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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 Strafe 32
4550 Kremsmunster

Austria
Production Greiner Bio-One GmbH Greiner Bio-One North America Inc.
Location: Bad Haller Strafte 32 4238 Capital Drive, Monroe
4550 Kremsmdinster 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 2-7)
Classification: Other device (all devices except Annex Il and except self-testing devices)

GMDN Code(s): (for details please refer to page 2-7)

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.

’, _\«- ] ’.,,"‘\
7 Q) [S) /\.

Kremsmunster, 17.07.2025 \ 4. , AN

7 e/
N-00.- / Johann Sperneder
PRRC
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VACUETTE® Tube

Group Additive Product name - detailed product description Item No. GMDN
S S VACUETTE® TUBE 2.5 mt CAT Serum
CAT o etr:’“t, etp Separator Clot Activator 454028A 41128
Al Ela T, 13x75 red cap-yellow ring, PREMIUM
s S VACUETTE® TUBE 3.5 ml CAT Serum
CAT b etr;‘\mt, etp Separator Clot Activator 454067A 41128
LGN FAIEF 13x75 red cap-yellow ring, non-ridged
s S VACUETTE® TUBE 3.5 ml CAT Serum
CAT . etr:"‘t, etp Separator Clot Activator 454071A 41128
ot Activator 13x75 red cap-yellow ring, PREMIUM
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
A Clot Activator | 13x75 red cap-yellow ring, transparent label, FE S
non-ridged
VACUETTE® TUBE 2.5 ml CAT Serum
Serum Sep Separator Clot Activator
Gal Clot Activator | 13x75 yellow cap-white ring, black label, non- 454205A s
ridged
S s VACUETTE® TUBE 3.5 ml CAT Serum
CAT o etr;‘\mt. etp Separator Clot Activator 454214A 41128
ot Activator 13x75 gold cap-gold ring, PREMIUM
s s VACUETTE® TUBE 3.5 ml CAT Serum
CAT Cl etr:mt. etp Separator Clot Activator 454225A 41128
SISO 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- SRR ili12a
ridged
Se S VACUETTE® TUBE 2.5 ml CAT Serum
CAT & ‘i’;’“t, etp Separator Clot Activator 454243A 41128
Sp Mgt 13x75 red cap-white ring, non-ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
QAT Clot Activator | 13x75 gold cap-white ring, black label, non- AfZapls 41128
ridged
S s VACUETTE® TUBE 3.5 ml CAT Serum
CAT cl ir:mt' etp Separator Clot Activator 454260A 41128
ot Activator 13x75 white cap-yellow ring, PREMIUM
S S VACUETTE® TUBE 3.5 ml CAT Serum
CAT o et’;’\mt. etp Separator Clot Activator 454263A 41128
otActvator | 13x75 royal blue cap-yellow ring, non-ridged
s S VACUETTE® TUBE 3.5 mi CAT Serum
CAT o etrr\mt' etp Separator Clot Activator 454319A 41128
ot Activator 13x75 gold cap-black ring, non-ridged
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VACUZ::):;@ e Additive Product name - detailed product description Item No. GMDN
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
Al Clot Activator | 13x75 gold cap-gold ring, transparent label, Rl =t
non-ridged
S S VACUETTE® TUBE 4 ml CAT Serum
CAT o et';‘\mt. etp Separator Clot Activator 455057A 41128
ot Activator 16x100 red cap-yellow ring, non-ridged
S S VACUETTE® TUBE 8 ml CAT Serum
CAT 5 et”/imt. etp Separator Clot Activator 455071A 41128
OLAELEe 16x100 red cap-yellow ring, non-ridged
s S VACUETTE® TUBE 8 mi CAT Serum
CAT & etrj\mt. etp Separator Clot Activator 455072A 41128
Bl GO 16x100 gold cap-gold ring, non-ridged
VACUETTE® TUBE 7 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 16x100 red cap-yellow ring, non-ridged, double 4SSO sl
gel
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 white cap-yellow ring, black label, non- <SEOBAR 1129
ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
CAT Clot Activator | 13x100 yellow cap-yellow ring, black label, non 4S6005A il 128
ridged
s S VACUETTE® TUBE 5 ml CAT Serum
CAT & "'t“/‘\"‘t, etp Separator Clot Activator 456006A 41128
ot Activator | 4134100 royal blue cap-yellow ring, non-ridged
s S VACUETTE® TUBE 5 ml CAT Serum
CAT Cl etr:\"l_ etp Separator Clot Activator 456010A 41128
Bt lialor 13x100 gold cap-gold ring, PREMIUM
VACUETTE® TUBE 5 mi CAT Serum
Serum Sep Separator Clot Activator
EAT Clot Activator | 13x100 gold cap-gold ring, black label, non- 4S00TER gl
ridged
S s VACUETTE® TUBE 5 ml CAT Serum
CAT Cl ei[rxmr etp Separator Clot Activator 456019A 41128
BESEMAITH 13x100 pink cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
EAT Clot Activator | 13x100 red cap-yellow ring, transparent label, 9000 iias
non-ridged
s S VACUETTE® TUBE 5 ml CAT Serum
CAT 5 et';‘\mt. etp Separator Clot Activator 456071A 41128
ChRelvarer 13x100 red cap-yellow ring, PREMIUM
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VACUE;IES) abe Additive Product name - detailed product description Item No. GMDN
S S VACUETTE® TUBE 5 ml CAT Serum
CAT cl etrimt' etp Separator Clot Activator 456073A 41128
g inethatr 13x100 red cap-yellow ring, non-ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep .
CAT Clot Activat Separator Clot Activator 456214A 41128
ot Activator 13x100 red cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
GAT Clot Activator | 13x100 gold cap-gold ring, transparent label, 4862544 4128
non-ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
it Clot Activator | 13x75 red cap-yellow ring, transparent label, SO il
PREMIUM
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
& Clot Activator | 13x75 gold cap-gold ring, transparent label, Apaslen a8
PREMIUM
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
call Clot Activator | 13x100 gold cap-gold ring, transparent label, L it Qs
PREMIUM
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
call Clot Activator | 13x100 red cap-yellow ring, transparent label, el Shies
PREMIUM
VACUETTE® TUBE 2.5 ml CAT Serum
Serum Sep. Separator Clot Activator
CAT Clot Activator 13x75 yellow cap-white ring, black KOH AGeRGaN =428
barcode label, non-ridged
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
al Clot Activator | 13x75 red cap-yellow ring, G-barcode label, 4848024 AilitZ5
non-ridged
VACUETTE® TUBE 2.5 ml CAT Serum
Serum Sep Separator Clot Activator
S Clot Activator | 13x75 red cap-yellow ring, G-barcode label, 484513A 428
PREMIUM
VACUETTE® TUBE 3.5 ml CAT Serum
Serum Sep Separator Clot Activator
Al Clot Activator | 13x75 red cap-yellow ring, G-barcode label, AESEA 428
PREMIUM
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VACUE:IES Tube Additive Product name - detailed product description item No. GMDN
VACUETTE® TUBE 8 mi CAT Serum
Serum Sep Separator Clot Activator
Lo Clot Activator | 16x100 red cap-yellow ring, G-barcode label, 4855024 41128
non-ridged
VACUETTE® TUBE 4 ml CAT Serum
Serum Sep Separator Clot Activator
el Clot Activator | 16x100 red cap-yellow ring, G-barcode label, 4EEB1AA ilkias
non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
el Clot Activator | 13x100 white cap-yellow ring, KOH barcode 48eubaA 41128
label, non-ridged
VACUETTE® TUBE 5 mi CAT Serum
Serum Sep Separator Clot Activator
Call Clot Activator 13x100 red cap-yellow ring, KOH barcode “EE002A 4ias
label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
=il Clot Activator 13x100 royal blue cap-yellow ring, KOH 4860D6A <128
barcode label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
sl Clot Activator | 13x100 yellow cap-yellow ring, KOH barcode 800 hilag
label, non-ridged
VACUETTE® TUBE 5 mi CAT Serum
Serum Sep Separator Clot Activator
EAT Clot Activator | 13x100 gold cap-gold ring, black KOH barcode 486018A w128
label, non-ridged
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
GAT Clot Activator 13x100 pink cap-yellow ring, KOH barcode SEBLIER w128
label, non-ridged
VACUETTE® TUBE 5 mi CAT Serum
Serum Sep Separator Clot Activator
GAT Clot Activator |  13x100 gold cap-gold ring, black G-barcode 4BEBILA AilI2E
label, PREMIUM
VACUETTE® TUBE 5 ml CAT Serum
Serum Sep Separator Clot Activator
Ly 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
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[ VACUETTE® Tube - . L
Grotlb Additive Product name - detailed product description Item No. GMDN
VACUETTE® TUBE 8 ml K2E K2EDTA
K2E K2EDTA Sep Separator 455021A 47587
16x100 white cap-yellow ring, non-ridged
VACUETTE® TUBE 5 mt 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 Heparin
LH . : .'”’g Separator 454008A 47587
ST = 13x75 green cap-yellow ring, non-ridged
Lithi VACUETTE® TUBE 2.5 ml LH Lithium Heparin
LH . ' .""g Separator 454046A 47587
Epaiifecon 13x75 green cap-yellow ring, PREMIUM
Lithi VACUETTE® TUBE 3.5 ml LH Lithium Heparin
LH Hen .'“”; Separator 454083A 47587
Spaliroee 13x75 green cap-yellow ring, PREMIUM
Lithi VACUETTE® TUBE 3 ml LH Lithium Heparin
LH He 'a .'“”S" Separator 454247A 47587
Raral S 13x75 green cap-yellow ring, non-ridged
VACUETTE® TUBE 3.5 ml LH Lithium Heparin
Lithium Separator
af Heparin Sep | 13x75 green cap-yellow ring, special label, non{ IR ST
ridged
VACUETTE® TUBE 3.5 mi LH Lithium Heparin
Lithium . Separator
LH Heparin Sep | 13x75 mint green cap-yellow ring, transparent ABIES ~lSEll
label, non-ridged
VACUETTE® TUBE 3 m! LH Lithium Heparin
Lithium Separator
LH Heparin Sep | 13x75 green cap-yellow ring, transparent label, sl HS
non-ridged
VACUETTE® TUBE 3 ml LH Lithium Heparin
Lithium Separator
LH Heparin Sep | 13x75 mint green cap-yellow ring, transparent dbadgci ATEET
label, non-ridged
Lithi VACUETTE® TUBE 8 m! LH Lithium Heparin
LH " ' .'”’g Separator 455083A 47587
SRl S 16x100 green cap-yellow ring, non-ridged
Lithi VACUETTE® TUBE 4 ml LH Lithium Heparin
LH y : f“g Separator 455220A 47587
SRy 2ep 16x100 green cap-yellow ring, non-ridged
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VACUETTE® Tube = ; -
Group Additive Product name - detailed product description Item No. GMDN
Lithi VACUETTE® TUBE 5 ml LH Lithium Heparin
LH " 'ari':]"ge Separator 456083A 47587
P P 13x100 green cap-yellow ring, PREMIUM
Lithium VACUETTE® TUBE 5 m! LH Lithium Heparin
LH " ari'r‘]‘ " Separator 456087A 47587
P B 13x100 green cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml LH Lithium Heparin
Lithium Separator
LH Heparin Sep 13x100 green cap-yellow ring, transparent HOEAIER SASSH
label, non-ridged
Lithium VACUETTE® TUBE 3.5 ml LH Lithium Heparin
LH Heparin Se Separator 456287A 47587
P B 13x100 green cap-yellow ring, non-ridged
VACUETTE® TUBE 5 ml LH Lithium Heparin
Lithium Separator
L Heparin Sep | 13x100 mint green cap-yellow ring, transparent SERIER “5e
label, non-ridged
VACUETTE® TUBE 3.5 ml LH Lithium Heparin
Lithium Separator
ol Heparin Sep | 13x75 green cap-yellow ring, transparent label, L L
PREMIUM
VACUETTE® TUBE 3.5 mi LH Lithium Heparin
Lithium Separator
LH Heparin Sep | 13x75 green cap-red ring, barcode label, non- 48030 “pesl
ridged
VACUETTE® TUBE 3.5 ml LH Lithium Heparin
Lithium Separator
LH Heparin Sep 13x75 green cap-yellow ring, barcode label, EAIRALA i
non-ridged
VACUETTE® TUBE 3.5 ml LH Lithium Heparin
Lithium Separator
LH Heparin Sep | 13x75 green cap-yellow ring, G-barcode label, “BA25H 48
PREMIUM
VACUETTE® TUBE 5 ml LH Lithium Heparin
Lithium Separator
I+ Heparin Sep |13x100 green cap-yellow ring, G-barcode tabel, <8630 AngsT
non-ridged
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