& E€wtepikol paptupec NeuMoDx HIV-1

NeuMoDx External Control 900301
OAHTIES XPHEHS

E§wtepikol paptupeg 900301 NeuMoDx™ HIV-1 External Control B only
MPOZOXH: Mdvo yla gaywyr| ano tg HNA

Ma in vitro dtayvwoTtikn xprion Ue ta cuotiuata NeuMoDx 288 kat NeuMoDx 96 Molecular
System

la evnuepwaels tou pUAAou obnyiwv, emtokepteite t StevBuvan: www.giagen.com/neumodx-ifu
DII Mo avaAuTikég 08nyieg, avatpééte ato Eyyewpibio xprions tou cuatruarog NeuMoDx 288 Molecular System, P/N 40600108

Mo avaAutikeég o8nyieg, avatpééte ato Eyyelpibio xpriong tou ouatruato¢ NeuMoDx 96 Molecular System, P/N 40600317

Aeite eniong tic obnyieg xpriong tn¢ tawiac NeuMoDx HIV-1 Quant Test Strip, P/N 40600412

NMPOBAEMOMENH XPHZH

O e€wtepikol paptupeg NeuMoDx HIV-1 External Control amoteloUv cuotatiko thg eBodou mpoadioplopot NeuMoDx HIV-1 Quant Assay, mou
eival pia in vitro Stayvwotikr g€€taon evioxuong Ue avixveuon voukAEikoU 0€€og mou Tpoopiletal yla TNV avixveuon Kal TOCOTIKOMOINGn Tou
RNA tou 100 tng avBpwrivng avoooavemapketag tumou 1 (HIV-1) og avBpwrivo mAdopa. Onwg epapuoloviat ota MARPWG OUTOUOTOTOLNLEVO
ouotpata NeuMoDx 288 Molecular System r} NeuMoDx 96 Molecular System (cuotrjpata NeuMoDx System), ot e€wtepikoi paptupeg NeuMoDx
HIV-1 External Control xpnotponolovvtal wote va kablepwBel n eykupoOTNTA XPOVOU EKTEAECNG TIOU QUTOLTELTOL YLa TV €KTEAEON TNG HeBOSoU
npoabloplopol NeuMoDx HIV Quant Assay yia thv op6r mocotikornoinon tou RNA tou HIV-1 o Sokipa avBpwrivou mAAoUATOG.

ZYNOWH KAI ENEZHIHZH

O e€wtepikol paptupeg NeuMoDx HIV-1 External Control mapéxovtat og €va kit 15 oet {evywv dLaAdiwv Betikol kat apvntikol pdptupa. Eva
O€T €WTEPIKWY HapTUPWV UTtoBAMeTaL o€ eneepyaocia kabe 24 wpeg, wote va kKabiepwBel n eykupotnta xpdvou ektéleong tng puebodou
npoodloplopol NeuMoDx HIV-1 Quant Assay. O otdxog HIV-1 otov Betikd pdptupa sival évog pun LOAUCUOTIKOG, HE aduvapia aviypadng
QVOOUVSUOOUEVOC LOG TIoUu TIEPLEXEL aAAnAouxieg Tou yoviSiwpatog tou HIV-1 kot gival apatwpévog os apalwtikd Basematrix 53 Diluent
(Basematrix) (Seracare Life Sciences, Milford, MA, USA). O apvntikog paptupag HIV-1 anaptiletal and Basematrix povo.

H uéBodog mpoaodloplopol NeuMoDx HIV-1 Quant Assay cuvSudlel autouatomotnuévn ekxUAwon RNA, evioxuon kot avixveuon péow PCR
avtiotpodng petaypadig mPayLaTkol XpOvou yia va eivat Suvath n moootikn avixveuon tou RNA tou HIV-1 og Sokipta avOpwriivou mAAopatoc.
H pnéBobdog mpoablopiopot NeuMoDx HIV-1 Quant Assay repthapfavel évav e€wyevn paptupa enefepyaciag deiypatog (Sample Process Control,
SPC2) RNA, yta SteukoAuvon g mapakolouBnong yla mapousio SUVNTIKWY oVOOTAATIKWY OUCLWVY Kot yla actoxieg Tou cuotripatog NeuMoDx
System f Twv avtdpaotnpiwv ou evoéxeTat va pokUouv Katd tn Stdpkela twv Stadkaolwyv ekyUALONG KoL evioxuong.

Ta KAWLKA €pyOOTAPLA ATALTOUV TUTILKA OL eEWTEPLKOL LAPTUPEC VOL EVOWHATWVOVTAL 08 TIPWTOKOANA €étaong poutivag, yia va afloloyeital n
anodoon tng e€étaong kat va Staodaliletal OtL ot Sladikaoieg e€€taong MANPOUV TI KABLEPWUEVEG AIALTH OELG TTOLOTIKOU gA€yxou. OL e§wteptkol
pnaptupeg NeuMoDx HIV-1 External Control mpoopiZovtat yia xprion yta tnv KaBLépwaon tng ev Adyw eyKupoTNTOG EKTEAECNG pouTivag tng LeBoSou
npoodloplopol NeuMoDx HIV-1 Quant Assay. H xpfion autwyv Twv Hoptupwy BACEL pOUTIVOG ETILTPEMEL OTA EPYOOTAPLA VO TtapakolouBolv tnv
kabnuepwvn Stakvpavon kat Ty anodoon petagy maptibwy twv avtdpaotnpiwv tg uebddou npoodlopiopoll NeuMoDx HIV-1 Quant Assay kat
unopei va BonBnoeL to epyactriplo va avayvwpioel ohaApata mpLy ano thy avadopd Twv amoTeEAEcUATWY eEETOONG.

APXEZ THZ AIAAIKAZIAZ

O e€wteptkol paptupeg NeuMoDx HIV-1 External Control eivat pn poAuvopatikd Seiypota mov €Xouv oxNUATIoTEL WOTE va UpnBouv ta GuoLkd
endaviopeva dokipa avBpwrnvou MAACUATOG. To EyKAWPRLOUEVO GTOXEUOKEVO UALKO TIOU XPNOLUOTIOLEITAL OTOV BETIKO HAPTUPQ ETULTPETEL TNV
enaAnBeguon tng arnodotikig Sladikaoiag ekxUALong voukAeikol o€éog. Eva oet paptupwv urtoBaAAetal os enefepyacia kaBe 24 wpeg. H ev Adyw
enefepyaoia poutivag twv efwteplkwv paptipwv NeuMoDx HIV-1 External Control emttpénel ota epyaotripla va Staopalilouv thv aglomiotia
TWV aNOTEAEOoHATWY EEETOONG yLa avBpwrva kKAvika Sokipa mou umoBdaAlovtal oe emefepyacia eviog Tng meplodou eykupotnTag 24 wpwv. OL
efwteptkol paptupeg unmofdallovtal o enefepyacia e TPOMO TOVOUOLOTUTIO HE TNV EMEEEPYOOIA TWV AVOPWILVWY KAWLKWY SOKLUIWY TTou
nipoopifovral yLa mocotikn e&étaon HIV-1.

Ta avapevopeva aMOTEAECHATA KOl YA TOUG U0 auToUG eEWTEPLKOUG LAPTUPES EVOWHATWVOVTAL 0TOV 0AyOpLlBUo eykupOTNTOG HAPTUPA TTOU
nephapBdvetal oto Aoylopikd tou cuotripatog NeuMoDx System. Auéowg HETA TNV €MLTUXN EMELEPYOOIA TWV EEWTEPIKWY HAPTUPWY, TO
AOYLOULKO TOU CUCTAMOTOG KOTAYPADEL AUTOUATA TV EYKUPOTNTA LA pia Ttepiodo 24 wpwv. To AoyLoULKO TOU CUCTAUATOC eldoToLEl auTopaTa

Tov XpHotn va uTtoBAAeL oe emefepyaoia Toug e€wTePLkOUG HAPTUPEG OTav AREeL n tepioSog eykupOTNTAG LAPTUPA.

ANTIAPAITHPIA/ANANQZIMA

Napexousva vAika

, E€etdoelg ava ZUVOAIKEG EEETAOEL
BE Nepiexoneva . tEud)(cl.O uvff( KEII ¢
E§wtepkoi paptupeg NeuMoDx HIV-1 External Control
Jet JeTikwv Kat apvnTikwv paptupwv HIV-1 piag xpriong yia tv kadiepwon g nueprotag
900301 . . . , p 1 oet 15

gykupotntag tne uedodou npoadioptouot NeuMoDx HIV-1 Quant Assay (1 @taAibio kade
udptupa = 1 oet)
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OAHTIEZ XPHZHZ
YAwka mou anautrovvrat aAAa Statidevral Eexwplota
REF Neplexopeva
Tawia NeuMoDx HIV-1 Quant Test Strip
300500 Apubatwuéva avtibpaotripia PCR ou EPLEXOUV aVIXVEUTEC Kol ekkivnTéG TagMan® u8ikd yia tov HIV-1, QuiyveuTrj Ko EKKLVNTEG

TagMan eibikd yLa tov SPC2.

100200

MAdaka NeuMoDx Extraction Plate
Apubatwuéva mapauayvntika cwpuatidta, AUTIKO éviuuo Kot Uaptupes eneéepyaoias Selyuarog

800304

BaBpovountég NeuMoDx HIV-1 Calibrator
2et BaBuovountwv uPnAou kat yauniov HIV-1 piag xpriong yta tnv katiépwon the EYKUpOTNTAS TNG TPOTUMNG KAUTTUANG

400600 PuBpuiotiko StdAupa NeuMoDx Lysis Buffer 3

400100 Avudpaoctripto mAvong NeuMoDx Wash Reagent

400200 Avtispaoctiplo anodéopcuong NeuMoDx Release Reagent

100100 ®Ootyya NeuMoDx Cartridge

235903 POyxn Hamilton® CO-RE / CO-RE 11 (300 pL) pe dpiAtpa

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

Opyava nov arairovvrat
SVvotnua NeuMoDx 288 Molecular System [REF 500100] rj cUotnuo NeuMoDx 96 Molecular System [REF 500200]

NPOEIAONOIHZEIZ KAl TPODYAAZEIZ

O efwtepikol paptupeg NeuMoDx HIV-1 External Control mpoopiZovtad yLa in vitro Stayvwaotikr Xprion LOVo Ue T Tawvia
NeuMoDx HIV-1 Quant Test Strip 6nwg epapudletat oto cuotnua NeuMoDx System.

Mn xpnotpormnoteite toug e§wtepkolg paptupeg NeuMoDx HIV-1 External Control petd tnv avadepopevn nuepopunvio AnénG.

Mn xpnotpomnoleite Toug e§wteplkolg paptupeg NeuMoDx HIV-1 External Control av n cuokevacia éxel dpBapei ry av to Kit dev
eival katePuypévo katd tnv aden.

O e€wrtepikol paptupeg NeuMoDx HIV-1 External Control meptéxouv amvidwpévo avBpwivo MAGoUA TToU Elval apvnTko yla
DNA tou HBV, RNA tou HCV, RNA tou HIV-1, DNA tou avBpwrivou rtapBoiol B19 kat RNA tou HAV xpnotonowwvtag pebddoug
evioxuong VOUKAEIKwY 0§€wv Kal gival pn avilSpaoTIiKO yLla To avilyovo HBsAg kal ylo avTlowpata otoug oug HIV-1 kat HIV-2,
HCV, HTLV | kat HTLV 11, HBs kat HBc pe tn xprion nebddwv eétaong pe éykpion FDA. Auto dev Staodalilel tnv amoucia autwy f
AMwv avBpwrivwv aboyovwy. Tnpeite TLg yevikég MPodUAGEELG KATA TOV XELPLOMO.

Xepileote mavra ta Sokipla pe tov tpdrno nou Ba xelpl{6oaotav LOAUCUATIKEG OUOLEG Kal oUWV He aoPaAELG EPYAOTNPLOKES
Sladikaoieg, Omwe aUTEG ou mepypddovtat oto yypado Biosafety in Microbiological and Biomedical Laboratories
(BloaoddAeia oe pikpoBLoloyikd kat Bloiatpikd epyactripla)t kat oto éyypado M29-A3.2 tou CLSI.

Mnv nipaypatonoleite avappodnaon Ue TO oTOPA. MV KOTVIZETE, NV TPWTE KAL LNV TIVETE O€ XWPOUG OTIOU TIPAYHATOTOLETAL
XELPLOOG SokLpiwy i avtidpaotnpiwv.

ATOPPUTTETE TA UN XPNOLUOToNUéva avTidpaotrpla Kal To andBAnta cUpdwva pe Toug eBVIKOUG, opooTovELakoug, tepldepeLakoUs,
KPOTLKOUG KaL TOTILKOUG KAVOVLOMOUG.

Kortd tov XeLptopo OAwv Twv avtidpaotnpiwv kat avodwotpuwy NeuMoDx, Ba mpénet va dpopdte kabBapd yavtia vitpihiou xwpig mouspa.
MA€vete OXOAQOTIKA TO XEPLAL 0OG META TNV EKTEAEDN TNG EEETOONG.

MNapéxovtat Aehtio AsSopévwv Aoddietag (AAA) yia kdBe avtildpaotrplo (katda nepintwon) otn StevBuvon
www.giagen.com/neumodx-ifu

®YAAZH, XEIPIZMOZ KAI STAGEPOTHTA NPOIONTOZ

O e€wtepkol paptupeg NeuMoDx HIV-1 External Control arnootéA\\ovtat pe Enpod mdyo, wote va Siatnpouvtal o€ KatePuyuévn
Katdotaon. Mnv Toug XPNOLLOTIOLELTE av TA TTEPLEXOEVA TOU KLT SeV eival Kateuypéva KaTd TV apalapn).

Juviotartal ot e€wteptkol paptupeg NeuMoDx HIV-1 External Control va puldocovtal oe Beppokpacia -15 °C éwg -20 °C, wote va
Staodaliletal n otabepotnta.

Ta pLaAidia paptupa mpoopilovrat yia pia pévo xprion. Ot anoduypévol eEwTepLkol HAPTUPES Umopouv va duldooovtat otoug 4 °C yla
€WG 24 WpPEG To TOAD.

Agv cuviotdtal n emavoakataPuén HETA TNV MpwTn amouén.
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Av kat oL e€wtepikol paptupeg NeuMoDx HIV-1 External Control 8gv eivatl LOAUGUATIKOL, OTIOLOSATIOTE N XPNOLUOTIOLNUEVO UALKO Ba
TIPETIEL VOL QOPPUTTETAL LETA TN XPrion wg Blodoyikd emikivéuvo amndBANnTo mpokeLpévou va PelwBel o kivbuvog emtpoAuvong amno to
OTOXEUOUEVO VOUKAEIKO 0EU TTOU TIEPLEXEL.

ATOPPUTTETE TUXOV LAPTUPEG TtoU €xouv BoAR epddvion 1) TEPLEXOUV peyaAa WAt HETA TNV arouén.

OAHTIEZ XPHZH2

1.

‘Eva oet e§wtepkwv poptupwv [REF 900301] npémel va umoBAaiAetal o€ enetepyacio kABe 24 wpeg o OAN Tn SLApKELA TNG EEETAONG LE
™ nuEBodo mpoablopiopo NeuMoDx HIV-1 Quant Assay. Av 8gv UTIAPXEL OET EYKUPWV LOPTUPWV EETAONG, TO AoyLlopikd NeuMoDx
System Ba {ntriceL amo tov xprotn va urtoBANBoUV oe emefepyacio AUTOL OL LAPTUPEG YLO VA WIopEcouv va avadepBolv
anoteAéopata SElyUATWVY.

2. Av anoutovvrat e€wTepLkol LAPTUPEG, UTIOPBAAETE o€ emefepyacia Toug LAPTUPES (1 BeTkdg papTupag Kat 1 apvnTikog paptupag):
E§wTtepIKOG paptupag . . o
NeuMoDx HIV-1 External Control e
OeTkdg paptupag (HIVPC) Kokkiwvo
ApvnTikog paptupag (HIVNC) Maupo

3. BydAte 10 oetT e€wtepkwy paptupwv NeuMoDx HIV-1 External Control amo tov katauktn kot adrote ta plalidia os Beppokpaacio

Swpartiou (15-30 °C) éwg 6tou amoPuxBouv MARPwWSG.
4. 3tpoBihiote amaAd yia va SLacdaAiceTe TV OLOLOYEVELQ.

Doptwote Ta GLaAiSia papTUpa O EVav TUTIKO Ppopéa SoKLUiwY 32 cwAnvapiwv kat Staodpaliote OtL Ta kKamdkia €xouv adatpebei anod

OA\a ta cwAnvapla.
6. TomoBetrote Tov popéa cwAnvapiwv Sokipiwy oto padL autopatng GopTwaong Katl XpnoLUomoLote TV 006vn adng yia va GoptwoeTe

Tov ¢opéa oto cvotnpa NeuMoDx System.
7. To olotnua NeuMoDx System Ba avayvwpioel Tov YpappwTo KWKo Kat Ba apxioel tnv enefepyacia twv cwAnvapiwv Sokiuiou, eKTog

eav Sev SlatiBevral ta amattoUpeva yla Tty e&€taon aviidpactipla i avaAwaotpa.
8. H eykupotnta autwy Twv e§WTepLkwy paptupwy Ba aflohoyeital anod to cuotnua NeuMoDx System BAGEL TWV OVOUEVOUEVWV

QAMOTEAEOUATWV.

E§WTePIKAG pdptupag , AnotéAecpa SPC2
A HIV-1
NeuMoDx HIV-1 External Control DRSS
QeTIKOG paptupag (HIVPC) OETIKO lA HIV-1 A/E
ApvnTikog paptupag (HIVNC) APNHTIKO A HIV-1 O€TIKO yLa SPC2

9. O XePLoUOG TWV oV UPWVWY ATOTEAECUATWY YLO EEWTEPLKOUG LAPTUPEG Ba TpEmeL va ekteheital wg €§AG:

a) 'Eva Positive (Ogtiko) amotéAeopa e§€Taong mou avadEpeTal yla éva Selypa apvnTikol paptupa UTIoSELKVUEL TIPOBANUa
empuoAuvong tou Sokiuiou.

b)  ‘Eva Negative (ApvnTiko) amotéheopa mou avapépetal yia éva deiypa BeTIkoU pdptupa UMopel va UTtoSeLlkVUEL OTL UTIAPXEL
TPOPANUA TIOU OXETIETAL [UE €V AVTLOPACTHPLO 1 LLE TO OPYaAVO.

c)  Ze omoladATIOTE A TLG MAPATIAVW TIEPUTTWOELSG, 1} 0TV epintwon akadoplotou (Indeterminate, IND) anoteAéopatog,
€MAVaAGBETE TOV LAPTUPA TTOU ATETUXE UE TIPOodATWE armoPpuypéva dLaAidia Tou HdpTupa/TWV HapTUPWVY TTOU amETUXE/-av
otnv e€€taon eykupotnTac.

d)  Av o Betkdg ewtepkdg pdptupag ouveyilel va avadipel Negative (ApvnTikO) amotéAeopa, EMIKOWVWVAOTE E TNV TEXVLIKNA
unootrpén tng NeuMoDx.

e)  Av o apvnTikdg eEWTEPLKOG LAPTUPOG OUVEXIlEL va avadépel Positive (OeTikd) amotéAeopa, emtxelpriote va e§alelete OAEG TG
TiNYEG SuVNTLKAG EMLUOALVONG, CUMTTEPIAABAVOUEVNG TNG AVTLKATACTOONG OAWV TWV avTLSpaoTnpiwy Kat EMavaAdBeTe TNV
EKTENEDN, TIPOTOU ETUKOLVWVNOETE WE TNV e§umnpétnon nehatwv tng NeuMoDx.

NEPIOPIZMOI

1. Oiefwrtepkoi paptupeg NeuMoDx HIV-1 External Control pmopouUv va xpnotponotnBouv pévo oe cuvduaopo pe tnv tavia NeuMoDx HIV-1
Quant Test Strip ota cuotpata NeuMoDx System.

2. Anacteital pa €ykupn Baduovounon tng tawiag NeuMoDx HIV-1 Quant Test Strip pe xprion twv e§wtepikwv Baduovountwyv NeuMoDx HIV-
1 External Calibrator [800304] rrpwv amo tnv enefepyacia Twv ewtepkwv paptipwv NeuMoDx HIV-1 External Control [REF 900301].

3. Eodaipéva amoteléopata Ba propovoav va pokuPpouv Adyw akatdAAnAou XelpLopol, akatdAANANnG puAagng i dAAou TexVIKOU obAALATOG.

4. O Xelplopog tou cuothpatog NeuMoDx System meplopiletal otn Xprion o MPOCWITKO KATAPTIOUEVO CXETIKA LE TN XPrON TOU OUCTHOTOS
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 ovopacia NeuMoDx™ etlvatl epnoptko onpa tng NeuMoDx Molecular, Inc.

H ovopacio TagMan® gival katateBév epmopikd onpa tg Roche Molecular Systems, Inc.

‘O\eG oL UTIOAOLTTIEG OVOLLOGLEG TIPOTOVTWY, TA EUTTOPLKA OATO KAL TA KATATEDEVTO EUMOPLKA CFLATA TTOU UITOPEL VA avadEpovTtal 0To Mapov
gyypado anoteholv LSLloktnoia Twv avtioToywv KATdXWV TOoUG.
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IYMBOAA
2YMBOAO IHMAZIA
R only XpAon LOVOo LLE LATPLK ouvTayh
M Kataokeuaothg
IVD In vitro 510yvwoTIKO LTPOTEXVOAOYLKO TipOidV
I E€ouclodotnpévog avinmpoownog otnv Evpwnaikn
Kowoétnta
REF ApLOpAg kataldyou

Kw8ikd¢ maptidog

Huepounvia Afgng

Neploplopdg Beppokpaociog

NMeploplopdg vypaociog

Na punv emavaypnotLomnoLeitat

MNepLEXEL EMAPKE TOCOTNTA VLA <N> EEETAOELG

SupBouleuteite Tig 0dnyieg xpriong

Npoooxn

>l 4@ @~ 15

BloAoyukoi kivéuvol

g}g

C € ZAunavon CE
NeuMoDx Molecular, Inc. Xopnyog (AUS): Emergo Europe B.V.
M 1250 Eisenhower Place QIAGEN Pty Ltd EC | FEP | Westervoortsedijk 60
Ann Arbor, MI 48108, USA Level 2 Chadstone Place 6827 AT Arnhem
1341 Dandenong Rd The Netherlands
Chadstone VIC 3148
Australia
C E 2797

Texvikn umootrplen/YmoBoAn avadopwv enaypunvnong: support@giagen.com

Aim\wpa eupeotteyviag: www.neumodx.com/patents
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