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Evoedeiypévn Xpion

AESKULISA® Elastase eival pia Eviupoavoooloyikr péBodog atepeng @dang (ELISA) Tou Trepiéxel
UYNAAG KaBapdTNTag @QUOIKN avBpwTrivn €AacTACn YIG TOV TTOCOTIKO KAl TTOIOTIKO TTPOCadIopIcUo
QVTICWHATWYV EVavTl TNG EAACTACNG aTOV avBpwITIvo 0pd. H dokipacia eEutrnpeTei atn didyvwaon Twy
QUTOAVOOWY AyYEITIOWV.

KAIVIKR epappoyn Kal apxég Tng pEBodou

H eAhaotdon eival pia mpwtedon oegpivng, n omoia PBpiokeTal Kupiwg o TTOAUPOp@OTTUPNVa
oudeTEPOPIAa KOKKIOKUTTapa (PMN), pakpo@dya KUTTapa, evooBnAiakd KUTTapa Kal TTapouciddel 54%
opoloyévela TNG akoAouBiag oe axéan Ye Tnv Tpwreivaon 3. H didoTracn Twv TTPWTEOYAUKAVWV TTOU
yiveTal ammd Ta oudeTEPOPIAQ, OPEIAETAI KUPIWG OTAV TTPWTEOAUTIKA dpacTnpIdTNTa TG EAACTACNG.
AKOWN, n €EAacTAon TTapouCIAlel BACIKA CUUMETOXN GTNV KATACTPOQN TWV IOTWYV OTA EUQUCTATA Kal
TN PEUMATOEIDN apBpiTida.

Ta avriowpata évavTl TNG EAaCTACNG AVAKOUV 0TNV OPAdA TWV AVTI-OUBETEPOPIAWV-KUTOTTAAC UATIKWV
avTiowpdtwy (ANCA), Ta otroia TdooovTal €18IKG eVAVTIO CUCTATIKWY OTOIXEIWV TOU KUTOTTAGOUATOG
TWV OUBETEPOPIAWV KOKKIOKUTTAPWY KaI TwV JOVOKUTTApwY. H diatTioTwar| Toug yivotav apxIKd péow
Miag éupeong dokiyagiag avooo@Bopiopou (IFT) oe oudetepd@iAa KUTTAPA, OTABEPOTTOINUEVA E
aiBavoAn. Me Baon TIG dIAPOPES TTAPATNPOUPEVEG OXNUATOUOPPEG GOOPIoUOU ETTITUYXAVOTAY £Vag
olaxwpiopdég Twv ANCA oe cANCA pe KutoTTAaoUATIKR) oxnuaTtouop@r] @Bopicuou kai oe pANCA e
TTEPITTUPNVIKN OXNMaTOHOoP®r @Bopicuol. E@doov Ouwg kal o dU0 OXNUATOUOPYPEG @BoPICUOU
TTapoucidlouv avTiIdopdaoelg evavTia o€ TTOANG dla@opeTIKG avTiyova, o IFT atrodeikvieTal wg eAdxIoTa
KatdAAnAog yia 1n dlagopodidyvwaon Twv ayyeiimdwy, Ba £mpete Aoimrdv, yia 10 Adyo autd, To
amotéAeoua Tou IFT va emMKUpWVETAl PHECW €VOG €10IKOU TTPOCOIOPICHOU TWV QVTICWHATWY MPE TO
ELISA.

Ta cANCA 1docovTal Kupiwg evavtia otn pwreivaong 3, Ta pANCA evavTia atn yueholtTepocelddan.
O Trepirupnvikdg @Bopioudg Twv pANCA wotdoo, mlavwg dev oeileTal pOvo aTnv avTidpaan Evavri
™G MPO, aAAd kai evavTia o€ didgopa GAAa avTiyova, OTTwG TT.X.: EAaoTAcn, kabewivn G, AakToQepivn
ka1 Auoolupun.

O mpoaodiopiopds Twv ANCA pe pia diayvwoTikr) dokiyacia fonBdel otn didyvwon Twv autodvoowv
ayyeiimdwv. AutoavTiowpata gvavtia Tng MPO epgavifovtalr otnv 1I810TTa0NAG Kal 0Tn OXETICOMEVN WE
ayyelimda TTPOOJEUTIKN VEKPWTIKA OTTEIpapaTovEPPIiTIOa. Aveupiokovtal oTo 70% Tng MIKPOOKOTIIKAG
ToAuayyeiimdag kal oto 5-50% Tou ocuvdpoduou Churg-Strauss. Ta autoavTiowuata évavtl NG PR3
atroteAoUV I0IKO deikTn 0pou yia TNV KokKiwpdTtwon Tou Wegener (WG). Ta autoavTiIowuaTa eVAvTIa
oTnVv €A0OTACN CUOXETICOVTAI PE TIG PAEYUOVWOEIG PEUPOTIKEG TTABNOEIG OTTWG Eival N PEUUATOEIBNAG
apBpiTida, n ayyeiimda, To ouvdpopo Sjogren kai 0 CUCTNUATIKOG £puBNUATWONG AUKOG (ZEAN).

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLovTal Ta EIBIKA avTICWHUATA aTTd TOV
opo Twv acBevwy, €dv autd UuTTdpXOUV, PE TO AvVTIYOVO TTOU PPICKETal OTNV TTAGKA, TA Wn
ouvdeuEva aTolixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BAA TTAUONG. ETreira TpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOQAIPIVEG, 01 OTTOIEG €ival OUEUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CUfEUYUEVEG QVOOOCQAIPIVEG)
OUVOEETAl HE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol IN OUZEUYUEVEG
avoooo@alpiveg atTopakpuvovTal aTo €TOPEVO 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 aTTd TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUypaTog Trou BpiokeTal
ouvOedEPEVN PE TO OUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIOTOIXWV AVvTICWUATWY OTO deiyua aoBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN ATl1O TH XPHZH

Xpwua e s
2T0I1XEIO MogétnTa . dioAUpaT  TMepiypagr) / Mepiexdpevo
KOTTOKIOU oc
5TTAGCIO CUYKEVTPWON
PuBuioTiké didAupa delyudTtwy . . Tris, xAwpiouxo vaTpio (NaCl), aABoupivn Bogiou
(5%) 1 x20ml Aeukd Kitovo 500 (BSA), 0teidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
C s . 50TTAGCIa CUYKEVTPWON
(FZ.)%GX‘;'OT'KO OiGAupa mAGong 1 x 20ml Neukd Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwua Xpwua
2T0IXEIO MogétnTa katakio  diaAupar  [lMepiypaen / MNepiexduevo
0 oG
. oy . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
ApvTIKGG 0pOg EAEyXOU 1x1,5ml Mpdovo  Alauyég opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvrnpnTiko)
) i i . . AvBpwTTIivog 0pog (diaAupévog), aABoupivn Bogiou
OeTIKOG 0pOG EAEyXOU 1x1,5ml Kokkivo | Kitpivo 0poU (BSA), 0£iBI0 TOU VaTpiou < 0,1% (GUVTNENTIKG)
Avnégaomplo BaBuovéunong 1x1.5ml MAe Kfrpivo Avepwmvog 0pog (6|a)\upqug), aABom:wvr] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTtnpnTiKO)
Juykévipwaon kaBe avtidpaoTnpiou Babuovéunaong: O,
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml N\eukd Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwrmivog 0p6g

(Sd1aAupévog), aABoupivn Boeiou opou (BSA), ogeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)

>uoTaTiKa oToIXEia: AvTI-avBpwTTivn avocoo@aipivn
>ulelypara, IgG 1x15ml MTTAe MrtTAe onuadepévn pe utrepoeIdaon atrd pagavioa,
aABoupivn Béeiou opou (BSA)

>1aBepoTroinuévn TETPapEBUABEVISivn Kal

YméoTpwpa TMB 1 x 15ml Matpo Aiauyeg utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diakoTmg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
Agv

Aegv givai Me amoomwuevoug uttodoxeic. Avatpégte aTnv

MAd&ka pikpoTiTAoTroinang 12 X 8 evar Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
Taivieg dia6éoiu o ETTIKGAU
o wn.

* H évtaon Tou XpWwHaTOG QUEAVETAI PE TN OUYKEVTPWON
AmaitoUugva vuAika

O avayvwoTng TTAaKWY pIKPOoTITAOTToinoNG 450 nm avaylyvwoKel QIATpa avayvwaong Kal TTPoalpeTiko 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva e€aptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwAfveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpiBelag (10, 100, 200, 500, 1000 pl) A TTpoocapuolopevn TToAuTTpoXoida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emavaoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmmoppo@nTikd xapTi. Ol
doKIpaagieg Hag £xouv wg oxXeBIOOTE yIa va XpnoipoTroinBoulv pe kabapd Udwp oUPPwva PE Toug opiopoug Tng PappakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avridpacTripia Tou auvOAou avTI®PACTNPIWY Kal N MIKPOTTAGKO TTPETTEI va QUAGooovTal
otoug 2 - 8 °C / 35,6 - 46,4 °F yéoa oToug aubevTIKOUG TTEPIEKTEG. Apalwpéva dlaAlpaTa,
@uAdooovtal oToug 2 - 8 °C / 35,6 - 46,4 °F yia éva univa. Mpétrel va AauBdavovtal uttéyn ol
nuepounvieg AAENG TTou avaypd@ovTal Tn CUCKEUAOIa Kal OTIG ETIKETEG TOU KABE oUOTATIKOU.

Mn xpnoigotroicital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTidpacTnpiwv! MNpémer va
aTTo@eUyETaI N £viovn €TiIOPACN QWTOG aTO didAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKESG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn pePPpavn NG
OuUOKeUaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TNA EPFAZTHPIAKH
XPHZH (IN VITRO AIANQZTIKH).

MpéTTel va XpNoIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £X€I KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
oTn xpnoigotroinon in vitro dlIayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
ID10iTepa ToEIKG A €TMIKIVOUVO UTTO OUVOAKEG evOedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

Zuordosis Kai uétpa mpoeuiaéng

Meuyovwpéva ouoTaTikd Tou auvoAou avTIOPaoTNPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpacThpia, Ta oTToia gival duvaTtd va TTPOKOAECOUV €peBIOUd Twv O0POOAUWY Kol TOou
oépuatog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiEéxouv alidio Tou
vaTpiou (NaNs) wg ouvinpnmiké. 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 oxnuaTioviag 101aiTepa €kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aATToOpPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dlIadIKAOieg atToAUuavong OTTwg TreplypdeovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Katd tn SidpKela TG €pyaciag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HEOW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpacTrpia avlpwTTivnG TTPOEAEUCNG TTOU TTEPIEXOVTAI OE QUTO TO TIPOoidv (opoi
eAéyxou kal avTidpaoTrpia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartimda C kai HIV 1 kal 2 wg apvntikd. Opwg, o€ TpoidvTa
avOpwTTIVNG TTPoEAEUONG OE UTTOPEl TTOTE va atTokAEIoTel TTAAPWG N MBaveTNTa NOAUVONG ME
TOUG ava@epOpevous i Kal e GAAoUg akdun ayvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AGYO auTd, ol opoi eAéyxou, Ta avTidpacThpIia BaBuovounong OTTwG €TTioNG Kal Ol 0POi Twv
aoBevwyv xapaktnpifovialr w¢ duvnTIKA HOAUCHATIKOI KAl TTPETTEI va XPNOIMoTTolouvTal
oUPQwWVa JE Ta €BvIKE VOUIKG aflwuaTa.

Emeidy 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTivaKa
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vouoBeaiag.

Fevikég utrodEiselg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWVY TWV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv ptrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evqupa Z0Ceuéng n MIKPOTTAAKEG
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET Vva 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikd Tou 0T va AdBouv Beppokpacia dwuatiou TTpiv atrd Tnv évapn
NG dokiyaciag (20 - 32 °C / 68 - 89,6 °F) kal avaueigTe KaAd. MNpémmel oTwodnTToTE va
TNPEITaI TO KABOPIOUEVO TTPWTOKOAAO yia Tn diegaywyr TNG dOKIYACIag.

Emrwaon: Zuviotoupe amrédoon dokiuAg otoug 30 °C / 86 °F yiad QUTOMATOTTINHEVA
OUOTAHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKG TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpacieg dvw Twv 37
°C / 98,6 °F. Xpnoigotroleite yia TN Aqwn Tou OIOAUPOTOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUMQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TIITTETAG TTOU £X0UV £pB¢l o€ eTTA@ PE GAAa avTIdOPaACTAPIC.
H teAik KAIVIKA S1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TnNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIUOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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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, dIOPOPETIKA TTPETTEI VA QUAACTOVTAI KAEIOPEVA AEPOOTEYWS OTOUG 2 - 8 °C
/35,6 - 46,4 °F yia 48 WpeG TO YEYIOTO. 2€ TTEPITITWOT TTOU TTPORAETTETAI PEYOAUTEPN OIGPKEIQ
QuUAaéng, Ta deiypaTa TTPETTEl va PuxovTal otoug - 20 °C /- 4 °F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

2UMTTUKVWHEVO PUBUIOTIKO SIGAUMA DEIYUATWYV: apalwveTe 1:5 pe atrooTayuévo vepod (Tr.x. 20
ml ouv 80 ml).

ZUMTTUKVWHEVO pUBNIOTIKO dIdAupa TTAUCNG: apaiwveTe 1:50 pe atmmooTayuévo vepod (.. 20
ml ouv 980 ml).

MNa tnv amopuyn Tuxov AaBwv, CuvioTATAl N CANOVON TWV KATTAKIWY Twv OIdQopwv

avTiIdpacTnpiwv 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 KOAG KAglopéva péoa oTtn PEPPPAvVN TNG CuOKeuaaiag oe dpooepd PEPOG (2 - 8 °C /
35,6 - 46,4 °F).
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7.2 ZXAMA SIOVOURG avTIOpaCTNPIiwV

7.3

MpoTteivoupe TN Xprion ¢ MITTETAG yia avTIOpaoTApIa BaBuovéunong, opolg 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

Bripa  Iepiypapr

1. Mpiv am6 10 TTTETApIoPa BERAIWOEITE GTI £XETE EKTEAETEI T BIABIKATIA TTPOETOINACIAG TG TO
BrAua 7.1 opatdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrpaTa avadAoya Pe Ta TBUPNTA aTToTEAEéOUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

3.
+100 pl
o)
5.
— —
3x 3004l

I

OPOI EAEMXOY & AEITMATA

Balete ota poPAeTopeva BuBioparta 100 ul aréd £va atmo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavw:
a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotrpio BabBuovéunong opiakng TIuAG (CC) yia
TOIOTIKH epunveia
ETriong, Bacete amd 100 pl atmd kabBéva atrd Ta TTaPAKATW:
o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG opdg eAEyxoU
(PC) kabwg Kkai

e AiaAupévo opd aocBevwv (P11, P2...)

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

MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUCNG
(apaiwpévo 1:50).
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>YZEYTMA
6.

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

L

+100 pl

7.
Emwadete yia 30 Aetrtd o€ 20 - 32 °C / 68 - 89,6 °F.
30’
8.
I
MAévete 3 Qopég, kaBe @opd pe 300 ul pubuIoTIKG diGAupa TTAUONG
- - (apaiwpévo 1:50).
3x 3004l
YMOZTPQMA
9
Bacete 100 pl diaAupartog uttooTpwuatog TMB oe kGBe uttodoxéa
u XPNOIYOTTOIWVTAG TNV TITTETA.

10. §

Etrwadete yia 30 Aetrtd o€ 20 - 32 °C / 68 - 89,6 °F. lNpooTarteuoTe
@ aTTo TO £VTOVO PWG.
AIAAYMA AIAKOMHS ANTIAPAZHE
11
Bacete 100 pl diaAUpaTog d10KOTTAG avTidpaong o€ kaBe BuBicua ue
- TN O€IPA TTOU TOTTOBETABNKE TO UTTOCTPWHA XPNOCIKNOTTOIWVTAG ThV
i mTéTa.
+100 pl
12. =
EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.
s
13. AVOKIVEITE TIPOOEKTIKA TNV TTAGKA YIa 5 OeUTEPOAETTTA.
OD.- OD
14. w0 e\ Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTrwv
450/620 nm (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 0,032 2,8
3 U/ml 0,152 2,6
10 U/ml 0,281 1,2
30 U/ml 0,646 2,4
100 U/ml 1,214 1,7
300 U/ml 2,104 1,6

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

P01 0,658/0,669 0,664 30,6

P 02 1,156/1,148 1,152 86,2
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."
Eidikd oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO €AEYXOU.
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
XWpPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA f TOV TTPOUNBEUTH TOU KIT SOKIMUNG.
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
ociyuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
UWNAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TIMEG apvNTIKA.

ApvnTIKO: OD qo8evi < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cutoff < OD aoevp £ 1.2 X OD cyteoff
OETIK(): OD qqegvr'] > 12 X OD cut-off
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9 Technical Data
YAIKG OeIlyUATWV: Opébg
OykKog delyudTwV: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUNA
OelyudTwy
OAIKOG Xpbvog TTWaONG: 90 Aetrtd o€ Bepuokpacia dwuatiou 20 - 32 °C / 68 - 89,6
°F
Mepiox péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: 0e2-8°C /35,6 - 46,4 °F oTIG AQUBEVTIKEG QIAAEG
ApIBu6S Twy TTpoodiopiopwy: 96 doKIPaaieg
10 Zroixeia Adédoong
10.1 AvaAutiki Evaiofnoia
Aokiyaaia Tou puBuIoTIKOU dlaAupaTtog deiypatog 30 @opéc oe AESKULISA® Elastase divel
avaAuTiki evaioBnaoia 1,0 U/ml.
10.2 E1dikéTnTa Kol Evaiodnoia
H mAdka piKpoTITAOTTOINONG €ival €mmKAAUPPéVn ME QUOIKN avBpwTrivn eAaoTtdon. Ac
OIaTTIOTWVOVTAl AvTIOPACTIKOTNTEG dlacTaUpwong Me GAAa avtiyova. lNpog 1o TTapdv dev
uQioTavTal yKUpa OTOIXEIA VIO TA QvTICWHATA €vavTl TNG eAaoTdong o€ oxéon We euaioBnaia
Kal €101KOTNTA.
10.3 FpappIKOTNT

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWHEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY CUMTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 226,0 2240 100,9
1/200 113,0 112,0 100,9
1/400 54,0 56,0 96,4
1/800 26,0 28,0 92,9
2 1/100 181,0 184,0 98,4
1/200 90,0 92,0 97,8
1/400 45,0 46,0 97,8
1/800 22,0 23,0 95,7
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10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
NG TTPATUTING KAWTTUANG N ECWTEPIKN Kal evoidueon diakuuavan.

EowTepikn pé6odog Evlidpeon pébodog
ApiBp. Méoog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 130,0 2,4 1 138,0 2,6
2 95,0 3,9 2 101,0 3.4
3 63,0 4,1 3 61,0 3,2

10.5 Alakpifwon

To TocoTIKO cUoTNua METPNONG AOYyw EAAEIYNG evog O1EBvoUg TTPOTUTTOU ava@opdg EXEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG WETPNoNG. Ta atroteAéopaTta didovral og U/ml.
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PuBuioTikad cUppoAa

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 - ApIBu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog optidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- Eupwraikn oup@uwvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 96 Testes

elFU

"w agsku e

- 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 utilizacédo

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

- 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 a 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)

- ®uhdooeTal 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

- Karaokeuageral amré

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakdg opdg AvTidpaaTripio Babpovounong

- Calibrador de cut-off

- Controllo positivo

- Positive Control

CON|+

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApVNTIKOG 0pdG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaaoTrplo Babuovounang

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmkaAuppévn JIKpOTTAGKA

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB |50x

- Tampon de Lavage

- Solucion de lavado

- Waschpuffer

- PuBpioTikd didAupa TTAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SiAupa uTTooTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaThiplo JIaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampo6n Muestras

- Probenpuffer

- PuBpioTiké didAupa Serypdtwy

- Diluente de amostra
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