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(pieklad ProhldYenf o shodd vydandho vyrobcem B-K Medical - viz. piiloha)

.4d*g.qs;
B-K Medical, Milepark en 3 4, DK-27 3 0 Herlev, D6nsko

Mxse{xr,#swm
DoloZka ll. & doloLka II, $4

terti#Wt asslflli;
Certifikit DGM - 006 (& DGM-452 pro typ 8809)
DGM: Dansh_i certifikadni fiad l6kaisk6ho zairzeni

*de.E&s*#isit*:
Tiidalm,tiidatla (i6d 5, 6 nebo 10), tiida IIb G6d 9),tiidalll GAd 6)

Tiida III:
Snimaie
. typ 8809

TFida IIb:
Ultrazvukov6 pif stroj e
. typ 200 1, 2002, 2002F8T, 2002ADI, 2002ADWFT, 2003, 3107
. typ 1 l0l, 2101, 2101F'){J,
. typ 2102,21O2)(DI,zIOz){JI chirurgic$f Hawk, 2|02EK-,21028X- chirurgichi/ Hawk
'w 2202,2400
Snfmaie
. typ 8558, 8658, 8848

Tiida IIa:
Ultrazvukov6 pif stroj e
. typ 6502-8 l, 6502-82, 6502-83, 6502-84
. typ 6502-C7, 6542-C2, 6502-C3, 6502-C4
. typ 6503-2,6503-4
'tW 1402
SnimaEe
. typ I 850,6004,6005,8523,853 1,8539,2050
. typ 8537, 8538, 8551
. typ 6009, 8506, 8505, 8515-S, 8541,8542"8543,8544,8545,8553, 8555, 8556, 8557,8559,
8560, 8561, 8562, 8563, 8564,9565, 9566, 9567, 9570
. typ 8644, 8645,8655, 8656, 8657,8659, 8660, 8661, 8662,8663, 8664,8665, 8666, 8667,
8670
. typ 8801, 8802, 8803, 8804, 8805, 8806, 8807, 8808, 881 1, 8812, 8815, 8817, 8827
Biopsie & punklnf piipojeni
. typ EA40 22, U 1i087 5, UA093 5, UA I 0 I 6, U Al23 1, U A123 4, U Al23 9, U A1242, U A1243,
u 4724 4, U 1t1249, U At25 6, U A1262, V At263, U AL26 5, W A0 522, WA05 60
Jehly & vodid jehly
. typ UCO 1 00, TJ C529 6, rJ C5298, IJ C5299, IJ C53 02, UC5 3 03



Biopsie & slePi objimka kanflu
. typ DH07 59, IJ A1253, U A1257 

" 
U A1272

RektosigmodoiskoP
. typ UA0672,U40673

Tiida Im (m6iici zaiizenf)
Biopsie & punk[ni PiiPojeni
. typ WA0339,WL0449
Mdiicf skupiny
. typ UA0651, UA1084
Matice pro vedeni jehlY
. typ DC0538, DC0599, F,A40l4, F.L4019
Endoskopiclrf rotaini vytahovai (ECRM)
. typ UA0550

YyiWeryi:
Ti*t" ,prisobem prohlasujeme, Ze rrySe zmidovanf produkt vyhowje Ewopske l6kuitk:

sm6rnici g3/4ztEEC 1a pXstuSne se shoduje s normami; a to se ti'k6 odpovidajicich zikonri

ve vsech dlens(ich st6tech, ve kteqich umist'ujeme nale zaiizen.

116{stg a:lWgn;
Herlev, 6. inon2007

ZaB-KMedical - Jens Rasmussen, ieditel kvatlty

za sprhvnost piekladu 4 6

Pozrtdmka: pieddni origindlu Prohldseni o shodd' kterj'vydavd vlT obce je v souladu s pledpisy - smdrnice EU

9 3 /4 3 /EEC a n alizeni vlddy 3 3 6/2 004.



NECTARATTON OF COI\WORil{TTY 7n
B-K Medical
ASM*yol@Cotpqtut

n- 0 Herlevr Denmark
Compliance Procedure:

Annex II except $4 (Class Im, Class II4 Class IIb), Annex II (Class iII), Annex VII (Class I)

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

Annex D( classes:

Class i (rule I or.5), Class Im (rule l), Class IIa (rule 5, 6 or l0), llass IIb (rule 9), Class pt (mle 6).
I Clnss III

lTtanducen
I 

' TYPe 8809
I

I Ctasr Ub
I Ultrasound systeus

| 
. Type 2001, 2002, 2002FFT, 2002ADI, 2002ADIIFFT, 2003, 3 101

I r  Type I  101,2101, 2101EXL
I r Type 2102, zla2xDr,zrc?rclswgical Hawk,2|02EXL,ztmBxL surgical Hawk
i I TYpe2202,24A0
Transducerr
o Type 8558,8658,8848

Clrss IIa
Illtrasou[d rystemr
. Type 6502-81, 6502-82,6502-83, 6502-84
e Tlpe 6502-C1, 6502-C?,6502-C3,6502-C4
r Type 6503-2,65034
' TlPe l4o2
Trrnsducers
. I'ype 1850, 6004, 6005, 8523, 8531, 8539,2050
. Type 8537, 8538, 8551
o Type 6009, 8506, 8508, 8515-s, 8541, 8542,8543,8544, 8545, 8553, 855j, 8556, 8552, 8s59, g560, gs6l,

8562,8563, 8564, 8565, 8566, 9567, 9570
' Type 8644' 8645, 8655, 8656,8657, 8659,8660,8661, 8662, 8663,8664, 8665, 8666,9667, 8670
' Tlpe 8801, 8802' 8803, 8804, 8805, 8806, 8807, 8808, 881 1, 8812, 8814, 8815, 8812, 8818, 8820, BB2z
Biopqy & puncture attac&ments
. T)?e F,44022, UA0875, UA0935, UAl016, UA123l, tJAt234, UA123g, lIAl242, UA1243, 11A1244,

uA1249, UA1256, UA1262, UAl263, UAl265, VA1266,VA1322,uAt323,uA1326,uAl327,UAl32S;
uAl329, WA0522, WA0560

Necdle& puncturcgutdes
. Type UC0l00, tJC5296, UC5298, VC5299,UC5302, UC5303
Biopsy & dummy channel brrckeh
. Type DH0759, UA]253, UA1257,UA1272,UA1325

Class Im (qeasurlns devices)
Biopsy & puncturo attcchments
. Type WA0339, WA0449
Stepping units
r 1'ypeUA065l, UAIOB4
ll{rffices for needle guidance
r Type DC0538, DC0599, EA40l4, EA4019, EA402S
Endocavity rotationsl movenr (Ecnl}f)
o TYPo UA0550

B-K Medical, Mileparkcn 34,DK-2730 Herlev, Denmark
Tel: +45 44 52 81 00, Fax: * 45 ,t4 52 81 99
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DECIARATTON OF CONFONUrcY

*,tu
B-K Medical
A!,ffirrdt,u',*'&ispab

cERl1467-13

B-K Medicat, Mileparken 34 DK-2730 Hcrlev, Danmark
TsL +45 445281 00, Fax: + 45 44 52 8l 99

Pxge2of 2

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

Claes,I
Illtresound system rcct*rories
. Type uAi043, uAl044, uAn82, uAl l 83, uAl184, uAt233, uAl254, uA1255, uAl270-K' uA2410

Trusducs rccessorict
r Type 1880, EA40t2, EA4020, QA0l85, UA02l0, UA0551, UA0555, UA0556, UA0557, UA0558' UA0652,

u,,toosl, uaOetrs, UA0666, iiioOzt, UA0672, UA0673, UA0679, UA0878, UA0997, UAl085' UAl095,

UAl 100; UAl t 16, UAI t20, UAI132, UAl134, UAl402, WA0498, WA0499, WA0500, WA0543,

wA0597, WA0637, WS3416
Puncture ttfichments

o Type UA0650, UA0889, UA0940, UAl035, UAll3l, uA121?, VAI?32, UA1246, UAl250' U41251'

u41324
*We hereby declare that the above mentioned produots comply with the European Medical Device

Directive gZMnnC (and relevant harmonized standards) and ib relevant transposition into all

national laws of the member states into whieh we place the device(s)"

d6. 2rn7Herlev, date: fr6n* r,7

B-K Medical:

{,*t?,-*
Director af Quality


