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R0566MLBEN030L b(MdOIA00 3AHNBI@() I3
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“XXI  Loyggnbg oamg@gogdols @  59@™0dnby@o  ©oogogdgdobss..”  aobsibops
dbmgmomn  xsbes3gol m@asbobszool  jmbadglby 2g@dsbgmds  3g360g@3s
(30393568s. ymggmemogase by quem  dgdo  swsdosbo  Sgoogds
3O5396mbgdom, ooz ®mob Sbasgl  Jlmgoangdol  ©sbosbgds s Yglsdsdolio
306037 @-3s0m@maogdo  Lyg@smol  hodmygsmodgds.  SyGmodynbgdo  ©ssgo0g0gd0
bobosmegds m@a560bdol GmIgerodg Jbmgog(gd)ol dods®o  >y@msb@olbgyegdols
hodmygsgmodgdom.

hggbl dog@d dmFmpgdygmo ggMdsbymo 3mad3sbogdols Orgentec-obs o> Medipan-ols

30mEyJaos LOgmso godogh >9@modyby®o ©osgoEgdol ygges dods@mmnygmgdsl.
>0bodbymo IFoHIMgdemgdols sJ@ogmdsl Logydgmsw 9oggh ©®ds 39:360g@mo s
30bogg@o  sbogmobo, @53  LoTgomgdsl  Sdmrggl ol obg@pgmlb  sbogmo o

3o0993xmgbml 9339 >ALgdYmo ©0sabmLE0393g00.

hggbo dobobos dmyofmpmm  0bgm@Iszos  gg@Mdsbymmo  3md3sbogdol:  Orgentec-ols,
Medipan-obs > GA Generic Assays-ol 80g® (o®dmgdgemo Lowosgbmbogm @gLd-
LobEgdgdol LgHmmmaoy® osabmb@ozsdo gsdmygbgdol go@mm Yglsdergdenmdols
Ygbobgd. 0Jzgh agdemggom LoTgogmgds 989G ML gsdmoygbmo dowgdagemo (30m©bs
>  E3bghamm  gobmglbo  @sdmGsBmAoygmo  jganggol  LoTgogmgdgdo  mJggbls
Lo3g0bm ©sFglgd e gdgddo.

30by@g9dm (o@ds@gdgdb.
358 030L3gd0m,

3.3.L. “oMolgl” omgj@mo
359935 ©5gomsTgoeo



33303 MR(MBN0S

30y JGol
Eslobgangds

3503960 303600M3as@oby
(boosabmbGogm Ggbd-LolGgads)

boosabmbi@ogm
d6093bge0mds

ORG538 — ANA Screen

8 56303960 ©sGsbogmos ghm Yrdgredo: RNP-
70, RNP/Sm Sm, SS-A (Ro52 Ro060), SS-B (La), ,
Scl-70, Centromere B, Jo-1

39§™039699M0 5350930l SALIMIS;
9563gmgono 3sbygbol Fgdnbgggsdo
3°053M00 57BM0d769M0 ©ssgsgdol
9564mxs Jggdmgdgmos.
3F>63mgdgara: Orgentec, a9@dobos

ORG600 — ANA Detect

26 56@0pgbo o@Sbomos ghm Px@gdo: SS-A 52 (Ro52),
SS-A 60 (Ro60), SS-B (La), RNP/Sm, RNP-70, RNP-A, RNP-C,
Sm-BB’, Sm-D, Sm-E, Sm-F, Sm-G, Scl-70, Jo-1, dsDNA,
ssDNA, polynucleosomes, mononucleosomes, Histone Complex,
Histones H1, H2A, H2B, H3, H4, PM-Scl-100, Centromere B

>9B™0dybydo osgsEgdols
Y9500 >ALgomds
AFs@dmgdgaro: Orgentec, a9@dsbos

ORG710-08/710-16
ANA -9 Line

03996mda@mm@0byols dgnmeo, Ygbsdagdgmos 9 56@0ygbols
©09%9636(305305/65bgg@sEMM©IbMdMngo gobbsbmgms:
SS-A 52 (Ro52), SS-A 60 (R060), SS-B (La), RNP/Sm, Sm, Scl-
70, Jo-1, Centromere B, Rib-P

306460300 356 3ghol EsEygbols
boTgomgds; aodmoygbgds Ly@Mmobobyymo
03> HabBeL Ygdrgy Logghbaogme
©0536mbGogobmgol IFsGIMgdgemo:
Orgentec, 9635605

ORG539 - ANA combi

8 56§0g960 EsGbomos g@MmBsbgmols dodwggzPmdon 12
bE@a3by: RNP-70, RNP/Sm , Sm, SS-A (Ro60, Ro52), SS-B
(La), Scl-70, Centromere B, Jo-1

306460300 356 3ghol sEygbols
LoTgoangds; ao3moygbgds Lg@Mobobygemo
08> Habol Fgdrgy rogahgboamze
©0536mbGogobmgol

A7 s@dmgdgaro: Orgentec, a9@dsbos

ORG604:
Anti-dsDNA IgG;
Anti-dsDNA IgM;
Anti-dsDNA IgA;
Anti-ds DNA Screen

Anti — ds DNA
in accordance WHO Wo/80 reference

Lobdgdg@o Fomgmo gena@sh
Bopomidgaegogto (>99%) dségg@o.
0d@ggs 535 Jgd0l oMol
356Lobgiol LyBygomgdsls

A7 s@dmgdgaro: Orgentec, 39@dobos

ORGS10 - Anti-Sm

Sm proteins

Lobdgdg@o Fomgmo gena@sb
Jo@omlidgiogogto (99%) doé jg@o
AFs@dmgdgaro: Orgentec, a9@dsbos

ORG528 -
Anti-Nucleosome

Nucleosomes (Human)_

Lobdgdg@o Fomgmo ganyg@st >J§ogco
Rdbol Jsmsmlidgiogogto (100%)

o4 3gdo

AFs@dmgdgaro: Orgentec, a9@dsbos

ORG590 — Dnase Activity

Specific DNase substrate

Lobdgdg@o Fomgmo gena@sh
SpMggmo 3@ g@o. asdmoyggbgds
3mbogmdobyobols dobbom

3756 3mgdgara: Orgentec, a9@dobos

ORGS507 - Anti Histone

Total histones (H1, H2A, H2B, H3, H4)

{o9molidog@o denag@sl s ggdo.
694m3gbpodgdamos g58mygbgdam
0J65b dsDNA s Sm— §gbdgdmsb
JOHNSE

AFs@dmgdgaro: Orgentec, a9@dsbos

ORG605 — Anti — ssDNA

ssDNA (recombainant)

o0molidog@o Jaamg@sbs s bobHgdydo
Fomgemo Baemagdol LogogghgbiosEom
354 3gdo

A7 s@dmgdgaro: Orgentec, a9@dsbos

ORGS09 - Anti-SS-B

SS -B (La)

6gmbs@omgdo Famagdsl - b3gzogeg@o
3>k 39®0 (70%)

b9349356g9@0 e a@st bigizogogdo
3ok 3g@0 (80%)
AFs@dmgdgaro: Orgentec, a9@dsbos

ORGS08 — Anti-SS-A

SS - A all proteins (Ro)

Vog®gbol Lobp®mdols ©s Loldgdy@o
Foomgao Fpmadsl doéjgdo
A7 s@dmgdgaro: Orgentec, a9@dsbos

ORG652 — Anti — SS-A 52

SS-A 52 (Ro52)

Voa@gbol Lobp®mdols s> Loldgdy@o
Foomgao Fpmydsl doéjgdo
A7 s@dmgdgaro: Orgentec, a9@dsbos

ORG660 — Anti — SS-A 60

SS-A 60 (Ro60)

VoaMgbol Lobp®mdols @ Loldgdy@o
Foomgao Fpmydsl doéjgdo
A7 s@dmgdgaro: Orgentec, a9@dsbos

ORG642- Anti-alpha-
Fodrin IgG/IgA

Alpha - Fodrin (Human)

Fom3moagbl sedgnm do@ g@ls
Lobdgdg@o Fomgamo Jaanyg@sls,
Vog®gbol Lobp®mdols ©s
©33358moEgmo sHn@GoGol
©0536mbG0Agdolsmgol

3756 3mgdgara: Orgentec, a9@dobos

ORG549- Anti-Clq

Cl1lq (Human)

930058gboe Loldgdg@mo Fomgmo
@@l gommnygmgdgdol:

30303md3a 9396Go@ o GBS 0G0 Ym0
3oLgamoddo Lobp@mdol (HUVS)
Jopomlidgzogoygto (100%) o6 39@o;
3935056m3@maogghs0gmo

3 m3gHgmmbggd@odol (MPGN)
b3goggmo do@gg@o (88%)

bobbaTo hbrgds ao30mgdon s@Y
30Mg 6gxdodol gmobogy@o by@smno
3756 3mgdgara: Orgentec, a9@dobos




30mEyJGol
Eslobgangds

3503900 dozHm3ms@oby
(boosabmbdogm Ggb@-LolGgads)

Lawosgbmb@ogm
96093bge0mds

ORGS11 - Anti-RNP/Sm

RNP/Sm Complex

Sharp bobp@m3obs ©s Ig@Hgnmo
Ygdoghmgdge Jlmgoanmgsbo
©odgorgdol dséyg@o (MCDT)
3F>6dmgdgara: Orgentec, a9®dobos

ORG632 — Anti-RNP-70

RNP-70 protein (human recombinant)

Yg@ggemo Yglogtmgdga Jumgoarmgsbo
©o5gorgb0L 353960 100%-To.
956408000 Babdo asdm@moigbagl
MCDT- U s6Glgomdsl

A7 s@dmgdgaro: Orgentec, a9@dsbos

ORG633-
Anti-Centrome B

Centrome B (Human recombaint)

CREST Lobp®mdobs ©
3GmyAglo®gdoeo Lol gdy@o
bgmgtmegddool 356 39@0;

5J3b 3Amabmbymo 360Tgbgemds
3F>6dmgdgara: Orgentec, a9@dobos

ORGS512 - Anti-Scl-70

Scl-70 protein (DNA Topoisomerase I)

3Gmy@glo®gdseo bobFgdgdo
bmgthmpgtdool dsmembigiogoy@o
(100%) 35639690

3756 dmgdgara: Orgentec, a9@dobos

ORGS513 - Anti Jo -1

tRNAPMS _ Synthetase (Jo-1)_

0©0M35007M0 dombo@ols
Fo@omlidgiogogo (100%) do@jg@o
3F563mgdgara: Orgentec, a9@dobos

ORG548 — Anti MCV

Mutated citrullinated Vimentin
(native protein, human)

©33358moEgmo sHn@GoGol
Bo@omlidgiogogo (97%) dséjg@o
AFs@dmgdgaro: Orgentec, a9@dsbos

ORG601 — Anti CCP hs

Cyclic Citrullinated Vimentin Peptide

©33358moEgmo sHn@GoGol
Bo@omlidgiogogo (92%) doé jg@o
A7 s@dmgdgaro: Orgentec, a9@dobos

3860 — Anti CCP hs

Cyclic Citrullinated Vimentin Peptide

©33358mopgmo >GHn@oGol
Jo@omlidgiogogo (97%) dséjg@o
A7 s@dmgdgero: Medipan, 3 963560

ORG522:

Rheumatoid Factor IgG
Rheumatoid Factor IgM
Rheumatoid Factor IgA
Rheumatoid Factor Screening

Fc fragments (human)

633358moEgmo sHn@oGol dod gdo.
0d@ 93> 3535 Jgd0L oMol
356Labeg@ol LoTygomgasl
3F>63mgdgara: Orgentec, a9@dsbos

ORG506 — ENAScreen

6 Lbgopolbgs 5680360 ©os@sbogmos mommgym
RO Bo:
SS-A (Ro), SS-B (La), Sm, RNP/Sm, Scl-
70, Jo-1

b3M0bobygamo: SEsLEYMIEL gohm-g@mo
553503450l 5Aligomasl Jgdwgao
350MEmy0980056: Loldgdnco Fomgamo
@@, Jsg@gbol Lobp®mdo,
3m@odombo@o/eghds@mdombogo ©s
3Gmy@glodgdseo bobGgdgdo
bmgthmegthdos

3F>63mgdgara: Orgentec, a9@dobos

ORG544 - ENA-4-Profile

4 bbgosbbgs ggtols 56§0gagbo @s@sbogos g@mdsbgmols
303pggMmdom 24 LEA3by:

SS-A (Ro), SS-B (La), Sm, RNP/Sm

bobdgdg®o Fomgmo Iemgdsls,
Vog®gbol Lobp®mdols s> Tg@gymo
Y3959 mgdgen Jlmgoanmgsbo
30350400l ©LoGIHIbG0Yo
©05a6mboblmgol

A7 s@dmgdgaro: Orgentec, a9@dsbos

ORG544 - ENA-6-Profile

6 Lbgowslbgs sbBoggbo @s@sbognos g@mdsbgmal
30dpggtmdom 16 LEA03by:

SS-A (Ro), SS-B (La), Sm, RNP/Sm, Scl-
70, Jo-1

Lobdgdg@o Fomgamo Jaamag@sls,
Vog™gbol Lobp®mdol,

3m@odombo@o/egthdsGmdomboGols ©s
3Gmy@glo®gdseo bobFgdgmo
bgmgtmeghdool ©oggMgbizogmo
©05abmboblmgol

3F>63mgdgana: Orgentec, a9@dobos

ORG514 - ENAcombi

6 Lbgopslbgs s6@0ggbo s@Gsbomos g@mIsbgmols
30dpggtmdon 12 LE@03by:

SS-A (Ro), SS-B (La), Sm, RNP/Sm, Scl-
70, Jo-1

Ygodangds 35dmygbgdye ogbst 12
bbgopolbgs 3530960 g Loldgdn@o
Foomgaro Fama@sl, og@gbols
bobg®mdol,
3m@odombo@o/egthdsGmdomboGolbs ©s
3Gmy@glo®gdseo bobFgdgdo
bgemg®meEgddool oggmgbizoygmo
©0536mbGoobmgol

3F>63mgdgara: Orgentec, a9@dobos

ORG711 — Nucleo-9 Line

03996m3am@0baol 3gnmwo, Ygbsdamgdgmos 9 sbGoggbols
©0890396(305(305/65bggMoEMsMmEIbMdMago 3obbsbmgms:
dsDNA, nucleosomes, SS-A (Ro), SS-B (La), Sm, RNP/Sm, Scl-
70, Jo-1, Centromere B

30646300 356390l sEygbols
LoBgoangds; 2o9moygbgds Lg@Mobobygemo
08> Babiob Fdrgy R0gIGIbEegRo
©053bmbGojobmgols

AFs@dmgdgaro: Orgentec, a9@dsbos




MMM DO KRS
S6B(0 BMLBMRO30KIGO LOKM™MI3(

30myJGol 3503960 30360M3a@s@oby boosabmb@ogm
slobgangds (bowosabmb@ogm Ggbd-LolGgds) d60dgbgenmds
353m0yYgbgds 5bGogmlgmemodowydo
R . . bobE®mdol ©osxbmlGogzologols (APS).
Cardiolipin, Phosphatidylserine, Fmorxoals L3n0n0n® 9ot .andl
ORG529 Phosphatidylinositol, Phosphatidic Acid oo g JBgRs DA0G0B0AT B0

Anti-Phospholipid Screen

cofactor: B2-Glycoprotein I

JOOEAMYmS©.
A7 s@dmgdgaro: Orgentec, a9@dsbos

ORGS521
Anti — B2-Glycoprotein I
IgG/IgM; IgA; Screen

B2-Glycoprotein I (82-GPI)

odanggs IgG, IgM, IgA > 53960
56@olbgyemgdols aoblsbemg@ols
boTgomgdol. domog L3gzogegdos APS
Lobp@mdol ©osabmldogologol

3> 3mgdgara: Orgentec, a9@dobos

ORG515
Anti-Cardiolipin IgG/IgM;
IgA; Screen

Cardiolipin (cofactor: B2-Glycoprotein I)

0dgnggs IgG, IgM, IgA @ x5890
3b@obbgnagdol ao6Lobemg@aol

by Fgomgdsl. godmoyggbgds APS Lobp@mdol
©0536mbGogobmgol

3F>6dmgdgara: Orgentec, a9@dobos

ORG643

353m0Ygbgds Jo@ggmospo ©s Jgmso APS
Lobp@mdol ©osabmldogologol

Anti-Annexin V IgG/IgM Annexin V 3F>63mgdgamo: Orgentec, pghds6os
ORG537 o
Anti-Phosphatidic Acid Phosphatidic Acid Befmogghads APS bobrérdol

©0536mbGoobmgol

IgG/IgM (cofactor: B2-Glycoprotein I) 3>GAmgdgemo: Orgentec, p96G3s600
ORGS536 . . . >3moyggbgds APS Lobp@mdols
Anti - Phosphatidyl Phosphatidylinositol gooasifbgwbmaob R

Inositol IgG/IgM (cofactor: B2-Glycoprotein I) 3Po@dmgdgemo: Orgentec, 396435605
ORGS535

Anti-Phosphatidyl Serine
IgG/IgM

Phosphatidylserine
(cofactor: B2-Glycoprotein I)

353m0y4g6gd> APS Lobp@m3ol
©053bmbGojobmgols
A7 s@dmgdgero: Orgentec, 39@dsbos

ORG541
Anti-Prothrombin
IgG/IgM; IgA; Screen

Prothrombin

odnggs IgG, IgM, IgA > %5390
56@olbgyemgdols aoblsbemg@als
baBgoangdol. 3>3moaygbgds APS Lobp@mdols
©053bmbGojobmgol, 35906 GmEgls
56@0goGEommodoy@o sbGobbgymgdol

©3Badc0> 3at by@bogds
3Fo6dmgdgara: Orgentec, a9@dobos

5 Lbgopobbgs 56@0ggbo @sGsbogos gHmdsbgmols
303pggtmdom 12 LEH3by
Cardiolipin, Phosphatidylserine,

Ygodmgds 258mygbgdam odbst 12
bbgorslbgs 3530960 by 56Golbggmgdols
©09896036305300Lsmgols APS Lobe@mdols

ORGSS5 Phosphatidylinositol, Phosphatidic Acid, 32- ©GOb

Thrombo/Combo IgG/IgM Glycoprotein 1 7 >63mgdgamo: Orgentec, pghds6os
bgMobobygemo gbd-LobHgds
39§™0d9bg@o gsbzgmodgdol

ORG589 ©0536mbGoobmgol

ANCA Screen Proteinase 3 (PR3), Myeloperoxidaze (MPO) IFo@mImgdgamo: Orgentec, 3 96hdsbos
3036mb3m3gmo 3mmosbyodgdols
b3g30809G0 5@ 39M05, HMmols MEgbmds
3095305705 535930l 5JGogmdsbmsb

ORG519 ©5 >3pgbse 253moygbgds

Anti-MPO (pANCA)

Myeloperoxidaze (MPO)

3mbogmaobyologol
AFs@dmgdgaro: Orgentec, a9@dsbos

3936960L a@sb@mmdsGmbols

ORGS18/618 oot et
. — 33@dbmdgmmds — 96%,
Anti-PR3 (cANCA) 13gGonogEMds — 99%
Anti-PR3 hs Proteinase 3 (human) 3Fo68mgdgaro: Orgentec, 39635605
5 Lbgopobbgs 56@oggbo @oGsbogos gomdsbgmols Faodanad 999693 6ol 12
godsmgds 3o3mygbgdgee ofbs
303rggemdon 12 bHGHodby Lbgopalbgs 3530968y s6@0bb 3ol
. . 3oRILBFS 3530700 ©J JIRY
ORG530 Proteinase 3 (PR3), Myeloperoxidaze (MPO), 0596 96(305300b50g0l  SmE@0dn6HGO
. Bactericidal Permeability-increasing Protein(BPI), 3obggmo@gdol EAML
ANCA combi Elastase, Cathepsin G, Lysozyme, Lactoferrin IFo@mImgdgamo: Orgentec, 3 9hdsbos
6460300 oM 3gol sEygbols
03996m3amm@obyols dgmmeo, Fgbsdmgdgmos 3 ¢%24%9
26@03g60L ©0xgMgb3es305/b5bgMsR@sMEIbmd@ago boBgomgde; 3d8moggbgds Lgthobobygemo
sBlabgéo: Proteinase 3 (PR3) 080 Bavdob Badlegy roBadabeoaee
300 bRgOe: ’ ©0536mbGoobmgol >7@™0dnbaco
ORG789 Myeloperoxidaze (MPO), glomerual Basement | 4., jnmoggool ool
ANCA-3-Line Membrane (GBM) AFs@dmgdgaro: Orgentec, a9@dsbos
b3g30g0g60s 30LGGYM0 BodHmbols,
6oFamaggdol Jembogaamo sbmgdomo
3Gm39Lgd0L, 350 Bm@ol BHm™bols
©55309%0Ls> ©s Fymymmgsbo jmanodgdols
ORGS523 Bactericidal Permeability-increasing Protein (BPI) PAmb
Anti-BPI human 3Fo68mgdgamo: Orgentec, 39635605




30mEyJgol 3503900 dozHm3ms@oby Lawosgbml@ogm
EsLobgangds (bowosabmbdogm Ggbd-LolGgds) | 3609gbgenmds
358m0y4gbgds 59§madyby@o gsbyagmoGgdol
©0536mbG0obmgol 35B0b, AmEglsi SbGo-
ORGS25 MPO 564050005, bogmean pANCA

Anti-Cathepsin G

Cathepsin G

©5040000
3F>6dmgdgara: Orgentec, a9@dsbos

ORG524
Anti-Elastase

Elastase

358m0ygbgds boFansggdol Jombogymo
sbmgdomo 3Am3glgdols s Sg@modgbymo
3935800 3gd0b ©osabmbEogzologols 3530b,
Goegbsa 5600-MPO gs@gmgomoes, bomm
PANCA pospgdomos

3F>6dmgdgara: Orgentec, a9@dsbos

3°3m0Yg6gds 3353 gMol LobeAmdols
©0536mbGoobmgol, HMIgmlsg
Sbolinsmgdls yemgdhgmmbyg@odobs ©s

ORG550 gogm@golidogho 3g8m@sgools LoddGmdgdo

Anti-GBM NC1 a-3 (IV) (“Goodpasture antigen”) 37 o68mgdgano: Orgentec, 29435605
©30930005 Gg30>5GMoE Ym0

ORG526 3oLgamodgdobs s Yoamgbol Lobp@mdol

Anti-Lysozyme

Lysozyme (human)

©OHMb
A7 s@dmgdgaro: Orgentec, a9@dsbos

S6B0BMLBMKRN30RIAH(N LOKHMINL LIGMRMAINIG0 ROSB6MLBO30L

3003 IM0)'J3IS60

ORGS529 - Anti-Phospholipid Screen

Cardiolipin, Phosphatidylserine, Phosphatidylinositol, Phosphatidic Acid, cofactor: B2-Glycoprotein I

y

A4

Positive

ORGS515 Anti-Cardiolipin IgG/IgM

Cardiolipin (cofactor: B2-Glycoprotein I)

y

\ 4

Negative

Positive

y \ 4

Anti-Prothrombin
Anti-Annexin

Anti - 52-Glycoprotein I IgG/IgM
Anti — B2-Glycoprotein I IgA
Anti-Cardiolipin IgA
Anti-Phosphatidyl Serine IgG/IgM
Anti-Phosphatidic Acid IgG/IgM
Anti - Phosphatidyl Inositol IgG/IgM

After six weeks

l

Repeat Anti-Cardiolipin IgG/IgM

Negative

v

Positive

A 4

Positive

BML3MRO30KXIMO LO6KAH™M30




S6BNBMLBMKRN30RIA() LOGRKHMIOL RNSIEMLBO30L SISO 06(M35GNIM0)
LOPISRIdS

Anti-Phospholipid 10 Dot - 5012 - 20 tests DOT EIA

Aabd  LobFgds Fo@dmoagbl  LE®O3L, MIgbgps3  s@sbogos  SbGo -
gmbgmemodoey®o Lobp@mdobogol L3gizogogmo 10 36 z9@0:

- Anti-Cardiolipin

- Anti-2-GP1

- Phosphatidylinositol

- Phosphatidylserine

- Phosphatidylcholine

- Phosphatidylethanolamine
- Phosphatidylglycerol

- Phosphatidic acid

- Annexin V

- Prothrombin

30m9]Go 9bogoma@os 03pgbse, M33gbses 0dmggs LasTyPsmgdsl godmsgmobmls
3b@ogmbgmaodopyg®o Lobpdmdol bgdmon >@bodbygmo s@odgHhondol (sergm@omdol)

3G5]Hogamor 43ams 3@ 396o.

359mboggeggo dobogms: b [GRYT)

sbogmobol g gao: 0golmdmogo, segogo s LY®sgo (30/15/10 o)
300 3gMgd0: IgG o IgM g@mmdeogo bg@obobyo

bbgs 93065 gbmdsbo: 5@ Loko®mgdl LEsbps@G e IOl

©5@5bogos o©gdomo jmbGHmano s cut-off
3Mb@OmEo Ygogagdol 0b@gm3dg@szoolsmgols

37 >®3dmgdgamo: GA Generic Assays, 39®d560s



0OLBAHMIGBIGMR(MB0S

30y JGol 3503960 30360M3a@s@oby boosabmb@ogm
sbiob ) LoosabmbGogm Ggbd-Lolgds 96093bge0mds
Q IJ ROSH d d d 329
353m0Ygbgds Jo@ggmspo dogos@yymo
ORG3516 30OmMbol ©oszbmlEgLmgols
AMA-M2 M2 Proteins 7 o®dmgdgema: Orgentec, 39h3sbos
3m0yggbgds 3MMbol @osgs@gdols ©s
Mannan 320M0ggogos g RO535Q] Q
.. . g gmmgsbo gmeogols
ORG 545 Mannose-containing posphopeptide in the cell Q?,m?ﬁasgom‘f, Qogsmbéo Jobogol
ASCA IgG/IgA membrane of Saccharomyces cerevisiae 37 o6mgdgano: Orgentec, 2943560s
0376m3@m@0bgol dgnmmo, Ygbodagdgmos 5 %’;g);gi%i%odﬁgg’):&fﬁbibggi:ﬁ;obo
36B0ggbols ©0xgMgb305305/65bggMopMom©gbmd@mago ©> 336BoGombemo oﬁaéoob
ORG740 3o6bsbmges: Intrinsic Factor, Parietal Cell

Gastro-5-Line

Antigen, tTG, Mannan, Gliadin

©099696(3090 ©oszbmbGoobmgol
3756 3mgdgara: Orgentec, a9@dobos

ORG721
Liver-9-Line

0396mdamm@0byols dgnmeo, Ygbsdagdgmos 9
36B0g 960l ©0xgMgb305305/65bggMopMom©gbmdMmago
as6bsbmges: M2 (PDC-E2, BCOADC-E2, OGDC-
E2), Sp100, gp210, SLA/LP, LKM-1, LC-1, F-
actin, desmin, myosin

353m0yYgbgds >9§madgbymo

393580 gdobs s> 30Mggmswo
Sdogmostgmo 3oAmbol ogg@gbizogmo
©0536mbGogobmgol wgodmols Lbgs
©55350g5gd0lgo6

AFs@dmgdgaro: Orgentec, 39@dsbos

3900
Anti-ASGPR

Asialoglycoprotein Receptor (ASGPR)

ASGPR {563mopp96 @godanol
b3g30g0g@ 3gddMsbym @y393@maL,
HmIgmo3 oM 3g3gnm Gmml SLiGygmgdl
3 03m3AHMEBJobgdol g9bmzodMmbdo
Lobbanowsh. @ogdomos g30csGglbow
593m0dgbg@o 3g35§0dol Hmb (76%)
3F503mgdgmo: GA Generic Assays,
39%3560>

4053
Anti-LKM-1

Cytochrome P450 IID6

Anti-LKM-1 (Liver Kidney Microsomal
Antigen) 13gi30g809@0s II Godol
39§™0d96g@o 3335800l Hmb.
37543mgdgara: GA Generic Assays,
39%d56o>

4054
Anti - LC1

Formiminotransferase - cyclodeaminase

Anti-LC-1 (Anti formiminotransferase —
cyclodeaminase 56@olbgyangdo).

mgodmol gxdgegdol 0@mMLemm o

SO bgdgmo 58 kDa dg@sdmanygto g6bbodo
formiminotransferase — cyclodeaminase
Fo@3mopa gL 56@0ggbl. L3gzoxz0gdes 11
B030b >9@Mdgbydo 3335800l Hmb.
375@3mgdgara: GA Generic Assays,
39%d560>

3141
Anti-SLA/LP

Soluble liver antigen / Pancreas antigen

SLA (soluble liver antigen) o> LP (pancreas
antigen) b3gizogog@os I Godol
59§™0d96g@o 333580HlL ©AH™L
3F503mgdgmo: GA Generic Assays,
39635600

84048/84096
ASMA TFA

Rat stomach

ASMA (anti-smooth muscle antibodies)
356Labegds sS@s30MmEs3n@o
0396mgmam@glzgbaeol dgnmeon.
b3gi308096G0s S9@™0dybyto
393580 gdol amb, 353@8 sbggy
Ygodmgds ogml ws@gdomo Loldgdydo
Fomgemo Baeagdsl, 06ggizondo
30bmby e gmbol, d3g@eobs ©s
bogggdibol god306mdobs s
39abmdols EA™L.

3F503mgdgmo: GA Generic Assays,
39%3560>




00AIMORKIRO Rd5S35R3IBIS(

30myJ@ol
slobgangds

3503960 30360m3a@s@oby
(bowosabmb@ogm Ggbd-LolGgds)

boosabmb@ogm
d60dgbgenmds

ORGS502
Anti-Tg

Thyroglobulin (human)

353m0yYgbgds >9Gmadgbymo
00GJMoE0Ggool osabml@ozobogol.
Bopmslidgzexog@os 35T0dm@mb hoygol
©OHMb.

3F>63mgdgara: Orgentec, a9@dobos

ORGS503
Anti-TPO

Thyroid Peroxidase (human)

35300y4gbgds 59§madgbydo
00GgMoEodgool osabmb@ozobogol.
Bomomidgegogmos atgogol
©55g50 g0l EHmb

A7 s@dmgdgaro: Orgentec, a9@dobos

ORGSTG
Thyroglobulin

Thyroglobulin antibodies (polyclonal, rabbit)

358m0Yg6gds d03g@momgmogobdols,
®0GHmoEodobs ©> nodmomo
350306m3ob ©oszbmlG0gologol.
Fot8mopagbl BT — Lbgobgog@ogools
SEBgMbsGoga s@s0bgsboy® dgnmeb
®0AHMoEYmo 35 306mB0l
3mbogmdobyologols

A7 s@dmgdgaro: Orgentec, a9@dsbos

4003
Medizym® T.R.A.

TSH receptor (mouse) AB, EU Patent EP1021721

359m0y4gbgds a@gogol @osgegdol
©0536mbG0gobs s 33@bsgnmdols
3mbogmdobyologols

A7 s@dmgdgero: Medipan, 3 963560

I 3030 R0S3IBO

3503960l Eslobgangds

5630396900 d036OM3m5E>bY
(LowosabLB M BglB-Lolidgds)

Lawosgbmb@ogm
96093bge0mds

3802
Medizym® anti-GAD

Human recombinant GADses

I §030b ©osdgHol Sp@gamo 3@ ggdo.
Fbpgds 3MgE0sdgfn® B>bsT0
A7 s@dmgdgero: Medipan, 3 963560

3803
Medizym® anti-IA2

Human recombinant IA2 (Protein Tyrosine
Phosphatase 1A2)

Fbgds I §odob ©0s3gHol 3Mgw05398 @
B3b5T0. Jomo 5@GLGIMIS EasgeEgdol

LY oog 563005609351 3GmMabmbomgdls
A7 s@dmgdgero: Medipan, 3 963560

I §030b ©osdgHol 3ocggemo o6 3gco
(59@™36@0bbygmgdo msbyg@d3sbols

3804 QR OJgdol Jods®m)

Medizym® ICAscreen IC-autoantigens 7 o®dmgdgemo: Medipan, 3 g6h3s60>
0bbyaobol 803 S6GoLbggmgdo
@by gthdstols 96dgmgdols Ibs@e

3806 59@mR>b0sbgdsbg doygmongdl

Medizym® TAA

Human recombinant insulin

3F568mgdgemo: Medipan, gg@dsbos




