
Prohli5eni o shod6

vydan6 podle $ 13 odst. 2 zil<ona (,. 2211997 Sb. o technicklich poladavcich na vlfrobky a o
zm5n1 a dopln6ni ndkterjch z6konri ( d6le "z|kon" ) a $ ll naiizeni vl6dy d. 180/1998
Sb.,kteqim se stanovi technick6 poZadavky na prostiedky zdravotnick6 techniky ( d61e jen
"zdravotnick6 prostiedky " ).

MEDISTA spol. s r.o. DIC : 004 - 60199865
U Ikdsk6 vodiirny 939lla
140 00 Praha 4

timto potvrzuje, Ze u zdravotnicklfch prostiedkri:
Krevni separitory COBE Spectra a COBE Trima vdetn6 piislu5enstvi,
Sterilni zdravotnick6 prostiedky pro jednor6zov6 pouZiti na t6chto separitorech

firmy: GAMBRO BCT, Lakewood, Colorado, USA

bylo provedeno posouzeni shody jejich vlastnosti s poZadavky na bezpednost qfrobkt
stanoven;imi zdkonem a technicklimi piedpisy, a to postupem uvedenlim v naiizenich vl6dy
ke zdravotnick6mu prostiedku se vztahujicich

a prohla5uje

Ze vlastnosti qfie uvedenlirch zdravotnicklich prostiedkfi spliuji v5echny zildadni poZadavky
stanoven6 v naiizeni vl6dy d.180/1998 Sb.,a Ze je tento zdravotnick;i prostiedek pii jeho
obvykl6m pouZiti bezpedny. Byla piijata opatieni, kteqimi zabezpeduje shodu v3ech tdchto
zdravotnicklich prostiedkfl .

Vlf5e uveden6 zdravotnick6 prostiedky slouZi k odb6ru pln6 krve, odddleni krevnich sloZek a
manipulaci s nimi.
Tiida IIb dle $ 6 naiizeni vl6dy d. 180/1998 Sb.

Pii posouzeni shody byly pouZity : Sm6rnice 93l42lEHS o zdravotnickfch prostiedcich,
harmonizovan6 normy EN 46001, ISO 9001, EN 550, EN 554, EN 556, ISO 9626, ISO
tt35l4, ISO 3826, EN 980, EN 1441.

Na posuzovani shody se podili autorizovan6 osoba d.202 SZU Brno dislo rozhodnuti B - 30-
01209-02.
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Strojirepsk.V zku5ebnf ristav. s.p.. autorizovan6 osoba 202. Hudcova 56b. 621 00 Brno
deskr4 republika

Rozhodnuti o autoizacl (:. 5512001 ze dne 2001-11-08

ROZId-ODNTJTT
autorizovan6 osoby

d f s l o :  B -30 -01209 -02

vydan6 dovozci, firmd

MEDISTA spol. s r. o.
U Krdsk6 vod6rny 93911,a, 140 00 Praha 4

identifikadni dislo: 60 1 99865

ve vdci posuzovdni syst6mu ripln6ho zabezpe(eni jakosti ulrobkri

krevni separftory a iidici zaiizeni,
sterilnf zdravotnick6 prostiedky pro jednorflzovb pouZitf

vlfrobce

GAMBRO BCT, Inc.
Lakewood, Colorado, USA

Tento syst6m jakosti vf5e uveden5 autorizovan6 osoba

schvaluje,

nebot' zjistila, i,e vyhovuje poZadavkrim uvedenym v bodu 3.2 piilohy d. II
naiizeni vl6dy (). 18112001 Sb. ve znEni naiizeni vl6dy d. 336/2001 Sb. Shoda
systemu jakosti s tdmito poZadavky byla odvozena ze splndni poZadavkri norem
EN ISO 9001:1994 a EN 46001:1996.

Podkladem pro vystaveni rozhodnuti jsou zji5tdni popsan6 ve
d. 30-9735 ze dne 2002-10-01. Rozhodnutf plati do 2007-10-01.

Pravidla pro nakl6d6ni s rozhodnutim jsou uvedena na druh6 strand.

zortvd o kontrole

Brno 2002-10-01
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Cert i f  icate
Full Quality Assurancts
No. CE 00326

lssued to;

Garnbro BCT,Inc.
10811 W. Coll ins Avenue
Lakewood
Colorado 80215
U5A

tn ren:pect of:

The design, development and manufacture sf automated blood cell separators
and procassor equipment and associated steri l* devices.

On the ba*is of our examination under the reEuirnments of Councii nireativfi Sg/4Zi EEC, Annex ll, Section 3.2.
For and on behalf o{ the British ,$tandards lnstitu(ion, a Notified Body ior thn above Directiv+ (Notified Body Nurnber
i)CI86i:

Anne Bnyd, D ivisisnal Director, Frsduct Services Onerations

First lcsued: 23 t,lovember 1gg4
Expiratisn Datel 28 June 2005

Date: ?9 July 20il3

PaqB: 1 of T

Con.dltion.s of Approval
yalidily of lhi$ r:e rlifiesl* ls condl{ional on the quatity systenr being fiaifltaifled to t}e requlron;enlq of the Oirective.
Thi* approvai sxcludc.$ all produc(s desigoed and/sr manulac{ured by a ttrird party 0n heh€lf of the cornpany fl,sfi1g{, on thi5 cerfiRcatE unigs$
sp6slfi6frlly a${eed with ESl,
Thie approvel erclilde$ Ctass 3 nledlsl dsvic€$.

.fiS{ Frr}du[l 5s/vires
'J+'llqrir t"r:n|,t Ilfrr'-,1 |l;.' i lrt:,r;j",.t ilfrLll]rj ' i lII !'r: .,:ljf lr lr:11 [,nL']i,tra
i , j l  , . : , l l  r t t t1. : l -L-J . ,  i f lJ. l "r  ' ' \ ' l l t * ' r ,  i? i*  l : ,  , i t l l :an, tar l ]

mill]'"}r
Hiilr
Product Services
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f ertif icate
List of $ignificant $uh-contractors

Recognised as heing involved in services
relating to the products covered by:

Certificate No,: CE 00326
lusue Oate: 29 July 2003
lssued to: Ganrbro BCT, lnc.

$ub-csntractor

Bambrn BCT Limited
Athena 2
O,lympus Eusiness Parlr
Quedgeley
Gloucesier
6louaestershire
{JK
GLz 4NF

Page: 1 of 1
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f  ert i f  lcate
History of Quality Assurance Gedificate

Certificate No.:
lssue Date:
lssued to:

cE 00326
29 "Iuly 2003
Gambro BCT, Inc

25 November 1994 First lssued
29 June 2000
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change of narne. minor change to wordlng of scope, addition of Gambro BCT
Ltd as a suFcontractor"

Minor scope change addition of ''associated" sterile deviceg, five year renewar!
relssue in new forrnat.
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Declaration of Conformity

We,

Gambro BCT,Inc.
10811W. Coll insAve.
Lakewood, Co 80215
USA

being the manufacturer within the European Union of the Trima Accel
DisposableTubing Set with catalog numbers listed in Appendix I of this declaration are
in conformance with the relevant provisions of the Medical Device Directive, 93/42{EEC,
14 June 1993, Annex I, Essential Requirements, and our company has been subjected to
the procedures laid down in Annex II, Full Quality Assurance System, of the above
mentioned directive under the supervision of the British Standards lnstitution, a Notified
Body authorized by the Competent Authority of the United Kingdom, and carrying the
Notified Body Number 0086.

This device does not incorporate, as an integral part, a medicinal product as referred to in
the above-mentioned directive. Annex I Section 7.4.

DeclarationNumber: I 18

RevisionDate: //t /os
t ,

Original Revision Date: December 3.200,1

Supercedes: December 3. 2001

'cRt,tgRo,gct

President, Gambro BCT, Inc.
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Appendix I
To Declaration of Conformity Number: I l8

Revision Date: December 3. 2001

Supercedes Date: December 3. 2001

Signature of Creator of Appendix l:

Date Appendix I Issued:

This appendix declares the products included in the above referenced Declaration of Conformity

CATALOG PRODUCT
NUMBER NAME
777800-3XX Trima Accel Platelet, Plasma Set Family
803XX Trima Accel Platelet Plasma Set Family, ISBT
7778004XJ Trima Accel Platelet, Plasma and RBC Family
804XX Trima Accel Platelet, Plasma and RBC Family, ISBT
777800-5XX Trima Accel RBC, Plasma Set Family
805XX Trima Accel RBC, Plasma Set Family, ISBT

CLASSIFICATION
Rule
IIb, Rule 18
IIb, Rule 18
IIb, Rule l8
IIb, Rule l8
IIb, Rule l8
IIb, Rule 18

ocnMgRo,gct
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Declaration of Conformity
We,

Gambro BCT,Inc.
l08l l W. Collins Ave.
Lakewood, Co 80215
USA

being the manufacturer within the European Union of the Trima Equipment (Version
5.0) with catalog numbers listed in Appendix I of this declaration are in conformance
with the relevant provisions of the Medical Device Directive, 93l42lEEC,14 June 1993,
Annex I, Essential Requirements, and our company has been subjected to the procedures
laid down in Annex II, Full Quality Assurance System, of the above mentioned directive
under the supervision of the British Standards Institution, a Notified Body authorized by
the Competent Authority of the United Kingdom, and carrying the Notified Body
Number 0086.

This device does not incorporate, as an integal pd, a medicinal product as referred to in
the above mentioned directive, Annex I Section 7.4.

DeclarationNumber: I 19

Revision

Original Revision Date: November 26. 2001

Supercedes: November 26. 2001

3fzr/s
D"r '

ocnugRo,nct

David Perez
President, Gambro BCT, lnc.
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Appendix 1

To Declaration of Conformitv Number: 119
Revision Date :
Supercedes Date: November 26-2001
Signature of Creator of Appendix 1i
Date Appendix 1 Issued: i.{ol tz t &o 03

This appendix declares the products included in the above referenced Declaration of Conformity

CATALOG PRODUCT
NUMBER NAME
917000-)C(X Trima Equipment (Version 5.0)

9170XX-050 Trima Counhy Kits, (Version 5.0)

CLASSIFICATION
Rule
IIb, Rule 18

IIb, Rule 18

ocnMgRo,gct
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