
ES PRoHLASnxi o sHonf
d. i.0U0e-2004

podle $ 13 odst. 2 zhkona().2211997 Sb. v platn6mzndni a podle nalizeni vlSdy
6.336/2004 Sb. (ekvivalent Smdrnice Rady 93l42lEHS)

Vfrobce:
sidlo:
pracoviSt6:
IC:
DIi:

MEDIPO-ZT, s. r. o.
Kohoutova 24, 613 00 Brno
Slamdnikova 23, 614 00 Brno
25301411
cz2530t4tl

Tfmto prohla5ujeme, Le zdravotnickf prostiedek ,rsoubor zaiizenipro neinvazivnf
litotrypsiiss:

N6zev: litotryptor MEDILIT
Klasifikace: IIb

je za obvykldho pouZiti pro desintegraci ledvinoqich a Zludoqich kament v modoqfch a
Zludoqich cest6ch pomoci fokusovand #novd vlny bezpednli a shodu se zdkladnfmi
poZadavky piilohy d. I naiizeni vl6dy d. 33612004 Sb., kte4im se stanovi technickd
poiadavl<y na zdravotnickd prosti.&y, jsme provedli postupem podle piilohy d. 2 tohoto
naiizeni vl6dy s fdastf notifikovan6 osoby d. 1015 (Strojirensk6ho zkuSebnfho ristavu s.p.,
Brno), kter6 vydala ES certifik6t d. B-30-00620-04 ze dne 2004-08-13 s platrosti do 2007-08-
13. Soudasnd prohla5ujeme, Ze jsme piijali opatieni, aby i ostabri zdravotnickd prostiedky
splilovaly zikladni p oZadavky naiizeni v16dy.

V Brnd dne 1.9.2004

RfiESIPO-ZT, s.r.o.
Kohoutova 24
613  00  B rno

CIld; *90-?sa0i4.t. t

/ ,, ,,"

/ t'"2'x' tP
Ing. Lubomir Podho/skf

jednatel



PracoviStd:
Antala staaka 30
140 00 Praha 4, eeskA repubtika
relj +420Q22-135187
Fax: +426-222-135196
E-mail:edomed@edomed.cz ffiw

E DE D O M
EDOMEDs.r.o.
U vinohradsk6 nemocnice 3
130 00 Praha 3
eeskdr republika

Protokof o pied6n i zaiizeni
(dfe smlouvy o dilo 155141211

Timto potvrzujeme, Ze dneSniho dne bylo nainstalovdrno a pieddno do provozu zafizeni:

Extrakorporilni I itotryptor qf robn i iislo 03/2004
Dle specifikace uveden6 v piiloze d.1 vli5e uveden6 smlouvy.

Piilohy:
1. Specifikace dod6vky
2. Prohld5enio shod6
3. Protokol o elektrick6 revizi zaiizent
4. Protokol o zaSkoleni osob
5. N6vod k obsluze

V Olomouci 15.10.2001
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Pifloha:

Specifikace dod6vky

l.C rameno a pifslu5enstvf MEDILIT

Cena poloZkovd

cena:8,029.400,-Kd

Vdetn6:
Rentgenky 0,6n,2 varian Azg2housing B r30 vdetnd vysokorychlostniho start6ru9-palcovf zesi lovad obr azu Thomson rH q+g gHx preprnaternl;' i, r 6* / 4*
Gener6tor rentgenovfch paprskri UD 150_L30 tSOtWf 

---J '

Vysokonapdtbv6 kabely
ccD kamera' TV ietdzec XT 7120sDSD43 (1024x1024x12 bitri) s vysokou rozlisovacf schopnostf,soustava dodek, drZ6k kamery,
Gener6tor rdzovd vlny MEDILIT
Polohovacf hiZko MEDILIT s d6lkovfm ovladadem vdetnd montdZnfto r6mu pro odhludndni aomezenf vibracf MEDILH

Aplikdtor rdzovd, vlny MEDILIT
Odddlovaci transformdtor MEDILIT
5]<s vaku, 5kis jisKi5td, 50ks hrotfi pro MEDILfI
Instalace zaYneni ajeho uvedenf do provozu vdetn6 provedeni piejfmacich zkousek a zaskoleniperson6lu

N6vod k obsluze kompletniho zaiizeni+ dokumentace

Z.nf Cfcf ; eOnotka MEDILIT
vdetnd:
hlavnf monitor SVGA color 17..
Programov6 vybaveni MEDILIT

cena:2,136.000,-Kd

3. Digitdlni systdm Digitex Pro R/F cena:1,4g2.600,-Kd(v matici 1024x1024 l2bit) umoZiujicf pre a postprocesingov6 zobrazeni
Vdetnd:
Pulsni fluoroskopie
Intuitivnfho ovl6d6ni pomocf dotykov6ho panelu

4.Stanice nabdziPC cena: 642.800,-K(pro zpracovdni obrazovd informace ve formdtu DICOM s moZnostf exportu

5. I7" monitor set 2 ks

6. Sonograf B&K v provedenf pro litotryptor MEDILIT
vdetnd:
Vestavdndho ram6nka
Robotizovan6ho ramdnka pro mdifci dfl adriikUZ sondy pro detekci konkrementu a nastavenfpolohy

T.Kardiomonitor DASH 3000, (tlak, pulsnf oxymetrie, EKG)

8. Upravna vody MEDILIT

Cena bez DPH 14,996.400,_
DPH 5Vo 749.820,-
Cena celkem $,146.220,_
slovy : patn6ctmilionfisedmsetdtyiicetsesttisfcdvdstddvacetkorun

cena: 268.000,-Kd

cena:1,500.000,-

cena: 485.400,-Kd

cena: 452.200,-Kd

Kd
Kd
Kd



S l 6 l n i  l i s k d r o a  c e n i n .  s . p .
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DGM-Ifi3

This ie to certify thrt.the quelity system of

The scope of the uertificate is:
Dee i g n, deve loprnent, rna n ufactu re, instar lation and s+rvic i n gaf Fiagnostic Ultnasound nevl*ss
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'\nnex Il

C'ertiticarc DCVI 006

Danish i\{c'ciical Devices Certi fi cation

Li l rrasound Scanncrs Tvpe 2 l0l t includine model 2l0t  EXL). 2 102
(inch-rding nrodels ? r0:xDI. zr 02xDI sriigicar Harvk. 2 r0lEXI-.
2I02E-\I- Surgical Ha*'k)-2400 rvith transducers and accessorles

Brander. QA IUanager:

sr-irial Numbers's in concorde anrr in rhe fire belorv. File uarh:
p : \nser',v'brrrc'gulctory;\ced ir\ceproducts\{raddrnmyyti ldd rnm.v1.
"\\"e he.eby declare that the abo'e mentioned products cornply with the
t-uropean ll.edical Device Directir.e 93/42iEEC ancl its ,el.rlanr
transposition into all national lag,s e1 11.,. mernber states inlo r.rtich rve
place the device(s)"

Flcrlev, datc: 2V /lay, ZaaS



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

Stt{tf[Vi tr:ts.g{p*:
Pifloha II kromd $ a (tfida Im, tiida lla,tiida IIb), pffloha II (tiida III), pifloha VII (tiida I)

Certifrkdtr:;.
DGM - 006 (& DGM-452 pro typ 8809)
DGM: Drinskf certifikadni uiad ldkaiskdho zaiizenr

F qr{ Slta I X lt{ $,s"i$!r $,i * ;.
Tiidu I (pravidlo 1 nebo 5), tiidu Im (pravidlo 1), tiidu IIa (pravidlo 5,6, or 10), tiidu IIb
pravidlo 9), tiidu III (pravidlo 6)

Tiida III:
Snimaie
,typ 8809

Tiida IIb:
Ultrazvukov6 syst6my
' typ 1 l0l, 2l0l,2101EXL
, typ 21 02, 21028XL, 21 02EXL Surgical Hawk
, typ 2202, 2202G5, 2202OR, 2400
Snimaie
,typ 8658, 8848

TFfda IIa:
Ultrazvukov6 syst6my
' typ 6503-2,6503-4
'typ 1402
Snimaie
,typ 1850, 6004,6005, 8539, 2050,2052
, typ  8551
' typ 6009, 85 I 5-S, 8553, 8559, 8560, 8565, 8567,8570
' typ 8659, 8660, 866 I , 8662, 8663 , 8665, 8666, 8667 , 8670
,typ 8801, 8802, 8803, 8804, 8805, 8806, 8808, 881 1,  8812, 8814, 8815, 8816, 8817, 8818,

8820,8820e,8827
Bioptick6 & punkini nistavce
, typ UA093 5, UA 1 0 I 6, U Al23 4, U A1239, U A1242, U A1243, U A1244, U A1249, U A1256,

u A1262, U A1263, U At26 5, U A1266, U Ar322, U A1323, U A1326, U Al 327, UA I 3 2 8,
u1.t329, WA0522, WA0560

Jehlov6 & punkini vodiie
, typ UCO I 00, UC529 6, U C5298, U C5299, U C53 02, UC53 03
Bioptick6 & slep6 drtfky punkiniho kanr[lu
, typ DH0759, UAl 766, U A1257, U A1272, U A1"325

Ny*fu€t#N,epa{ * sfu*sge
(pfeklad Prohldieni o shodd vydandho vyrobcem B-K Medical - viz. pfiloha)

- l -



Tlida Im (zaiizeni tifdv I s m6iici funkci)
Bioptick6 & punkinf n6stavce
. typ WA0339,WA0449
I(rokovaci jednotky

fVlatrice pro navr[dinf jehel

Endoskopickf rotaini vytahovai (ECRM)
. typ UA0550

Vyrobky tifdy I, uveden6 niZe, nejsou zahmuty v Certifik6tu DGM-006

Tiida I
Piislu5enstvi ultrazvukovych syst6mfr
. typ UA I 233, U A1254, U A1255, U Al27 0-K, UA241 0

Piislu5enstvi snimairi
. typ EA4020, QA0185, UA0210, UA0551, UA0555, UA0556, U40557, UA0558, U/,0652,

uA065 3, U A067 I, U A067 2, U A067 3, U A067 9, UA0878, U 4097 7, UA 1 095, U 1^1132,
uAl134, tJAl402, WA0498, WA0499, WA0500, WA0543, WA0597, WA0637,
ws3416

Punkinf nfstavce
. type UA0650, UA0889, UA0940, UA1131, UA1232,UA1246,UA1250, UAl25l,UAl324

lkifurwrqi;

Timto prohlaiujeme, 2e vy5e zmif,ovan6 vyrobky vyhovuji Evropsk6 smdmici pro
zdravotnickd prostiedky t,.93142/EEC (a platn;im harmonizovanym normrlm) a odpovidajicim
zndnfm pifslu3nfch narodnich z6konri v5ech dlenskfch zemi, do kterych naie zaiizeru
dod6vdme.

Wist*,q d*tt*tr:

Herlev, 23. &wna2008

ZaB-KMedical - Jens Rasmussen, ieditel kvality vi'roby

Zaspr|vnost piekladu (datum, podpis, razitko): i-(, , (- .lt,: (
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copy

DECLARATION OF CONFONMITY

Bl( Medical

n-K Medrcal' Mileparken 34, D 73

Cornpliance Procedure:

Annex II excepr g4 (Class Im, Class lla, Class IIb), Annex II (Class lll), Annex VII (Class I)

Cerfificates: DGM-006 (& DGM-452 for Type S809), DGM: Danish Medical Devices Certification

Annex IX classes:

Class I (rgle I or 5), Class Im (rule l), Class IIa (rule 5, 6 or l0), Class IIb (rule 9), Class III (rule 6).

Class III
Transducers
' TYPe 8809

Class IIb
Ultrasound sYstems
c Type l l01 ,2 t01 ,2 l0 lEXL
o Type 2102,21028YL,21028XL Srrrgical Harvk
I Type 2202,2202G5,22A2OR,2494
Transducers
e Type 8658,8848

Class IIa
LJltrasound sYstems
. Type 6503-2,65034
o Type 1402
Transducers
. Type 1850,6004, 6005, 8539,2050,2052
r Type 8551
. Type 6009,8515-S' 8553,8559,8560' 8565,8567' 8570
r Type 8659, 8660, 8661,8662,8663, 8665, 8666,8('67,&674
.  rype  gg01,  gg02,  gg03,  gg04,  gg05,8806,8808,8811,8812,8814,8815,8816,8817,8818 '  8820 '  8820e '

8823,882'l
Biopsy & puncture attachments
. 

'ua0915, 
uAt016, uAt234, uAl239, rJArz4z,uAl243, vAt244,lJAl249, uA1256, uAl262,uAl263,

tJA1265,VAt266,tJA1269,uA1322,VAl323,lJA1326,lJAl327, UAl328, UAl329, WA0522,'.WA0560

Needle & puncture guides
c UCO100,1JC5296,UC5298, 1JC5299,UC5302, UC5303

Iloods and Biopsy & dummy channel brackets
o DH0759, UAI 166, VA1257,UA1272,UA1325

c WA0339, WA0449
Stepping units
a -

Matrices for needle guidance

inAo.u"ity rotational movers (ECRM)
o UA0550

Class Im (meaculf ng-devices
Biopsy & puncture attachments

B-K Medical, lvtileparken 34,DK-Z73A Hcrlev, Dennrark
1gl; +45 44 52 8l 00, Fat: + 45 44 52 8l 99

Page l of2



Cnnrr\ , v y J

DE CI.ARATION O F CONFONMITY

BK Medical

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

Class I
Ultrasound system accessories
e lJAl233,IJAl254, UAl255, UAI270'K, UA24l0
Transducer accessories
q EA402A. QAOlg5, uA02l0, uA055l, uA0555, UA0556, UA0557, UA0558, UA0652, UA0653, UA0671,

LJA0672,UA0673, UA067g, UA0878, UA0997, UAl095, VA1132, UA1134, UAl402, WA0498, WA0499,
v/A0500, wA0543, WA0597, WA0637, 1VS34 l6

Puncture attachments
o uA0650, uA0889, UA0940, UAl13l, UAl2l7,UA1232,UAl246, UAl250, UA125l, UAl324

..We hereby declare that the above mentioned products comply rvith the European Medical Device
Directive 93/42/EEC (and relevant harmonized standards) and its relevant transposition into all
national larvs of the member states into lvhich u'e place the device(s|'

Herlev, date:
{.5 , ,-fl{.t-s*: {rtri rf

B-K Medical:

Rasniltssen, Dircctor af Quatity

CERI 1467-2 1 Declaration of Conforrnity.doc

B-K tvlcdical, Mileparken 34, DK-2730 Flerlev, Denntark
Tcl: +45 44 52 81 00, Fax: + 45 44 52 8 I 99
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