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Eu-Declqrqtion of Conformity

Monufocturer

Address

Chromsystems lnstruments & Chemicols GmbH

Am Hoog l2
821 66 Gröfelfing, Germony

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

Order No. Device Description EMDN Code

Bosic UDI-DI: 425Q317NBS9Z

57075

MS/MS Reogent Kit

llloss5creerP Am ino Aci d s, Acyl co m ili n es EXI-E N D E D

from dried blood (non-derivotised)

with 96 Well Plotes

w0r 0r 0499

57075-F

MS/MS Reogent Kil

lllosrSreen' Am i no Acids, Acyl co m iti nes EXIE N D E D

from dried blood (non-derivotised)

with 96 Well Filter Plotes

w01010499

57075-ADO

MS/MS Reogent Kit

MossScreeP Am ino Aci d s, Acyl co m iti nes EXI-E N D E D

from dried blood (non-derivotised)

incl. Ado, dAdo with 96 Well Plotes

w01010499

57075-F-ADO

MS/MS Reogent Kit

lllossScreeno Am i no Acids, Acyl co m ili n es EXIE N D E D

from dried blood (non-derivotised)

incl. Ado, dAdo with 96 Well Filter Plotes

w01010499

0i 95
MossChects Am i n o Acids, Acyl co rn iti nes EXIE N D E D

Dried Blood Spot Control Level I

w0101050299

0196
lllossdrecl' Am i n o Acids, Acyl co rn iti nes EXIE N D E D

Dried Blood Spot Control Level ll
w010r 050299

0197
MosslheclP Am i no Acids, Acyl co rn iti nes EXIE N D E D

Dried Blood Spot Control Level lll
w010t050299

0295
llloss(lreclP Am i n o Acids, Acyl co rn iti nes EXIE N D E D

incl. Ado, dAdo
Dried Blood Spot Control Level I

wor 0l 050299

o296
frloss(iecle Am i n o Acids, Acylco m iti n es EXIE N D E D

incl. Ado, dAdo
Dried Blood Spot Conirol Level ll

w0101 050299

0297
llloss(fi eclP Am i no Acids, Acyl co rn ili n es EXIE N D E D

incl. Ado, dAdo
Dried Blood Spot Control Level lll

w010r 050299

5501 | Prolecfive Sheets lor96 well plotes w0r 0r 9099

5701 6 PEEK Prefilrer 21tm w010r 9099

57001 Mobile Phose w0r 0r 9099

57007 Rinsing Solution w01019099

570r 0 96 Well Plotes w0r 0r 9099

570r 3 Extroction Buffer Succinylocetone w01019099
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5701 4 Pierceoble Heot Seols tor 96 well plotes wor 0r 9099

57044 I nterno I Stondo rd Su ccinylocelone (n on - de rivotised) w0101050399

57055 96 Well Filter Plotes wor 0r 9099

57059 Cross-slitted Adhesive Seols for 96 well plotes wor 0r 9099

57074 lnlernolStondord Mix w0101050399

57078 Extroction Buffer w010r 9099

57080 Multilevel Dried Blood Spot Lineority Set w0101050299

57090 Multilevel Dried Blood Spot Lineority Set incl. Ado, dAdo w0101050299

57097-1
Tuning Mix I
Anolytes ond lnternol Stondords

w010r 050399

57097-2
Tuning Mix 2
Anolvtes ond lnternol Stondords

w0r 0r 050399

57098
Tuning Mix Succinylocetone
(non-derivolised) Anolytes ond lnternol Stondords

w0101050399

57474 lnlernol Slondord Mix Ado, dAdo w0r 01050399

Device lntended Purpose

The Chromsystems ossoy "MossSueeP Amino Acids, Acylcornitines" is on in vilro diognostic medicol
device designed for professionol users in clinicol loborotories for the quontitotive delerminotion of the

below listed onolyles in newborn blood somples dried on filter poper.

Somple preporoiion is corried oul monuolly, ond somples ore onolysed vio tqndem moss

spectromelry (MS/MS).

The kit is intended for screening of newborns for inherited metqbolic disorders within the first few doys
of life. A list of the metobolic disorders ossociqted with the determined onolytes is provided below.

Anolyte {Synonym) Abbrcviolion Associolcd inbom error of mctobolismt*

Amino ocids

Alonine
Sorcosine*

Arginine

Argininosuccinic ocid

Cikulline

Glutomine{
lysine#"
Glutqmic qcid

Glycine

Leucine{
lsoleucine#
Allolsoleucine
Hydroxyproline"
Methionine

Ornithine

Alo
Sor*
Arg

Aso

cir

Gln{
[ys#*
Glu

Glv

leu{
lle#
Allolle
HyP*
Met

PDHXD. PC, MSUD, OH.PRO, NKHG, ARG, CIT I, CIT II, ASA, CPS,

oTc
ARG, CIT II. ASA, CIT I, PC

ASA

ASA, CIT I, CIT II, OTC, CPS, NAGS, PC, CUD, HHH, GACR, HCY.
TYR I, MET/MAT, TYR II, TYR III, HYRPROI/HP-I, HYRPRO2/HP.II.
ARG, Cbl E, Cbl G, Cbl D vl, MTHFR, 3MCC (mot!, GA I (mot)

oTc+, cPs +, NAGS+, PC#, LYS#, DE RED#, CIT l+

oTc, cPs, ctT t, clT lt, Pc

NKHG, PAIPROP, MUT. CbIA, B

MSUD (+#1, OH-PRO, PDHXD(#), HCY+#, PKU, HfHE, B|OPT (BSl,

BroPT (REGI, MET/MAT+# , Cbl E+#, cbl G+#, cbl D vr $#,
MTHFR+#, ryR t, TYR il, TYR ilt

HcY, MET/MAI clT ll, MTHFR, cbl E, cbl G, Cbl D vl, GNMT,
SAHH, CtT t, ryR t, ryR il, TYR ill, CUD, PAIPROP. MUT, Cbl A,B,
Cbl C,D, OTC, CPS, Bl2 def (mot!, PC

HHH, GACR, ARG, CIT II, CPS, OTCOrn
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Proline

Serine

Tyrosine

Voline

3-OMethyldopo (3O-methyl

Phe

Pro

Ser

Ty,

Vql

PKU, H-PHE, BIOPT (BSI, BIOPT (REG), MET/MAT, HCY, MSUD,
ASA, CIT I, CIT II, OH.PRO, TYR I, ryR II, TYR III, ARG, OTC, CPS,

PC, MTHFR, Cbl C,D, Cbl E, Cbl G, Cbl D vl, VAL, PDHXD, HHH,

GACR, HYRPROI/HPj, HYRPRO2/HP-||

HYRPROI /HP.I, HYRPRO2/HP.II, PDHXD, PC

SER, HHH, GACR

TYR l, WR ll, TYR lll, Tyr (honsl, PKU, H-PHE, BIOPT (BS), BIOPT

(REG!, HCY, MSUD, MET/MAT, cbl E, CblG, Cbl D vl, MTHFR,

PDHXD, ASA, CIT I, CIT II, PC, OTC, CPS

MSUD, YAL PDHXD, WR I, TYR II,IYR III

AADCD3.OMD
DOPA,

Cornilincs

Free corniline

Acetylcornitine

Propionylcornitine

Molonylcornitine

3-Hydrorybutyrylcomitine / 3
Hydroxyisobutyrylcornifi ne

Butyrylcornitine# /
lsobutyrylcorniline{ *

Me$ylmolonylcornitine /
Succinylcorniline

3-Hydroxyisovolerylcornitine /
2-Methyl-3

hydroxybutyrylcorniline 
*

lsovolerylcorniline' /
2-Mehylbutyrylcornitine+ 

*

Tiglylcorniline{ /
3-Methylcrotonylco rn itine# *

Glulorylcornitine
3-Hydroxyhexonoylcorniline *

Hexonoylcorniline

Adipylcornitine ,/
3-Methylglutorylcornitino*
Octonoylcornitine

Octenoylcornitino

Deconoylcornitine

Decenoylcorniline

Decodienoylcorniline

Dodeconoylcornitine
(louroylcorniline)

Dodecenoylcorniline

Tetrodeco noylcorniline
(nyristoylcornitine)

Tetrodecenoylcorniline

Tehodecodienoylcorniline

c0

c2

c3

CUD, cPT lo, CPT ll, 3Mcc, GA l, PAIPROP, YICAD, scD. cAcr,
BKT, HMG, GA2,IVA,2M3HBA,2MBG, MUT, MCD, CbIA,B, CbI

C,D, MCAD, EE.3MGA, SUCLA2

CUD, CPT ll, CACT. M/SCHAD, MCAD. VLCAD, CPT lo, MCKAT,

SCAD,IVA, PAIPROP, 2MBG, IBG/IBDD, MUT, CbIA,B, CbIC,D,
SUCLA2, MCD, GA 2, |CHAD, TFP, Bl2 def (mol), EE, 3MCC (mot),

GA I (motl, BIOT. Cbl F, ECHSID, TCN2
pAlpRoP, MCD, MUT, CblA,B, Cbl C,D, CUD, SUCLA2, BIOT. B',l2

def (motl, Cbl F, TCN2, 2MBG, IBG/IBDD, SCAD, lVA, CPT lo, CPT

II, CACT, MET/MAT, HCY, MTHFR, CbI E, CbIG, EE, GA 2, MAL,
3MCC (mor), GA 1 (mot)

M/SCHAD#, MAr+, BKr#, HTBCHD#, ECHSID, HADH, GA l+,
+2M3HBA#, MCKAT+

SCAD#, IBG/IBDD+, EE#, GA 2, GA 1, M,/SCHAD, MCD, 812 dEf
(mol), Cbl C,D. MUT, CblA,B, PAIPROP, MCKAT, MAL, lVA, VTCAD

3MCC#, HMG#, BKT#,2M3HBA#, 3MGA#, MCD#. BIOT#,
suclA2+. cblc,D, MUT+, cblA,B+, GA l#, GA 2#, MCAD

IVA#,2MBG+, EE#, GA 2, MCD, Bl2 def (mot), MUT, CblA,B,
PAIPROP, VLCAD

BKI+, 2M3HBA+, 3MCC#. ECHSI D+

GA I+, GA 2+, M/SCHAD#, MCKAT#, MAL+, MCAD+, HMG#

MCAD, GA 2

HMG

MCAD, MCKAT, GA 2, SCAD.3MCC. HMG, BKT, GA'I,
2M3HBA, 3MGA, IBG/IBDD, MCD, M/SCHAD, EE, lVA, 2MBG,
VLCAD

MCKAT, GA 2, MCAD

MCAD, MCKAT, GA2, DE RED. MAL

MCAD, GA 2, MCKAT

DE RED

VTCAD. GAz, CW II, CACT, MCKAT, GA I

VI-CAD, GA 2, LCHAD

YLCAD, ICHAD, TFP, CN II, CACT, GA 2

VICAD, TCHAD.IFP, GA2

VI.CAD, GA 2, ICHAD, TFP

c3DC+

c40H#*

c4*

c4DC+

c50H#*

c5*

C5:l*

c5DC+
c60H#*
c6

c6DC*

c8

C8:l

cl0
Cl0:l

ClQ:2

ct2

Cl2:1

cl4

Cl4:l
Cl4:2
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Hexodeconoylcornitine
(polmitoylcarniline)

Hexodecenoylcorniline

3-Hydroxyhexodeco noylcornili ne
( 3 -hyd r oxy pal miloyl co r nili n e)

3-Hyd roxyhexodecenoylcornitine
Heplodeconoylcornitine *

Octodeconoylcornitine
(steoroylcorniline)

Oclodecenoylcornitine
(oleoylcornitine)

Octodecodienoylcorniline
(linoleoylcorniline)

3-Hydroxyoctodeconoylco rn itine
( 3 -h y d r o xy sl ea r oyl co r n iti n e)

3-Hydroxyoctodecenoylcornitine
( 3 -hy d r oxy oleoyl co r niti ne)

3-
Hydroxyoctodecodienoylco rnili ne
( 3 -hy d r oxyl i n ol e oy I co r n iti n e )

Eicosonoylcorniline
(a r o chi doylco r niti n e)

Docosonoylcornitine
(behenoylcorniline)

Cl6:l
c160H

Cl6:lOH#
cl7+*
cl8

Cl8:l

C1B:2

cr 80H

C18:lOH

Cl8:2OH

cl40H
cl6

c20

c22

c24

c26

ICHAD, TFP

CUD, LCHAD, TFP, VICAD, CPT lo, CPT ll, CACT, GA 2, GA l,
PAIPROP, MUT, Cbl A,B, Cbl C,D, Bl2 def (mot). MCD, M/SCHAD,
3MCC (mot), SUCLA2, Cbl F

CPT ll, CACI CPT lo, VLCAD, GA 2, LCHAD, TFP

TCHAD, TFP

rcHAD#, TFF#, PAIPROP+/#, MUr+/#, Cbl A,B+/#, Cbl C,D+,
Bl2 def (motf, TCN2{
cUD, CPT lo, CPT ll, CACI LCHAD, TFP, VtcAD, GA 2, GA 1,

3MCC (mot)

CUD, CPT lo, Cff ll, CACT, ICHAD, TFP, VLCAD. GA 2. GA l,
3MCC (mot)

CPT lo, CPT ll, CACT, LCHAD, VICAD, TFB GA 2, CUD

ICHAD, TFP, CACT

ICHAD, TFP

LCHAD, TFP

VTCAD

AI.D, . AGS] . AGS 8

ALD

zslPBDZSS, ALD, AGSl -AGS 8

Tekocosonoylcornitine
(lrgnoceroylcornifineJ

Hexocosonoylcornitine
(cerotoylcornitine)

Ketones

Succinylocetone SUAC wRl

Nucleosides

^ I . +**AOenostne

2lDeoxyodenosine ***
Ado

dAdo

ADA.SCID

ADA-SCID

Lysophospholipids

I -Arochidoyl-2*rydroxy+n-
glycero3-phosphocholine
(C20 : 0 lyso ph osph ati dyl choli n e)

I -Behenoyl-2tyd roxy+ng lyce ro
3phosphocholine
(C22 : 0 ly so pho sphoti dyl ch oli ne)

I -Li gnoceroyl-2-hyd roxy-sn
glycero3-phosphocholine
(C2 4 : O ly so ph o s pho ti dyl choli n e)

I -Hexocosonoyl2-hydroxy-sn-
glycero3-phosphocholine
(C2 6 : Q lyso phosphotidylcholineJ

Creotine ond reloted metobolites

Creotino

Creotinine

Guonidinoocetic ocid

C20:O IPC

C22:O LPC

C24:O LPC

C26:O IPC

CRE

CRN

GM

ZSIPBD-ZSS, Sinsle PED, DDCH/CADDS, RDLKD, EMPI 1/EMPF 2,
AGSI . AGS 8, AtD

ZSIPBD-ZSS, Single PED, DDCH/CADDS, RDLKD, EMPF 1/EMPF 2,

AGSI - AGS 8, AI-D

ZSIPBD-ZSS, Sinsle PED, DDCH/CADDS, RDI-KD, EMPF l/EMPF 2,
AGSI -AGS 8, ALD

ALD,ZS/PBD-ZSS, Singla PED, DDCH/CADDS, RDLKD, AGSI -

AGS 8, EMPF I/EMPF 2

GAMT, GSD II

GSD II

GAMT

lsomers or isobors; using this me$od, $ey connot be distinguished in üe tondem moss spectromelry experiment;
therefore, o summotion estimqle is provided in these coses; obbreviolions correspond to the isobor/isomer in th€

some line, while ossocioted diseoses correspond to oll isomery'isobors in the toble row, unless stoled otherwise (see
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CHRONISYSTENIS

**: lnborn errors ol metobolism (lEMs) in bold ore described to be screened for by using fte indicoted onolyte os o

primory morker, while others ore described os secondory mqrkers or port of informotive rolios. Tronsient tyrosinemio

ond secondory corniline deficiencies con be qssocioted with lEMs, but ore, lhemselves, nol torgets of lhe screening.
***' Ado ond dAdo con only be determined when using the "lnternol Slondord Mix Ado, dAdo" ond corresponding

dried blood spot quolity conlrols

{ or #: Only the correspondingly lqbelled isomey'isobor is relevqnt for the indicoted diseose; in cqses where only some,

but not oll publicolions specificolly ossociote one of lhe isomers/isobors with lhe lEM, the corresponding lobel is in

brockets.

Abbreviolions of inborn errors of metobolism (OMIM codes in brockets: detoiled informotion on the inborn errors of metqbolism

con be found vio seorching for lhe OMIM<odes on OMlM.org (Online Mendelion lnheritonce in Mon)):

2M3HBA (3004381: 2-Methyl-3*rydroxybutyric ocidurio/ocidemio; 2MBG (6l0006): 2-Methylbutyrylglycinurio; 3MCC

!21O2OO; 2lO21Ol:3-Methylcrotonyl.CoA corboxylose deficiency (moy include moternol (mot} type}; 3MCC lmot): moternol }
Methylcrotonyl-CoA corboxylose deficiency; 3MGA (250950): 3-Methylglutoconic ocidurio/ocidemio type l; MDCD
(608643): Aromotic L-omino ocid decorboxylose deficiency; ADA-SCID (102200): Severe combined immunodeficiency due to

odenosine deominose deficiency;AGSI -AGS 8122575A;6lOI8l; 610329;610333; 612952;615010, 615846,619486,

6194871: AicordiGoutiöres Syndrome; AtD (3O0lOO): Xlinked Adrenoleukodyshophy; ARG (2OZ8O0): Argininemio; ASA

(2O79AO\: Argininosuccinic ocidemio; Bl2 def (mot): Bl2 deficiency (moternol); BIOPT (BS) (261640): Disorders of biopterin

defect in cofqclor biosynthesis; BIOPT (REG) (261630): Biopterin defect in cofoctor regenerotion; BIOT (253260): Biolinidose

deficiency; BKI (2032501: beteKetothiolose deficiency / 3oxothiolose deficiency; CACT (212138): Cornitineocylcornitine

tronslocose deficiency; Cbl A,B (251 100; 251 I l0): Methylmolonic ocidemio (cbl A, B disorders); Cbl C,D l2774OO;277410l.t
Methylmolonic ocidemio (Cbl C,D) / Methylmolonic ocidemio with homocystinurio (methylmolonylCoA mulose ond

homocysteine: MTHF methyltronsferose/ MMADHC protein); Cbl D vl 127741A1: Methylcobolomin deficiency lype cblDvl; Cbl

E 123627A1: Methylcobolomin deficiency type cblE; Cbl F 1277380): Methylmolonic ocidemio with homocystinurio, cblF type;

Cbl G (250940): Methylcobolomin deficiency type cblG; CIT I (215700): Citrullinemio type l; CIT ll (6058,l4): Citrullinemio

type ll; CPS (608307; 2373OOl: Corbomoyl phosphote synthetose deficiency; CPI lo (2551 20): Corniline polmitoyltronsferose

type lo deficiency; CPT ll (255110; 608836; 600649l: Cornitine polmitoylkonsferos€ typ6 ll deficiency; CUD (2,l2140):

Cornitine uptoke/tronsporl defect (moy include mqternol type); DDCH/CADDS (3OO4Z5): Contiguous ABCDI DXSl357E

deletion syndrome; DE RED (6160341: 2,4dienoyl-CoA reductose deficiency / dienoyl-CoA reductose deficiency coused by

mitochondriol NAD kinose 2 deficiency; ECHSID 161'62771: Shorrchoin enoyl{oA hydrotose deficiency; EE 16024731:

Ethylmolonic encepholopohy; EMPF l/EMPF 2 (614388;6170861: Peroxisomol fission defects / encepholopothy due to

defective mitochondriol ond peroxisomol fission; GAl .231670): Glutoric ocidemio lype I (moy include molernol type); GA I

(mott: Moternol glutoric ocidemio type l; GA 2 (2316801: Multiple ocyl4oA dehydrogenose (MAD) deficiency/ gluloric

ocidemio type ll; GACR (2588701: Gyrote ohophy of the choroids ond retino/ ornithine ominolronsferose deficiency; G,AMT

1612736]r: Guonidinoocetote mehylkonsferose deficiency/ cerebrol creoline deficiency syndrome 2; GNMT (606664): Glycine

N-rnethylhonsferose deficiency; GSD ll (2323001: Glycogen sloroge diseose ll / Pompe diseose; HCY (236200):

Homocystinurio (CBS); HADH (231530): Short choin 3iydroxylocyKoA dehydrogenose deficiency; HHH (238970):

Hyperornithinemio-hyperommonemiolomocilrullinurio syndrome; HIBCHD 125A620l 3-hydroxyisobutyryLCoA hydrolose

deficiency; HMG 1246450): 3-Hydroxy-3rnehylglutoric ocodurio; H-PHE (261600): (Benign) hyperphenyloloninemio;

HYRPROI/HP-l (239500): Hyperprolinemio type l; HYRPRO2/HP-I| (2395,l0): Hyperprolinemio type ll; IBG/IBDD (6112831:

lsobutyryl-CoA dehydrogenose deficiency / lsobutyrylglycinurio; IVA (243500): lsovoleric ocodemio; TCHAD (609016): Long-

choin [-3-hydroxy ocyl-CoA dehydrogenose deficiency; tYS (238200]: Hyperlysinemio; M/SCHAD (601609]: Medium/Sho*

choin L-3*rydroxy ocyl-Co dehydrogenose deficiency; MAI- (2483601: Molonic ocidurio/ocidemio; MCAD (2014501: Mediurn-

choin ocyl{oA dehydrogenose deficiency; MCD (253270}: Holocorboxylose synhetose/multiple corboxylose deficiency;

MCKAT (602199): Mediumchoin ketoocyl{oA dehydrogenose/thiolose deficiency; MET/MAT (250850; 613752;6066641:

Hypermethioninemio incl. Methionine odenosylhonsferose deficiency; MSUD (248600): Mople syrup urine diseose; MTHFR

(236250): Methylenetetrohydrofolole reductose deficiency; MUT (25,l000): Methylmolonic ocidemio; NAGS (2323101: N-

Acetylglutomote synlhose deficiency; NKHG {605899): Non ketotic hyperglycinemio (synonym: glycine encepholopo*ry, GCE);

OH-PRO (232000): Hydroxyprolinemio / 4trydroxy-lproline oxidose deficiency; OTC (300461;311250]: Ornihine

tronscorbomylose deficiency; PA/PROP (6060541: Propionic ocidemio; PC (2661 5O): Pyruvote corboxylose deficiency; PDHXD

1245348, 245349, 246900, 312170, 608782,6141 1l|: Pyruvote dehydrogenose complex deficiency, including pyruvote

dehydrogenose E2 deficiency. pyruvot€ dehydrogenose E3 deficiency, dihydrolipoomide dehydrogenose deficiency, pyruvole

dehydrogenose El-olpho deficiency, pyruvole dehydrogenose phosphotose deficiency, pyruvol€ dehydrogenose ElSeto

deficiency; PKU (261600): Clossic phenylketonurio; RDLKD (618863): Acyl-CoA Binding Domoin Contoining Protein 5

withretinol SAHH l SCAD
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l2Ol47Ol: Shortchoin ocyl-CoA dehydrogenose deficiency; SCD: Secondory corniline deficiencies (e.g., in orgonic ocidemios

ond fotty ocid oxidotion disorders!; SER (614023, 610992,601815, 256520,616038): Serine deficiency syndrome (incl.

Neu-Loxovo syndrome) coused by 3-phosphoglycerote dehydrogenose deficiency. 3phosphoserine phosphotose deficiency or

phosphoserine ominotronsferose deficiency; Single PED: Single Peroxisomol Enzyme Deficiencies, includes D$ifunctionol protein

(DBP) deficiency (261515) ond peroxisomol ocyl{oA oxidose (ACOXI) deficiency Q6aaTOl; SUCLA2 (603921}: Succinyl-

CoA synthetose deficiency; TCN2 (275350): Tronscobolomin ll deficiency; TFP (609015): Trifunctionol protein deficiency; Tyr

(trons) (ORPHA:3402): tronsienl Tyrosinemio; TYRI 1276700l: Tyrosinemio l'ype l; TYR ll l276600l: Tyrosinemio l'ype ll; WR lll

12767101: Tyrosinemio type lll; YAL l2771OOl: Volinemio; VLCAD (201475): Very longchoin ocyKoA dehydrogenose

deficiency; ZSIPBD-ZSS (214100; 214110; 614859; 614862; 614866; 6l4B7Q; 614872; 614876; 614882;614883;

614886): Zellweger syndrome / Peroxisome biogenesis disorders

Risk Closs C, os per EU Regulotion20lT/746, AnnexVlll, Rule 3m

GMDN Code
60444 "Newborn metobolic screen/congenitol disorder lVD, kit,

moss

Notified Body

TÜV Süd Product Service GmbH
Ridlerstroße 65,
80339 Munich, Germony

ldentificotion No. 0.l23

ity ossessment bqsed on o quolity monogement system

Conformity Assessment ond on ossessment of technicol documenlotion - Annex lX
Chopters I ond lll

Certificoles issued
EU Quolity monogement Syslem Certi{icote (IVDR)

No. Vl 2 0571 36 00] 5 RevOl

Declorotions
This EU declorolion o{ con{ormily is issued underthe sole responslbllity of the monufoclurer

The devices thot ore covered by the present declorotion ore in conformity with the ln-Vitro

Dioqnostic Medicol Devices Requlotion (2017 /7 46/EU) (IVDR)

Following Common Specificotions were considered os porl of determining device conformity with

the IVDR:

Not opplicoble os no Common Specificolions exist for the concerned device

Additionol informotion n/o

This EU declorotion of conformity is issued by

9, 6'n, 2025 Grö{elfing, November 06 'h,2025
Michoel Meier, Monoqinq Direclor Dr. Rol{ Fischer, PRRC

EU declorotion of conformity volid until November 05'h, 2030 Version: 2.0

ielefon: .49 89 18930-0

Telefox: .49 89 18930199

moilbox@rhromsystems.com

www.chromsystems.com
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lS0 9001 , 150 I 3485 (irrcludins M05AP)
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