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t\tlono gementsyslem zerlifiziert norh:

lS0 9001, lS0 I 3485 (indudins MDSAP)

Monufoclurer

Address

Chromsystems lnslruments & Chemicols GmbH

Am Hoog 12
821 66 Gröfelfing, Germony

SRN (single regislrotion number) DE-MF-0000.l0089

Order No. Device Description EMDN Code

Bosic U Dl-Dl: A2lO3lZoccessoryJG

1 8010 Precolumn Cortridge 4/l 0 w0r0r 9099

r 5009 PEEK-encosed Prefilter 5 ptm w0r 0r 9099

15011 PEEK-encosed Prelil+er 2 1tm w0r 0r 9099

15012 PEEK-encosed Prefilter 0.5 prm w01019099

r50r3 PEEK-encosed Prefiller 2 1tm w01019099

r 506r Prefilter 0.5 pm w0r0r 9099

'15071 Stoinless Steel Prefilter 0.5 prm w0r 0r 9099

550r 8 Restrictor Copillory w0r0r 9099

Device lnlended Purpose n/o

Risk Closs A, os per EU Regulotion 2017 /746, Annex Vlll, Rule 5

GMDN Code n/o

Notified Body

TÜV Süd Product Service GmbH

Ridlerstroße 65,

80339 Munich, Germony

ldentificotion No. 0.l23

Conformity Assessment

Conformily ossessment bosed on o quolily monogement system

ond on ossessment of technicol documentotion - Annex lX
Chopters I ond lll

Certificotes issued not opplicoble

Declorotions

This EU declorolion of conformity is issued under the sole responsibility of the monufocturer
The devices thot ore covered by the present declorotion ore in conformity with the ln-Vitro
Diognostic Medicol Devices Regulotion (2017 /7 46/EU) (IVDR).
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Mono gementsyslem zertifizierf n0ch:
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CHROIqISYSTENIS
Following Common Specificotions were considered os port of determining device conformity with
the IVDR:

Not opplicoble os no Common Specificolions exist {or the concerned devices.

Additionol informotion n/o

This EU declorotion of is issued by

/,2
o6'h,2025 Gröfelfing, November O6'h, 2025

Dr. Rolf Fischer, PRRCMichoel Meier, Monoqinq Direclor
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