GIMA

PROFESSIONAL MEDICAL PRODUCTS

FPHIOPO TEXT EFKYMOZXYNHZ HCG ME KAZETA (OYPQN)

[pAYOPO TEOT Yla TNV TMOLOTIKY avixveuon g avlpmmvng XOpLakng
yovadotporivng (hCG) ota oUpa. Mévo yia eMayyEAUATIKY in vitro di-
AYVWOTIKA XPHon.

TMPOBAEINOMENH XPHXZH

To Mpnyopo Teot Eykupoouvng hCG pe Kaoéta eival pia taxeia xpw-
HaTtoypadLkh avoooBLOAOYIKA €EETAOT YLa TNV TIOLOTIKA AViXxveUon Tng
avlpwrvng Xoplakng yovadoTporivng ota olpda e OKOTIO TNV MPOw-
pn avixveuon Tng eyKupoouvng.

ZYNOINTIKH MNEPIFPA®H

H avBpwruvn xoptakn yovadotportivn (hCG) eival pia YAUKOTIPWTEIVIKA
OPHOVN TIOU TIOPAYETAL ATIO TOV AVATTTUCCOUEVO TAAKOUVTA AUEOWG
META TN yovidoroinon. XTn ¢uololoylkn eykupoaouvn, n hCG uropel
va avixveubei 1600 ota olpa 600 Kal otov opd N oTo MAoua anod
7 ¢wg 10 nuépeg PETA TN CUAANYN."?%4 Ta emineda hCG ouveyilouv
va au&avovtal moAU ypryopa, utepBaivovtag ouxva ta 100miU/ml pe
™V TPAOTN XAUEVN EUUNVOPPOIKN TEPi0d0,>** Kal KopupwvovTal OTO
eUpog Twv 100,000-200,000mIU/ml mepimou 10-12 £Bdouddeg amod v
apxn TG eykupoouvng. H epgavion g hCG t600 ota olpa 6ao Kal
OTOV 0pO 1 OTO TAAOMA AUECWG META TN CUAANYN, KAl 1 €MAKOAOU-
On taxeia av&non TG CUYKEVTPWONG KATd Tn SIApKELd TNG MPMOLUNG
avarrugng Tng KUNoNg, TV KabLoTouv évav eEalpeTikO SeiKTn yla TNV
MP®IUN avixveuon g eykupoolvng.

To Fpnyopo TeoT Eykupoouvng hCG pe Kaoéta (OUpwv) eival pia ta-
xeia e&€taon mou avixvelel TOLOTIKA TNV Mapoucia hCG oe deiyuata
oUpwv pe gualodnaoia 20mlU/ml. H eE€Taon xpnotuomolei évav ouvdua-
OUO HOVOKAWVIK®V KAl TIOAUKAWVIKOV QVTICWHATWOV YId TNV ETUAEKTIKY
avixveuon augnuévav emmnedwv hCG ota olpa. 2To eminedo Tng dnAw-
Beioag eualobnoiag, To Mpryopo TeoT EykupooUvng hCG pe Kaoéta
dev epdavifel Kapia mapepBoAr| dlaoTAUPOUUEVNG AVTISPATTIKOTNTAG
anod TIG DOUIKA OXETIKEG YAUKOTIPWTEIVIKEG oppoveg hFSH, hLH kat
hTSH oe uynAd puactohoyikd emineda.

APXH AEITOYPTIAX

To pfyopo Teot Eykupoolvng hCG pe Kaoéta eival pia taxeia xpw-
HaToypadLki) avoooBLOAOYIKA EEETAOT Yia TNV TIOLOTIKN AViXVEUON TNG
avepmrvng XopLaKnHG yovadoTporivng oTa olpa e OKOTO TNV MPow-
pn avixveuon Tng eykupooUvng. H e§€taon xpnotuorolel U0 YPAUUES
yla TNV €TUOTHAVON TV anoTeAeOUATwWY. H eE€Taon Xpnotdorolel évav
OUVOUAOUO AVTIOWHATWV CUUTEPIAAUBAVOUEVOU EVOG LOVOKAWVIKOU
avTiowpatog hCG yia v eMAeKTIKN avixveuon auEnuévwy emmedwv
hCG. H ypappr) eAéyxou aroTeAeital amd MOAUKAWVIKA avTio®UaTa
alyag kat cwpatidia koAhoedoug xpuooU. H e&€taon dieEdyeTal mpo-
oBétovTag éva delypa olpwyv oTnV UModoxn deiyaTog TNG CUGKEUNG
€EETAONG KAl MAPATNPOVTAG TOV OXNHATIONO EYXPWHWY YPARU®WY. To
delypa petavaotelel HEow TPLXOEIDOUS dPATNG KATA MAKOG TNG HEW-
Bpavng yia va avtidpdoel Pe To EyXpwHo ouluyEg. Ta BeTika delypata
avTIdPOUV HE TO OUYKEKPLUEVO EyXpwHO ouluyEg avTtiowpa hCG yia
Va OXNUATioouV a EyXpwHN YPARUN 0TV MepLoxn NG YPApUNG e&é-
TAoNG TG HepBPAvng. H amoucia autihg TG éyxpwHNg YPAHUNG umo-
dnAwvel apvnTikd anmoTéAeopa. Ma Adyoug B1adlkaoTikol eAEyxou,

Hla EYXPWHN YPARWY epdavileTal mavta oty mepLloxn ™G YPAUUNG
eA€yxou unodelkviovTag OTL €xel MpooTebel enmapkng Oykog delyua-
TOG Kal OTL €Xel eTuteuxOei 1 Uypavon g HEUBPAVNG.

ANTIAPAZTHPIA
H e&¢taon nepihaupdavel owpatidia avti-hCG kat avti-hCG wg erka-
Auym G pepppavng.

MPO®YAAZEIZ

AlaBdaote 6Aeg TIG TANpodopieg Mou MepLEXovTal o€ autd To EvOeTO

OuOoKeUaolag TPOTOU EKTEAECETE TO TEOT.

1. MOvo yla emayyeAUATIKN in vitro SlayvwoTIKA Xprion. Mn 1o Xpnotyo-
moleite YeTd TV nuepopnvia ARéng.

2. To TEOT MPEMEL va MAPAKPEVEL EVTOG TNG OPPAYIOUEVNG OUOKEUATIAG
€wg OTOU £pBel N WPA va TO XPNOLUOTOLNOETE.

3. 'OAa Tta delypata mpénel va BewpouvTal duvnTika emkivduva kat va
AVTIETWTICOVTAL e TOV (Dlo TPOTIO ToU avTILETWIZeTAL £vag [LOAU-
OUATIKOG TIAPAYOVTAG.

4. To XpNOLLOTIOINUEVO TEOT TIPETEL VA aToppinreTal cUpdwvaA e TOUG
TOTUKOUG KavoviopoUg.

AlNOOGHKEYZH KAl X TAGEPOTHTA

AmoBnkeloTe TO TPOIOV HE TN CuoKeuaoia Tou oe Bepuokpacia dw-
patiou 1) oto Yuyeio (2-30°C). To TeoT Mapapével otabepd PEXPL TNV
nuepounvia AHEng mou avaypddeTal oTn oPpayloPEVN CUOKEUAOIa.
To TEOT TMPETEL VA TAPAREVEL EVTOG TNG OPPAYIOUEVNG CUOKEUATIAG
£wg 0Tou £pBel n wpa va 1o xpnoluorooete. MHN TO KATAWYXE-
TE. Mnv 10 XpnolpoTioleite HETA TNV NUepounvia ARENG.

ZYAAOrH KAI TPOETOIMAZIA AEIFMATOZ

E&étaon Oupwv

‘Eva delypa oUpwv MpEMeL va GUAAEyeTal pEoa o KaBapd Kal oTeyvo
doxeio. MpoTipatal éva deiyua anod Ta mpaTa Mpwivd oUpa dLOTL YeEVIKA
neplEXouv TNV uynAdtepn ouykévipwon oe hCG. Qotdoo, prMopouv
va xpnotporoinfolv kal delypata oUpwv Tou cuAAEyovTal oroladn-
ToTe OTLYM|) TNG NUéPag. Ta deiypata olpwv Tou gpdavifouv opatd
owuaTidla Ba mpémnel va puyokevTpolvTal, va GIATPAPOVTAL 1| VA TOUG
divetal o analtoupevog XpOvog yla va Katakabioouv moTte To TPog
eEétaon deiypa va sival dlauyEg.

Anofnkeuon deiypatog

Ta deilypata oUpwv UropoUv va amoBnkeutolv otoug 2-8°C yia £wg
Kat 48 wpeg mptv and v eEETaon. MNa mapateTapévn anobrkeuon,
Ta delypata propolv va katayuxBolv kat va diatnpnbolv KATw arod
Toug -20°C. Ta katePuyuéva deiypa TpéMeL va amoyiyovtal Kat va
avaplyvuovTatl Tply and v eE€Taon.

YAIKA

YAIka ou mapExovrai

* Teot-Kaoéteg

* ZTayovopeTpa

+'EvBeTo ouokeuaoiag

YAIka ou anaiToUvTal aAAd dev apExovTal
+ Aoxeia ouAAoyng delypatog

* XpovOuUETPO

OAHrFIEX XPHZHZ

1. dépte TN ouokeuaoia oe Beppokpaacia dwpatiou (15-30°C) mpoToU
Vv avoi&ete. Apalp€oTe TNV KAOETA AN TO OPPAYIOUEVO OUKOUAG-
KL KOl XPNOLUOTOINGTE TNV eVTOG Hiag wpag.

2. TomoBeTHOTE TNV KAOETA TIAVW O¢ [la kaBapn Kal emnedn emuda-
vela. Kpathote To OTAYOVOUETPO KABETA, HETAPEPETE 3 YEUATEG
otayoveg oUpwv (mepinou 120ul) otnv unodoxn Tou deiypaTtog rou
UTAPYXEL OTNV KAOETA Kal £MELTA EEKIVNOTE TO XPOVOUETPO. ATodpU-
YETE TOV eYKAWRLOWO PuoaAidwv agpa otnv utodoxr Tou deiyua-
T0G. Agite ™my napaKdT(n elkova.

3. MeplUéveTe €wg OTOU EPPAVIOTEL N EyXPWHN ypappn (h YPAMUER).
Mnopeite va d1aBdosTe TO anon)\scrpu MOAIg rlepuaouv 3 Aerra.
ZHMEIQZH: H xaunAn ouykévipwon oe hCG propel va mpokahéaoel
mv eddavion plag acbevolg ypaUpng OTnV MEPLOXN TNG YPAUUNAG
e€étaong (T) UoTepa and MAPATETAREVO XPOVIKO dlACTNUA. Suve-
TG, UNV EPUNVEUETE TO ATIOTEAEOUA HeTA and 10 Aertrd.

3 Zraybveg deiyparog
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EMNME=ZHrrHZH ANMOTEAEZMATQN

(AvatpéETe oTnV €lKOVQ)

OETIKO: Ep¢avifovrar 800 EeXwpIOTEG EYXPWHEG YPAMMEG. H uia
YPOUMNA TPEMeL va BpiokeTal oTnv TEPLOXN TNG YPAUMAG eAEyxou (C)
Katn AAAN ypauun mpénet va BpiokeTal oTnv MepLoxn G YPAUUNG e&&-
Taong (T). H pia ypauun evdéxetat va eivat Atydtepo €vtovn amno tnv
AAAN. Aev gival armapaitnto va taiptdlouv. Autd onpaivet 6TL TiBavag
eloTe £€yKuog.

APNHTIKO: EpudavileTal gia €yXpwun ypapun oTnv nepioxn TnG ypap-
ung eAéyxou (C). Kapia ypauun dev eudavifetal oty meploxn g
YPaupAG eE€Taong (T). AuTtd onuaivel 6TL TuBavawg dev eiote £YKUog.
AKYPO: To anotéAsopa sival dkupo €dv dev epdaviletal kapia éy-
XPWHN ypappn oTnv nepiox TnG ypapunig eAéyxou (C), akoun ki av
epdavifetal pla ypaupn otnv meploxn g ypauung e&étaong (T).
Oa mpémnel va emavaldfete TNV €EETAON XPNOLLOTIOIWVTAG €va VEO
TEOT-KAOETA.

IOIOTIKOZX EAErXoz

To TeoT meplhapBavel évav éleyxo dladikaciag. Mia Eyxpwun Ypau-
un Tou epdavifetal otV meploxn TG YPARHNng eAéyxou (C) Bewpei-
Tal E0WTEPIKOG €Aeyxog NG dtadikaciag. EruBeRalmvel Tov €MAPK
Oyko Tou delypatog Kal Tn owotn TexVikn diadikaciag. To kabapod
dOVTO elval €vag e0WTEPIKOG APVNTIKOG dladIKAOTIKOG EAeyX0G. Av
0TO TMAPABUPO Tou anoteAéouatog epdavioTel KAMolo xpwua ¢ovIou
TO oroio mapeppaivel ot duvatoTNTA AVAYVWONG TOU amnoTeAETUA-
TOG TOU TEOT, TO AMOTEAECHA eVOEXETAL va elval Akupo. ZuvioTtdral
n a&lohdynon evog BeTikou delypatog hCG (rou meplexet 20-250 miU/
ml hCG) kat evog apvntikoU deiypatog hCG (rou meptExet «0» mlU/ml
hCG) yla v enaAnbeuon g opbNG ekTéEAEONS TG eEETaong otav
napaAappdavertal pa véa naptida anod TeoT.



TEPIOPIZMOI

1. To Fpryopo Teot Eykupoolvng hCG pe Kaoéta eival pia mpoka-
TOPKTIKY) TIOLOTIKA €EETAON, KAl WG €K TOUTOU, OUTE 1) OCOTIKY| TIWN
oUTe 0 puBubg auénong g hCG propolv va mPoadloploTolV Ue
mv e€étaon auty.

2. MoAU apatd deiypata oUpwy, OMwg UTIOdEIKVUETAL Ard TO XAUNAS €1-
31k BApog, dev UMopoUv va MEPLEXOUV aVTITIPOCWTIEUTIKA EMMEda
hCG. Edv eEakohouBei va umdpyel utoYia eykupoolvng, £va mpwTto
mpwivo deiypa olpwv Ba mPémel va cuAAéyeTal 48 wpeg apyoTepa
Kal va e&etaletal.

3. MoAU xaunAd enineda hCG (katw and 50mlU/ml) undpxouv oe deiy-
pata oUpwv Alyo peTd amd epduteuon. Qotdoo, dedopévou OTL
£Vag ONUAVTIKOG aplBuog and eyKUPOoUVEG MPWTOU TPIUNVOU Tep-
patifetal yia puotkoug Adyoug® éva anotéAeopa eE£Taong mou i-
val ao8evmng BeTIKO Ba MPEmel va eMBERALOVETAL UE ETIAVEAEYXO HE
£va TPWTO TPWLVO delypa oUpwv To oroio cuAAéyeTal UOTEPA ATIO
48 wpeg.

4. H e&&taon autr evdéxeTal va mapayel eopalpéva BeTIKA aToTEAE-
opata. ‘Evag aplbuodg Kataotdoewv eKTOG TNG €YKUPOOUVNG, oOu-
urepiAapBavopuévng Tng TPodoBAACTIKAG VOOOU Kal OPIOUEVWY UN
TPOoPOBAACTIKM®V VEOTAQACLAV, CUUMEPINAUBAVOUEVWY TWV OYKWV
OPXEWV, TOU KAPKIVOU TOU TIPOOTATN, TOU KapKivou Tou paoTtoU Kat
TOU KapKivou Tou TiveUpova, mpokahouv au&nuéva ermineda hCG.87
Juvenwg, 1 mapoucia g hCG ota olpa dev TPEMEL va XPNOLUO-
mole{tal yla m didyvwon g eyKUpooUuvng Tapd Povo edv €xXouv
amoKAELOTEL Ol KATAOTACEIG AUTEG.

5. H e€étaon auth evdéxetal va mapdyel eopaipéva apvntikd aro-
TeAéopata. Ta sodpalpéva apvnTika amoTeAéopata propel va
mpokUPouv 6Tav ta emineda g hCG eival kdtw amnd To eminedo
eualodnoiag ™g e€étaong. ‘Otav e€akoloubei va umdpyel uTio-
Yia eykupoaolvng, €va TPMWTO TPWIVO deiypa oUpwv Ba TPETEL va
OUuN\éyeTal 48 Wpeg apyoTepa Kal va e€eTaleTal. 2e MePIMTwon nou
undpxel utiogia eykupoouvng Kat 1 e&Etaon eEakohoubei va divel
apvNnTIKA anoteAéopata, deite évav ylaTpod yia MepAITEPwW dlAyVw-
on.

6. H e€£Taon autn mapéxel pia umoBeTIKA d1AyvVwan yia TNV eYKUHooU-
vn. Mia etuBeatwpévn dlayvmwon eykupoolvng Ba mpémel va yiveTal
HoOvo ard yatpd Uotepa and aEloAdynan OAwV TwV KALVIKOV Kal ep-
YAOTNPLAKOV EUPNUATOV.

ANAMENOMENEZ TIMEZX

Ta apvnTIKA aMOTEAEOUATA AVAREVOVTAL OE UYLEIG N £YKUEG Yuvaikeg
Kal uyleig avdpeg.

O1 uyleig éykueqg yuvaikeg €xouv hCG ota delypata olpwv Toug. H
noootnta hCG mnotkiAel og peyalo Babuo avaloya pe v nAkia kin-
ong Kat peta&l atépwyv. To Mpriyopo Teot Eykupoolvng hCG pe Ao-
KipaoTikn Tawia yia Oupa éxel euaiobnoia 20mlU/ml, kat eivat tkavo
va avixvelel TV eykupooUvn ndn anod v 1n nuépa HETA TNV TIPWOTN
XAMEVN eUPNvoppoikn repiodo.

XAPAKTHPIZTIKA AINTOAOZHE

AkpiBela

ALEENXON Hla TIOAUKEVTPIKN KALVIKA MEAETN OUYKPIVOVTAG Ta ATIOTEAE-
opata rou eAfeBnoav pe tn xpron tou Mpryopou Teot Eykupoouvng
hCG pe Kaoéta pe pia dAAn taxeia eE€taon hCG oUpwv mou dlatiBeTal
01O eUnoplo. H peAétn mepilapuBave 608 delypata oUpwy, Kal ot dUo
e€etaoelg evromoav 377 apvntikd kat 231 BeTikd anoteAéopata. Ta
anoteAéoparta anedelgav ouvoAlkn akpifela >99% Tou Mpryopou TeoT

EykupooUvng hCG pe Kaoéta oe oUykplon We to dAAo Mpryopo TeoT
hCG.

Mé£Bodog ‘AMAo Tpiiyopo Teat hCG | ZUvolo

hCG AmoTteAéopata | OeTIKO Apvntiko | AmoTeAeopara
Cpfyopo TeoT [ ggrie 231 0 231
Eykupoaoivng -

ue Kaotta ApvnTiKO 0 377 377

SUVOAIKA AroTeAéopata 231 377 608

Euatobnoia: >99.9% (98.7%~100%)*
E&e1dikeuon: >99.9% (99.2%~100%)*
AkpiBeta: >99.9% (99.5%~100%)*
* 95% Alaothuata Egruotoolvng

Euaiofnoia kai AilacTaupolpsvn AvTidpaoTIKOTNTA

To Iphyopo Teot Eykupoolvng hCG pe Kaoéta avixveuel v hCG
oe ouyKEVTPwON 20miU/mI 1 peyalltepn. H eE€Taon €xel TuromolnBei
Baoel Tou AleBvoug Mpotumou Tou M.0.Y. H mpoobnkn LH (300mIU/ml),
FSH (1,000mIU/ml), kat TSH (1,000uIU/ml) og apvntikd (OmIU/ml hCG)
Kat BeTika (20mIU/ml hCG) deiypata dev £de1Ee Kapia dlaoTaupolpevn
avTIdpacTikOTNTA.

MoTtéTnTa evTég TG idlag dokipng (intra-assay precision)

‘Exel kaBoplotel N moTOTNTA OTO TAAIOO Mg JoKIUNG (within-run
precision) xpnotuomolwvTtag 10 avtiypada Tplmv detydTwy Tou MepLE(-
xav 20mIU/ml, 100mIU/ml, 250mIU/ml kat OmIU/ml hCG. Ot apvnTikég Kat
BeTIKES TIHEG TAUTOTIOWNBNKAV OWOTA 08 T0000TO 100%.

MoToTnTa peTagu d10popETIKWV SOKIPWV (inter-assay precision)
'Exel kaBoplotei n TotdéTNTA HETAEY SladOPETIKOV SOKIUWY (between-
run precision) xpnolporolwvtag Ta dla Tpia delypata twv 20miU/ml,
100mIU/ml, 250mIU/ml kat OmIU/ml hCG oe 10 aveEApTnTeg SOKIUEG.
E&etdotnkav Tpelg dladopeTikES MapTideg Tou Mpryopou TeoT Eyku-
poolvng hCG pe Kaoéta. Ta deiypata TauTomolnnkav owoTd og To-
00016 100%.

MapspParrépeveg Ouaisg

Ot akO6Aoubeg duvnTika TIaPEUBAAAOEVEG OUTieg TIPOOTEBNKAV OF
apvnTika kat BeTika deiypata hCG.

MapakeTauoAn 20 mg/dl Kageivn 20 mg/dl
AKeTUAOOAAIKUALKO OEU 20 mg/dl levtiolkd OEU 20 mg/dl
AokopBiko OEU 20 mg/dl AUKOIN 2 g/dl
Atportivn 20 mg/dl Awoodatpivn 1 mg/dl
XoAepuBpivn 2 mg/dl

Kapia amo Tig ouoieg ot oUYKEVTPWON TOU €E€TAOTNKE deV TIAPEN-
BANBNKe otV €€ETaoN.
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Enc&riynon Zuupoiwv

Mpoooxn: dlaBAoTe MPOCEKTIKA
TIG 0dnyieg (evoTaoelq)

AlaBaoTe MPooeXTIKA
TiG 0dnyleg xpnong
E€oucl0d0TNUEVOQ
QVTIMPOOWTOG OTNV
Eupwraikn ‘Evwon

Ap1Buo6g mapTidag

Mapaywyog

KwdIko6g mpoidvtog

AlayVWOTIKO laTPOTEXVOAOYIKO
TPOIodV in vitro TIOU CUpHOPdOVETAL
pe v odnyia 98/79 /CE

Mévo yia dlayvwoTikn xpron

og JOKIMAOTIKO OWARvVa

FRD>

Mepiéxel <n> t€0T

N
m

Huepounvia MEewg

Mnv To xpnotporoteite
av n ouokeuaoia eivat
KATEOTPAUMEVN

Mpoidv plag xphoewg. Mnv
TO Xpnotyoroleital ek véou
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