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Evdedeiypyévn xpnon

AESKULISA Thrombin-GM civai pia Evlupoavoooloyikfy péBodog oTeperg @daong TTou
TEPIEXEl QUOIKN avBpwTTivip Bpoufivn yia Tov TTOCOTIKO Kal TTOIOTIKO TTPOCBIOPICHO
QvTICWHATWY évavTl TG BpouRivng oTov avBpwTTivo opo.

O TpoCdIoPICUOG AUTWY TwV avTICWHATWY €EuTTNEEeTel 0TOo va T1eBei n didyvwon Tou
avTIQWOQONITTIOIKOU ouvdpouou (ADL).

KAIVIKR epapupoyR Kol apXéG TG HEBOOOoU

H BpouBivn dev eival QUOIOAOYIKO CUCTATIKO OTOIXEIO TOU AiPATOG, TTAPAYETAI PHECW TNG
KATOAUTIKAG d1A0TTAoNG TNG TTPOdpOoUNg Hop®ng NG, Tng TTpobpouBivng (Trapdayovtag ) pe
TN MECOAGPBNGCN Tou evepyoTroinuévou Trapdayovta Xa (Trapdyovrag Stuart). Autd attoTeAei To
TeAeuTaio Brpa TNG evdoyevoug Kal TNG eEwyevoug odou avTidpdoewy TNG TMENG TOU AiJaTog.
H petarpotry amaitei évav ouptrapdyovTia e€vepyoTroinong, Tov Trapdyovta Va, 0 OTroiog
atmeAeuBepwveTal Eow TNG BpopRivng atmoé Tov Tapdyovta V. H ouvdeon Tou mapdyovta Va
ME TNV TTpoBpouRivn emTaxuvel TN IN EVCUPOTIKA EVEPYOTTOINOT TOU TTapdyovTa Xa.

H 8pouBivn gival pia yAukoTrpwreivn, r otroia atroTteAeital atrd dUo TTeTTIOIKEG AAUTideS (aTTd
36 ka1 259 apivo&éa) TTou cuvdéovTal PETALU TOUG PE YEQUPES Beiou. 'Exouv avayvwpioTei
TPEIC CNMOVTIKEG TTEPIOXEG OTNV ETTIQPAVEIO TOU €vCUPOU: N KATOAUTIKA TTEPIOXHA, N OTToia
TTPO0dIdEl OTO POPIO TNV dPACTNPIOTNTA TOU WG TTPWTEACN OEPIVNG, KAl U0 TTEPIOXEC EKTOG
TOU KATAAUTIKOU KEVTPOU, ATTO TIG OTTOIEG N Hia pecoAaBei oTn oUVOEDN TOU UTTOCTPWHATOG
(uTrodoxéag Ivwdoyoévou 1 BpouBivng), Kai n GAAn gival uttetBuvn yia Tn oUvOEaN TNG avTI-
Bpoupivng Il kal Tnv atrevepyoTroinon NG BpouRivng.

H BpopBivn, wotéco eival KATI TTapaTmdvw atod pia oTtAf TpwrTeivn Tou TTAdouaTtog. Ol
1I016TNTEG TNG, va digyeipel Ta AIOTTETAAIO £TOI WWOTE AUTA va dnuIoupyolV CUCCWHATWHATA,
Kal N atTeAEUBEPWON CUCTATIKWY OTTO Ta TTUKVA Kal AAQO KOKKia £Xouv TTEpIypa@Ei non atrd
Kaipo.

H epgdavion avriowudtwy évavtl TG BpouBivng cuoXeTideTal PE TIG KAIVIKES 1010TNTEG TOU
Agyoduevou avtiouwo@oAImmdikoUu ouvdpouou (ADPZ). Ta avT-BpopfIVIKA avTiIowPaTa QaiveTal
va oxetidovtal Ye TIG eV Tw BABel PAERIKEG BpouPBWOEIG.

Apx£ég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWacnsg cuvdEovTal Ta EIBIKA avTIoWPaTa aTtrd Tov
opd Twv aoBevwyv, €av auTd UTTAPYXOUV, PE TO avTiydvo TTou BpioKeTal oTnv TTAGKA, T [N
ouvdguEva aToixeia Tou 0poU aTTopakpUvovTal aTo €TTOUEVO BAua TTAUCNG. 'ETreita TrpogBéTovTal
avTI-avOPWTTIVEG AVOCGOOQAIPIVES, 01 OTTOIEG €ival OUeUyuEveEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard 1n didpkeia piag €mwacng, 1o ouleuypa (CULEUYHEVEG AVOCOOQAIPIVEG)
OuVOEETAl UE TO OUPTTAOKO avTIyOVOU — QVTICWHATOG TTOU GOXNUATIOTNKE TTPIV, OI [N OUCEUYUEVES
avoo0o@aIPiVEG ATTONAKPUVOVTAlI GTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twv ouvOeuévwv
QAVTICWHATWY TTPAYUATOTIOIEITAI € EVCUUATIKI XPWOTIKA avtidpacn (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe diahupévo o&U (aAhayry xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHOyovo e¢aptdtal atrd Tnv TT000TNTA OUuleUyhaTog Trou BpiokeTal
ouvdedepévn PUE TO CUUTTAOKO avTIyOVOU-QVTICWHATOG KAl €TO1 €ival avAAoyog TTPOG TNV apXIKh
OUYKEVTPWON TWV QVTIOTOIXWV AVTICWUATWY 0To deiyua aoBevolg.
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ZUOTATIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAI IMPIN ANO TH XPHZH

2T0IXEI0 MooomTa SETET gg}\nll: am [Mepi N / MNepiexopevo
X T KQTTaKIoU oc U plypaen PIEXOU
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
Xpwpa Xpwua
2T0IXEiO MocomTa Kamakio  OlaAupar  Mepiypar / MNepiexouevo
V] o¢
. . . . . AvBpwrrivog 0pag (diaAupévog), 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)
Avnbgamﬁglo BaBuovoéunong 1x1,5ml MiTAe Kitp vo AVOPwnlvog op('?(_; (&aAuuévo_g), aABoupivn Bogiou )
OPIAKNAG TINAC opou (BSA), o&gidio Tou varpiou < 0,1% (ouvinpnTiko)
2uykévipwon kade avmdpaotnpiou Babuovounong: 0,
i . i . N 3, 10, 30, 100, 300 U/ml. AvBpw1r vog 0pOg
Avnidpactpia BaBuovounong | 6 x 1,5ml Aeuko Kitp vo (BiaAupEvoc), aABoupivn Bogiou opou (BSA), 0E&idio
Tou varpiou < 0,1% (ouvinpnTiké)
. 2UOTaTikG GTOIXEi0: AVl — QvBpWITIVI avoooo@aipivn
2udedypara, IgG 1x 15mi Mn')\s Mn')\e onuadepévn pe utrepogeidaon amé pagavida,
IgM 1x15ml Mpdaowvo | lpdoivo (SuvmpnTiko) (BSA)
. . . 21aBepotroinuévn TeTpapeOUABEVIBIvN Kal
Ymootpwua TMB 1x15ml Maupo Aiauyég UTTEPOEEIBIO ToU UBPOYOVOU (TMB/H;0,)
AidAupa diakotmic avtidpaong 1 x 15ml AguKO Alauyég 1M YdpoxAwpikd 00
12x8 35‘('“ Agv gival | Me ammooTIWPEVOUC UTTODOXEIC. AVaTpEETE OTNV
[MAdka piIKpoTITAOTTOINONG Jaie B1a6Eat Olabéoy TTapaypa@o 1 yia TANPOQOPIEC OXETIKA UE TNV
¢ o o EMKAAUYN.
* H évTaon TOU XpWHATOC QUEAVETAI UE T CUYKEVTPWOT
Armraitoupeva vAika

O avayvwoTtng TTAaK@V pIKpoTiTAoTroinong 450 nm avaylyvwokel @iATpa avayvwong Kai TTpoaipeTiké 620 nm @iATpa ava@opdg
(600-690 nm). Nvahiva egaptripara (kUAivdpog 100-1000ml), dokipaoTiKoi CwARVES yia diaAupaTa. AovnTrig avapigng, TTPoX0oIdEC
akpiBeiag (10, 100, 200, 500, 1000 pl) i Tpoocappolouevn ToAutrpoxoida (100-1000ul). Zuokeun TTAUONG PIKpPOTTAdKag (300l
emavahapyBavopevn TPoxoida, 1 TPoxoida TTOAAATIAWY KavaAlwy ) auTopatoTioinuévo oUoTnua), amoppo@ntikd xapti. Ol
doKIpaaoieg pag £xouv w¢ oxedlaaTei yia va xpnoigotroinBouv pe kabapd U0wp cUUPWVA PE TOUG OpICUOUC TNG PapuakoTroliag
Hvwpévwv MoAmeiwv (USP 26 - NF 21) kai Tng EupwTraiki¢ eappakotroliag (Eur.Ph. 4th ed.).

®UAagn Kail xpovog diatipnong

Ta avTidpacThpia TOU GUVOAOU avTIOPACTNPIWY Kal N MIKPOTTAAKA TTPETTEl va QUAdCoovTal
otoug 2-8°C/35-46°F péoca OTOUC QUBEVTIKOUC TTEPIEKTEC.  Apaiwpéva  dlaAuuaTa,
QUAdooovTal otou¢ 2-8°C/35-46°F vyia éva priva. Tpémmel va Aaufdvovralr utréown ol
NUEPOMNViES ARENG TTOU avaypd@ovTal OTN CUCKEUATIa Kal OTIC ETIKETEC TOU KABE CUCTATIKOU.

Mn xpnoigoTrolgital Anypéva CUCTATIKA OTOIXEid Tou cuvolou avTtidpaoTtnpiwv! lMpétrer va
aTmro@eUyeTal N €vrovn £Tidpacn ewTO¢ oTo didAupa uttooTpwHaTto¢ TMB. O JIKOTTAAKES va
QUAdooOVTAl TTAVTOTE ME &NPAVTIKO UAIKO KOaAd KAciopévege MpéEOa oOTn MEMBPAVN TNC
OUOCKEUQOIaG.

Page 2 of 9
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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 KA EKTTAIOEUTE E10IKA
oTn xpnoigotroinon in vitro dlayvwoTIKWwY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
iIO1aiTepa ToEIkKG A emKivouvo UTTd ouvlnikeg evdedelyuévng XPHoNG, OUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dlaQUAAln TNG PEYIOTNG QOQPAAEIAG:

2uordosic Kai uétpa mpopuAiaéng

Mepovwpéva cuoTatikd Tou cuvoAou avTidpaoTnpiwy TTEPIEXOUV dUVNTIKA ETTIKiVOuva
avTidpacThpia, Ta oTroia gival duvatd va TTPOKAAECoOUV €peBIOUd Twv OPOOAUWY Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKA SIaAUpaTa TTEPIEXOUV aidIo Tou
vatpiou (NaN3;) wg ouvinpnmikd. To NaN; pmopei va eivar 10gIk6 €dv TTPoANYBEi n
atroppo@nBei atrd 1o déppa | Ta pama. To NaN; ptropei va avtidpdoel ue TNV €ykatdoTaon
MOAUBOOU Kal XaAkoU oxnuatifovrag 101aitepa ekpnKTIKG METAAMIKG alidia. Katd Ttnv
aTToppPIYn, ECETTAUVETE 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 didpKela TG Epyaciag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIOHA.Mn XpNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpacThpia avBpwTTIvNG TTPOEAEUCNG TTOU TTEPIEXOVTAl O auTd TO TIPOIGV (0poi
eAéyxou kal avtidpaoTrpia Baduovounong) atmodeixTnkav Katd tov éAeyxo yia nmatinda B
avTiyovo emigaveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvnTikd. Ouwg, o€ Tpoidvta
avlpwTTIvng TTpoéAeucng de PTTopei TTOTE va ATToKAEIOTEN TTARPWGS N TBavATNTA JOAUVONG e
TOUG ava@ePOUEVOUG 1 Kal JE AAAOUG aKkOUN AyvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOYO auTd, 01 0poi eAéyxou, Ta avTidpacThpia Babuovounong OTTwG €1TIONG Kal O 0POoi Twv
aoBevwv xapakTtnpifovralr wg duvnTIKA POAUCGUATIKOI Kal TTPETTEI va  XPNOIPOoTTolouvTal
oUPQWVA JE T €BVIKA VOUIKA agIuATa.

Emeidy 10 KIT TTEPIEXEl UAIKG CWwIKAG TTPOEAEUONG, OTTWG AVOQEPETAlI OTOV  TTiVAKO
TTEPIEXOMEVWIV, TIPETTEI VA TO XPNOIUOTIOIEITE OUPPWVA WE TIG ATTAITHOEIS TNG €OVIKAG
vouoBeaiag.

Fevikég utrodEiSelg

TNV TTEPITITWON KATA TNV OTToia 01 TTANPOPOPIEG TOU TTPOIOVTOG, CUNTIEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1 ECQAAUEVEG, ETTIKOIVWVNOTE [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 ATTOTEAEOATA.

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.

Emwaon: ZuviotoUpe amoédoon OSokipyng otoug 30°C/86°F yia AUTOHATOTTINMEVA
ouUcTAHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpaacieg avw Twv 37
°C/ 98,6°F. Xpnoigotroigite yia TN AQWn ToUu OIGAUPOTOG TOU UTTOOTPWHOTOG TTAVTOTE
KaIvoUpIla — CUCKEUAOPEVA pUyXN YIO TNV TTITTETA, VIO VO ATTOQPEUYETE HOAUVOEIG. ATTOQEUYETE
TAV £TTA@H TOU dICAUPATOG UTTOOTPWHATOG HE EVTOVO QWwG. Mn XpnoIUOTTOIEITE yia To dIGAUMA
ouleUyPaTOC TTOTE TA iBI0 PUYXN THITTETAG TTOU €X0UV £pB¢l o€ eTTa@ Pe AN avTIdpaoTApIa.

Page 3 of 9
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H teAik kKAIvIKA Si1dyvwon dev mpémrel va TiBeTal povo pe Baon Ta ATTOTEAECHATA TNG
O1e§aypévng dokipaoiag, aAAd atré Tov 1aTpo AdupBdvovTtag utTrToywn 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd gupfuara. H didyvwon mpétmrel va emiBeBaiwveTal XpnoIHOTTOIWVTAG
O10@POPETIKEG SIaYVWOTIKEG HEOOSOUG.

ARQyn deiyparog, rposTolacia Kal @UAagn

ZuvioTaTtal n Xpnon @pEéokwv OEIYNATWY opou. H Afwn Tou aiyatog TTPETTEl va yiveTal
oupgewva pPe 1o €0vIKA vopikd agiwuata.Na pn XpnolgoTTolouvTal: IKTEPIKA, AITTAIMIKA,
algoAupéva i poAuopéva atmd BakTtipia deiypara opou. Agiyuata opwyv TTOU TTEPIEXOUV
owpaTidla, va ToTToBeTouvTal JE XAUNAR TaxUTNTa GTn CUCKEUN QuyokévTpnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aipatog o€ KaBapd, oTeyvd Kal KeEVA QIaAidIa.

Karémmv diaxwpiopgou Ta deiydata TTAGOPOTOG TTIPETTEl va  XPNOIMOTTOINBoUV €VTOG TWV
TPWTWV 8 wpWwv, dIAPOPETIKA TTPETTEI va QUAACGCOVTAI KAEIOPEVA OQEPOOTEYWS OTOUG 2-
8°C/35-46°F yia 48 wpeg TO UEYIOTO. Z€ TTEPITITWOTN TToU TTPORAETTETAN PEyaAUTEPN DIdpKEIa
QuUAaéng, Ta deiypara TPETTEl va Wuxovtal oToug -20°C/-4°F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO PUBMIOTIKO SIGAupa deIyUATWYV: apalwveTe 1:5 pe atmooTayuévo vepo (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: apalwveTe Kal avauelyvoete 1:101 pe apaiwpévo pubBuIoTIKO BIGAuua
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 T1.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
TTOoOTNTEG PUBUIOTIKOU dIaAUpaTog TTAUCNG

XeipokivnTn wAUON:

ATTOJAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKO ETTAVW OE €va aTTOPPOPNTIKO XapTi. BAleTe
300 pl apaiwpévo puBuioTikG didAupa TAUONG o€ KABe PBUBICPO XPNOIMOTTOIWLVTAG TNV
miTéTa, TTEpIéveTe 20 deuTepOAeTTTa. ETTavaAGBeTe Tn diadikaoia akdun dUo QYopEg.
MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev £XOuUvV XPNOIKMOTTOINOEI Kal QUAGCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn PePPBpAavn TNG cuokeuaciag oe dpooepd Pépog (2-8°C/35-
46°F).

Page 4 of 9



EAESKU.DIAGNOSTICS

Product Ref. 3228
Product Desc. Thrombin-GM
Manual Rev. No. 003 : 2015-12-11

7.2 ZIxAupa diavopng avTidpaocTnpiwyv

[NpoTeivouphe TN Xprion TG TITTETAC yia avTIdpacoTApIa BaBUovOUNong, opoug eAEyXOU Kal

Ociypata wg €ENG:

ZHMEIQZIH: Z& mepiTMTWON TTOU TTPOKEITAI VA TTPOCdIoPIoTOUV JIAQOPEC KATNYOPIES
avriowpdTwy (IgG kar IgM) TmapdAAnAa, Ta avridpaoThipia Baduovounong, ol opoi
eAéyxou Kai Ta Oeiyyata TPETEl va TTITETAPOVTAI XWPIOTA YIa KAOe Kartnyopia

AVTICWHATWY.

MNa NMOZOTIKH gpunveia

MNa MOIOTIKH eppnveia

1 2 3 4. 1 2 3 4.
| A [ cala [calE [P A |Nnc P2 | |
| B |calA |calE |P1 B NC P2
| € |caB [caF |P2 C|cc [pP3 |
| D [caB [caF |P2 D cc |[P3 |
| E |[cac [PCc |P3 E PC | ..
| F |caic |[Pc |P3 FlPpc |.. |
| 6 [caD [NC | ... G P ||
| H [caD [NC | ... H P1o
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 Bnhuarta gpyaciag

Brpa  [lepiypagn

1.  MNpiv amé 1o mmetdpiopa BePaiwbeite 6T £XeTe ekTeEAéTEI TN BladIKagia TTPOETOINATIAC ATTo TO

Brina 7.1 Tapamdvw.

2.  AkohoubnoTte

Td TOPAKATW PAdata avdAoya ME TA

emBupunTd  amoteAéopara

TTOIOTIKNG/TTOCOTIKAG EPUNVEIAG:

B

4.@
BN

3x 30041

OPOI EAETXOY & AEI'MATA

Baddlete ota rpoRAeropeva BubBicuata 100 ul amd éva améd Ta
TIAPAKATW UAIKA XPNOILOTTOIWVTAG TAV TITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAAIO 7.2 TTapaTTavw:
a. AvtidpaocTtipia Babpovéunong (CAL.A éwg CAL.F) yia
MNMOZOTIKH epunveia
b. Avmidpaotipio Babuovéunong opiaknig TiHAS (CC) yia
TMOIOTIKH epunveia
Emiong, Balete amé 100 pl amd kabéva atréd Ta TAPAKATW:
e ApvnTik6G opdg eAéyxou (NC) kai BeTikdg 0pdg EAEyXOU
(PC) kabwg kai

e AlaAupévo op6 acBevwy (P1, P2..))

Emwadete yia 30 Aetrtd og 20-32°C/ 68-89.6°F.

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

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

AIAAYMA AIAKOIHZ ANTIAPAYXHX

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 TTAGKA YIa 5 OeuTEPOAETITA.

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 avTIdpacTnpiwyv Babuovéunong (dfovag W) Evavt 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 KAUTTUAN €EaKPIBWVETAI ATTO TNV OTITIKA
TTUKVOTNTA TOU BEiYNATOC 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 Trapadseiypa Oev EMITPEMETAI va XPNOIYOTTOINGEI yia TNV E£pHUNVEIad TwvV

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

Babuovounong lgG

0 U/ml 0,029 2,3
3 U/ml 0,145 3,1
10 U/ml 0,266 1,3
30 U/ml 0,556 7,1
100 U/ml 1,145 2,8
300 U/ml 2,025 0,1

Mapadsiyua vrroAoyiouou
Acbevic = EmavdAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,782/0,853 0,818 54,9

P 02 1,360/1,328 1,344 129,0
Ta Ociyyata He TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOC TIMWV TWV AVTIOPACTNEIWY
Badbuovéunong TpéTel va avagépovTtal we" >MEy." MNpéTTel va apaiwvovTal KATAAANAQ Kal va
dokiuaZovrtal Eavd. Ta deiyyata Je TIMEC MIKPOTEPES ATTO TO £UPOC TINWYV TWV AVTIOPACTNPIWY
Baduovéunong TRETTEN va avagépovTal we "<EAax."
EidiIkd oToixeia tng TrapTidag, avaypd@ovral OTO CUVATITOMEVO TTIOTOTTOINTIKO €AEyXOU.
laTpIKG £pyaoTAPIO MTTOPOUV Va BIEEAYOUV EAEYXOUC TTOIOTNTOC OTO XWPEO TOUS UE BIKOUC TOUC
eAEyXoUg Kal/ i) opou¢ atrd TNV TpdTTeda aipaTo¢ cUNPWVA e TRE pubuioeic Tn¢ E.E..
2UVIOTATAl 0€ KABE £pyacTripIo va dnuIoupyRoEl TIC OIKEC TOU QUGCIOAOYIKEC TINEC, BACIONEVES
oTn BIKN TOU TEXVIKN, EAEYXOUC, £EOTTAICNO Kal TTANBUCHOUC acOevwy.
2NV TEPITITWON KATA TNV OTTOIA Ol TIUEC TWV OpWV EAEYXOU BEV CUNQWVOUV [E TA KPITHPIA, N
OOKIMN €ival dKupn Kal 6a TTPETTEl va ETTAVOANQOE.
Oa Trpétrel va eAeyxBouv TA TTOPAKATW TeEXVIKA ZnTAMaTa: Hpugpounviec ARENG Twv
avTiIdpacTNEiwy (TTOU TTPOETOINACTNKAV), OUVONRKEC ATTOBAKEUONG, TIITTETEG, OUOKEUEC,
QWTOUETPO, CUVBNRKEC eTTWACNC Kal HEB0BOC TTAUCNC.
Edv Ta oToixeia Ta otroia uttoBARBNKav o€ SoKIUR TTapoucidlouv atrdkAIon i dAAou €idoug
Ola@opoTroinon atmd TIC AVOUEVOUEVEC TIMEC 1} €dv Oev TTANPOUVTAI TO KPITAPIO EYKUPOTATOC
XWpic e0Aoyn aITia, TTIKOIVWVAOTE UE TOV KATACKEUAOTH 1) TOV TTPOUNBEUTH TOU KIT SOKIUAC.
MNa 1roloTikn a§ioAdoynon diaBAoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPA QTToKOTTAC (cut-off
calibrator) kal Tnv avTioToIXn TwV SEIYHATWY ACOEVWY. ZUYKPIVETE TNV OTITIKN TTUKVOTNTA TWV
OEIyNATWY JE AuT ToUu pdpTupa. Ma TNV TToIoTIKN afloAdynon TTpoTeiveTal va BewpouvTal Td
Ociyyara 20% yupw atrd Tnv TIUAR Tou pApTupa cav ampoodidpiota. OAa Ta deiypaTta Pe
uWnASTEPEG TINEC BewpouvTal BETIKA, deiyuaTa e XAUNASGTEPEC TINEG ApvNTIKA.

ApvnNTIKO: OD qoeevii <  0.8x0D .ytor
AmrpoodiopioTa: 0.8 X OD cutonr < OD woeevii < 1.2 X OD cytofr
OETIK(): OD dO’eEVI:] > 1.2 X OD cut-off
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9 Teyvikd oTolxeia
YAIKO OelyudTWV: Opod¢
Oyko¢ delyudTwy: 10 pl opdc via apaiwon 1:101 pe 1x puBuICTIKG didAuUa
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 BlaAupatog deiypatog 30 gopéc o AESKULISA Thrombin-GM
Oivel avaAuTikn euaicOnaoia 1,0 U/ml.
10.2 EidikéTnTa Kai Evaiodnoia
H TTAdka PIKpOTITAOTTOINONG €ival €TTIKAAUMMEVR ME QUOIKR avOpwTrivny Bpoufivn. Ae
SlaTTICTWVOVTAl AVTIOPACTIKOTNTEC BIACTAUPWONG ME AAAa avTiydva.
10.3 MpaAPMIKOTNTA

MNa emAeyuévoug opoug UTTOpece va €EaKPIBwOEl pia ypauMIKh ouvdpTnon METAU TNnG
apaiwong Kal TNG CUYKEVTPWONG TWV AVvTICWUATWY ot auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OUWG, dev gival duvaTtd va ATTOKAEIOTEI TO YEYOVOS OTI
MEMOVWEVOI OPOI TTAPOUCIAZOUV N YPOUMIKE) CUMTTEPIPOPA.

ApIBp. Apaiwon METPNHEVN CUYKEVTPWON QAVAHEVOUEVN CUYKEVTPWON AvdkTtnon (%)
AgiypaTog (U/ml) (U/ml)
1 1/100 202,3 200,0 101,0
1/200 98,4 100,0 98,4
1/400 52,3 50,0 104,6
1/800 23,4 25,0 93,6
2 1/100 85,0 86,0 98,8
1/200 41,4 43,0 96,3
1/400 19,6 21,5 91,2
1/800 10,1 10,8 93,5
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10.4 AkpiBeia

[Na Tov éAeyX0 aKpiBelag TNG HEBOGDOU eEAKPIBWONKE HE TPEIC OPOUC OE DIAPOPETIKEC TTEPIOXES

NG TTPOTUTING KAMTTUANG N ECWTEPIKA Kal evOidueon diakuuavorn.

EowTtepikn péEB0dOG
Ap1Bp. Méoog 6pog cv
Seiyuarog (U/ml) (%)
1 20,7 1,2
2 45,2 3.1
3 114,5 6,8

Evlidpeon pédodog
ApiBp. Méoog 6pog cv
Seiyuarog (U/ml) (%)
1 18,4 1,8
2 47,5 2,6
3 126,4 6,5

10.5 Alakpifwon

To TT000TIKO cUCTNMA METPNONG ASYw EAAsIYng evog Bi1EBvoUC TTPOTUTTOU QVAQOPAC €XEl
OlaKPIBWOEI e TTPOCWPIVES Hovadeg péTpnong. Ta atroteAéouara didovral og U/ml.

11 BiBAloypagia

Jungermann K, Mohler H. Biochemie. Springer Verlag Berlin Heidelberg New York.
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