ES PROHLASENI O SHODE

¢. j. 01/09-2004

podle § 13 odst. 2 zakona €. 22/1997 Sb. v platném znéni a podle natizeni vlady
C. 336/2004 Sb. (ekvivalent Smérnice Rady 93/42/EHS)

Vyrobce: MEDIPO-ZT,s. r. o.

sidlo: Kohoutova 24, 613 00 Brno
pracovisté: Slaménikova 23, 614 00 Brno
IC: 25301411

DIC: CZ25301411

Timto prohlaSujeme, Ze zdravotnicky prostfedek ,,Soubor za¥izeni pro neinvazivni
litotrypsii*:

Néazev: litotryptor MEDILIT
Klasifikace: IIb

je za obvyklého pouZiti pro desintegraci ledvinovych a Zlu¢ovych kamend v modovych a
ZluCovych cestdch pomoci fokusované rdzové viny bezpeény a shodu se zakladnimi
poZadavky piilohy ¢. 1 nafizeni vlady & 336/2004 Sb., kterym se stanovi technické
poZadavky na zdravotnické prostfedky, jsme provedli postupem podle p¥ilohy &. 2 tohoto
nafizeni vlady s ucasti notifikované osoby & 1015 (Strojirenského zkusebniho ustavu s.p.,
Brno), ktera vydala ES certifikét ¢. B-30-00620-04 ze dne 2004-08-13 s platnosti do 2007-08-
13. Soucasné prohladujeme, Ze jsme pfijali opatieni, aby i ostatni zdravotnické prostfedky
splfiovaly zakladni poZadavky nafizeni vlady.

V Brné dne 1.9.2004

MEDIPO-ZT, s.r.o0.
Kohoutova 24
613 00 Brno

DIC: 280-25801411
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Ing. Lubomir Podhorsky
jednatel



Pracovisté:

Antala Staska 30

140 00 Praha 4, Ceska republika
Tel.: +420-222-135187

Fax: +420-222-135186
E-mail:edomed@edomed.cz

EDOMED s.r.0.
U vinohradské nemocnice 3

130 00 Praha 3
Ceska republika

Protokol o piedani zafizeni
(dle smlouvy o dilo 185/4121)

Timto potvrzujeme, Ze dnedniho dne bylo nainstalovano a predano do provozu zafizeni:

Extrakorporalni litotryptor vyrobni éislo 03/2004
Dle specifikace uvedené v pfiloze ¢.1 vySe uvedené smlouvy.

Prilohy:
1. Specifikace dodavky
2. Prohlaseni o shodé
3. Protokol o elektrické revizi zafizeni
4. Protokol o zaskoleni osob
5. Navod k obsluze

V Olomouci 15.10.2004
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Priloha:

Specifikace doddvky Cena polozkové
1.C rameno a piislusenstvi MEDILIT cena:8,029.400,-K¢
Vetné:

Rentgenky 0,6/1,2 Varian A 292 housing B 130 véetng vysokorychlostniho startéru

9-palcovy zesilovag obrazu Thomson TH 9438HX prepinatelny 9/6/4*

Generdtor rentgenovych paprskit UD 150-L30 (50kW)

Vysokonapétové kabely

CCD kamera, TV fetézec XT 7120SDSD43 (1024x1024x12 bitd) s vysokou rozliSovaci schopnosti,
soustava Cocek, drzdk kamery,

Generétor rdzové viny MEDILIT

Polohovaci lizko MEDILIT s d4lkovym ovladatem véetnd montazniho rdmu pro odhluénénf a
omezeni vibraci MEDILIT

Aplikétor rdzové viny MEDILIT

Oddélovaci transformator MEDILIT

Sks vakd, 5kis jiskiiste, 50ks hroti pro MEDILIT

Instalace zafizen{ a jeho uvedeni do provozu véetné provedeni prejimacich zkousek a zagkolent
personélu

Navod k obsluze kompletntho zafizeni+ dokumentace

2.Ridicf jednotka MEDILIT cena:2,136.000,-K¢&
veetné:

hlavni monitor SVGA color 17

Programové vybaveni MEDILIT

3. Digitalnf systém Digitex Pro R/F cena:1,482.600,-K&
(v matici 1024x1024 12 bit) umoZiujic{ pre a postprocesingové zobrazeni
Véetné:

Pulsn{ fluoroskopie
Intuitivniho ovladani pomoci dotykového panelu

4.Stanice na bazi PC cena: 642.800,-K¢&
pro zpracovani obrazové informace ve formétu DICOM s moZnost{ exportu

5. 17“ monitor set 2 ks cena: 268.000,-K¢&
6. Sonograf B&K v proveden{ pro litotryptor MEDILIT cena:1,500.000,-
véetné:

Vestavéného raménka
Robotizovaného raménka pro méfici dil a drzak UZ sondy pro detekci konkrementu a nastaveni
polohy

7.Kardiomonitor DASH 3000, (tlak, pulsni oxymetrie, EKG) cena: 485.400,-K¢
8. Upravna vody MEDILIT cena: 452.200,-Kg
Cena bez DPH 14,996.400,- K&
DPH 5% 749.820,- K&
Cena celkem 15,746.220,- K&

slovy : patnictmiliontsedmset&tyficetSesttisicdvéstédvacetkorun



Strojirensky zkusebni ustav, s. p., Brno, Ceska republika
Notifikovana osoba identifika¢ni &islo 1015
Engineering Test Institute, Brno, Czech Republic
Notified Body identification number 1015

ES CERTIFIKAT
EC CERTIFICATE

podle smérnice 93/42/EHS (zdravotnické prostredky)
according to Directive 93/42/EEC (medical devices)

ciso E-30-00620-04

Number

Drzitel certifikatu MEDIPO - ZT, s.r.0.
Owner of certificate Kohoutova 24, 613 00 Brno
Ceska republika - Czech Republic

Vyrobce MEDIPO - ZT,’s.r.0.

Manufacturer Kohoutova 24, 613 00 Brmo
Ceska republika - Czech Republic
provozovna/plant Slaménikova 23, 614 00 Brno

Vyrobky Soubor zafizeni pro neinvazivni litotrypsii MEDILIT
Products Set of devices for non-invasive lithotripsy MEDILIT

Podklady pro vydani certifikatu Dodatek zavére¢ného protokolu &. 30-0124/1(30-4366)
Basis of certificate ze dne 2004-08-13
Amendment to the Final report no. 30-0124/1(30-4366)
dated 2004-08-13

U vySe uvedenych zdravotnickych prostfedkl bylo provedeno posouzeni systému Uplného
zabezpeCeni jakosti podle pfilohy Il smérnice Rady 93/42/EHS (pFiloha & 2 nafizeni vlady
¢. 336/2004 Sb.). Strojirensky zku$ebni ustav timto certifikatem osvédéuje, Ze uplatiiovany systém
uplného zabezpeceni jakosti zajistuje, Ze vy$e uvedené zdravotnické prostiedky odpovidaji
ustanovenim této smérnice (nafizeni vlady), a to v kazdém stadiu od jejich navrhu az po jejich
vystupni kontrolu. Schvaleny systém jakosti podiéha dozoru notifikované osoby podle ¢lanku 5
prilohy Il smérnice Rady 93/42/EHS (¢&lanek 5 pfilohy &. 2 nafizeni viady &. 336/2004 Sb.).

ES certifikat plati do 2007-08-13.

Assessment of full quality assurance system pursuant to Annex Il to Directive 93/42/EEC (Annex
no. 2 to Government Regulation no. 336/2004 Coll.) has been carried out in connection with the
above-mentioned medical devices. Engineering Test Institute certifies hereby that the implemented full
quality assurance system ensures that the above-mentioned medical devices correspond with
provisions of this Directive (Government Regulation) in each stage, i.e. from their design;to output
control. The approved quality system is subject to surveillance by a Notified Body pursuant to Clause
5 of Annex Il to Directive 93/42/EEC (Clause 5 of Annex no. 2 to Government Regulation
no. 336/2004 Coll.). The EC certificate is valid till 2007-08-13.

Brno 2004-08-13
Ing. Petr MaSek

ieditel - Director

Strojirensky zkusebnf ustav, s.p.
Hudcova 56b, 621 00 Brno, CZ
tel.: +420 541 120 111

fax: +420 541 211 225

E-mail: szu@szutest.cz

http: //www.szutest.cz

Statni tiskarna cenin, s.p.
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DANISH MEMICAL
BEVICES CERYIFICATION

‘Quality System Certificate
o DGM-183 |

This s to certity that the quality system of IR

RIS

The gcope of the cartificate is:

Design, development, manufacture, installation and servicing
of Diagnostic Ultrasound Devicas .

The cerliticate is valid provided that the latest surveillance audit has been coried out with 5 safisfactory rasult and
that doeumentation o substantiate validity is given in the form of an Annex A to this Garlificate,
The quality system cerlificate e issued pursuant 1o the HEM rules for the cottification of quality systems for matties) deviees.

' Valid from: 2002-07-25
Katucne, Heppaw Tlingg €. Vatiet unti:  2003-12-21
Katrine Huppnar Th Py e Initial date of lssue: 1998-04.08 :
Auvthorized person Reference: aur2a0204v1901019

Notified Body, Identification No. 0543
Kollegieve] 6, DK-2920 Charlottentund, Denmark
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B-Iv Medical

Declaration
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MDD conformity for 2101-2102-2400 !
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Declaration of Conformity
| A

i - ) —~
B-K Medical A S

Muieparken 34, DK 2730 Herlev. Denmark

Annex [I

Ceruticate DGM 006

Danish Medical Devices Certification

Ultrasound Scanners Type 2 L0I(including model 2101 EXL). 2102
(including models 2102XDI, 2102XDI Surgical Hawk, 2102EX].,
2102EXL Surgical Hawk),2400 with rransducers and accessories

Serial Numbers's in Concorde and in the file below. File path:
p:'\,userivbiregulatory"acedir‘\ceproducts\fraddmmyytilddmmy_\'

“We hereby declare that the above mentioned products comply with the
European Medical Device Directive 93/42/EEC and its relevant
transposition into all national laws of the member states into which we
place the device(s)”

Herlev, date; 27 ﬂaj , G663

Villy Brander. QA Manager: //WVW




Prohlaseni o shodé
(preklad Prohldseni o shodé vydaného vyrobcem B-K Medical — viz. pitloha)

Adresa: B-K Medical, Mileparken 34, DK-2730 Herlev, Dinsko

Spinéni postupii:

Pi{loha I kromé § 4 (tiida Im, t¥ida ITa, tfida ITb), piiloha II (tfida II), piiloha VII (tfida I)

Certifikaty:
DGM - 006 (& DGM-452 pro typ 8809)
DGM: Dansky certifika¢ni utad lékaiského zafizeni

Péddoha IX Klasifikuje:
Ttidu I (pravidlo 1 nebo 5), t¥idu Im (pravidlo 1), tfidu Ila (pravidlo 5, 6, or 10), t¥idu IIb
(pravidlo 9), tfidu III (pravidlo 6)

Trida III:
Snimacde
- typ 8809

Trida IIb:

Ultrazvukové systémy

e typ 1101, 2101, 2101EXL

e typ 2102, 2102EXL, 2102EXL Surgical Hawk
e typ 2202, 2202GS, 22020R, 2400

Snimace

° typ 8658, 8848

Trida Ila:

Ultrazvukové systémy

e typ 6503-2, 6503-4

e typ 1402

Snimace

- typ 1850, 6004, 6005, 8539, 2050, 2052

e typ 8551

e typ 6009, 8515-S, 8553, 8559, 8560, 8565, 8567, 8570

e typ 8659, 8660, 8661, 8662, 8663, 8665, 8666, 8667, 8670

- typ 8801, 8802, 8803, 8804, 8805, 8806, 8808, 8811, 8812, 8814, 8815, 8816, 8817, 8818,
8820, 8820e, 8827

Bioptické & punkc¢ni ndstavce

- typ UA0935, UA1016, UA1234, UA1239, UA1242, UA1243, UA1244, UA1249, UA1256,
UA1262, UA1263, UA1265, UA1266, UA1322, UA1323, UA1326, UA1327, UA1328,
UA1329, WA0522, WA0560

Jehlové & punkéni vodice

e typ UC0100, UC5296, UC5298, UC5299, UC5302, UC5303

Bioptické & slepé drzaky punkéniho kanalu

e typ DH0759, UA1166, UA1257, UA1272, UA1325




Trida Im (zarizeni t¥idy I s mérici funkci)
Bioptické & punkéni nastavee

o typ WA0339, WA0449

Krokovaci jednotky

Matrice pro navadéni jehel

Endoskopicky rota¢ni vytahovac¢ (ECRM)
* typ UA0S550

Vyrobky tiidy I, uvedené niZe, nejsou zahrnuty v Certifikatu DGM-006

Trida I
PrisluSenstvi ultrazvukovych systémi
« typ UA1233, UA1254, UA1255, UA1270-K, UA2410

PrisluSenstvi snimaci

«typ EA4020, QA0185, UA0210, UA0551, UA0555, UA0556, UA0557, UA0558, UA0652,
UA0653, UA0671, UA0672, UA0673, UA0679, UA0878, UA0977, UA1095, UA1132,
UA1134, UA1402, WA0498, WA0499, WA0500, WA0543, WA0597, WA0637,

WS3416

Punkéni nastavee
« type UA0650, UA0889, UA0940, UA1131, UA1232, UA1246, UA1250, UA1251, UA1324

Vyjddieni:

Timto prohladujeme, Ze vy$e zmiflované vyrobky vyhovuji Evropské smérnici pro
zdravotnické prostiedky ¢&. 93/42/EEC (a platnym harmonizovanym normam) a odpovidajicim
znénim piislusnych narodnich zdkond vSech Clenskych zemi, do kterych naSe zafizeni

dodavame.

Misto a datun:

Herlev, 23. ¢ervna 2008

Za B-K Medical - Jens Rasmussen, ieditel kvality vyroby

Za spravnost prekladu (datum, podpis, razitko):  7/¢. . & e




Copy

DECLARATION OF CONFORMITY

BK Medical

B-K Medical, Mileparken 34, DK-2730 Herlev, Denmark
Compliance Procedure:
Annex 11 except §4 (Class Im, Class lla, Class IIb), Annex II (Class 111), Annex VII (Class 1)

Certificates: DGM-006 (& DGM-452 for Type 8809). DGM: Danish Medical Devices Certification

Annex IX classes:
Class I (rule 1 or 5), Class Im (rule 1), Class Ila (rule 5, 6 or 10), Class IIb (rule 9), Class III {rule 6).

Class 111
Transducers
o Type 8809

Class I1b

Ultrasound systems

e Type 1101,2101, 2101EXL

e  Type 2102, 2102EXL, 2102EXL Surgical Hawk
o Type 2202, 2202GS, 22020R, 2400
Transducers

o Type 8658, 8848

Class Ila
Ultrasound systems
e Type 6503-2, 6503-4

e Type 1402

Transducers

e  Type 1850, 6004, 6005, 8539, 2050, 2052

e Type 8551

e Type 6009, 8515-S, 8553, 8559, 8560, 8565, 8567, 8570

o Type 8659, 8660, 8661, 8662, 8663, 8665, 8666, 8667, 8670

o Type 8801, 8802, 8803, 8804, 8805, 8806, 8308, 8811, 8812, 8814, 8815, 8816, 8817, 8818, 8820, 8820e,

8823, 8827

Biopsy & puncture attachments

o UA0935, UA1016, UA1234, UA1239, UA1242, UA1243, UA1244, UA1249, UA1256, UA1262, UA1263,
UAL1265, UA1266, UA1269, UA1322, UA1323, UA1326, UA1327, UA1328, UA1329, WA0522, WA0S560

Needle & puncture guides

e UC0100, UC5296, UC5298, UC5299, UC5302, UC5303

Hoods and Biopsy & dummy channel brackets

o DH0759, UA1166, UA1257, UA1272, UA1325

Class Im (measuring devices)
Biopsy & puncture attachments

o  WAO0339, WA0449

Stepping units

o -

Matrices for needle guidance

[} -

Endocavity rotational movers (ECRM)
o UA0550

B-K Medical, Mileparken 34, DK-2730 Herlev, Denmark
Tel: +45 44 52 81 00, Fax: + 45 44 52 81 99
Page 1 of 2



Copy

DECLARATION OF CONFORMITY

K Medical

The Class I products listed below are not covered by Certificate DGM-006

Class 1
Ultrasound system accessories
e UAI233, UA1254, UA1255, UA1270-K, UA2410

Transducer accessories

e EA4020, QA0185, UA0210, UA0SS1, UA0S55, UA05S56, UA0SS57, UA0558, UA0652, UA0GS3, UAOG7I,
UA0672, UA0G73, UA0679, UA0878, UA0997, UA1095, UA1132, UA1134, UA1402, WA0498, WA0499,
WAO0500, WA0543, WA0597, WA0637, WS3416

Puncture attachments

e UA0650, UA0889, UA0940, UA1131, UA1217, UA1232, UA1246, UA1250, UA1251, UA1324

“We hereby declare that the above mentioned products comply with the European Medical Device
Directive 93/42/EEC (and relevant harmonized standards) and its relevant transposition into all
national laws of the member states into which we place the device(s)”

,\,/72 -_,,Z[/-;: & / 6

Herlev, date:

B-K Medical:

_AJens Rasmussen, Director of Quality

CERI11467-21 Declaration of Conformity.doc

B-K Medical, Mileparken 34, DK-2730 Herlev, Denmark
Tel: +45 44 52 81 00, Fax: + 45 44 52 81 99
Page 2 of 2



