IXETIKA PE aUTO TO EVOETO CUOKEUATIAG

Yag euxaploToue yia To evBIapEPOV 0ag yid auTto To mpoiov ACCURUN.
AUTO TO €vOETO OUCKeUaoiag amoTeAeital amd dUo GeAIDEC.
H mpwTn oeAida TIEPIEXEI TO GVORIA TOU TIPOIOVTOG KAl Wia eMEENYNON Twv
GUMBOAWY TTOU XPNGIKOTTOIOUVTal OTNV EMICHUAVON.
H delTepn oehida miepigxel OMOKANPO TO KEIUEVO TOU eVOETOU GUCKEUAGIAC,.
EQv To évBeTO TNG GUCKEUQOIAG TTOU BAETIETE 1} EKTUTIWVETE dev TePIEXEl BUO
0eNidEG, 1 €AV QVTIUETWITI(ETE TIPOBARUIATA, AMOCTEIAETE NAEKTPOVIKO UrVUUA GTNV
nAektpovikr dielBuvan info@seracare.com. TNASPWVIKA: 01 TIEAATEG TIoU PpiokeaTe
omig H.M.A. kaAéate atov apiBud Tiepwvou 800.676.1881, or reAdTeg mou
BpiokeoTe 0g AMES XWPES KAAEDTE GTOV APIBO TNAEPWVOU, UE XPEWON TOU
kahoUpevou, 508.634.3359.

Oa oag amocTalei éva EVTuTo EVOETO, KATOTIV QITNOEWG,.

SeraCare Llife Sciences, Inc. |

SO

25 Birch Street, Milford, MA 01757 USA
Ap. TnAepdvou: 001.508.244.6400 |
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Enegnynon Twv GUMBOAWY TTOU XpNOILOTOoIoUVTal GTHV EMICHLIAVON TOU TIPoiovTog SeraCare
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TA ANTIAPAZTHPIA AYTA AEN MPENEI NA ANTIKAOGIZTOYN
TA YIOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAl APNHTIKOY

MAPTYPA OY MNAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

ONOMAZIA KAI XPHZH TA THN OMOIA MPOOPIZETAI

Ta mpoiévra ACCURUN mpoopiZovral yia Ty eKTiunan Te akpiBeiag Twv epyacTnpiakmyv

eEeTdoEwV Kal gival Buvatd va xpnalkomoinBouv yia TV avixveuan Tuxov 6paAudTwy oTiq

dladIkaoieg £pyaoTNPIAKWY EEETAOEWV. To KIT papTUpwv TIOV emmédwv DNA Tou CMV ACCURUN®
&lval SIaoPPWUEVO YIa Xpron e in vitro diayvwaTikég ueBOdoUG eEETA0EWY eviaxuong mou
Qvixveuouv Kal mogoTikomolouv To DNA Tou KuTtapopeyahoiol (CMV). lia in vitro iayvwaTiki xpron.

NEPIAHWH

H ouyv) eE¢taon aveEapmTwv Selyudtwy moioTiKoU EAEyX0U TTAPEXE! GTOV avaAuTh €va e
TapakoloUBnang TG anddoang TwV EpYACTNPIaKWY TPOGSIOPIGUWY. H TaKTIKM Xprion HapTipwv
EMTPENEI OTA EPYACTHPIA TNV AVIKVEUTT GUECWY OVAAUTIKOV OQAAUATWY kai TV mapakoAolidnan
NG HaKPOXPOVIG amGdoaNG TwV KIT EEETA0EWV Kal eival Suvatd va Bonbrioer oty avayvwpion
au€noewv Tou TUXaiou 1} cUGTNHATIKOU GPAAPATOG. ‘Eva KaAG 0XEdI0pEVO TIPGYPapa TTOIOTIKOU
ehéyxou eival duvato va mapéxel emméov eUMaToovn TNV aEIOMATIA TwV AMOTEAEOUATWY TIoU
AapBavovrar yia dyvwara Seiyparta. H xprian avegapTnTwy HapTUpwV EVOEXETA Va TTAPEXE!
TOAUTIPEG TTANPOPOPIEG OXETIKA HE TNV EPYACTNPIAKI EMAPKEIT Kal T dlaKUpaven PETAEy mapTidwy
KIT, 01 OToieg eVOEXETAI Va EMNPedoouy T uaicbnaia Tou mPoadIopIoHoUL.

APXEZ THZ AIAAIKAZIAZ

To KiT paptUpwy TpIwv emmédwv DNA Tou CMV ACCURUN €xel oxediaatei yia xprion pe in vitro
dlayvwaTikeg dladikacieg MpoadiopioUoy, e GKomd TNy TapakoAolBnan Tng andédoong Twv
eEeTaoEwV. AUTO TO TIPOIOV Eival €Va OET EEWTEPIKWY HAPTUPWY KUKAOU avahuang yia xpron pe
TPOGBIOPIGHOUG TOU AVIXVEUOUV Kal TPOTOTIKOMoIoUv Tov CMV. To KIT JapTipwv TRIWY EMMEdWY
DNA Tou CMV ACCURUN mapackeudZetar ané amvwdoyovwpévo avBpwmvo mdopa kai DNA
Tou CMV Kai €xel dlapop@wbei yia BETIKA Kai apvnTIKr avidpaoTikdTnTa e MOGOTIKOUG
npoadiopiopols DNA Tou CMV. To kit mepilauBavel TpeIq HAPTUPEG: €vav uWnAd BeTIKG, évav
XAUNAG BETIKG Kai évav apvnTikd pdpTupa.

ANTIAPAZTHPIA
Kwd. €idoug 2020-0116 15 ¢piaAidia/KiT

5 @iaAidia amé kdbe papTupa:

YynAdg Tpiwv emmédwv DNA Tou CMV, 0,75 ml avd giaAidio
XapnAdg Tpiwv emmédwv DNA Tou CMV, 0,75 ml avd giaAidio
ApvnTIKOG TPIwY emmédwV DNA Tou CMV, 0,75 ml avd giahidio

To KIT paptUpwv TpIwV emmédwv DNA Tou CMV ACCURUN miepiéyer ataBepormoinTég kai 0,09%
a{id10 Tou vaTpiou wg GUVTNENTIKO.

MPOEIAOMOIHZEIZ KAl MPOGYAAZEIZ

Na in vitro diayvwoTiki xprion

NPOXOXH: Na xelpiteate Toug pdpTupeg ACCURUN kai OAa Ta mipoidvra avBpammivng mpoéheuong
G IKQVG Va PETABMO0UY HOAUGHATIKOUG MapdyovTeg. To KIT uapTUpwv TpIkv emmédwv DNA Tou
CMV ACCURUN mapackeudleTal e T xprion amvemdoyovwuévou avip@ivou TAGopaTog Kai
mAGoparog BeTikou yia DNA Tou CMV.

MPO®YNAZEIZ AZDANEIAZ
AK0AOUBEITE TIG YEVIKES IPOQUAGEEIG TTIoU auviaT@vTal aro To Kévpo eAéyxou kai mpoAnung
voonudtwv (CDC - Center for Disease Control and Prevention) yia 1o xgIpioud delyudtwv

CCURUN®

DNA Tou CMV
KIT uapTUPWV TPIWV EMITEdWV

NOIOTIKOZ ENEFX0x

Emeidn ol paptupeg Tpicv emmédwv DNA Tou CMV ACCURUN Sev £xouv MPoKaBOopIOHEVES TIES,
ouvioTaTal kGBe epyacTrpio va enaAnBelel T xprion kdbe mapTidag udptupa ACCURUN pe kdbe
€101KO oUaTNUa TIPOGdIopIGHOU TPIV aré T GuvIBN XPran Tou GTo EpYacTrpIo.

EPMHNEIA TON AMOTEAEZMATQN

Ta enimeda avTidEAGTIKATATAG TwV HapTUpwy TRIwv emmnédwv DNA Tou CMV ACCURUN evdéxetal
va ToIkiAouv avaAoya Pe TIG EEETATEIC BIAPOPETIKWY KATAOKEUAGTWV Kal TIG SIAPOPETIKES MAPTIBES
KIT e€eTdoewy. EMEIdr ol YApTupeg dev X0UV TIPOKABOPIOUEVES TIUES, TO EPYACTAPIO TIPEME! Va
KaBIEPWOE! éva £UPOG TINWV yia KABe TapTida pdpTupa. EQv Ta anoteAéopaTa yia Toug HapTUpEg
Tpiwv emmédwv DNA Tou CMV ACCURUN eivai ekTog Tou kabiepwiévou amodekTol poug TIHWY,
auTo evdéxeTal va amotehel EVOEIEN pn IkavoroinTikig anddoang Tng e&ETaong. Mibavég armieg
o@aAuarog mepidapBavouv: aAoinon Twv avidpaompiwy Tou KIT €ETaonc, opdAua Tou XeipioTr,
ENATTWUATIKY amod0an Tou £E0MAIGHOU 1 HOAUVON TWV QVTISPACTNPIWY.

MEPIOPIZMOI THZ AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN MPEMMEI NA ANTIKAGIZTOYN KANENA ANTIAPAZTHPIO

MAPTYPQN MOY MAPEXETAI ME KATAZKEYAXMENA KIT EZETAZEQN.

Npéner va akohouBolvral matd or AIAAIKASIES EZETASHS kai n EPMHNEIA TON AMTOTEAESMATQN
TIOU TTAPEXOVTAI MG TOUG KATAGKEUADTES TV KIT EEETAGEWV. TuX GV amokAioeIq

ano 1adIKaoieg MOU GUVIGTWVTAI A6 TOUG KATAOKEUQOTEG KIT EEETATEWY EVOEXETAI VA
npokaAégouv pn a&iomora anoteAéapara. Or pdptupeg ACCURUN dev eival BaBuovounTég kai dev
TIPEMEN Va XPNalKoTIolouvTal yia BaBuovopunan mpoadiopiopwy. Ta XapaktpioTIKG anddoong Tou
KIT HapTUpwv Tpiwv emmédwv DNA Tou CMV ACCURUN €xouv kaBiepwbei povo yia egeTdagiq
evioxuong voukeiKwv 0§Ewv yia T avixveuon DNA Tou CMV. Aucieveig ouverikeg amoaTohig kai
QUNAENG 1 Xprion evog mpoidvTog n nuepopnvia AENG Tou oroiou €xel mapéABel, evdéxetal va
TIPOKAAEGOUY E0QANUEVT aTOTEAEGUATA.

ANAMENOMENA ANMOTEAEZMATA

To KIT papTUpwWV TPILV emMmESwWY DNA Tou CMV ACCURUN AEN EXEI TPOKAGOPIZMENEZ
TIMEZ. Ta eidika enineda avridpacTikdTnTag 6a moikiMouv JETAgU TPoadIopICUWY JIAQOPETIKWY
KATAOKEUATTWY, SIQOPETIKWY SIAdIKATIWY, SIAQOPETIKWY APIBUWY TTAPTIdAG KAl SIAPOPETIKWY
epyaompiwv. To KIT paptipwv Tpiwy emméedwv DNA Tou CMV ACCURUN mepiéxer évav upnho
BeTIKO pdpTUpa, évav XapnAd BETIKG papTUPa Kal évav apvnTikG papTupa. KaBe pdptupag eival
Slapopewpévog Wate va divel dIaQopeTikG anoteAéapara. KaBe epyaaripio 6a mpérmel va
KaBIEPWOE! TO IO TOU EUPOG ATOSEKTAWV TILWV Yia kABe pepovwpévo pdptupa. Avatpétre atov
mivaka 1 yia Ta TummKG anoteAéopata kGBe PapTupa Tou KIT paptipwy TpIv emmédwy DNA Tou
CMV ACCURUN.

EIAIKA XAPAKTHPIZTIKA ANTOAOZHZ

01 paptupeg ACCURUN éxouv oxediaaTei yia xprion We in vitro IayvwaTikeg dladikacieg
TPOCdIoPIGHOU, YIa oKoToUG MapakoAoUBnang TG anddoang Twv MPoadIopIaHwV. O JAPTUPES
ACCURUN &ev éxouv mpokaBopiapéveg Tipég. Kabe LeovwpEvo pyacTrplo TPETEN va KaBIEPWTE!
S10dIKAIES yIa TNV papuoyr evOg MpoypdppaTog diacpahiong moIoTNTAG Kal yid TV
niapakoloUBnon g amddoong Twv eEETATEWY OE ouvrBn Baon.
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ACCURUN kar avBparmivwy delyudrwv2. Mnv avappo@dTe pe TNETA e TO 0TOUa, UNV KamvileTe,
UNV TRWTE Kal Unv TVETE GE XWPOUG OTou YiveTal Xelpiopog delyudtwy. KabapioTe Tuxdv xupéva
UNIKG oKouTii{ovTag Ta apgowg pe didAupa umoxAwpimdoug vatpiou 0,5%. AmoppiwTe 6Aoug Toug

pGPTUPEG, Ta Befypara, kai Ta UAIKG TTou xpnoipomioiBnkav ot egETaon wg edv mepieixav 2. CDC recommendations for prevention of HIV transmission in health care settings. MMWR 36
poAuapaTiKoUg mapdyovTeg3. (supp. 2), 1987.

NMPO®YNAZEIZ XEIPIZMOY 3. Treatment Standards for hazardous waste; 40 CFR268.40; Subpart D. D001: Ignitable

Mn xpnaiporoieite Toug uapTupeq ACCURUN petd Tnv nuepopnvia AEng. Amoguyete T poAuvon characteristics of waste.

TWV PAPTUPWY KATG TO GVOIYG KAl TO KAEIGILO TwV QIaNIBiwV.

OAHTFIEZ ®YNAZHZ

dudooeTe 10 KIT papTUpwV TpIGV emmédwv DNA Tou CMV ACCURUN otoug -70 °C i og MépTupag TIGH ETTITTEBWV
XaunAdTepn Beppokpacia péxp T xpron. Apou avoixBei, To pepovwpévo glahidio Tou udptupa DNA Tou CMV ACCURUN
oIV emmedwv ACCURUN Sev mpénel va emavaypnaiyonoleital. Ma va anotpanei Tuxov diappor, -
uAdooete Ta piaiBia og 6pBia Béan. CMV DNATri-Level CMV DNA Beckman VERIS CMV Assay 801,513 1U/mI

High Control
ENAEIZEIZ AZTAGEIAZ 'H AN\OIQZHZ TON ANTIAPAZTHPIQON

Nivakag 1. Tummkd dedopéva yia KIT JapTUpwv TpIwv emmédwv DNA Tou CMV ACCURUN.

Tumiké

Avahimg Egéraon aToteNéopara

Tuxdv HETaBOAES TNG PUOIKAG EHPAVIONG evdéXETal va umodnAwvouy actadeia 1} aMoiwon Twv CMV DNA Tri-Level CMV DNA Beckman VERIS CMV Assay 894 [U/ml
g | . . . ., . Low Control
uaptupwv ACCURUN. Alahdpara mou eival eupavig 6oAd Ba mpénel va anoppimrovral.
CMV DNA Tri-Level
AIAAIKAZIA Neg Control CMV DNA Beckman VERIS CMV Assay Not Detected

Mapexopeva vAika
To KiT paptipwy TIwV emmédwv DNA Tou CMV ACCURUN TiapackeudZetal armo amvwdoyovwpévo
avBpwmvo mdoua kai DNA Tou CMV. Mepiéxel emiong avBpmmives MpwTEiveS Kal sUVINENTIK.

MNa BoriBeia, EMKOIVWVIHOTE PE TO THRKA TEXVIKAG uooTHPIENG TNG SeraCare oTov
ap18po TnAspwvou 001.508.244.6400.

YAIKG TTou amairouvTal aAAd dev mapéxovrai

AvatpéETe OTIG 08NYieg MO MAPEXOVTAI ATG TOUG KATAGKEUAGTEG TV KIT EEETA0EWY TIou Ba Xpnalhomomneouv.

OAHTIEZ XPHZHZ

AQRaTE TOUG HAPTUPEG va PBACOUY G BEPLOKPATIa dWUATIOU KAl QVAEIETE TO TEPIEXOUEVO TWV
QIaNIdiwV avaoTpEPOVTAG Ta e AMIES KIVAaEIG. MONIG amowuyBei, XpnaionoInaTe Tov auéowe,. O
udptupeg ACCURUN Ba mpénel va mepihapBdvovral og pia ektéAeon eEETaong pe xprion g idiag
dladikaciag mou mapéxeTal and Tov mapackeuaaTr yia dyvwora deiypata. Or pdptupeg ACCURUN
AEN mpérel va avrikaBioTolv Ta avidpacTripia BETIKOU Kal apvnTIKoU HGPTUPE TTIOU TIaPEXOVTAI e
KOTOOKEUAOEVD KIT EEETATEWV.
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