
Piedrn6tem tohoto do.datku je zn16na piedm6tu koup6, kdy se prod6vajici zavazuje namisto
do'savadnich Sks monitoru Zivotnich furrkci dodat kufujicimu Uo'etyf t)tdnn od podpisu tohotododatku 5(pdt) ks monitoru contec cMs 70oo ve. sl5 svod6 eKd, respirac",'rutrfp, digit6lni
Sp,oz, 2x teploty, baterie.

Dosavadni piiloha 6. 1 Smlouvy se tedy pouze co k6du a n{zvu produktu dodfvantih a zboili
nahrazuje specifikaci dle piedchoziho odstavce.

Dosavadni prohli5eni o shod6 se nahrazuje piilohou k tomuto dodatku.

il.

Ostatni ustanoveniSmlouvy vd. cenovlfch ujedndnise nem6nf a zfrstdvajiv platnosti beze zm6n.

t)odatek 6. 1 nabivd tidinnostidnern podpisu obou smluvnich stran a je nedflnou soud6stismlouvy.

Smluvnf strany prohlaSuji,2e se podrobnd sezndmily s textem dodatku d. 1, jeho obsahu rozumi
souhlasls nim.

DorCatek d. 1 byl seps6n ve dvou stejnopisech , z nichl kaZd6 smluvnf strana obclr2ijedno vyhotovenf.

1 $, 08, 2010Ve Zlfnd dne
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DecunRnnoN oF GoruroRMlry
ro CouNctL Dlnecrrve 93/421EEC

coNcERNING Meorcnl Deuces

l{orrreo Booy:

IDENTIFICATION NUMBER:

(EC) Gennncere(s):

IFcIREPI
Eiunopeen RepResetrATtvE :

SirRRr or CE-wllnKtNG:

TUV SUD PRoolIcr SERVICE GI"ISH
RrorrnsrR 65, D-80339 M rucnrru, GTRMANy

( ( o,ru

G1 14 03 50972 028

Shanghai lnternational
Eiffestrasse 80, 20532

Holding Corp. GmbH(Europe)
Hamburg

_ 2411-08-15 (Date or Lot or seriat number)

F-*;
l]rcnnrune:

op DecreRArron: Af&rb
presirJent

TF-.CE110705-09 | Ver.:E

1ol 2

CONTEC MEDICAL SYSTEMS CO., LTD
No.112 Qinhuang West Street, Economic &Technical
Development Zone, Qinhuangdao, Hebei province,
PEOPLE'S REPUBI.IC OF CHINA

Patient Monitor, CMS7000

Class IIb. Rule 10

GonroRutry ASSESSMEnT Rroure: Annex Ilexcluding chapter 4
wE, ( coNTEc MEDICAL sisre ttts co. LTo > nrnrwrrH orcLnnE rHnr lre srnrro
MEDICAL DEVICES. MEET "l-HE TRANSPOSTTTON |NTO NATTONAL LAW THE pROVtStONS OF
CouNctl DtRecrtvE 93l42lEE=-c or 14.lurue 1g93 coruceRNtNc MEDIcAL DEV16ES;
ItrtcLuott\tc, Rr 21 unnca 2010, Tne AMENDMENTS By cOUruCtU DtRecrrvr 2oO7t47]EEC
,ALL suppoRTlNc DocuMENTArtoN ts RETATNED AT THE pREMTsES oF THE MANUFACTURE.

ISTANDARDS APPLIED: sEE ATTAcHED Lrsr or (HnnuoNtsED - EN) 5TANDARDS FoR wHtcH
DOCUMENTED EVIDENCE OF COMPLIANCE CAN BE PROVIDED.



DecuRRRnoN oF GoruroRMtry
ro GouNctL Dlnecnve 93/42IEEG

cohIcERNlNG Meu

ndix: list of (harmonised - EN) stanc

AL DEUCES

rds

NO. Reference Title

,|
I

EN 60601-1:1990+

A1:1993+ 42:1995
Medical electrical ces Part-l: General Requirements for Safety

EN 60601-1-2:2007

Medicalelectrical equ

basic safety and ess

Electromagnetic com;

pment- Parl.1-2: General requirements for

rntial performance - Collateral standard:

atibility - Requirements and tests

3 EN 60601-1-8:2007

Medical electrical equ
'basic safe'ty and esse

General requirements

medicalelectrical equ

pinent - Part 1-B: General requirements for

ttial performance -Collateral Standard:

tests and guidance for alarm systems in

prnent and medical electrical svstems

tl EN 60601-2-27:2006
Medicalelectrical equ

the safety, including e

monitoring equipment

rment - Part2-27: Particular requirements for

;sential performance, of electrocardiographic

EN 60601-2-30:2000

Medical electrical equ

the safety, including e

non-invasive blood prr

nt - Part 2-30: Particular requirements for

tial performance, of automatie cycling

e monitoring equipment

o EN 60601-2'-34:2000

IViec;cai eiectrical equ

the safety, including e

pressure monitoring e

nrent - Part2-31: Perticuiar requiremerits for

;ential performance, of invagive blood

ripment

-,1 EN 60601-2-49:2001
Medical electrical equ

the safety of multifunc

rment - Parl2-49: Particular requirements for

ion patient monitoring equipnrent

B EN 1 060-1 :1 995,42:2009 Non-invasive sphygm manometers - Part 1: General Requirements

€) EN 1 060-3: 1 997 I A2:2009

Non-invasive sphygm

requirements for elecl

systems

rmanometers - Part 3: Supplementary
'o-mechanical blood pressure measuring

10 EN 1247 0-4:2000+A1 :2009
Clinical thermometers

thermorneters for conl

- Part 4: Pertbrmance of electrical

nuous measurernent

11 EN ISO 9919: 2009

Medicalelectrical equ

safety and essential p

medical use

cment - Particular requirements for the basic

lrformance of pulse oximeters equipment for

1:2 EN ISO 21647:2A09
Medicalelectrical er

safety and essential

rment - Particular requirements for the basic

lrformance of respiratory gas monitors

113 EN 62304: 2006 Medical device softl e - Software life-cycle processes

[;'{r11oios{r 
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