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92110 MossTox@ TDM MosterColumn@ Series A
Anolyticol column (equilibroted, with test chromotogrom)

w010r 9099
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Monufocturer

Address

Chromsystems lnstruments & Chemicols GmbH

Am Hoog 12
821 66 Gröfelfing, Germony

SRN (single registrotion number) DE-MF-000010089

Order No. Device Description EMDN Code

Bosic U Dl-Dl : 92922/fr : 425031 7 92922XIR6

92922/Xr Mossfox@ TDM Series A
PARAMETER Set

Antimvcotic Drvqs/EXTENDED in serum/plosmo

wor 0r 0499

920s1/Xr 3PLUSI @ Multilevel Plosmo Colibrotor Set

Mossfox@ Antimycotic Druqs/EXTENDED
w0r 0r 05030r

02s2/xr MossChec/<@ Anti mycoti c D ru gs/EXTENDED Pl os m o

ConTrol Bi-Level (l + ll)

w0101050299

0253/Xr MossCheck@ Anti m ycoli c D ru gs/EXTENDED Pl osm o

Control Level I

w0101050299

0254/Xr
MossCheck@ Anti m ycoti c D ru gs/EXTENDED Pl osm o

Control Level ll
w0101050299

92644lxr
lnternol Stondord Mix
MossIox@ Antimycotic Drugs/ EXTENDED

w0r 0r 050399

92039,i.r Tuning Mix MossIox@ Antimycotic Drugs/E[ENDED w0r 0r 050399

Bosic UDI-DI: 921 1 I : 425031 792\ 1 1 6t
92111/200 Mossfox@ TDM BASIC Kit A, for 200 onolyses w0r 0r 0499

921 1 1/r 000 MossIox@ TDM BASIC Kit A, for 
.l000 

onolyses w0r 0r 0499

92001 Mobile Phose I w0r 0r 9099

92002 Mobile Phose 2 w0r 0r 9099

92003 Precipitotion Reogent w0r 0r 9099

9200s Extroction Buffer w0r 0r 9099

92007 Dilution Buffer I w0r 0r 9099

92008 Dilution Buffer 2 w0r 0r 9099

92009 Rinsing Solution w0r 0r 9099

Moncgemenlsyslem zerti{iziert noch:

lS0 900ì, lS0 ì 3485 (includ¡ns MDSAP)



Device lntended Purpose

The Chromsystems porometer set "MossTox@ TDM Series A
Antimycotic Drugs/EXIENDED in serum/plosmo" is on in vitro
diognoslic medicol device for professionol use in clinicol loborotories
for the quontitotive detection of onidulofungin, cospofungin,
fl uconozol e, 5-f I ucytosi ne, isovucon ozole, itroconozole,
hyd roxyitroconozole, ketoconozole, m icofu ng i n, posoconozol e o nd
voriconozole in humon serum or plosmo somples vio liquid
chromotogrophy moss speclrometry (LC-MS/MS).
Monuol somple preporotion ond chromotogrophic seporotion is

corried out with the Chromsystems "MossTox@ TDM BASIC Kit A"
(order no.9211 I ), which provides the required reogents ond
buffers, ond with the "MossTox@ TDM MosterColumn@ Series A"
(order no. 921 ì 0).
The Chromsystems porometer set "MossTox@ TDM Series A
Antimycotic Drugs/EKIENDED in serum/plosmo" is intended os o
theropeulic drug monitoring test, medicolly indicoted for potients
treoted with one or more of the onti mycolic druqs isted obove

Risk Closs B, os per EU Regulotion 20,l7/746, Annex Vlll, Rule ó

GMDN Code
64329, term "Multiple ontifungol theropeutic drug moniloring lVD,
kit, liquid chromotogrophy/moss spectromelry (LC/MS)"

TUV Süd Product Service GmbH
Notified Body Ridlerstroße ó5,

80339 Munich, Germony
ldentificotion No. 0.l23

Conformity Assessment
Conformity ossessment bosed on o quolity monogement system ond
on ossessment o{ technicol documentotion - Annex lX

Declorotions

This EU declorotion of conformity is issued under the sole responsibility of the monufocturer
The devices thot ore covered by the presenl declorotion ore in conformity with the ln-Vilro
Diognoslic Medicol Devices Resulotion (2017 /7 46/EU) (IVDR)

Following Common Specificotions were considered os port of delermining device conformity with
the IVDR:

Not opplicoble os no Common Specificotions exist for the concerned device.

Addit¡onol informotion n/o

This EU declorotion o{ conformity is issued by

August 1u,2022 Gröfelfing, August 1u, 2022
 , PRRCMonoging Director

EU declorotion of conformity volid until Jvly 2O'h,2027 Version: I .0
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Monogementsyslem zertifizierÌ noch:

lS0 9001, 150 I 3485 (inrluding ¡/ìDSAP)
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