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BIO-ONE

EC Declaration of Conformity
Conformity to DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 27 October 1998 on in vitro diagnostic medical devices

Manufacturer: Greiner Bio-One GmbH
Bad Haller Stralte 32
4550 Kremsmunster

Austria
Production Greiner Bio-One GmbH Greiner Bio-One North America Inc.
Location: Bad Haller Stralle 32 4238 Capital Drive, Monroe
4550 Kremsmunster NC 28110
Austria United States of America
Greiner Bio-One Brasil Greiner Bio-One (Thailand) Ltd.
Produtos Medicos 700/172 Moo.1
Hospitalares Ltda. Amata Nakorn Industrial Estate
Av. Affonso Pansan no. 1.967 Tambon Bankao
13473-620, Villa Bertini Amphur Phanthong
Americana, Sao Paulo Chonburi 20160
Brasil Thailand
Product / VACUETTE® TUBES (Alternative Gel)
Product Group: (for details please refer to page 2-6)
Classification: Other device (all devices except Annex Il and except self-testing devices)

GMDN Code(s): (for details please refer to page 2-6)

We herewith declare under our sole responsibility that the above mentioned products meet the
provisions of the above EC Council Directive and the applicable standards. All supporting
documentations are retained under the premises of the manufacturer.

Conformity Assessment procedure acc. to Annex Il of the Directive 98/79/EC of the European
Parliament and of the Council on in vitro diagnostic medical devices.

Standards:
Refer to the List of applicable (harmonized) standards in the Technical Documentation.

Kremsmiinster, 13.08.2024

Ggorg Sambs
irector/Quality Management
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BIO-ONE

VACUEGT;E? JCL Additive Product name - detailed product description Item No. GMDN
S S VACUETTE® TUBE 2.5 ml CAT Serum
CAT Cle’: uAmt_ e,f Separator Clot Activator 454028A 41128
aekibianl 13x75 red cap-yellow ring, PREMIUM
s s VACUETTE® TUBE 3.5 ml CAT Serum
CAT Cle{‘kmt. e'to Separator Clot Activator 454067A 41128
ot Activator 13x75 red cap-yellow ring, non-ridged
s S VACUETTE® TUBE 3.5 ml CAT Serum
CAT C|etn,i\mt' ef Separator Clot Activator 454071A 41128
OACHVEILOl 13x75 red cap-yellow ring, PREMIUM
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
el Clot Activator | 13x75 red cap-yeliow ring, transparent label, AR SIlZs
non-ridged
VACUETTE® TUBE 2.5 mi CAT Serum
Serum Sep Separator Clot Activator
all Clot Activator | 13x75 yellow cap-white ring, black label, non- D82 000 cilies
ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep 3
CAT Ciot Activat Separator Clot Activator 454214A 41128
i 13x75 gold cap-gold ring, PREMIUM
s S VACUETTE® TUBE 3.5 ml CAT Serum
CAT Cle: ‘Lmt, ef Separator Clot Activator 454225A 41128
ot Activator 13x75 red cap-yellow ring, non-ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
il Clot Activator | 13x75 gold cap-gold ring, black label, non- | 4242284 41128
ridged
s S VACUETTE® TUBE 2.5 ml CAT Serum
CAT Cletr L;\mt. ef Separator Clot Activator 454243A 41128
Sast e 13x75 red cap-white ring, non-ridged
A VACUETTE® TUBE 3.5 mi CAT Serum
CAT Clet”;\”‘t, ef Separator Clot Activator 454319A 41128
SLActivator 13x75 gold cap-black ring, non-ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x75 gold cap-gold ring, transparent label, A2l 1S
non-ridged
s S VACUETTE® TUBE 4 m| CAT Serum
CAT Clet”;mt. ef Separator Clot Activator 455057A 41128
ot Activator 16x100 red cap-yellow ring, non-ridged
S S VACUETTE® TUBE 8 ml CAT Serum
CAT Cle{l'jo‘mt. e{) Separator Clot Activator 455071A 41128
ot Activator 16x100 red cap-yellow ring, non-ridged
s S VACUETTE® TUBE 8 ml CAT Serum
CAT Cle: L;_\mt. ef Separator Clot Activator 455072A 41128
o GSXNEIOL 16x100 gold cap-gold ring, non-ridged
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VACUer::](;) Tube Additive |Product name - detailed product description| Item No. GMDN
VACUETTE® TUBE 7 mi CAT Serum
Serum Sep Separator Clot Activator
call Clot Activator 16x100 red cap-yellow ring, non-ridged, 22000A ajjze
double gel
VACUETTE® TUBE 5 mi CAT Serum
Serum Sep Separator Clot Activator
‘el Clot Activator | 13x100 white cap-yellow ring, black label, non- 456004A il 28
ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
el Clot Activator | 13x100 yellow cap-yellow ring, black label, 4960054 alie
non-ridged
S S VACUETTE® TUBE 5 ml CAT Serum
CAT Clet’”Amt. ef Separator Clot Activator 456006A 41128
otActivator | 435100 royal blue cap-yellow ring, non-ridged
S S VACUETTE® TUBE 5 ml CAT Serum
CAT Clet”‘Amt. ef Separator Clot Activator 456010A 41128
R CHNGIOR 13x100 gold cap-gold ring, PREMIUM
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
ol Clot Activator | 13x100 gold cap-gold ring, black label, non- 456018A 41128
ridged
S S VACUETTE® TUBE 5 ml CAT Serum
CAT Cletr ‘th. ef Separator Clot Activator 456019A 41128
SLia g cLy 13x100 pink cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
el Clot Activator | 13x100 red cap-yellow ring, transparent label, L2 41128
non-ridged
S s VACUETTE® TUBE 5 ml CAT Serum
CAT Cle{‘;\mt. ef Separator Clot Activator 456071A 41128
Sl cloy 13x100 red cap-yellow ring, PREMIUM
S S VACUETTE® TUBE 5 ml CAT Serum
CAT Cleﬁmt. ef Separator Clot Activator 456073A 41128
ot Activator 13x100 red cap-yellow ring, non-ridged
s S VACUETTE® TUBE 3.5 ml Z Serum Separator
CAT Cle{‘;\mt. ef Clot Activator 456214A 41128
ot Activator 13x100 red cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 gold cap-gold ring, transparent label, 496258 L
non-ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x75 red cap-yellow ring, transparent label, 474071A 41128
PREMIUM
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VACUE;:;E? Tube Additive Product name - detailed product description Item No. GMDN
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
eAll Clot Activator | 13x75 gold cap-gold ring, transparent label, A 41128
PREMIUM
VACUETTE® TUBE 5 mi CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 gold cap-gold ring, transparent label, SHGOHIOI Silii2s
PREMIUM
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 red cap-yellow ring, transparent label, 476071A 41128
PREMIUM
VACUETTE® TUBE 2.5 ml CAT Serum
Serum Sep Separator Clot Activator
=l Clot Activator | 13x75 yellow cap-white ring, black KOH R Col iflies
barcode label, non-ridged
VACUETTE® TUBE 2.5 ml CAT Serum
Serum Sep Separator Clot Activator
call Clot Activator | 13x75 red cap-yellow ring, G-barcode label, SEASIOA il 2
PREMIUM
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
el Clot Activator | 13x75 red cap-yellow ring, G-barcode [abel, i GRS
PREMIUM
VACUETTE® TUBE 8 ml CAT Serum
Serum Sep Separator
=l Clot Activator | 16x100 red cap-yellow ring, G-barcode label, | 489902A Hles
non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 white cap-yellow ring, KOH barcode |  +86004A il 28
label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
el Clot Activator 13x100 red cap-yellow ring, KOH barcode ECOloR HINES
label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
il Clot Activator | 13x100 royal blue cap-yellow ring, KOH ES0000 SR
barcode label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 yellow cap-yellow ring, KOH barcode SE000HA Eilfias
label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
il Clot Activator | 13x100 gold cap-gold ring, black KOH 486018A 41128
barcode label, non-ridged
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VACUETTE® Tube

Group Additive Product name - detailed product description Item No. GMDN
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
Sl Clot Activator | 13x100 pink cap-yellow ring, KOH barcode ABE0EA SIlies
label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 gold cap-gold ring, black G-barcode HEES00R sillied
label, PREMIUM
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
Eall Clot Activator | 13x100 red cap-yellow ring, G-barcode label, 486503A 41128
PREMIUM
VACUETTE® TUBE 3.5 ml K2E K2EDTA
K2E K2EDTA Sep Separator 454235A 47587
13x75 lavender cap-yellow ring, PREMIUM
VACUETTE® TUBE 8 ml K2E K2EDTA
K2E K2EDTA Sep Separator 455021A 47587
16x100 white cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml K2E K2EDTA
K2E K2EDTA Sep Separator 456058A 47587
13x100 white cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml K2E K2EDTA
K2E K2EDTA Sep Separator 456211A 47587
13x100 white cap-yellow ring, PREMIUM
Lithi VACUETTE® TUBE 3.5 ml LH Lithium
LH H ! |.ur'ré Heparin Separator 454008A 47587
SESINESCD 13x75 green cap-yellow ring, non-ridged
Lithi VACUETTE® TUBE 2.5 mi LH Lithium
LH . ' '.”"; Heparin Separator 454046A 47587
epann sep 13x75 green cap-yellow ring, PREMIUM
Lithi VACUETTE® TUBE 3.5 ml LH Lithium
LH H ! |_un; Heparin Separator 454083A 47587
epann sep 13x75 green cap-yellow ring, PREMIUM
Lithium VACUETTE® TUBE 3 ml LH Lithium Heparin
LH e 'ari‘r’] Se Separator 454247A 47587
P P 13x75 green cap-yellow ring, non-ridged
VACUETTE® TUBE 3.5 ml LH Lithium
Lithium Heparin Separator
LH Heparin Sep 13x75 green cap-yellow ring, special label, ARIEA LU
non-ridged
VACUETTE® TUBE 3.5 ml LH Lithium
Lithium Heparin Separator
LH Heparin Sep | 13x75 mint green cap-yellow ring, transparent ESSRE0A iy
label, non-ridged
VACUETTE® TUBE 3 m! LH Lithium Heparin
Lithium Separator
LH Heparin Sep 13x75 green cap-yellow ring, transparent 454491A 47387
label, non-ridged
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VACU Groucs Tube Additive |Product name - detailed product description Item No. GMDN
VACUETTE® TUBE 3 ml LH Lithium Heparin
Lithium Separator
LH Heparin Sep | 13x75 mint green cap-yellow ring, transparent pagte g el
label, non-ridged
Lithi VACUETTE® TUBE 8 ml LH Lithium Heparin
LH He 'ar'ilr’]"ée Separator 455083A 47587
P P 16x100 green cap-yellow ring, non-ridged
Lithi VACUETTE® TUBE 4 ml LH Lithium Heparin
LH Wi+ 8 Separator 455229A 47587
epan P 16x100 green cap-yellow ring, non-ridged
Lithi VACUETTE® TUBE 5 ml LH Lithium Heparin
LH He 'ar'ilr’lrge Separator 456083A 47587
P P | 13x100 green cap-yellow ring, PREMIUM
Lithi VACUETTE® TUBE 5 ml LH Lithium Heparin
LH ’ ! '.“”é Separator 456087A 47587
epann sep 13x100 green cap-yellow ring, non-ridged
Lithi VACUETTE® TUBE 3.5 mi LH Lithium
LH H ! |_urré Heparin Separator 456287A 47587
eparin sep 13x100 green cap-yellow ring, non-ridged
VACUETTE® TUBE 3.5 ml LH Lithium
Lithium Heparin Separator
LH Heparin Sep 13x75 green cap-yellow ring, transparent SHEBEOR 2SS
label, PREMIUM
VACUETTE® TUBE 3.5 ml LH Lithium
Lithium Heparin Separator
ok Heparin Sep | 13x75 green cap-red ring, barcode label, non- 484030A 47587
ridged
VACUETTE® TUBE 3.5 ml LH Lithium
Lithium Heparin Separator
t Heparin Sep | 13x75 green cap-yellow ring, barcode label, HE0SIA LIy
non-ridged
VACUETTE® TUBE 3.5 ml LH Lithium
Lithium Heparin Separator
LH Heparin Sep | 13x75 green cap-yellow ring, G-barcode label, 4585207 LU
PREMIUM
VACUETTE® TUBE 5 ml LH Lithium Heparin
Lithium Separator
L Heparin Sep 13x100 green cap-yellow ring, G-barcode 486507A 47587
label, non-ridged
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