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Yumizen G DDi12

NOZOTIKH AOKIMAZIA A-AIMEPQN

OAHIEZ XPHZHZ

€

Ap10. kar.: 1300036391 3 x 6,5 ml Buffer
(PUBMLOTIKO SLAAUpQ)
3 x 2,5 ml Latex

(Aateg)

ONOMA MPOIONTOZ
Yumizen G DDi 2.

NMPOBAENOMENH XPHzH
(ArmokAelotika ya In Vitro Stayvwotiki xprion)
To Yumizen G DDi 2 eival pla SloyvwoTtiki
Sokluaoio TTou XPNOLUOTOLELTAL YIA TOV TIOGOTLKO
PpoodLlopLoo A-SLUepWVY O TMAACUO, OE GUGKEUN
Yumizen G line.

ZYNOWH KAI APXH THZ AIAAIKAZIAZ

To Yumizen G DDi 2 eivalL pla evioXUpEvn HE
owpatidia BoAoolueTplky avooodokipaaoia.

Kata tn Odpkela ¢ mnRéng tou TAACUATOC
napayetal SLoAUTO WwoeC Pe TtV emidpacn g
BpouBivng oto wdoydvo. To Slalutd vwdeg eival
Slaouveedeévo OTOL AYYELOKA TOLXWUOTA HECW
tou mapayovta Xllla. Kata tn 6Sudomoon tou
Sloouvdedepévou  vwdoug, amelsuBepwvovtal
XOPAKTNPLOTIKA Tipoidvta. Tou ovopdlovtotl A-
Siuepn. Au€nuéveg OUYKEVTPWOELS A-Slpgpwv
ouVAVTWVTAL 0t BPOUPWTIKEG VOGOUG Kal HLKPO-
OpopPwtikd ocupPavrta (mx.,, o€ TEepimTwon
Siaxutng  evboayyeloknc mnAéng:  AEM). O
MPOOSLOPLOUOE TWV  A-Sluepwv  XpnoLpomoLeitat
KUPLWG yla va armokAelotel n ev tw Babel dAePikn
OpouBwon (EBOO) twv KATW GKPWV Kol N
TVeUOVLIKA guBoAn (MNE).

APXH THZ AIAAIKAZIAZ

H &okwpuaocia Yumizen G DDi 2 Paociletat otov
T(POOSLOPLOUO TG CUYKEVTPWONG TwV A-SLUEpwY OF
otofepod Xpovo e OGWTOUETPIKA METPNON NG
ovtiépacng OVTLYOVOU-OVTIOWLOTOC METAEY
OVTIOWUATWY £vavtl A-Sluepwv SeCUEUMEVWVY OF
ocwpatibia Kot Twv A-SLUEPWY TTOU UTTAPXOUV OTO
Selyua.

ENEPTA ZYZTATIKA
To Yumizen G DDi 2 Buffer (R1) eival puBuiotiko
SLaAupa e BELLKO VIKEALO KOl GUVTNPNTLKO.
To Yumizen G DDi 2 Latex (R2) mepiéxel cwpatidia

AaTEE  eTUKOAUMMEVA  LE  MOVOKAWVIKA — QVTL-
avBpwrniva avIlowpaTa A-Sluepwv Kol
OUVTNPNTLKO.
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NPOMYAAZEIZ

e EualoBntonoinon tou dépuatog, katnyopia 1

e EW8IK  TOSIKOTNTOL  OTA  OPyava-oTOXOUG -

enavelAnppévn €kBeon, katnyopla 2

o To&lkdTNTA OTNV avamnapaywyn, katnyopia 1B

e Kapkivoyéveaon, elomnvon, katnyopia 1A

e Xpovia tofkotnTa yla to uddtivo meplBailov,

katnyopia 3

e H317: Mrmopel va

Seppatikn avtidpaon.

e H373: Mnopel va npokaléoel BAaBeg ota dpyava

UoTEpO AMO  TAPATETOUEVN 1 EMOAVELANUUEVN

£€kBeon.

e H360D: Mnopet va BAadeL to €upuo.

e H350i: Mmopel va TPOKAAECEL Kapkivo o€

Tepimtwon €L0MVoNG.

e H412:  EmPAaBég vy toug  ubpdPloug

0PYAVLOWOUG UE LAKPOXPOVLEG ETILTTTWOELC,.

® P201: Edobilaoteite pe TG €O0KEG 0bnyleg mpv

amnd ™ xpnon.

e P261: AnodeUyete va OVOTVEETE

okovn/ avabuuidoele/ aépla/ otayovidia/ atpouc/

ekvepwpata.

e P280: Na ¢opdTe TPOCTATEUTIKA
TIPOOTOTEUTIKA  evdlpata/ péoa
npootaciag yla ta pdtia/mpoéowro.

e P302+P352: 2E MNEPINTQZH EMNAO®HXZ ME TO
AEPMA: NAUvete pe adBovo vepo Kal oamouvt.

e P362+P364: BydAte Ta HOAUCHEvVA poUuxa Kal
TIAUVETE TA TIPLV TOL EQVAXPNOLLOTIOL OETE.

e P308+P313: 3E MEPINTQIH £kBeonc A
mubavotnrog €kBeong:
JupBouleuBeite/eruokedBeite yLatpo.

e P405: Quldooetal KAEWOWEVO.

TPOKOAEDEL  aAAEPYIKN

yavtio/
OTOMLKAG

e P273: Na amodelyetat n eheubépwon oto
niepLlBAAAov.
e P501: AwdBson TOU TEPLEXOMEVOU KAl TOU
TEPLEKTN oUpPwva He OAOUC TOUG ToTKoUGg/
niepidepeLlokouc/ gbvikoug/ SLeBveig
KAVOVLOUOUG.

e To Gtopo mou eykaBLotd ta avildpaotripLa Tou

Yumizen G DDi 2 mpénel va eivol ekmaldeupévog

enayyeApatiag epyaoctnpiou!

® O UTIOAOYLOMOG e akaTAAANAQ SeSopéva 1 e Un
opbn xprnon Ttwv mapexdpevwyv Sedopévwy,
evbéxetal  va  odnynost  oe  ecdaApéva
arnoteAéopara!
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e Ta avuldpaotipla mMou £pxovtal ot emodh e
Selypata kot GA\a  UAKG Ba  Tpémel  va
avtipetwrnilovial w¢ SuvnTIKA HLOAUCHOTIKA Kol
Ba mpémel vo amoppimtovtal UE KATAAANAEG
npoduldéelg!

e Aoduyete TN pKpoPlakn  poAuvon  Tou
avtudpaotnpiov, Sladopetikd evdéxetal va
npokUuPouv eapalpéva amoteAéopatal

¢ OAa Ta avtidpaotnpla, Tta amoPAnTa Kot o
XPNOLUOTIONUEVOG  QVOAWGCLUOG EPYACTNPLOKOC
e€omALlopog Ba mpénel va Bewpouvtal emikivéuva
anoBAntal O xelplopog katl n anoppun toug Ba
TMpENeL va yivovtol ocbudwva He Tov Loxvovta
KOQVOVLOUO yLa tn Slaxeiplon eMKIVOUVWVY UALKWV.

e Mn XpnOLUOTIOLE(TE TO avTLPAOTIPLO MEPAV TNG
nuepounviag Anéng mou avaypdadetalr otnv
ETIKETA!

MPOETOIMAZIA

Ta avtidpaotipla tou Yumizen G DDi 2 ival £Tolpa
yia  xpnon. nNepdwviote nAma 10  PpLaiibio
avtidpaotnpiou Aate (R2), ue opllOVILEG KIVAOELG
(5-10 dpopEg), mpLv TO XPNOLUOTIOLNOETE, AAAQ pUNnVv
Tov avakiveite. Mepuuévete 15 Aemt@ oe
Bepuokpaocia dwyuatiov yla va Bepatwbeite otL Ta
avtidpaotipla €xouv ¢tdoel otn Bepuokpaocia
Aettoupyiag!

AEITMATA
H Sokwuaoia Yumizen G DDi 2 amnattel mpoodata
onacBeotwpévo mAdopa. o TNV TAPACKEULN,

ovapifte evéa pépn mpoodata  AndBEvrog
dAeBlkoly  aipatog pe  éva UEPOG  KLTPLKOU
tpwatpiou  (3,2%, 109 mmol/L). H  xpnon

uPNAGTEPNG OUYKEVTPWONG KLTPLKOU TPLVATpiou
(3,8%, 129 mmol/L) &ev ouviotatal Avapifte
TIPOOEKTIKA TO aipo Kot GUYOKEVIPrOTE TO MAACUQ
mpw and tnv efétacn. H péTpnon TpéEmMeL va
npayupatononBel evidg 24 wpwv. Ta Selypata
TAAOLATOC UITopoUV Vo artoBnKeuToUV yla €wg Kot
24 pnveg otoug -24°C €wg -74°C. Avatpéfte ot

katevuBuvtrpleg oényieg H21-A5, H59 Ttou
Ivotitoltou KAWikwv Kol Epyaotnplokwv
MNpotunwv (Clinical and Laboratory Standards

Institute, CLSI).

AIAAIKAZIA AOKIMAZIAZ

To Yumizen G DDi 2 eivat pia BoAoolpeTpikn
avooobokipacia duo otadiwv, n omoia umopel va
xpnotuornolnBel oe ocuvduAoUO HE NULOUTOUATOUC
avaAuTtég TRENG aipatog (Yumizen G200 / Yumizen
G400 DDi), ocUpdwva pe TO TPWTOKOAAO TIOU
TIAPOUGCLATETAL AVOAUTIKA TOPOKATW. JUVIOTATOL N
Slevépyela pétpnong g SutAoLv.
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MpoBépuavon Twv avudpaotnpiwv . i
1 £wg Toug 20-25°C 15henta
2. MpooBnkn deiypatog otnv kuPeAido 10 uL
MpooBkn puBuLoTIKOU SLaADpaTOG
3. (R1) otnv kuPehida 130t
4 Ertwc‘ton Seiyparog kat puBpoTikol Py P
StaAbparog
NpooBnikn Aatég (R2) otnv kuerida.
5. . ) 30pL
Avapign tpeig popég
6. | Xpoévog npwing uétpnong ota 570 nm 20 evt.
7. Xpovoc 8eUTepng pétpnong ota 570 nm | 180 Seut.

Mo emaAnbeucn Twv HETPACEWV GCUVIOTATOL N
Xxpon ducloloylkwy Katl TaBoAoylKwY HapTUPwWV.
KaBe epyaotrplo Ba mpEmeL va KaBlepwvel To SLKO
TOU TPOypaupa €Aéyxou Tmolotntoc. Eav o
nPooSloplopoG  ylvel pPE  OQUTOMATO  OVAAUTH
(Yumizen G800 / Yumizen G1500 / Yumizen G1550),
n Swadikaoia eivalt AdN TPOYPOUUATIOUEV OTIG
puBuioelg tng Sokuaaoiac.

ANOOHKEYZH KAI ZTAOEPOTHTA
Ta avtudpaotipla tovu Yumizen G DDi 2 og daBikto
dloAiblo  mopapévouv  otabepd péxpL TNV
nuepopnvia Anéng mou avaypadetatl oto draAidio,
edpbdoov puldooovtal atoug 2-8°C. H otabepdtnta
EVTOC TWV apXLkwV GLOASIWY PETA TO Avolyua,

TAPOUGCLATETAL OTOV TAPAKATW TivVaKa:
T(°C) 15-19 2-8

Huépeg 14 14

Na pnv katapoyeto!

ANAMENOMENA ANOTEAEZMATA

H avadopd twv amoteAecpdtwv tng Sokipaoiag
Yumizen G DDi 2 pmopel va ylvel oe povadeg
Loobuvapou wwdoyovou (FEU). To ebko yla tnv
naptiba VA0 TWWv Tou TEpAapPAveTal otn
ouokevaoia Ba Bonbroel otov UTTOAOYLOUO.

H tun kotwdAiou (cut-off) eivat 0,5 ug FEU/mL
oA\ kaBe epyactriplo Ba mpemel va eAEyEeL AV N
Tl KatwoAiov pmopel va edappootel otov
mAnBuopd acBevwv kol otov £€omMAlOMd  TOU
gpyaotnpiou kal, edav eival amapaitnto, va
npoadlopioet tn Sk Tou TLUA KatwddAiou.

NEPIOPIZMOI

To amotéAeopa tnG Soklpaciog A-Sluepwv e Ta
avtudpaotiplta Yumizen G DDi 2 pmopel va
emnpeaotel amd  ddappaka kol GAAOUG
MPOOVAAUTIKOUG  Ttapdyovteg mapepBoAng. Ta
mbava Opla AUTWV TWV TIHPAUETPWY eAEyXOnKav
oe avalutég tn¢ Horiba Medical (Yumizen G line)
Kal £6woav To akOAouBo anotéAeopa:

Peupatoetdig
Tapayovtag
50 IU/mL
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AOYyW TWV OVTIOWUATWVY TIOU TIEPLEXEL, TO Yumizen G
DDi 2 eival £vag €lbIKOG 0VOOOTPOOCSLOPLOUOG yLa
avOpwriva A-Sipepr. To avtiowpa Sev mpokalel
Slaotaupolpevn avtidpaon pe To Wwdoyovo Kal To
Bpalopa E. XounAn Slaotaupoupevn
avtiSpaotikotnTa mapatnpndnke pe to Bpavopa D
Kal Ta Bpavopata vPnAov poplakol Bapoug, LVWEEC
Xkatry.

XAPAKTHPIZTIKA ANOAOzHZ

e 'Oplo avixveuong (LoD):
To Oplo avixveuong tng Sokipaciag Yumizen G
DDi 2 eivat 0,22 pg FEU/mL, katomv Sokipaoiag
og avaAuth Yumizen G1500.

* EUpog pétpnong:
H GSokwoocio €xet oxeblactel vy  tov
MPOGSLOPIOUG  TNG  CUYKEVTpWONG A-Sluepwv
evtog  elpoug pétpnong 0,22-4,0 ug FEU/mL,
Xwpl¢ apaiwon Selypatog. EAv oL TIHEG
umepBaivouv autd To elpog, Ta Seiypata Oa
TPETEL va opolwBolV pe pubuLoTIKG SLaAupa
apaiwong (Yumizen G IMIDAZOL, aplB. Kkart.:
1300036385).

e Dawopevo npolwvng (hook effect):
Agv mapatnpnBbnke dpalvopevo mpolwvng HEXPL T
OUYKEVTpWON Twv 25 pg FEU/mL.

e Apvntiki npoyvwotikr) agia (NPV):
To Yumizen G DDi 2 upmopei va xpnotpomnotnOet
yla Tov arokAelopo tng EBOO kat tng ME kot €xet
€MKUPWOEL KALVIKA oo avefdptnta 16plpata, HE
OUYKEKPLUEVEG TLHEG XOPAKTNPLOTIKWY amodoong:
ApvnTikr mpoyvwotik afia NPV > 95%. H NPV
Atav 99% oe KALVLKI TIOAUKEVTPLKN UEAETN, o 162
Selypora.

¢ MMototnTa:
H motétnta tng Sokipaoiag Yumizen G DDi 2 oe
auTOMATOUG avalutég MNENg aipoatog Sivel ta
akoAouBa anoteAéopara:

Evtdg tou Metagl twv
npoadlopLopol TPOCSLOPLOUWV
Agiypa 1 2 3 4
n 20 20 10 10
Méon Tun
(ug FEU/mL) 0,609 2,910 0,602 2,883
CV (%) 6,444 4,202 3,475 3,953

ANAITOYMENA YAIKA NOY AEN NAPEXONTAI

o AladopeTika emineda PAPTUPWY YLA TIOLOTLKO
€heyxo (Yumizen G CTRL DDi | kat I, aptB. kat.:
1300036414).

e PuBulotiké SldAupa  apaiwong
IMIDAZOL, aptB. kat.: 1300036385).

® OTTIKOG aVOAUTHG yLa TG METPAOELS. JUVIOTWVTAL
avaAutég tng Horiba Medical (Yumizen G line).

e Yumizen G SORB (AptB. kat.: 1300036418) yLa
autépato  avaluth (Yumizen G800 /
Yumizen G1500 / Yumizen G1550).

(Yumizen G
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