Prohlaseni o shodé

vydané podle § 13 odst. 2 zakona ¢. 22/1997 Sb. o technickych poZadavcich na vyrobky a o
zmén€ a doplnéni nekterych zékont ( dale “zakon* ) a § 11 nafizeni vlady ¢. 180/1998
Sb.,kterym se stanovi technické poZadavky na prostfedky zdravotnické techniky ( déle jen
“zdravotnické prostredky ).

MEDISTA spol. s r.0. DIC : 004 — 60199865
U Kréské vodarny 939/1a
140 00 Praha 4

timto potvrzuje, Ze u zdravotnickych prostredk:
Krevni separatory COBE Spectra a COBE Trima vcetné prisluSenstvi,
Sterilni zdravotnické prostiredky pro jednorazové pouZiti na téchto separatorech

firmy: GAMBRO BCT, Lakewood, Colorado, USA

bylo provedeno posouzeni shody jejich vlastnosti s pozadavky na bezpeénost vyrobkl
stanovenymi zakonem a technickymi pfedpisy, a to postupem uvedenym v nafizenich vlady
ke zdravotnickému prostiedku se vztahujicich

a prohlasuje

Ze vlastnosti vySe uvedenych zdravotnickych prostiedki spliiuji vSechny zakladni poZadavky
stanovené v nafizeni vlady ¢.180/1998 Sb.,a Ze je tento zdravotnicky prostiedek pii jeho
obvyklém pouZiti bezpetny. Byla pfijata opatieni, kterymi zabezpecuje shodu vSech téchto
zdravotnickych prostiedk.

Vyse uvedené zdravotnické prostiedky slouzi k odbéru plné krve, oddéleni krevnich sloZek a
manipulaci s nimi.
Ttida IIb dle § 6 nafizeni vlady ¢. 180/1998 Sb.

Pfi posouzeni shody byly pouzity : Smérnice 93/42/EHS o zdravotnickych prostiedcich,
harmonizované normy EN 46001, ISO 9001, EN 550, EN 554, EN 556, ISO 9626, ISO
1135/4,1SO 3826, EN 980, EN 1441.

Na posuzovani shody se podili autorizovana osoba ¢. 202 SZU Brno &islo rozhodnuti B — 30-
01209-02 .

V Praze dne:10.2.2002 JUDr.Alexandra Kadlecova
jednatelka

MEDISTA
Spol. s r.o.
U kré&ské voddrny 939/1,
140 00 Praha 4
(D



Strojirensky zkusSebni dstav, s.p., autorizovand osoba 202, Hudcova 56b, 621 00 Brno
Ceska republika
Rozhodnuti o autorizaci ¢. 55/2001 ze dne 2001-11-08

ROZHODNUTI

autorizované osoby
¢islo: B-30-01209 - 02

vydané dovozci, firmé

MEDISTA spol. s . o.
U Kréské vodarny 939/1a, 140 00 Praha 4
identifikaéni ¢islo: 60199865

ve véci posuzovani systému uplného zabezpedeni jakosti vyrobka

krevni separatory a fFidici zaFizeni,
sterilni zdravotnické prostiedky pro jednorazové pouziti

vyrobce

GAMBRO BCT, Inc.
Lakewood, Colorado, USA

Tento systém jakosti vySe uvedend autorizovani osoba

schvaluje,

nebot’ zjistila, Ze vyhovuje pozadavkim uvedenym v bodu 3.2 piflohy & II
natizeni vlady ¢. 181/2001 Sb. ve znéni nafizeni vlady ¢&. 336/2001 Sb. Shoda
systému jakosti s témito pozadavky byla odvozena ze splnéni poZzadavkli norem
ENISO 9001:1994 a EN 46001:1996.

Podkladem pro vystaveni rozhodnuti jsou zji$téni popsani ve zpravé o kontrole
¢. 30-9735 ze dne 2002-10-01. Rozhodnuti plati do 2007-10-01.

Pravidla pro nakladani s rozhodnutim jsou uvedena na druhé strané.
)

Brno 2002-10-01 e Do W ——
SR W RN Ing. Josef Bartl
feditel
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Certificate
Full Quality Assurance

No. CE 00326

Issued to;

Gambro BCT, Inc.

10811 W. Collins Avenue
Lakewood

Colorado 80215

Usa

In respect of:

The design, development and manufacture of automated blood cell separators
and processor equipment and associated sterile devices.

On the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex II, Section 3.2

For and on behalf of the British Standards Institution, & Notified Body for the above Directive (Notified Body Number
0086):

Anne Boyd, Divisional Director, Product Services Operations

First Issued: 25 November 1994 Date: 29 July 2003

Expiration Date: 28 June 2005
Page: 1of 1

Conditions of Approval

Watidity of Ihis cartificate Is condifional on the quality system being maintained 1o the requirements of the Directive.

This approvatl excludes all produsts designed andiar manufactured by a third party on bghall of the company namsd on this certificate uniess
specifically agreed with BSI,

This approval excludes Class 3 medicat devicas, T, £ T ‘
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Certificate

List of Significant Sub-contractors

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

Certificate No.: CE 00326
Issue Date: 29 July 2003
Issued to: Gambro BCT, Inc.

Sub-contractor

Service(s) supplied

Gambro BCT Limited
Athena 2

Olympus Business Park
Quedgeley

Gloucester
Gloucestershire

UK

GL2 4NF

Manufaclure

Paga: 1 of 1
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Certificate

History of Quality Assurance Certificate

Certificate No.: CE 00326

Issue Date: 29 July 2003
Issued to: Gambro BCT, Inc
Date 1 Action
_25 Novernber 1994 | First Issued
29 June 2000 Change of name, minor change to wording of scope, addition of Gambro BCT

Ltd as a sub-contractor.

29 July 2003 Minor scope change addition of "associated" sterile devices, five year renewal,
reissue in new format.
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Declaration of Conformity
We,

Gambro BCT, Inc.
10811 W. Collins Ave.
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 I, 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 integral part, a medicinal product as referred to in
the above-mentioned directive, Annex I Section 7.4.

David Perez - Date
President, Gambro BCT, Inc.

W ;

Declaration Number: 118

Revision Date: '7(/ / / 03
7— 7

Original Revision Date: December 3., 2001

Supercedes: December 3, 2001

O SAMBROACT
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Appendix 1

To Declaration of Conformity Number: 118

Revision Date: December 3, 2001

Supercedes Date: December 3, 2001 200%@% W
Signature of Creator of Appendlx 1

Vi

Date Appendix 1 Issued: 7 / 2003

This appendix declares the products mcluded in the above referenced Declaration of Conformity
CATALOG PRODUCT CLASSIFICATION
NUMBER NAME Rule

777800-3XX  Trima Accel Platelet, Plasma Set Family IIb, Rule 18

803XX Trima Accel Platelet, Plasma Set Family, ISBT IIb, Rule 18
777800-4XX  Trima Accel Platelet, Plasma and RBC Family IIb, Rule 18

804XX Trima Accel Platelet, Plasma and RBC Family, ISBT IIb, Rule 18
777800-5XX  Trima Accel RBC, Plasma Set Family 1Ib, Rule 18

805XX Trima Accel RBC, Plasma Set Family, [ISBT IIb, Rule 18

‘,GAMBRO, BCT
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Declaration of Conformity
We,

Gambro BCT, Inc.
10811 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, 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 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 integral part, a medicinal product as referred to in
the above mentioned directive, Annex I Section 7.4.

L5 3fths

David Perez Date” 7/
President, Gambro BCT, Inc.

Declaration Number: 119

Revision DatW 28, 2093
4

Original Revision Date: November 26, 2001

Supercedes: _November 26. 2001

O S AMBROACT
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Appendix 1

To Declaration of Conformity Number: 119

Revision Date : “Yhanadr 28, 2003

Supercedes Date: November 26,2001 \)\l M
Signature of Creator of Appendix IW/& AN

Date Appendix 1 Issued: M% 12,200 5 ' [/ V)

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

CATALOG PRODUCT CLASSIFICATION
NUMBER NAME Rule

917000-XXX Trima Equipment (Version 5.0) IIb, Rule 18
9170XX-050 Trima Country Kits, (Version 5.0) IIb, Rule 18

O AMBROACT
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