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Evoedeiypévn Xpion

AESKULISA® Jo-1 eivar pia Ev{upoavoooloyikry UéBodog oTepenG QACNG TTOU TIEPIEXEI
avaouvduaopévn avBpwtrivn 10TIdUA0 — tRNA — ouvBetrdon (HRS) yia Tov 1TO0OTIKO Kal
TTOIOTIKO TTPOCOIOPICUO AVTICWUATWY £vavtl Tou Jo-1 (ovouaouévo Katd Tov TTPWTOTUTTO
a00eviy) oTov avBpwTivo opd. O1 opoi pe avTi- Jo-1 avayvwpiouv pévo 1o HRS uwnAoTepwv
EUKOAPUWTIKWY OPYAVICHWY, TN MeEYaAUTEPN Ouyyévela Tn €u@avifouv TTPOG TO aAvBPWITTIVO
¢vfupo. O TTpoadiopIoPdG QUTWY TwY AVTIOWHATWY €guttnpeTtei ot d1IAyvwon NG
TTOAUMUOCITIOOG KOl OEPUATOUUOTITIONG.

KAIVIKR epappoyn Kal apxég Tng HeEBodou

Ta avriowuata €vavtl Tou Jo-1 TdooovTtal evavTia TnG TTEPIOXAS avTidpaong Tng 10TIOUAO —
tRNA — ouvBetdon (HRS). To HRS egival éva KuttapotTAAouaTiké €VCUUO, TO OTTOI0 AVAKEI
oTnv oudda Tov QUIVOaKUAO — Tpavo@epdowv. Ta éviupa autd eivalr utrelBuva yia Tn
oUvOeon TWV aQvTIoTOIXWV AMIVOEEwV PE TOo KATAAANAo uetagopikd RNA (yia 1n HRS, T0
auivogu eivai n 10midivn). H HRS Bpioketal 0To KUTTAPO WG OPOBIPEPES POPIO, O UTTOUOVADES
Tou HeyéBoug Trepitrou 50 kDa ouvdéovTal pepovwuéva oto tRNA.

21N MuooiTida gupavifovTal Yia ocipd autoavTICWHATWY, ATTO TA OTTOIA APKETA £XOUV UWNAR
€I0IKOTNTA yia TNV acBéveia. Ouddeg aoBevwv e BIAPOPETIKEG KAIVIKES 1810TNTEC €uPaviouv
yla KABe oupdda €dikd avTiowuata puocimidag. AvTICWHOTA  €VAVTl  APIVOOKUAO —
Tpavoeepdowy aveupiokovtal oe TepiTTou 30 % Twv evnAikwv pe puooimida kal oto 80 %
QUTWV TWV TTEPITITWOEWY, AUTA TA AVTICWHATA Taooovtal evavtia Tng HRS. Ta avri-Jo-1
aveupiokovTal axedOv atTokAEIoTIKG 0 agBeveig TTou TTAoXouv atmod puoacitida. Epgavifovral
oTtnv TToAupuoaciTida pe ouxvotnta 33 %, o1o 25 % Tng TTPpwTOTTaBoUg SEPUATOUUOTITIONG KOl
oTn deuTePOTTAOA PUOCITIOA, N OTToia CUOXETICETaI UE AAAEG aoBEveleg TOU CUVDETIKOU I0TOU,
gd@avicovTal he ouxvoTnTa 15 %.

H évapgn ¢ acbévelag eival ouviBws ogéa pe KUPIiwg ouoTNUATIKA XAPAKTNEIOTIKA OTTWG
.X. TTUpeTd. O1 gpeBiopoi Twv Puwyv gival BaputaTol, av Kal ava@EéPOVTal KAl TTEPITITWOEIG
OTTOU O&V UTTAPXEI CUMMETOXH TWV HUWV.

H didpecog Trveupovia gival HETA atrd TN PUIKF CUPPETOXN N OEUTEPN O CUXVOTNTA £E€XOUCT
ekOAAwON TNG vooou o€ acBeveig Pe avti- Jo-1 BeTIkG. Epgavifetal og 50-90 % Twv aoBevyv
Kai pévo oe <10 % oe dAAoug oobeveic TTAoOXovTeG ammO  TTOAUMUOCITION  Kal
deppaTopuoaitida. Bpébnkav kar GAAa €3IKd yia Tn guociTIda avTiowpaTa (ouyxvotnTa< 5 %),
T.X. avriowuara évavt Tng Bpeovuro -(avTi-PL-7), ahavulo(avTi-PL-12), looAeukuho- (avTi-
0OJ) kar yAukuho-tRNA ouvBetdon (avti-EJ).

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG PHIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
op6 Twv acBevwy, €dv autd UuTTdpXOuV, PE TO AvTIYOVO TTOU PPIOKETaI OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo eTOUEVO BApa TTAUONG. Etreira rpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUleuyuEveEG PE UTTEPOLEIDAON aTTd pagavida
(oUCeuypa). Kard tn didpkeia piog emwaong, 10 oculeuypa (CuleUyUEVEG OVOOOCQAIPIVEG)
OuvoEeTal PHE TO OUPTTAOKO aVTIYOVOU — AVTIOWNATOG TTOU OXNUATIOTNKE TTPIV, Ol N OUCEUYUEVEG
avoooo@aIpiveg atTopakpUvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwuoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUyuaTog Tou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIOTOIXWV AVTICWUATWY OTO deiyua acBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAANYONTAI MPIN ANO TH XPHZH
Xpwu

a Xpwua
2T0IXEIO MogétnTa KQTTaKI OlaAupaT  Tlepiypaer) / Mepiexopevo
ou s
51TAGoI0 OUYKEVTPWON
PuBuioTiké didAupa delyudtwyv . . Tris, xAwpioUyo varpio (NaCl), aABoupivn Bogiou
X opou , 0&gidlo Tou vaTpiou < 0,1 %
5 1x20ml N€UKO Kitpivo 5 (BSA 5 K 0.1 %
(ouvtnpnTIKO)
s . 50TTAGCIa CUYKEVTPWON
m EUKO pdoivo ris, NaCl, Tween 20, o&eidio Tou vaTtpiou < 0,1 %
I(DSLE)SXL)uchKo dIGAupa TTAUoNG 1 X 20 ml ASUKS Mo6 Tris. NaCl. T 20 is . 01 %
(ouvtnpnTIKO)
ETOIMA IA XPHXH
Xpwua Xpwua
2T0I1XEIO MogétnTa Katrakio  diaAUpar  [Meprypagn / Mepiexduevo
0 oG
. . . . . UAIKO eAéyxou (BiaAupévog), aABoupivn Boeiou opou
ApvnTIKOG 0pOG EAEYXOU 1x15ml Mpdoivo  Alauyég (BSA), 0eiSio Tou vaTpiou < 0,1 % (GUvInEnTIKG)
OeTIKOG 0pOG EAEYYOU 1x1,5ml Kékkivo | Kitpivo UAIKG eAEyxou  (Biahupiévoc), ahBouuivn Boeiou opou

(BSA), o&eidio Tou vatpiou < 0,1 % (ouvtnpnTikd)

UAIKoU BaBuovounong (SiaAupévog), ahBoupivn
1x15ml MtTAe Kitpivo Boeiou opol (BSA), otgidio Tou varpiou < 0,1 %
(ouvtnpnTIKO)

AvTidpaoTrpio Babuovounong
OPIKNG TIUNG

Juykévipwon kaBe avtidpaoTnpiou Babuovéunaong: O,

" 3, 10, 30, 100, 300 U/ml. uAikoU BaBuovéunang
(S1aAupévog), aABoupivn Boeiou opou (BSA), oteidio
Tou vatpiou < 0,1 % (ouvtnpnTIKO)

AvmidpaoTtrpia Babuovounong | 6 x 1,5 ml N\eUKO Kitpivo

2UCTATIKG OTOIXEiA: avoooo@alpivn onuadepévn e

>ulevyyara, IgG 1x15ml MrtrAe MrrAe uTTEPOEEIdAON aTTd pagavida, aABoupivn Béeiou opou
(BSA)
. . . >1aBepoTroinuévn TETPaPEBUABEVISivN Kal

Yméotpwha TMB 1x15ml Madpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,O,)
AidAupa diokoTAg avtidpaong | 1 x 15 ml A\EUKO Alouyég 1 M YdpoxAwpiké oy

12x8 ﬁ\%l Aegv givai Me ammooTTpeVOUG UTTOB0XEIG. AVvaTpEETE OTNV
MAdka pikpoTiTAoTTOiNONG . . S100éaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV

Tavieg di1aBéaiy .

o o ETMIKAAUYN.

* H évtaon Tou XpwHaTOG QUEAVETAI PE TN GUYKEVTPWON

Amaitouueva UvAika:

O avayvwoTng TTAaKWY PIKpoTITAOTToinang 450 nm avaylyvwoKel @iATpa avayvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). ludAiva eCaptApata (kUAIvEpog 100-1000 ml), SokipaoTikoi owAnveg yia diaAupara. AovnrAg avapigng,
Tpoxoideg akpiBeiag (10, 100, 200, 500, 1000 pl) f4 Tpooapuoldupevn TToAuTTpoxoida (100-1000 pl). Xuokeury TAUGNG
HIKpoTTAGKaG (300 pl emavahauBavopevn mpoxoida, A TTPoxoida TTOAAATTAWY KavoAiV 1 auTopaToTroinuévo cUaTnua),
amoppo@nTikd xapti. O1 doKIyaaieg Pag €XOouv WG OxedIAOTEl yia va xpnoiyotroinfouv pe kabapd Udwp CUPPWVA PE TOUG
opiapolg Tng PappakoTroliag Hvwpévwy MoAireiwv (USP 26 - NF 21) kai Tng EupwTrdikig appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacTAPIO Tou oUVOAOU avTIOPACTNEIWY Kal N HIKPOTTAAKO TTPETTEI va QUAdCTOVTaI
otoug 2-8 °C / 35,6-46,4 °F uéoca OTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwuéva diaAluara,
@uAaooovtal oTtoug 2-8 °C / 35,6-46,4 °F yia éva pniva. Mpémrer va Aaupdavovtal uttéyn ol
nUEPouNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUATIa Kal OTIG ETIKETEG TOU KABE GUOTATIKOU.

Mn xpnoigotroicital Anyuéva ocuoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwyv! MNpémer va
aTToQeUyETal N £viovn €TTiIOPACN QWTOG 0TO dIdAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKEG VO
QuUAGooovTal TTAvToTe HE ENPAVTIKO UAIKO KOAG KAgiopéveg péoa oTn PEPPPAvn TG
OuOKeUaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivouvoTnTa yIa TNV UyEia
AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TA EPFAZTHPIAKH
XPHZH (IN VITRO AIAITNQZTIKH).

MpéTTel va XpNoIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOIO £X€I KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
oTn xpnolgotroinon in vitro dlayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMIKIVOUVO UTTO OUVONAKEG evOedelyuévnNg XPHONG, OUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG ACPAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Meuyovwpéva ouoTaTikd Tou auvOAou avTIdpaoTnpiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKAAECOUV €peBIoUd Twv 0POOAUWY Kol Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidlo Tou
vaTpiou (NaNs:) wg ouvinpnmikd. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei amd 1o déppa | Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU kal XaAkoU oxnuaTifovrag 101aiTepa €kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aATTopPIYn, EETTAUVETE UE PEYAAO OYKO UDATOG YIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg Teplypdgovrtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Katd tn SidpKela TG pyaciag PE TO OET, ATTAYOpPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEiTE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avTidpaoTipia BIOAOYIKOG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTPOIOV ATTOdEIXTNKAV
Katd Tov €AeyXo yia nmartinda B avriyovo em@dveiag (HbsAg), nmatimda C kar HIV 1 kai 2
w¢ apvnTikG. Opwg, o€ Tpoidvta PBIOAOYIKOG TTPoEAEUCNG OE UTTOPEI TTOTE VO QTTOKAEIOTEL
TTARPWG N TBaveTNTA YOAUVONG PE TOUG avaPePOUEVOUG 1 Kal e GAAOUG akOun &yvwoToug
TTaBoydvoug opyaviopoug. a Tov Adyo autd, ol opoi €eAéyxou, TO QvTIOPACTAPIO
BaBuovounong OTwg €Tmiong Kal Ol opoi Twv aoBevwv xapakTnpidoviar wg duvnTiKA
MOAUGHQTIKOI KAI TTPETTEI VO XPNOIUOTTOIOUVTAI CUMPWVA PE Ta €BVIKG VOUIKA agltouaTa.

Emeidr) 10 KIT TTEPIEXEl UAIKO CWIKNAG TIPOEAEUONG, OTTWG AVOQEPETAlI OTOV  TTivaKd
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIYMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vopoBeaiag.

evikég utrOdEiSEIg

TNV TTEPITITWON KATA TNV OTT0ia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIC 1] EOQAAUEVES, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTA i TOV TTPONNOEUTH
TOU KIT OOKIUAG.

Mnv utTAékeTe n avtikaBioTdre MdpTtupeg, BaBuovounTtég, Evuua 20Ceuéng N WIKPOTTAAKEG
atTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.

ApnoTe 6Aa Ta cuoTaTik@ Tou 0T va AdBouv Beppokpacia dwuatiou TTpiv atrd Tnv évapén
NG dokipaaoiag (20-32 °C / 68-89,6 °F) kal avauei¢te KaAd. Mpérel oTwodnTTOTE VA TneEiTal
TO KABOPIoPEVO TTPWTOKOAAO yia T diEgaywyr) TNG doKipaaciag.

Emwaon: Zuviotolupe amdédoon dokiuyng otoug 30 °C / 86 °F yia autopatotTinpéva
OUOTAHATO.

Mnv ekBETeTE TTOTE TA OUCTATIKA TOU CUVOAOU QvTIOPAOTNPIWV 0€ Bepuokpaaieg dvw Twv
37 °C / 98,6 °F. XpnoigoTrolgite yia TN Awn Tou SI0AUPOTOG TOU UTTOOTPWHATOSG TTAVTOTE
KAIvoupIia — CUCKEUaOEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ £TTA@A e GAAa avTIdpACTAPIA.

H tehik KAIVIKR Si1dyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIJOTTOIWVTAG
S10@popeTIKEG BIAYVWOTIKEG HEOODOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2UuvVIOTATal N Xpnon @PEoKwv delyddTwy opol. H ARwn Tou dipyatog TTPETTEl va yivetal
oupgewva e Ta €0vikd vopikd agiwuata.Na pn XpnolgotrolouvTal: IKTEPIKA, AMITTQIMIKA,
algoAupéva | poAucpéva atmd Baktrpia deiydarta opol. Asiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeTouvVTal JE XAMNAR TaxUTNTA 0T OUOKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa dipatog o€ KaBapd, oTeyvd Kal KeEvA @IaAidIa.

Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TIPETTEI va XPNOIKMOTToINBoUv €viog Twv
TPWTWY 8 Wwpwv, dIAPOPETIKA TTPETTEI va QUAACOOVTAI KAEIOPEVO AEPOOTEYWGS OTOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg 1O PEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYAAUTEPN DIdpPKEIQ
QUAaéng, Ta Ociypata mPETTEl va Wuyxovtal otoug -20 °C / -4 °F. (Thomas: Labor und
Diagnose; CLSI Guideline GP44-A4)

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWHEVO PUBMIOTIKO BIGAUPa OEIYUATWY: apalWVeTE 1:5 Pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWUEVO puBuIoTIKG O1dAupa TTAUONG: apaiwveTe 1:50 pe atmmooTaypévo vepd (TT.X.
20 ml ouv 980 ml).

MNa tnv amouyn Tuxév AaBwv, CuVvIOTATAI N CHPAVON TWV KATTAKIWY Twv OIdpopwyv
avTidpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwyv:

Aciypata opoU: apalwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUa
OelypaTwy, T.X. (1X) 1000 pl puBpIoTIKG didAupa deiyudtwy + 10 pl opde.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 Pubiopata i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKVWPa ouv 196 ml atrooTaypévo vepod.

AuTtoparotroinpévn Auon:

MNa TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUlv uttéwn TTpooBeTeg
TTOoATNTEG PUBUIOTIKOU dIOAUNATOG TTAUCNG

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAAKa €TTdvw Ot €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo pubuIoTIKG SIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETA, TTEPINEVETE 20 deuTepOAeTTTA. ETTOVaAGBeTe TN Siadikacia akdpn dUo QopEg.

MikpoTtrAdkeg:

ATTopakpUveTe Ta BuBicpaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAQ KAEIOPEVa péoa oTn JEPPPAVN TNG ouoKeuaaiag o€ dpoaepd Pépog (2-8 °C / 35,6-
46,4 °F).
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7.2 ZXAMA SIOVOURG avTIOpaCTNPIiwV

7.3

MpoTteivoupe TN Xprion T¢ TITTETAG YIA avTIdOPACTAPIa BaBuovounong, opoug eAEyxou Kal

deiypara wg egng:
MNa NMOZOTIKH gpunveia MNa MOIOTIKH epunveia
1 2 3 q 5 s o

A | CalA |CalE | P1 A NC P2

B | CalA |CalE | P1 B | NC P2

TR TR e oo Y R

S cas (car (p2 | = e

E CalC | PC P3 E  pC

F CalC | PC P3 E | pC

e o e | = I A R

o e T e TR
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

BApata gpyaciag

Brpa  Mepiypaen

1. Tpiv amd 1o mmeTapIopa BeRaiwOeiTe 0TI €XeTe ekTEAETEI TN Bladikaoia TTPOETOINACIag aTTd TO
BrAua 7.1 opatdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrpaTa avadAoya Pe Ta TIBUPNTA aTToTEAEOUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

3.

+100 pl
;O
5

OPOI EAEMXOY & AEITMATA

Balete ota poPAeTopeva BuBioparta 100 ul atrd £va ammo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavW:
a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A
b. AvndpaoTripio BaBuovéunong oplakng TIPAG (CC) yia
lOIOTIKH epunveia
ETriong, Bacete amd 100 pl atmd kaBéva atrd Ta TTAPAKATW:
o Apvntikdg opds eAéyyou (NC) kal BeTIKOG opdg eAEyxoU
(PC) kaoBwg kai

e AiaAupévo opd aocBevwv (P11, P2...)

Emwadete yia 30 Aetrta o€ 20-32 °C / 68-89,6 °F.

MAévete 3 Qopég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG
(apaiwpévo 1:50).
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N

10.

11.

12.

13.
14.

L

+100 pl

®

30°

3x 3004l

30’

OD,; ODG\NA/

450/620 nm

I

>YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

Emwadete yia 30 Aetrta o€ 20-32 °C / 68-89,6 °F.

MAévete 3 Qopég, kaBe @opd pe 300 ul pubuIoTIKG diGAupa TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIYOTTOIWVTAG TNV TITTETA.

Etrwadete yia 30 Aemrtd oe 20-32 °C / 68-89,6 °F. lNpooTtarevoTe

aTTo TO £VTOVO PWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog d10KOTTAG avTidpaong o€ kaBe BuBicua ue
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TNV

TITTETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA Y1 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTrwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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Moo oTIKA KAl TTOIOTIKA EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovéunong (Ggovag y) Evavt g
ouykévtpwong oe U/ml (aG&ovag x). MNa Tov KaAUTEPO TTPOCBIOPICUO GUVIOTATAI N PHETAPOPE
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOUTTUAN €COKPIBWVETAlI QTTO TNV OTITIKA
TTUKVOTNTA TOU OEiYUATOG N CUYKEVTPWON TwV avTIowudatwy og U/ml.
Meploxf @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadesiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPETETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv

ATTOTEAECHATWY TWV ACOEVWV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,051 0,0
3 U/ml 0,136 1,8
10 U/ml 0,334 2,2
30 U/ml 0,635 2,9
100 U/ml 1,278 2,4
300 U/ml 2,292 0,8

lMapadeiyua ummroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,840/0,849 0,845 48,4

P 02 0,351/0,376 0,364 13,6
Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovTal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiyagovtal Eavd. Ta deiypata Pe TINES HIKPOTEPES aTTO TO EUPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTrel va avagEpovTal wg "<EAay."
Eidika oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpikd epyacTApia PTTopoUlv va SIEEAyouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECA AiaTog CUNPWVA PE TNG pubpioeig TnG E.E..
2uvioTdaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV HE TA KPITHPIA, N
OOoKIuN €ival dkupn Kal Ba TTPETTEl va ETTAVAANPOEI.

Oa Tmpémel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTIdpaoTnpiwy (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv ta oToixeia Ta otroia uTToBAABNKAV 0€ BOKIKN TTApPoucIAfouv atrokAIon f dAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG ) Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUAOTA i TOV TTPOUNBEUTH TOU KIT SOKIWAG
MNa 1roioTikA a§ioAéynon diaBAcTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv BEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA agloAdynon TTpoTeiveTal va BewpouvTal Ta
ociypuata 20 % yupw amd Tnv TIPA Tou pdptupa oav ammpoodiopiota. OAa Ta deiypara pe
UWNAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TIMEG apvNTIKA.

ApvnTIKO: OD qo6evs < 0,8 X OD cuytoff
Ampoodidpiota: 0.8 x OD cytoff < OD qotevg S 1,2 X OD cut-off
OETIK(): OD qqegvr'] > 1,2 X OD cut-off
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9  Texvikd oToIxeia
YAIKO delyhaTwy: Opébg
OykKog delyudTwV: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUNA
OelyudTwy
OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C / 68-89,6 °F
MepioxA péETPNONG: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 2,9 U/ml
duAaén: o€ 2-8 °C/ 35,6-46,4 °F OTIG auBeVTIKEG QIAAEG
ApIBubG Twv TTPOodIoPIoCPWY: 96 dOKIPOTIES
10 Zroixeia Arédoong
10.1 EUpOg @UGCIOAOYIKWYV TIHWV
Opoi aipatog uylwv dotwv uttoBARBnKav oTnv avoooloyikr dokipacia AESKULISA® Jo-1
Kal oTTd TA ATTOTEAETUATA TTPOEKUWE N aKOAOUBN KaTavoun:
Ap1Bu6g delypdTwy apvNTIKA oplaKd OeTIKA
80 80 (100 %) 0 (0 %) 0 (0 %)
2UVIOTOUE, £TTIONG, KABE epyaoThpIo va KaBopioel To BIKO Tou €UPOG QUOIOAOYIKWYV TIHWV.
10.2 AkpiBeia
H oakpiBeia Twv ommoTeAeOPdTWV TTOU TIPOEKUWAV aTrd TNV  avoooAoyIKA dokKipagia
AESKULISA® Jo-1, REF 3113 afiohoynbnke pe BAon Tov  TIPOCDIOPIOUS  TNG
ETTAVOANYIKNOTNTAG KAl TG AVOTTAPAYWYINOTNTASG KABWGS Kal TG dlakUuavong OTIG avaAUoEIg
TTOAAWYV OEIYUATWYV BIOPOPETIKWV dPATTNPIOTATWY AVTICWHATWV.
TautéTnTa i Enqva)\nwlpémm i ﬂu?qvw\ 14OTNTA i 'AKpi €10
SeiypoTog Méoog 6pog Mécog 6pog Méoog 6pog
(U/ml) cv (U/ml) cv (U/ml) cVv
Aciyua 1 7,68 41 % 7,68 13,5 % 8,08 4,8 %
Agiyua 2 15,14 2,2% 15,14 9,7 % 15,73 2,7 %
Agiypa 3 38,06 3,1 % 38,06 8,5% 38,85 3,6 %
Agiyua 4 61,58 3,6 % 61,58 9,8 % 62,10 4,3%
Agiyya 5 197,53 4,3 % 197,53 15,0 % 186,66 55%
10.3 EvaioOnoia kai €§e1dikeuon

AvaAuTIKA guaioBnoia

H avaAutiki euaioBnoia éxel agloAoynBei pe Baon TTOAAATTAEG AvoAUOEIG OEIYUNATWY HE
PUOMIOTIKG OIGAUpa KAl XaPnAWv BeTiIKwv  OEIlyuATWY Kal PE UTTOAOYIOUO TOu opiou
avixveuong.

Ma Tn dokipacia AESKULISA® Jo-1, REF 3113 éxel kaBopioTei éva Oplo avixveuong
29 U/ml .
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MFpappIKOTNTA

TpeIg opoi aipaTog TTou KAAUTITOUV TO GUVOAIKG €UpOG TNG SOKIPOCIiag apaiwbnkav o€ oeipd
ME €va apvnTIKO Ociyua opoU aipaTtog. O1 TIHES Twy EEXWPIOTWYV SIGAUNATWY TTOU TTPOEKUYAV
atroé TN METPNON KAl Ol AVOUEVOPEVEG TIMEG XPNOIKOTTOINBNKAY YIO TOV UTTOAOYIOHO MIAg
YPOUMIKAG TTAAIVOPOUNONG. ZUPQWVA HE TA OTTOTEAEOHOTA TOU €AEYXOU YPOAUMIKOTNTAG
TTpoodiopioTnke éva eUpog 3 - 300 U/ml yia 1n dokipacia AESKULISA® Jo-1.

Alokpiwon

To AESKULISA® Jo-1 éxel diakpiBwOei  €vavtl evog opol avagopd¢ Tou CDC Atlanta
(Centers for Disease Control and Prevention). Ta ammoteAéopata didovral oe U/ml.

11 Aia@egon
MapakoAoOUBNOTE TIG OXETIKEG KAVOVIOTIKEG ATTAITACEIG!
12 BiBAloypagia

Nishikai and Reichlin (1980). Heterogeneity of precipitating antibodies in polymyositis and
dermatomyositis. Characterization of the Jo-1 antibody system. Arthritis Rheum 23: 881-888.

Love LA, Leff RL, Fraser DD, Targoff IN, Dalakas M, Plotz PH, Miller FW (1991). A new
approach to the classification of idiopathic inflammatory myopathy: myositis-specific
autoantibodies define useful homogeneous patient groups. Medicine (Baltimore) 70: 360-
374.

Miller FW, Twitty SA, Biswas T, Plotz PH (1990a). Origin and regulation of a disease-
specific autoantibody response. Antigenic epitopes, spectro type stability and isotype
restriction of anti-Jo-1 autoantibodies. J Clin Invest 85: 468-475.

Miller FW (1991). Humoral immunity and immunogenetics in the idiopathic inflammatory
myopathies. Curr Opin Rheumatol 3: 902-019

Biswas T, Miller FW, Takagaki Y, Plotz PH (1987). An enzyme-linked immunosorbent
assay for the detection and quantitation of anti-Jo-antibody in human serum. J Immunol
Methods 98: 243-248.

Lothar Thomas: Labor und Diagnose. Indikation und Bewertung von Laborbefunden fir die
medizinische Diagnostik., 8. Auflage, TH Books

CLSI Guideline GP44-A4: Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests
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13 PuOuIoTIKA ocUuBOoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d'ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpIouog TrapTidag
- Lote

uDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador Gnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKO GUOKEUNG

- Identificador tnico do dispositivo

3

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- Eupwraiki oupgwvia

- Déclaracdo CE de Conformidade

Wiy apsku &M

- 96 determinazioni - 96 tests
- 96 tests - 96 pruebas
- 96 Bestimmungen - 96 TTpoadiopiouoi
96 - 96 Testes
elFU - Rispettare le istruzioni elettroniche per l'uso - See electronical instructions for use

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electronicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0BnYieg Xprong

- Seguir as instrugdes electrénicas de utilizagdo

- Da utilizzarsi entro - Use by
- Utilise avant le - Utilizar antes de
- Verwendbar bis - Xprion péxp!

- Utilizar antes de

+8°C
+2°C

- Conservare a 2-8°C (35.6-46.4°F)

- Store at 2-8°C (35.6-46.4°F)

- Conserver & 2-8°C (35.6-46.4°F)

- Conservar a 2-8°C (35.6-46.4°F)

- Lagerung bei 2-8°C (35.6-46.4°F)

- ®uAdooeTal oToug 2-8°C (35.6-46.4°F)

- Conservar entre 2-8°C (35.6-46.4°F)

- Prodotto da

- Manufactured by

- Fabriqué par

- Fabricado por

- Hergestellt von

- Karaokeudderai ammé

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Opiakdg opdg AvridpacTrplio Babuovounang

- Calibrador de cut-off

CON|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- GETIKOG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pOG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvtidpaoTrpio Babuovépnong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0geuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmikaAuppévn pIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB |50x

- Tampon de Lavage

- Solucién de lavado

- Waschpuffer

- PuBpioTikd didAupa TTAUONG

- Soluco de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SiGAupa UTTOoTPWHUATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTidpaoTrpio SIaKOTTAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampén Muestras

- Probenpuffer

- PuBpioTiké didAupa SelypdTwy

- Diluente de amostra
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