DODATEK €. 1
ke kupni smiouvé ¢. 818 68

Krajska nemocnice T. Bati, a. s.

sidlo: Havli¢kovo nabiezi 600, 762 75 Zlin

IC: 27661989, DIC: CZ27661989

bankovni spojeni: Ceska spofitelna, a. s., Budé&jovicka 1912, Praha 4, &. U. 3482762/0800

zapsana v obchodnim rejstfiku u Krajského soudu v Brné oddil B., viozka 4437

zastupujici Ing. Pavel Calabek, predseda predstavenstva a MUDr. Marcel Guran, Ph.D., &len
pfedstavenstva

(dale jen ,kupujici“)

a

ALWIL MEDICAL, s.r.o.

sidlo: Usti nad Labem, V Podhaji 776/30, 400 01

IC: 43227791, DIC: CZ43227791

bankovni spojeni: CSOB a.s., &. (1.; 309729/0300

zapsana v obchodnim rejstfiku u Krajského soudu v Usti nad Labem, oddil C., viozka 1263
zastoupena MiloSem Kaiikou, jednatelem

(déle jen ,prodavajici®)

se dohodly, Ze kupni smlouva ¢&. 818 68 ze dne 22. 1. 2016, jejimz predmétem je dodavka 5 ks monitoru
Zivotnich funkci VS 2000 (dale jen ,Smlouva“), se méni takto:

l.
Pfedmétem tohoto dodatku je zmé&na predmétu koupé, kdy se prodavajici zavazuje namisto
dusavadnich 5ks monitoru Zivotnich funkci dodat kupujicimu do étyF tydnii od podpisu tohoto
dodatku 5 (pét) ks monitoru Contec CMS 7000 vé&. 3/5 svodé EKG, respirace, NIBP, digitalni
SpQ.,, 2x teploty, baterie.

Dosavadni pfiloha €. 1 Smlouvy se tedy pouze co kédu a nazvu produktu dodavaného zbozi
nahrazuje specifikaci dle pfedchoziho odstavce.

Dosavadni prohlaseni o shodé se nahrazuje pfilohou k tomuto dodatku.

Il
Ostatni ustanoveni Smlouvy v&. cenovych ujednani se neméni a zlstavaji v platnosti beze zmén.
Dodatek €. 1 nabyva Géinnosti dnem podpisu obou smiuvnich stran a je nedilnou souéasti smiouvy.

Smiluvni strany prohlasuji, Ze se podrobné seznamily s textem dodatku ¢. 1, jeho obsahu rozumi a
souhlasi s nim.

Dodatek &. 1 byl sepsan ve dvou stejnopisech, z nichz kazda smluvni strana obdrsi jedno vyhotoveni.

Ve ZIiné dne 1608, 20

Pfiloha: prohlaseni o-shodsé. .
............................................. ) \G\\/\\‘\\
avel Calabek Milo§ Kaika
-piedstavenst jednatel I
— LWIL Medical s.r.0.
..................................... £, # v PODHAJI 776/30
MUDTr. Marcel Guran, 400 01 USTI NAD LABEM
¢len predstavenstva { DIC: 143227791 16)

Krajska nemocnice T.Bati, a. 3.
Havlitkovo ndbfesi 500
762 75 Zlin (3)




DECLARATION OF CONFORMITY
TO COUNCIL DIRECTIVE 93/42/EEC
CONCERNING MEDICAL DEVICES

“ MANUFACTURER:

MEDICAL DEVICE:

CLASSIFICATION - ANNEX IX:

CONTEC MEDICAL SYSTEMS CO., LTD

No.112 Qinhuang West Street, Economic & Technical
Development Zone, Qinhuangdao, Hebei Province,
PEOPLE’S REPUBLIC OF CHINA

Patient Monitor, CMS7000
Class IIb, Rule 10

CONFORMITY ASSESSMENT ROUTE: Annex II excluding chapter 4

WE, (CONTEC MEDICAL SYSTEMS CO., LTD) HEREWITH DECLARE THAT THE STATED
MEDICAL ~ DEVICES. MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF
COUNCIL DIRECTIVE 93/42/EEC OF 14 JUNE 1993 CONCERNING MEDICAL DEVICES;

INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DIRECTIVE 2007/47/EEC

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURE.

STANDARDS APPLIED: SEE ATTACHED LIST OF (HARMONISED - EN) STANDARDS FOR WHICH
DOCUMENTED EVIDENCE OF COMPLIANCE CAN BE PROVIDED.

NOTIFIED BoDY:

IDENTIFICATION NUMBER:

(EC) CERTIFICATE(S):

EC | REP

EUROPEAN REPRESENTATIVE:

TOV SUD ProDUCT SERVICE GMEH
RIDLERSTR 65, D-80339 M NCHEN, GERMANY

CE€ o1z

G114 03 50972 028

Shanghai International Holding Corp. GmbH(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

START OF CE-MARKING:

2011-08-15 (Date or Lot or serial number)

PLACE, DATE OF DECLARATION:

SIGNATURE:

i President

|
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DECLARATION OF CONFORMITY
TO COUNCIL DIRECTIVE 93/42/EEC
CONCERNING MEDIC

AL DEVICES

Appendix: list of (harmonised - EN) standards
NO. Reference _ Title
1 EN B0601-1:1280+ Medical electrical Devices Part-1: General Requirements for Safety
A1:1993+ A2:1995 :
Medical electrical equipment- Part 1-2: General requirements for

2 | EN60601-1-2: 2007 basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests
Medical electrical equipiment - Part 1-8: General requirements for

. | basic safety and essential performance -Collateral Standard:

3 | EN 60601-1-8: 2007 ) ) :
General requirements| tests and guidance for alarm systems in
medical electrical equipment and medical electrical systems
Medical electrical equipment - Part 2-27: Particular requirements for

4 | EN 60601-2-27:2006 the safety, including essential performance, of electrocardiographic
monitoring equipment
Medical electrical equipment - Part 2-30: Particular requirements for

5 | EN 60601-2-30:2000 the safety, including essential performance, of automatic cycling
non-invasive blood pressure monitoring equipment
Mea.cai eiectrical equi’pment - Part 2-34: Particuiar requirements for

6 - | EN 60601-2-34:2000 the safety, including essential performance, of invasive blood
pressure monitoring ‘uipment

- Medical electrical equipment - Part 2-49: Particular requirements for

7 | EN 60601-2-49: 2001 | SRR RqUIpRIEL - o arred
the safety of multifunction patient monitoring equipment

8 | EN 1060-1:1995/A2:2009 Non-invasive sphygmomanometers - Part 1: General Requirements
Non-invasive sphygmomanometers - Part 3: Supplementary

9 | EN 1060-3:1997/A2:2009 requirements for electro-mechanical blood pressure measuring
systems
Clinical thermometers |- Part 4: Performarice of electrical

10 | EN 12470-4:2000+A1:2009 :
thermometers for continuous measurement

: Medical electrical equipment — Partiéular requirements for the basic

11 | ENISO 9919; 2009 safety and essential performance of pulse oximeters equipment for
medical use
Medical electrical equipment - Particular requirements for the basic

12 | EN 1SO 21647 2009 Squip = ,
safety and essential performance of respiratory gas monitors

13 | EN 62304: 2006 Medical device software - Software life-cycle processes
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