& Ba®Opovopuntéc NeuMoDx HCV Calibrator 800202

NeuMaoDx OAHFIEZ XPHZHE
BaBuovountég 800202 NeuMoDx™ HCV Calibrator B only

MPOZOXH: Mdvo yla gaywyr| ano tg HNA
la in vitro dtayvwotikn xprion Ue ta cuotiuota NeuMoDx 288 kal NeuMoDx 96
Molecular System

Mo evnUEPWOELS TOU PUAAOU 08Ny, emtokepteite tn StevBuvon: www.giagen.com/neumodx-ifu
DII Mo avaAuTikég 08nyieg, avatpééte ato Eyyewpibio xprions tou cuatruatog NeuMoDx 288 Molecular System, P/N 40600108

Mo avaAuTikég o8nyieg, avatpééte ato Eyyelpibio xpriong tou cuatruaro¢ NeuMoDx 96 Molecular System, P/N 40600317
Aeite eniong tig odnyies xpriong tng tatviag NeuMoDx HCV Quant Test Strip, kwé. eidoug 40600140

NMPOBAEMOMENH XPHZH

Ot BaBuovountég NeuMoDx HCV Calibrator amotehoUv cuotatikd otolxeio tng pebddou mpocadiopiopo NeuMoDx HCV Quant Assay, Tou givat
WL in vitro SLayvwoTLkn e€€Taon evioxuong Ke avixveuon VOUKAETIKOU 0§€0G TTOU TIPoOopPLeTAL YLO TNV AVIXVELON KAl TTOCOTIKOTOLNon Tou RNA tou
U ¢ nratitdag C (HCV) oe avBpwrnivo mAdoua kat opo. Onwg edpapuodlovtal ota MARPWE auTopaTonolnuéva cuotrjpata NeuMoDx 288
Molecular System r} NeuMoDx 96 Molecular System (cuotrjpata NeuMoDx System), ot BaBuovountég NeuMoDx HCV Calibrator xpnotpomnotouvrat
wote va koBoplotel évag ouvteleotrc BaBUOVOUNONG TTOU CUVSEETAL ME TNV TPOTUTN KAMTUAN MLAG CUYKEKPLUEVNG TapTiSag Tng Ttawviag
NeuMoDx HCV Quant Test Strip, tou kaBilotd ediktr tnv opOr mocotikonoinon tou RNA tou HCV oe Sokipia avBpwrivou mAdopatog. O otoxog
HCV og autolg toug Babpovountég eivat avixveuolpog cUpdwva pe To 5° AleBvég Mpodtumo tou MOY yia tov HCV.

ZYNOWH KAI ENE=HIHZH

Ou BaBuovountég NeuMoDx HCV Calibrators mapéxovtat oe tpia oet {euywv Babupovountwv xapnAol Betikol kat upnAol Betikol. Evog
BaBpovountrg xapnAou Betikol kat évag uPnAol Betikou (1 oet) urtoBarAetal oe ene§epyaocia kaBe 90 NUEPEG 1 LE KABE vEQ TaPTLSA TAUVLWV
NeuMoDx HCV Quant Test Strip, yia va kaBlepwBei pia £ykupn Babupovounon tng uebddou npoodloptopol NeuMoDx HCV Quant Assay. O otoxog
HCV otoug Babuovountég eivat évag pun LOAUCHATIKOG, e aduvapia aviypadng, avacuvSuaouévog Log BnAactikwy mou mepléxel aAAnAouyieg
TOU yoviSuwpatog tou HCV. O avacuv8uaopévog LG 0patwVeTaL 0 apatlwtikd Basematrix 53 Diluent (Basematrix) (Seracare Life Sciences, Inc.,
Milford, MA, USA) og teAikég ouykevtpwaoelg 3,0 logio IU/mL kad 5,0 logio IU/mL yia Tov BaBpovopuntr xapnAou kat uhniou, avtictoxa.

H pébodog mpoodlopiopoyt NeuMoDx HCV Quant Assay ouvSudlel autopotonoinpévn ekxUAlon RNA, evioxuon kot aviyveuon péow PCR
avtiotpodng TpavokpuTTAong paypatikol xpovou (RT-PCR) yla va elval Suvatr n moootikr avixveuon tou RNA tou HCV og okipta avBpwrivou
mAdopatog. Ta amoteAéopata mou AapfBdvovtar amd tnv enefepyacia twv Baduovountwv NeuMoDx HCV Calibrators epapuolovtatl otnv
aroBnKeupEvn TPOTUTIN KAUITUAN Kol Xpnotonotouvtal yla tn dnuloupyia evog cuvteleotr Babuovopunong, o omoiog XpnoLLOTIOLELTAL yLa TV
QUTOMATN TIPOCAPHOYH TNG TIPOTUTING KAUTTUANG yiat EAadpEG SLAKUUAVOELG LETAEY CUCTNUATWY N TAPTIOWV SOKLLOOTIKWY TaLWY. H xpron tng
TPOTUTING KAUTTUANG padl pe Tov ouvteAeoTr BaBUovounong yLo TO CUYKEKPLUEVO GUOTNIA/TN CUYKEKPLUEVN TtoPTida Kablotd ediktr tTnv opbn
nocotikomnoinon tou RNA tou HCV og avBpwriva KAwikd Seilypata.

EmumAéov, n yvnAaowuotnta auvtwy tTwy Babuovountwv clpdwva pe to 5° AleBvég Mpotumo tou NOY yia tov HCV Sivel tn duvatdtnta ota
epyaotripla va dtaodaiifouv ot Ta anoteAéopata ou Aappavovtal pe tn péBodo npoodloplopol NeuMoDx HCV Quant Assay eival cuvemnn
HETOEL TwV MaPTISwV avTidpaoTnpiwy, TWV CUCTNUATWY KoL TWV XELPLOTWV.

APXEZ THZ AIAAIKAZIAZ

Ot BaBpovountég NeuMoDx HCV Calibrators £xouv oxnUOTIOTEL WOTE va HipolvTaL To GUOLKA Sokipla avBpwvou MAGOUATOG TTOU TIEPLEXOUV
RNA HCV. To eykAwPLOUEVO UALKO OTOXOU TIOU XPNOLUOTIOLEITOL O AUTOUG TOoUG BaBUOVOUNTEG EMLTPEMEL TNV eMaAnBeuon TNG AMOSOTIKAG
£KXUALONG VOUKAEikoU 0&€0g, kaBwg Kat tng Stadikaoiag evioxuong RT-PCR mpayuatikol xpovou Kkat avixveuong kat Sivel tn Suvatdtnta yla
BaBuovounon ohdkAnpng tng Stadikaociag e¢étaong. Eva oet Babuovountwy untoBaretal ot enefepyaciao kabe 90 nuépeg ) edpooov aldgeL to
ouotnua NeuMoDx System, to Aoylopiko i n maptiba taviag NeuMoDx HCV Quant Test Strip. To cUotnua NeuMoDx System Ba enefepyaletol
autopata kdbe Babuovountn 1§ tputhouv. H ev Adyw enefepyaocia poutivag twv Babuovountwv NeuMoDx HCV Calibrators emitpénel ota
epyaotrpla va dtacdaiifouv Tnv 0pBOTNTA TWV AMOTEAECUATWY €§€TaONG yia avBpwriva KAikA Sokipa ou umoBdAAovtal os enefepyacia
£VTOC TNG TIEPLOSOU gyKUPOTNTAG. Autol ol BaBupovountég unoBdAdovtal os enefepyaocia e TPOMO MAVOUOLOTUTIO ME TV emefepyacia Twv
avBpwvwyv KAWVIKWY SoKLiwy Tou mpoopilovtal ya mocotikn e€€tacn HCV.

To Aoylopiko oto cUotnpa NeuMoDx System gl80moLel autopata tov Xelploth otav anatteitat Babuovounon. Katd tnv eneéepyaoia, ta KpLtipLa
yla anodoxn tou Badpovountr enaAnBevovtal autopata and to AoyLopkd Tou cuotrpatog NeuMoDx System. Av givat éykupa Alyotepa and
600 avtiypada tou Babuovountri, To AOYLOMIKO AKUPWVEL QUTOMATA TNV ekTéAeon. To Selypata O pLO OKUPWHEVN EKTENECN TIPETEL VOl
enavegeTdlovtal Pe T Xprion VEOU OET BABUOVOUNTWY KaL LOPTUPWV.

AUEOWG LETA TNV emLtuyn enefepyaoia twv Babuovountwv NeuMoDx HCV Calibrators, To AOyLopIKO TOU CUCTAUATOC Kataypddel autdpata TV
£YKUPOTNTA TWV eNefepyacpévwy Babpovountwy ya pia epiodo 90 nuepwv, EKTOG edv UTAPEEL aAAayn 0To cUoTnUa Tou Ba TPOKAAETEL TN
AR&N g mepldSou eykupotnTac. To Aoylopikd NeuMoDx System Ba €l60TOLROEL QUTOMATA TOV XProTN va UTIOPBAAEL oe emegepyacia vEoug
BaBuovountég otav AneL n mepiodog eykupdTNTAG TOU TtponyoUueva enefepyacpévou Babupovounth kot dev Ba emtpéPel tnv enefepyacia
Selypdtwyv aobevwv Ewg dtou kaBoploTel pia véa meplodog.

\

NMapexousva vAika

E§etdoelg ava ZUVOALKEG EEETAOELG

REF n OULEVH 5 b
EpLENOnEVa TEPAXLO0 ava KLt

BaBpovountég NeuMoDx HCV Calibrator
800202 et Baduovountwy uPnAou kot xaunAou HCV uiag xpriong yLa tnv kaedtépwan tng 1 oet 3
EYKUPOTNTAC TNG TPOTUTNG KAUTTUANG (1 pralibio kade enunédou = 1 o€t)
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YAwka rrou antautovvrat aAAa bev napéxovrat (Siatidevrat Eexwptota and tn NeuMoDx)

REF NepLexdpeva
300300 Tawia NeuMoDx HCV Quant Test Strip
Apubatwuéva avtibpaotripta PCR mou meptéyouv avixveutéc kat ekkivntéc TagMan® e18tkd yia tov HCV kat tov SPC2
100200 MAdaka NeuMoDx Extraction Plate

AQubatwUEVH MAPAUAYVNTIKA CWHATIOL, AUTIKO EVIULO Kot uapTupes eneéepyaciac Selyuarog

E§wtepikoi pdptupeg NeuMoDx HCV External Control
900202 2eT FETKWV KAl apvnTIKwV eEWTEPLKWY UapTUpwv HCV piag xpriong, yia tnv kaeépwaon tne NUEPOLOG EYKUPOTNTAS TNG
uedobou npoobioptopot NeuMoDx HCV Quant Assay

400600 PuBpiotiko SidAupa NeuMoDx Lysis Buffer 3

400100 Avtuspaotiplo tAong NeuMoDx Wash Reagent

400200 Avtidpaoctiplo anodéopsvong NeuMoDx Release Reagent

100100 ®uolyya NeuMoDx Cartridge

235903 POyxn Hamilton CO-RE / CO-RE Il (300 pL) pe ¢pirtpa

235905 PUyxn Hamilton CO-RE / CO-RE Il (1.000 pL) pe dpittpa

Opyava rou anattovvrat
JUotnua NeuMoDx 288 Molecular System [REF 500100] rj cUotnuo NeuMoDx 96 Molecular System [REF 500200]

A ® MPOEIAONOIHZEIZ KAI MPODYAAZEIZ
®  OiBabupovountég NeuMoDx HCV Calibrators mpoopifovtat yia in vitro SLayvwoTiki XpRon Hovo pe thv tawia NeuMoDx HCV Quant
Test Strip, onwg ebappoletal oto cuotnua NeuMoDx System.
] Mn xpnotuonoteite Toug Babpovountég NeuMoDx HCV Calibrators petd tnv nuepounvia Angng mou napatibetat.
®  Mn xpnotuoroteite toug Babuovountég NeuMoDx HCV Calibrators av n cuokevacia éxel dBapei ry av to meplexdpevo dev eivat
KatePuypHéVo Katd tnv mapalafn.

. Xelpileote mavta ta Sokipla pe tov Tpomno mou Ba xelpl{doaotav LOAUOHATIKEG OUGLEG Kal CUUPWVA e AoDAANEIG EPYAOTNPLAKES
SLadkaoieg, OMwE QUTEC TTou TepLlypddovtal oto eyypado Biosafety in Microbiological and Biomedical Laboratories (BloaoddAeia
0€ HIKPOBLOAOYIKA Kat Bloiatpikd epyactipla) ! kat oto éyypado M29-A4 tou CLSI.?

] Mnv nipaypatonoleite avappodnaon He To oTOUA. MnV KOMVIJETE, LNV TPWTE KAL NV THVETE OE XWPOUG OTOU TTPAYLATOTOLETAL
XELPLOKOG SoKLpiwy 1 aviidpaoctnpiwv.
®  ATMOPPUTTETE T UN XPNOLHoToLNpéva avTtdpaoctripla Kot Ta anopAnta cupdwva He toug Bvikoug, opoomovsiakolg,
TiepLPEPELOKOUG, KPATIKOUG KL TOTIKOUG KAVOVIOUOUG,.
] Katd tov xelplopd dAwv twv aviidpaotnpiwv kot avalwotpuwv NeuMoDx, Ba nipémnel va dopdte kabapd yavtia vitpihiou xwpig moudpa.
] MAEveTe OXONOOTIKA TA XEPLOL OAG PETA TNV EKTEAEDN TNG £§€TAONG.

] MNapéyxovrtal AeAtio AeSopévwv Aodalelag (AAA) yla kaBe avtiSpaotiplo (katd nepintwon) otn StevBuvon
www.giagen.com/neumodx-ifu

®  Na pnv enavaxpnoLUomoLEiTaL.

g ®YNAZH, XEIPIZMOZ KAl sSTAGEPOTHTA TOY NPOIONTOZ

. Ot BaBpovountég NeuMoDx HCV Calibrators amootéA\ovtal pe €npo mayo, wote va Statnpouvtal og katePpuypuévn katdotaon. Mnv toug
XPNOLLOTIOLELTE vV Ta TIEPLEXOUEVA eV elval KATEYUYHEVA KOTA TV Ttapala ).

. Juviotatal ot Babpovountég NeuMoDx HCV Calibrators va ¢uldooovtal oe Bepuokpacia -15 °C éwg -20 °C, wote va Slaodahiletal n
otaBepoTnTa.

. Ta ¢pLaAidia Babpovountn mpoopifovral yia pia povo xprion. Ot anouyuévol Babuovountég unopouv va puldocovtal oe Bepuokpacia
4 °C yla €wg 24 WPEeG To TOAL.

. Agv ouviotdtal n enavokatadugn petd tnv mpwtn andPuén.

. Av kal ot BaBpovountég NeuMoDx HCV Calibrators 8ev eival HoAUOHATIKOL, OTIOLOSATIOTE [N XPNOLLOTIOLNUEVO UALKO Ba TipémeL va
QMOPPIMTETAL LETA TN XPAON WG BLOAOYLKA ETKIVEUVO aTTOBANTO TTPOKELUEVOU VL LELWBEL 0 KivOUVOG EMLLOAUVONG ATTO TO CTOXEUOUEVO
VOUKAETKO 0§U TTOU TEPLEXEL.

. Anoppintete Tuxov Babpovountég mou £xouv BoAn epddvion r mepLéxouv peydha WHpAta PLETA TNV amopuén.
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NeUMODX OAHTIEZ XPHZHZ
OAHTIEZ XPHZHZ
1. OuPBaBpovountéc NeuMoDx HCV Calibrators mpémet va umtoBal\ovtal o€ enefepyacia oTLg €€1G MEPUTTWOELG:

a. Heykupdtnta tng mponyouueva kaboplopévng Babuovounong éxet Anéet (€xouv mapeABeL 90 nueépeg)
b. H eykupotnta tng Babuovounong Sev éxel kaboplotel oto cvotnua/ota cuotruata NeuMoDx System
c.  Heykupotnta tng Babpovopnong dev éxel kaBoplotel yla pia Sedopévn natpida tawiwv NeuMoDx HCV Quant Test Strip

d. To Aoylopiko tou cuotripatog NeuMoDx System €xeL tpomomnotnBei

2. Av bev undpyel £ykupn Badpovounon, to cvotnua NeuMoDx System Ba {ntriceL amo tov xprotn va urtoBdAel os enefepyaocia
BaBpovountég (Kot eEwTePLKOUG HAPTUPEG) YLaL VO UItopEcouy va avadpepBolv anotedéopata SelypdTwy.

3. Av anawtovuvratl Babupovountég, urntoBdalete o enefepyaoia toug Babuovountég NeuMoDx HCV Calibrators (1 BaBupovountric uniov
kat 1 BaBpovountig xapnAou):

BaBpovountrig NeuMoDx HCV Calibrator IXE610 XPWHATOG ETLKETAG
BaBpovountrg uhnAou (HCHCV) MNpdowo
BaBpovountig xapunAou (LCHCV) MrmAe

4. BydAte éva oet Babpovopntwv NeuMoDx HCV Calibrator and tov katad Uktn kat adriote oe Beppokpacio Swuatiouv (15-30 °C) €wg
otou anoPuyBel mMANpwWG.

StpoPhiote amald yia va SlaocdaliceTe TNV OLOLOYEVELQ.

6. ®Doptwote ta pLaridia Babpovountr og Evav Tumiko dpopéa Sokipuiwv 32 cwAnvapiwv kat Stacpaliote OtL ta kamdkia £xouv adatpedet
arnod 6Aa ta cwAnvapla.

7. TomoBetriote tov popéa cwAnvapiwv Sokipiwv oto pddt avtopatng GopTWong KaL XpNOLLOTOLRoTE TV 006vn adnig yLa va GopTwoeTe
Tov dpopéa otnv tpdnela epyaciag tou cuotipatog NeuMoDx System.

8. To ouotnua NeuMoDx System Ba avayvwpioel Tov ypappwtd kKwdkd kat Ba apyioet tnv enegepyaoio twv cwAnvapiwv Sokipuiov, EKTOG
£Qv 6ev SlatiBevral ta amatltovpeva yla thv e€€tacn avilspaotipLa ] AVAAWOLUA.

9. T tn Snpoupyia EYKUPWY OIMOTEAECUATWY, TOUAGXLOTOV 2 amo ta 3 avtiypada MPENEL va amodEPOouV amOTEAETUATA EVTOG
nipokaBoplopévwy mapapétpwy. O OVOUAOTIKOG 0TOXOC Tou Babpovounth xapnlou emuédou eivat 3,0 logio IU/mL Kal 0 OVOUAOTIKOG
0TOX0G Tou Babpovountr uPnAou erunédou eival 5,0 logio IU/mL.

BaBuovountrig NeuMoDx HCV External Calibrator AnotéAecpa HCV
BaBpovountrig upnAov (HCHCV) 2/3 BaBuovountég Eykupo
BaBpovountrg xapunAou (LCHCV) 2/3 BaBuovountég Eykupo

10. O Xelplopog TwV 0oV UPWVWVY AIOTEAECHATWY YL e€wTePLKOUG Babpovountég Ba mpénel va ekteheitat we e§AG:

a.  Avoévagn kot ot 500 BaBuovounTeg amotuxouv oTov EAeyX0 eyKUpOTNTAS, EMAVaAdBeTe TV enegepyacia Tou 1 Twv
anotuxnuévwy Babpovopntwy xpnotponowwvtag véo(a) dplaAidio(a). Ze mepimtwon mou évag Babpovountig amoTuxeL oTov
€\eyxo eykupoTnTac, mapéxetal n Suvatdtnta emavaAndng névo tou arotuxnuévou Babuovountr, Kabwg to cuoTnua
NeuMoDx System &gv amattel and tov xpriotn va ekTeAECEL KoL Toug SUo Babuovountec.

b.  Avto npopAnua e€akolouBei, emikowvwvrote pe th NeuMoDx Molecular, Inc.

11. O e€wrepikoi pdptupeg mpémel va urtofarlovtal oe enefepyacia agol kabBoploTei n eykupoTNTA TOU Babuovounth Kot mpotol
AndBolv anotedéopata eg€taong amo deiypata.

NEPIOPIZMOI
1. OuBaBpovountéc NeuMoDx HCV Calibrators purmopouv va xpnotpomnoLouvtat Lovo o€ cuvduacpod pe tig tawvieg NeuMoDx HCV Quant Test

Strip oto clotnua NeuMoDx System.

2. Anauteitat pa €ykupn Babuovépnon tng tawviag NeuMoDx HCV Quant Test Strip pe xprion twv Badpovountwv NeuMoDx HCV Calibrator
mptv and tnv enegepyacio twv e§wtepkwyv paptupwv NeuMoDx HCV External Control.

3. EodaApéva amoteAéopata Ba propoloav va pokUPouv Aoyw akatdAAnAou Xelptopou, akatdAAnAng duAaéng rj dAAou Texvikol
odAaApatog.

4. O xelplopog tou cuotrpatog NeuMoDx System mepLlopiletal otn Xprion oo MPOCWITLKO KATOPTIOHEVO OXETLKA LLE TN XPAON TOU CUCTHATOG

NeuMoDx System.
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BIBAIOTPA®DIKEZ ANADOPEZ
1. Biosafety in Microbiological and Biomedical Laboratories, 5™ edition. HHS Publication No. (CDC) 21-1112, Revised December 2009.

2. Clinical and Laboratory Standards Institute (CLSI). Protection of Laboratory Workers from Occupationally Acquired Infections; Approved
Guideline — Fourth Edition. CLSI document M29-A4; May 2014.

EMMNOPIKA ZHMATA
H ovopoacia NeuMoDx™ etlvatl epmoptko onpa tng NeuMoDx Molecular, Inc.

H ovopacia TagMan® eivat katateBév pmopikd onpa tng Roche Molecular Systems, Inc.

‘O\eG oL UTLOAOUITEG OVOUOLGLEG TIPOLOVTWY, TA EUTIOPLKA ORLOTA KL TA KOTATEDEVTA EUMOPLKA OALATO TTOU UIMOpPEL va avadEpovtal 0To napov
€yypado amoteAouVv LELoKTNOLA TWV AVTIOTOLXWV KATOXWV TOUG.
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NQUMQE% OAHTIES XPH3HZ
YNOMNHMA 2YMBOAQN
Ronly Xprion povo pe watpkn ouvtayn e Meploplopodg Oeppokpaaciag
wl Kataokevaotrg ® Na pnv enavaypnotpomnoteitat
In vitro 810yvWOTIKO LATPOTEXVOAOYLKO TIPOLOV 4 MepLéXeL EMAPK TOOOTNTA YLO <N> EEETAOELG
[=[=] E€ouclodotnuévog avtimpéownog otnv Eupwnaikn Kowétnta (13 JupBouleuteite TIg 08nyieg xpriong
ApBu6G Katahdyou AN Mpoooxn
Kwdkog maptibag & BloAoykoi kivouvol
9 Huepounvia Anéng ce Auavon CE
NeuMoDx Molecular, Inc. Xopnyog (AUS): Emergo Europe B.V.
1250 Eisenhower Place QIAGEN Pty Ltd EC | REP Westervoortsedijk 60
Ann Arbor, MI 48108, USA Level 2 Chadstone Place 6827 AT Arnhem
1341 Dandenong Rd The Netherlands € € 279
Chadstone VIC 3148
Australia

Texvikr) umoothpten/YmoBohn avadopwy enaypunvnong: support@giagen.com

AlmAwpa eupeottexviag: www.neumodx.com/patents
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