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Evdedeiypyévn xpnon

AESKULISA PM-Scl civai pia Evfupoavoooloyikfy péBodog oTepeng GAONG HPE AVAOUVOUAOUEVO
avBpwTivo 100 kDa PM-Scl yia Tov TTOOOTIKO Kal TTOIOTIKO TTPOCdIoPIoUS avTIowPAaTwy évavtl 100
kDa PM-Scl aTov avBpwTrivo opd.

H dokiyacia e§utrnpeTei oTn didyvwon Twv JIKTWY TTaBAcEwWVY Tou oUuVvOETIKOU 10TOU (mixed connective
tissue diseases, MCTD).

KAIVIKR epapupoyR Kal apXéG TG HEBOOoU

To avTmiyévo Tng TToAupuoaciTidag/ okAnpodepuiag (PM-Scl) repiypdenke apxikd amd Toug Reichlin kai
Mathioli To 1976. Ta PM-Scl avricwpata gival duvartd va aveBpeBolv ae opoug aoBevwv TTAGKOVTEG
atré ouvdpopo eMKAAUYNG TTOAUPUOGITIOaG — okAnpodepuiag (PM-Scl).

Ta duo kupia avtiydva PM-Scl gival mpwreiveg Twv 100 kDa kai 75 kDa, kai opiouv Ta PM-Scl 100 kai
PM-Scl 75, avriotoixa. O1 mrepioodtepol avti-PM/Scl Betikoi opoi avmidpouv pe tnv 100 kDa —
TPWTEIVN, eVW KATTOIEG avayvwpifouv kal Tnv 75 kDa mTpwrTeivn.

Ta avtiyéva PM-Scl 75 ka1 PM-Scl 100 cival TuApa evog TTOAUTTpWTEIVIKOU Hopiou, To oTToio opileTal
Kal wg PM-Scl (GAAoTte PM-1). H kuTTapikr Aeiroupyia oAdkAnpou Tou popiou PM-Scl Atav yia peydio
XPOVIKO dI0TNUa £va diviyla.

Mpoéoparta, amodeixTnke 6Tl TO cUUTTAOKO PM/Scl oxeTieTal ye TV eEwowpikn CUuN (yeast exosome),
éva oUPTTAEYUO PE AsiToupyieg o€ TTOAAEG BlapopeTIKEG TTaBoydvouG 0d0UG, Ol OTToIEG OXETICOVTAl OAEG
pe Tn diaotracn Tou RNA, o6mmwg eival n avactpo@ry Tou mMRNA, n eme€epyaaia Tou rRNA kai n
Bioyévean Tou sn(0)RNA.

ApXég TnG doKipyaoiag

Ta diaAupéva 1:101 deiypaTa opou eTwALOVTAl OTIG MIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKOAUMMEVEG
ME TO €I10IKO avTiyovo. Katd Tn SIGPKEIQ TNG €TTWwaong ouvdEovTtal Ta €1I0IKA AVTICWHATA ATTO TOV
opo Twv acBevwy, €dv autd uTTdpxouv, PE TO AVTIYOVO TTOU PPIiOKETAl OTNV TTAGKQ, TA Wn
ouvdeuEva aToixeia Tou opoU aTTopakpUvovTal aTo €TTOUEVO BAua TTAUCNG. 'ETreita TrpogBéTovTal
avTI-avOPWTTIVEG AVOCGOOQAIPIVEG, 01 OTToIEG €ival oUleuypéveg Pe uTTEPOEEIdAon atmd paavida
(o0Ceuypa). Kard 1n Oidpkeia piag €mwacng, 1o ouleuypa (CULEUYHEVEG AVOTOOQPAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO avTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUZEUYUEVEG
avoo0o@aIPiVEG ATTOPNAKPUVOVTAl OTO €TTOPEVO BN TTAUONG. H diatmioTwon Twv ouvOeuévwv
QAVTICWUATWY TTPAYUATOTTOIEITAl HE EVCUPOTIKN) XPWOTIKA avtidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlahupévo o&U (aAhayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo eEaptdtal amd Tnv TTo00TNTA OouleUyPaTog TTOU BpioKeTal
ouvdedepévn PUE TO OUUTTAOKO avTIyOVOU-avTICWHATOG KAl €TO1 €ival avAAOyog TTPOG TNV apXIKh
OUYKEVTPWOTN TWV QVTIOTOIXWV AVTICWUATWY 0To deiyua aoBevoug.
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ZUOCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAI IMPIN ANO TH XPHZH

2T0IXEI0 MooomTa SETET i).’i(l‘()x()\hllij:m Mepiypaen / MNepiexopevo
KOTTaKIoU oc
S5TAGOIa CUYKEVTPWON
PuBpioTik6 didAupa delypdrwv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1x 20mi Aevxo Kitpivo opou (BSA), ogeidio Tou varpiou < 0,1%
(ouvinpnTmKo)
s . . 501AGoIa ouyKEVTpWON
fs%?(‘;'m'm OGAUpaTAGONG 4 % 20mI | Aeuko Mpdovo | Tris, NaCl, Tween 20, o€idio Tou vatpiou < 0,1%
(ouvinpnTmko)
ETOIMA A XPHZH
Xpwua Xpwua
2T0IXEiO MocomTa Kamakio  dlaAUpar  Mepiypar / MNepiexouevo
V] o¢
. . " . . AvOpwTTivo¢ 0pO¢ (diaAupévoc), aABoupivn Bogiou
ApVITIKOC 0p6C eAEYXOU 1x1,5mi Npdowo | Alauyéc opou (BSA), ogeidio Tou varpiou < 0,1% (ouvinpnTiko)
. . . . . AvBpwrrivog opog (diaAupévog), aABoupivn Bogiou
GemKoC 0pog EAEYXOU 1 x1,5mi Kokkwvo | Kitp vo opou (BSA), ogeidio Tou varpiou < 0,1% (ocuvinpnTiko)
Avnbgcmr']go BadBpovounong 1x1,5ml MiTAe Kitp vo AVOPwnlvog op("x_; (&aAuuévo_g), aABoupivn Bogiou )
0PIaKAG TIUAG opou (BSA), ogeidio Tou varpiou < 0,1% (cuvimpnTiko)
2UYKEVTPWON KAOE avnbpucm]piou Baeuqvéunong: 0,
Avnidpactpia BaBuovounong | 6 x 1,5ml Aeuko Kitp vo* 3, 10, 30, 100, 300 U/ml. AvBpur vog 0pog

(driaAupévoc), aABoupivn Bosiou opou (BSA), oeidio
Tou varpiou < 0,1% (ouvinpnTiké)

2UOTaTIKa oToIXEia: AvTI-avBpwITIivi) avoooo@aipivn
2uleoypara, IgG 1x15ml Mr1TAe MriTAe onuadepévn pe utrepogeidaon amé pagavida,
aABoupivn Bociou opol (BSA)

21aBepotroinuévn TETPapeOUABEVIBIv Kai

Ywéorpwya TMB 1x 15mi Maupo Awauyig utrepogeidio Tou udpoyovou (TMB/H,0,)
AidAupa diakoTmc avtiopaong | 1 x 15ml Aeuko Aiauyég 1M YOpoxAwpikd 0&0
12x8 éf/‘él Aev eival | Me amooTrwpuevoug uttodoxeic. AvartpéEte atnyv
[MAGKa HIKPOTITAOTTOINONC Qe 51a6Ea1 Ol00éoy | TTapdypa@o 1 yia TTANPOPOPIEC CXETIKA HE TNV
¢ o o EMKAAUYN.
* H évTaon Tou XpWUAToC QuEAVETal WE T GUYKEVIPWON
Amaitoupeva uAika

O avayvwoTtng TTAaK@V pIKpoTITAotroinong 450 nm avaylyvwoKel @IATpa avayvwong Kal TTpoaipeTiké 620 nm @iAtpa ava@opdg
(600-690 nm). N'vahiva e€apmpara (kUAivdpog 100-1000ml), dokipaoTiKoi CwANRVEC yia diaAupara. AovnTig avapigng, TTPox0IdEC
akpiBeiag (10, 100, 200, 500, 1000 ul) i Tpooappolopevn TToAutipoxoida (100-1000ul). Zuokeur TTAUONG PIKPOTTAGKag (300l
emavahapyBavopevn TPoxoida, 1 TPoxoida TTOAAATTAWY KavaAlwv 1 auTopatoTioinuévo oUoTNUA), ammoppo@nmikd Xapti. Ol
OoKIpaoieg pag £Xouv wg oxedIaoTEi yia va XpnoigoTroinBouv pe kabapd Udwp CUUPWVA PE TOUG OPICUOUC TNG PapuakoTIoliag
Hvwpévwy MoAmeiwv (USP 26 - NF 21) kai Tng Eupwraikic eappakotroliag (Eur.Ph. 4th ed.).

duAagn Kai xpoévog diatipnong

Ta avTidpacThpIa TOU GUVOAOU avTIOPACTNEIWY Kal N MIKPOTTAAKAO TTPETTEI va QUAdCOOVTAl
oTou¢ 2-8°C/35-46°F péoa OTOUC QUBEVTIKOUC TTEPIEKTEC.  Apdiwpéva  dlaAuuaTa,
QUAdooovTal oToug 2-8°C/35-46°F yia éva pAva. [lpémer va Aaupdvovral utrown ol
NUEPOMNVIES ANENG TTOU avaypd@ovTal OTH CUCKEUAOIa KAl OTIC ETIKETEC TOU KABE CUCTATIKOU.

Mn xpnoiyoTroigital Anypéva CUCTATIKA OTOIXEid TOu cuvoAou avTtidpaoTtnpiwv! lMpétrelr va
ammo@elyeTal n £vrovn €midpacn ewTog oTo didAupa utrooTpwuatog TMB. O JIKOTTAAKES va
QUAdooovTal TTAvToTE ME ENPAvVTIKG UAIKO KaAd KAeciopéveg Mpéoa oTn MEMBPAVN TNG
OUCKEUQTIag.
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Y1rodeigeig Kal TTpo@UAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO IMA EPFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTTel va XpNOIYOTIOIEITOI OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KOl EKTTAIOEUTE E10IKA
oTn xpnoigotroinon in vitro dlayvwoTIKWwY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
iIO1aiTepa ToEIKG R emKivouvo uTtd ouvlnikeg evdedelyuévng XPAONG, OCUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dlaQUAAEn TNG PEYIOTNG QOPAAEING:

2uordosic Kai uérpa mpoeuAiaéng

Mepovwpéva cuoTatikd Tou cuvoAou avTidpaoTnpiwy TTEPIEXOUV dUVNTIKA ETTIKiVOuva
avTidpacThpia, Ta oTroia gival duvatd va TTPOKAAECOUV €peBIOUSO Twv OPOOAUWY Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, EAeyXOl Kal pUBUIOTIKG SIdAUPOTA TTEPIEXOUV aidIo Tou
vatpiou (NaN;) wg ouvinpnmikd. To NaN; pmopei va eivar 10gIkK6 €dv TTpoAngBei n
atroppo@nBei atrd 1o déppa | Ta pama. To NaN; ptropei va avtidpdoel ue TNV €ykatdoTaon
MOAUBOOU Kal XaAkoU oxnuatifovrag 101aitepa ekpNKTIKG HETAAMIKG alidia. Katd Ttnv
aTroppPIYn, EETTAUVETE PE PEYAAO OYKO UDATOG yIa VA OTTOTREWETE TN dnuioupyia adidiwv.
MapakaAw avatpéete OTIC dladIKaOieg atToAUpavong OTTwG TreplypagovTtal ammd T CDC i
GAAeG TOTTIKEG! €BVIKEG OBNYiEG.

Kard tn di1dpKeIa TG EPYACiag UE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIOHA.Mn XpNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpacThpia avBpwWTTIVNG TTPOEAEUCNG TTOU TIEPIEXOVTAI O€ QUTO TO TTPOIdV (Opoi
eAéyxou kal avtidpacoTrpia Baduovounong) atmodeixTnkav Katd Tov EAeyxo yia nmartitnida B
avTiyovo emigaveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvnTikd. Ouwg, o€ Tpoidvta
avBpwTTIivng TTpoéAeucng de PTTopei TTOTE va atToKAEIoTEl TTARPWGS N BavoeTnTa HdAUVOoNG HE
TOUG ava@epOueVous 1 Kal hpe GAAoug akdun dyvwaoTtoug TTaBoydvoug opyaviopous. lMNa Tov
AOYO auTd, 01 0poi eAéyxou, Ta avTidpacThpia Babuovounong OTTwG €1TIONG Kal O 0POoi Twv
aoBevwv xapakTtnpifovralr wg duvnTIKA HOAUCUATIKOI Kol TTPETTEI va  XpNOIJoTTolouvTal
oUPQWVA JE T €BVIKA VOUIKA agIuATa.

Emeid) 10 KIT TTEPIEXEl UAIKO CQWIKAG TIPOEAEUONG, OTTWG aAvaQEPETAl OTOV  TTivaKd
TTEPIEXOMEVWIV, TIPETTEI VA TO XPNOIUOTIOIEITE OUPPWVA WE TIG ATTAITHOEIS TNG €OVIKAG
vouoBeaiag.

Fevikég utrodEiSelg

TNV TTEPITITWON KATA TNV OTToia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUNTTEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1 ECQAAUEVEG, ETTIKOIVWVIOTE E TOV KATAOKEUAOTA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv ptTAékeTe N avTikaBioTdre MdpTtupeg, BaBuovountég, Eviupa Zuleuéng n WIKPOTTAGKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO UTTOPEI VA 0dNYNROEl O ATTOKAICEIG OTA ATTOTEAEOUATA.

ApnoTe OAa Ta cuoTaTIKG TOUu OET va AdBouv Beppokpaacia dwuatiou TTpIv atmd TNV €vapén
NG dokipaaciag (20-32°C/68-89,6°F) kai avauei¢te KaAd. Mpémer oTwodATTOTE Vva TnPEiTal TO
KaBopiopévo TTPpwTOKOAAO yia Tn dieEaywyn Tng dokipaaiag.

Emrwaon: ZuviotoUpe amoédoon OSokipufg otoug 30°C/86°F yiad QUTOHATOTTINMEVA
ouUcTAHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpaacieg avw Twv 37
°C/ 98,6°F. Xpnoigotroigite yia TN Afwn Tou OIOAUPOTOG TOU UTTOOTPWHOTOS TTAVTOTE
KavoUpla — CUCKEUOOPEVA pUyXN YIO TNV TTITTETA, VIO VO ATTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TAV £TTA@H TOU dICAUPATOG UTTOOTPWHATOG HE EVTOVO QWwG. Mn XpnoIUOTTOIEITE yia To dIGAUMA
ouleUyPaTOG TTOTE TA iBI0 PUYXN THITTETAG TTOU €X0UV £pB¢l o€ eTTa@ Pe AN avTIdpaoTrApIa.

Page 3 of 9
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H teAik KAIVIKA Si1dyvwon dev mpétrel va TiBeTan povo pe BAon Ta ATOTEAECHATA TNG
O1e§aypévng dokipaoiag, aAAd atré Tov 1aTpo AdupBdvovTtag utTrToywn 6Aa Ta KAIVIKA Kal
gpyaoTtnplakd supfuara. H didyvwon mpémel va emBeRAIWVETAI XPNOIMOTTOIWVTAG
O10@POPETIKEG SIaYVWOTIKEG HEOOSOUG.

ARQyn deiyparog, rposTolacia Kal @UAagn

ZuvioTaTtal n Xpnon @pEéokwv OEIYNATWY opou. H Afwn Tou aiyatog TTPETTEl va yiveTal
oupgewva e Ta €0viKd voupikd agiwuata.Na pn XpnolgoTTolouvTal: IKTEPIKA, AMITTOIMIKG,
algoAupéva i poAuopéva atmd BakTtipia deiypara opou. Agiyuata opwyv TTOU TTEPIEXOUV
owpaTidla, va ToTToBeTouvTal JE XaUNAr TaxUTNTa GTn OUCKEUN @uyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aipatog o€ KaBapd, oTeyvd Kal KeEVA QIaAidIa.

Karémmv diaxwpiopgou Ta deiydata TTAAGOPOTOG TTPETTEL va XPNOIMOTTOINBoUV €VTOG TWV
TPWTWV 8 wpWwv, dIAPOPETIKA TTPETTEI va QUAACGCOVTAI KAEIOPEVA OQEPOOTEYWS OTOUG 2-
8°C/35-46°F yia 48 wpeg TO WEYIOTO. Z€ TTEPITITWOTN TToU TTPORAETTETAN EYaAUTEPN DIdpKEIQ
QuUAaéng, Ta deiypara TPETTEl va WuxovTtal otoug -20°C/-4°F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO PUBMIOTIKO SIGAupa deEIyUATWYV: apalwveTe 1:5 e amooTayuévo vepod (Tr.x. 20
ml ouv 80 ml).

2UMTTUKVWHEVO pUBUIOTIKO diIdAupa TTAUONG: apaiwveTe 1:50 pe atrooTayuévo vepd (r.X. 20
ml ouv 980 ml).

MNa tnv amo@uyn Tuxov AaBwv, CUVICTATAl N GAPAVON TwWV KOTTAKIWY Twv OIAQopwV

avTidpacTnpiwv Babuovounong.

Apdiwon Twv delypdTwy TWyY acBevwy:

Aciypata opouU: apaiwveTe Kal avauelyvoete 1:101 pe apaiwpévo pubBuIoTIKO didAuua
OelypAaTWY, T.X. (1X) 1000 ul puBPIOTIKS didAupa delyudTwy + 10 pl opdg.

MAOon:

Atrairouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUoNnG (1x) ava 8 BuBiopata ;' 200 mi
ava 96 BuBiopara 11.X. 4 ml cuuTTUKVWPG ouv 196 ml atrooTayUEVO VEPO.

AuTtoparotroinpévn TrAuon:

MNa ™ Aeimoupyia Tou epyaAciou Kai To vekpd OyKo TTPETTEI va An@Oouv uttown TTpOoBEeTEG
TOoOTNTEG PUBUICTIKOU IaAUaTOG TTAUONG

XeipokivnTn wAUON:

ATTOPAKPUVETE TO UYPO XTUTTWVTAG TNV TTAGKA ETTAVW O€ £va atmroppo®nTikd xapTi. Badete
300 pl apaiwpévo puBuioTikG didAupa TAUONG o€ KABe PBUBICPO XPNOIMOTTOIWLVTAG TNV
méTa, TTepIpéveTe 20 deutepOAeTTTa. ETTavaAdpere Tn diadikacia akdun dUo QopEg.
MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev £XOUV XPNOIKMOTTOINBEI KAl QUAGCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn PePPBpAvn TNG cuokeuaciag oe dpooepd Pépog (2-8°C/35-
46°F).
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7.2 ZIXAua diavoung avTidpaoctnpiwyv

Mpoteivoupe Tn XPrion NG TITTETAG yia avTIOPACTAPIa Baduovounong, opoUc eAEyXou Kal

Oceiyuarta wg €€AC:
MNa NOZOTIKH epunveia MNa MOIOTIKH epunveia
1 [ 2 | 3 | a 1 2 3 [ 4.

A | CalA | CalE | P1 A | NC P2

B | CalA | CalE | P1 B | NC 2

€ |[calB |calF |P2 c|cc (P3|

D CalB | CalF | P2 D | CC P3

E |CalC | PC P3 E | PC

F [cac [pc [P3 F | rcC

G [caiD [NC 6 | P

H | CalD | NC H | P1
CalA: calibrator A CalD: calibrator D PC: positive control P1: patient 1
CalB: calibrator B CalE: calibrator E NC: negative control P2: patient 2
CalC: calibrator C CalF: calibrator F CC: cut-off calibrator P3: patient 3

7.3 Bniuparta gpyaciag

Brjpa  [llepiypaon
1.  TMpiv amré 1o mimeTdpiopa BeRaiwbeite 0TI £XeTe ekTEAETEI TN Bladikacia TTpoeToINATiag aTmd 1o
BApa 7.1 Tapamdvw.

2.  AxkolouBnoTe Ta TTApaKATw Brpata avdaloya Je Ta emOUPNTA atTroTeAéouaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIAC:

OPOI EAETXOY & AEITMATA

3. Bddete ota rpoBAemropeva BubBicuata 100 ul amd éva améd Ta
TIAPAKATW UAIKA XPNOILOTTOIWVTAG ThV TITTETA, OTTWG TTEPIYPAPETAI
OTO KeQAAQIo 7.2 TTapaTTdvw:
a. Avmidpactipia BaBuovounons (CAL.A éwg CAL.F) yia
MOZOTIKH egpunveia i

b. Avmidpactipio BaBuovounong opiakng Tiung (CC) yia
u MOIOTIKH punveia
Emiong, Balete amé 100 pl amd kabéva atmd Ta TAPAKATW:
oo e ApvnTik6g opdg eAéyxou (NC) kai BeTIkOG 0pog eEAEYXOU
(PC) kabwg kai
e AlaAupévo op6 acBevwy (P1, P2..))
4.
Emrwddete yia 30 Aetrta og 20-32°C/ 68-89.6°F.
-—
5.
|
‘ MAévete 3 Qopég, KABe @opd pe 300 pl pubpioTIkG BidAupa TTAUONG
— — (apaiwpévo 1:50).
3x 300ul
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2YZEYTMA

Bdalete 100 pl SioAvparo¢ oulelypato¢ oe KABe utrodoyéa
XPNOIUOTTOIWVTAG THTTETA.

Emwadere yia 30 Aetrtd o 20-32°C/ 68-89.6°F.

MAévete 3 Qopég, kaBe @opd ue 300 pl pubuioTIKG BidAupa TTAUONG
(apaiwpévo 1:50).

YTNOXTPOMA

Badete 100 pl diaAUpatog utrooTpwuatog TMB oe kdBe utrodoyéa
XPNOILOTTOIWVTAG TNV TTITTETA.

Emmwadere yia 30 Aetrrd oe 20-32°C/ 68-89.6°F. lNpooTareuoTe amod
TO VTOVO QWG.

AIAAYMA AIAKOIHZ ANTIAPAYHX

Badere 100 pl SiaAuparog diakoTrrg avTidpaong o€ kdBe BuBioua pe
TN o&lpd TToU TOTTOOETHONKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TV
MTTETa.

Emrwddete yia 5 AeTrTd TOUAdYIOTOV.

AVAKIVEITE TIPOCEKTIKA TNV TTAAKA YIa 5 SeuTePOAETITA.

Metpriote TV amoppdépnon ota 450 nm evrég 30 Aemmwov
(ouviotdral TpoalpeTiKd Kal oTa 450/620 nm).
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MoooTIKN Kal TTOIOTIKH EpMNVEia

O TTOOOTIKOC TTPOOdIOPICHOC £TTITUYXAVETAl BACEl Miag TTPOTUTING KAWTTUANG, OTNV OTToia
METAQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpacTneiwyv Baduovéunong (afovag W) Evavti Tng
ouykévtpwong og U/ml (d€ovag x). MNa Tov KaAuTepo TTPocdiopicud cuvIoTATAl N JETAPOPG
log/lin kai éva Fit 4 TTapauétpwy. Me Bdon TNV KAUTTUAR €EaKpIBWVETAlI ATTO TNV OTITIKA
TTUKVOTNTA TOU BEiYHNATOC N CUYKEVTPWON TWV AVTICWHATWY o€ U/ml.
Meploxf UCIOAOYIKWYV TIHWV AtrpocdiépioTa OeTIKA atroTeEAéOUATA
<12 U/ml 12 -18 U/mi >18 U/ml
Mapadsiyua mpoodiopiouou
AuTO TO Trapadeiypa Oev MITPETETAI va XPNOIYOTTOINGEI yia TNV EpUNVEIa Twv

ATTOTEAECHATWY TWV ACBEVWV.
AvTidpaoTripia OD 450/620 nm CV % (Alokopavon)

Babuovounong lgG

0 U/ml 0,070 0,0
3 U/ml 0,176 1,9
10 U/ml 0,322 21
30 U/ml 0,636 3,9
100 U/ml 1,271 0,4
300 U/ml 2,138 0,8

Mapddsiyua ummroAoyiouou
Acbevic = EmavdAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P 01 0,859/0,883 0,871 51,0

P 02 0,499/0,498 0,499 20,4
Ta Ociyyata He TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOC TIMWV TWV AVTIOPACTNEIWY
Badbuovéunong TpéTel va ava@épovTtal we" >MEy." MNpéTTel va apaiwvovTal KATAAANAQ Kal va
dokiuaZovrtal Eavd. Ta deiyuata Je TIMEC MIKPOTEPES ATTO TO €UPOC TINWYV TWV AVTIOPACTNPIWY
Baduovéunong TRETTEN va avagépovTal we "<EAax."
EiBIkd oToixeia TnG TTapPTIdAg, avaypd@ovTal OTO CUVOTITOMEVO TTICTOTTOINTIKG €AEYXOU.
laTpIKa epyacTAPIO NTTOPOUV Va DIEEAYOUV EAEYXOUG TTOIOTNTOC OTO XWPO TOUG HE BIKOUG TOUG
eAEyXOUG Kal/ i opoug atrd TNV TpdTTeda aipaTog cUNPWVA e TNS pubpuioeig TG E.E..
2UVIOTATAl 0€ KABE £pyacTriplo va dnuIoupyRoel TIC SIKEC TOU QUGCIOAOVYIKEC TIMEC, BACIONEVES
oTn BIKN TOU TEXVIKN, EAEYXOUC, EOTTAICHO KAl TTANBUCHOUC AoBEVV.
2NV TTEPITITWON KATA TNV OTTOIA Ol TIMEC TWV OPWV EAEYXOU BEV CUNQPWVOUV [E TA KPITHPIA, N
OOKIMN gival AKupn Kal 6a TTPETTEl va ETTAVOANQOE.

Oa TIpétrel va eAeyxBoUv TO TTOPAKATW TeEXVIKA ZnTAMaTta: Huepounviec ARENC Twv
avTIdpacTNEIiwV (TTOU TTPOETOINACTNKAV), OUVOAKEC ATTOBAKEUONG, TTITTETEC, OUOKEUEG,
QWTOUETPO, CUVORKEC £TTWACNC Kal HEB0DBOC TTAUCNCG.

Edv Ta oToixgia Ta otroia utroBARGnKav o€ dokKIur TTapoucidouv atrokAion / dAAou €idoug
OlapopoTroinon atmd TIC AVANEVOUEVEG TIMEC 1} €dv Oev TTARPOUVTAI Ta KPITHPIA £YKUPOTNTAC
XWPIg eUAoOYN aITiA, ETTIKOIVWVHOTE PE TOV KATACOKEUAOTA 1} TOV TTPOMNBOEUTH TOU KIT SOKIMNG.
MNa 1roloTikn a§ioAdoynon diaBAoTe TNV OTITIKN TTUKVOTNTA TOU PAPTUPA QTTOKOTTAC (cut-off
calibrator) kal Tnv avTioToIXn TwV SEIYHATWY ACOEVWY. ZUYKPIVETE TNV OTITIKK TTUKVOTNTA TWV
OEIyNATWY JE AuT ToUu pdpTupa. Ma TNV TToIoTIKN afloAdynon TTpoTeiveTal va BewpouvTal Td
Ociyyara 20% yupw atd Tnv TIUA Tou pdpTupa cav ampocdidpiota. OAa Ta deiyparta Pe
UWnNASTEPEG TINEC BewpoUvTal BETIKA, deiyuaTa e XAUNASGTEPEC TIMEC aApvNTIKA.

ApvnNTIKO: OD qo0evi <  0.8x0D .ytor
AmrpoodiopioTta: 0.8 x OD cytorr < OD qoeevii = 1.2 X OD cytorr
OfLTIKO: OD qoeevii > 1.2 X OD cutofr
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9 Teyvikd oTolxeia
YAIKS delypdTwy: Opdg
Oyko¢ delyudTwy: 10 pl opdc via apaiwon 1:101 pe 1x pubuIoTIKG BiIdAUNa
OelyudTwy
OAIKGC XpbVOoC eTTWAONG: 90 AeTrTd O¢ Bepuokpacia dwuaTiou 20-32°C/68-89,6°F
Mepioxn pétpnong: 0-300 U/ml
AvaAuTikr) Evaiocnaoia: 1,0 U/mi
dUAaén: o¢g 2-8 °C/35-46°F oTIC QUBEVTIKEC PIAAEC
ApIBudC Twv TTPpocdIopIcHWY: 96 BOKINOTIES
10 Zroixeia ATrédoong
10.1 AvaAuTtikil EvaiocBnoia
Aokiyacia Tou puBuioTIKoU SiaAuuartog deiypatog 30 @opéc o AESKULISA PM-Scl bivel
avaAuTiki euaioBnoia 1,0 U/ml.
10.2 EidikéTnTa Kai Evaiodnoia
H oTteperl @don eival emKaAuppévn Je avacuvduacouévo avBpwtrivo 100 kDa PM-Scl. Ae
SlaTTICTWVOVTAl AVTIOPACTIKOTNTEC BIACTAUPWONG ME AAAa avTiydva.
Ta PM-Scl avriowpata gu@avifovrar oto 5-10% Twv 0aoBevwv TTOU TTACXOUV QTTO
OepuaTopuociTIOa.
AuTtoavticwpata évavtl tou PMScl100 diamoTtwvovtal o > 90% Twv acBevv TToU
ed@avidouv ocuvdpouoU ETTIKAAUWNS TTOAUNUOGITIONE — OKANPOodEpUiac.
10.3 FpappIkOéTRTA

MNa emAeypévoug opoUl¢ UTTOpece va eEaKpIBwOEl Mia YPAMMIKA ouvdpTnon METAEU TNnG
apaiwong Kal TNG CUYKEVTPWONG TwV aVvTICWHATwy ot auty Tn dokiyaoia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OUWCE, dev gival duvaTtd va ATTOKAEICTEI TO YEYOVOC OTI
MEMOVWHEVOI 0P0I TTAPOUCIAZOUV UN YPOMMIKI) CUMTTEPIPOPA.

ApIBp. Apaiwon METPNHEVN CUYKEVTPWON AVAMPEVOUEVI CUYKEVTPWON AvdkTtnon (%)
Agiypartog (U/ml) (U/ml)
1 1/100 126,0 123,0 102,4
1/200 62,8 61,5 1021
1/400 31,9 30,8 103,6
1/800 16,8 15,4 109,1
2 1/100 78,5 76,0 103,3
1/200 36,9 38,0 97 .1
1/400 17,4 19,0 91,6
1/800 10,0 9,5 105,3
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10.4 AkpiBeia

[Na Tov éAeyX0 aKpiBelag TNG HEBOGBOU eEaKPIBWONKE KE TPEIC OPOUC OE DIOPOPETIKEC TTEPIOXES

NG TTPOTUTING KAMTTUANG N ECWTEPIKA Kal evOidueon diakuuavorn.

EocwTtepikn pEBodOG

Ap1Bp. Méoog 6pog cv
deiyparog (U/ml) (%)
1 128,0 2,8

2 69,0 3,0

3 21,0 4,3

10.5 Alakpifwon

Evdidpeon péBodog

ApiBp.
Oeiyparog

1
2
3

Méoog 6pog
(U/ml)
125,0

66,0
19,0

cv
(%)
2,9
3,5
41

To TT000TIKO cUCTNMA METPNONG ASYw EAAsIYng evog Bi1EBvoUC TTPOTUTTOU QVAQOPAC €XEl

OlaKPIBWOEI e TTPOCWPIVES Hovadeg PETpnong. Ta atroteAéouara didovral og U/ml.
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