Ve *4 NeuMoDx HCV External Control 900202

NeuMQ.Q?f MHCTPYKLUM 3A YNOTPEBA
900202 NeuMoDx™ HCV External Controls B only

BHUMAHMWE: Camo 3a nsHoc 8 CALL,
3a uHeumpo pmarHoctunka cbve cuctemun NeuMoDx 288 n NeuMoDx 96 Molecular System

3a akmyanusayuu Ha AUCMOBKAMa nocememe: www.giagen.com/neumodx-ifu

ModpobHu ykazaHusa we Hamepume 8 Pbkosodcmeomo 3a onepamopa Ha NeuMoDx 288 Molecular System; Hom. Ne 40600108 [Ne 500100]
I:Ii:l ModpobHU yKazaHusA we Hamepume 8 Pbkosodcmeomo 3a onepamopa Ha NeuMoDx 96 Molecular System; Hom. Ne 40600317

[Ne 500200] unu Hom. Ne 40600655 [Ne 500201]

Buxcme cvwjo MHcmpykyuume 3a ynompeba Ha NeuMoDx HCV Quant Test Strip; Hom. Ne 40600140

NPEABULOEHA YNOTPEBA

BbHWHUTE KoHTponu NeuMoDx HCV External Control ca kKomnoHeHT Ha NeuMoDx HCV Quant Assay, TecT 33 UHBUMPO [UATHOCTUKA C
amnanduKauma Ha HYKIEUHOBU KUCENNHUW, NPeAHa3HayYeH 3a OTKPUBAHE U KONMYeCcTBEeHO onpeaensHe Ha PHK Ha Bupyc Ha xenaTtut C (Hepatitis C
Virus, HCV) B YoBewkKa nnasma. BkatoueHu B u3Lano asTomatmsmpaHata NeuMoDx 288 Molecular System nan NeuMoDx 96 Molecular System
(cuctemm NeuMoDx System), BbHLWHUTE KOHTPoan NeuMoDx HCV External Control ce n3nonssar 3a ycraHOBsiBaHe Ha BaAMAHOCTTa MO BPpeme Ha
paboTa, Heobxoanma 3a nsnwvaHeHne Ha NeuMoDx HCV Quant Assay 3a To4HO KonuyecTseHo onpegenaHe Ha PHK Ha HCV B npobu oT YoBeLuka
naasma.

PE3FOME U ONUCAHUE

BbHwWHUTE KOHTpoAn NeuMoDx HCV External Control ce gocTasat 8 15 Habopa ¢ A4BOMKM WMLLIETA C NONOMKMUTENHN U OTPULLATENHU KOHTPOAW. [0
eaMH Habop BBHLWHM KOHTpoAK ce 06paboTBa Ha BcekM 24 Yaca 3a yCTaHOBABaHe Ha Ba/sMAHOCTTa No Bpeme Ha paboTta Ha NeuMoDx HCV Quant
Assay. MpuuenHata HyKnemHoBa KnucesnmHa Ha HCV B NONIOXKUTENHUA KOHTPON € HEUHPEKLMO3eH PeKOMBUHAHTEH BUPYC OT 603aliHULM ¢ AedekT
B penanKaumaATa, CbAbprKall, CEKBEHLMN Ha reHoMa Ha HCV 1 pa3pegeH B Basematrix 53 Diluent (Basematrix) (Seracare Life Sciences, Milford, MA,
USA). OtpuuaTenHata KoHTpona HCV cbabprka camo Basematrix.

NeuMoDx HCV Quant Assay cbyeTaBa aBTOMaTUYHO U3B/IMYAHE, amnanduKaLma n oTkpusaHe Ha PHK c nonnmepasHa Bepu»kHa peakuma c obpatHa
TpaHcKkpunTasa (Reverse Transcriptase Polymerase Chain Reaction, RT-PCR) B peanHo Bpeme, 3a Aa Ce N0O3BO/IM KOIMYECTBEHO OTKpUBaHe Ha PHK
Ha HCV B npobu oT yoselwKa nnasma. NeuMoDx HCV Quant Assay BK/IOYBa €K30reHeH KOHTPOA 3a 06paboTka Ha aAMKBOTHM YacTn oT PHK npobu
(Sample Process Control, SPC2), KoiiTo nomara npw c/ieAeHeTo 3a HaiIMune Ha NOTEeHLMAHO MHXMBUTOPHM BELLECTBA U €BEHTYasIHM Npobiemn B
NeuMoDx System nnu peaktmsute, KOMTO MOraT Aa Bb3HUKHAT NO Bpeme Ha NpoLeaypuTe 3a U3BANYaHe U aMnanduKaLma.

KnuHnuHute nabopatopnn 06MKHOBEHO M3UCKBAT U BBHLIHM KOHTPOAM Aa 6bAaT BKAOYEHW B MPOTOKOANUTE 338 PYTUHHO TeCTBaHe 3a OLEHKa Ha
paboTHWUTE XapaKTEPUCTMKU Ha TECTOBETE WM MOTBbPXKAABAHE, Ye TECTOBUTE NPOLLeAYPU OTrOBApPAT Ha M3UCKBAHWUATA 3a BbTPELIEH KauyecTBeH
KOHTpOA. BbHWHUTE KOoHTpoan NeuMoDx HCV External Control ce n3non3Bsar 3a ycTaHOBABAHETO Ha BaAMAHOCTTA HA TaKMBA PYTUHHM CEpUM OT
NeuMoDx HCV Quant Assay. PyTuHHaTa ynotpeba Ha Te3n KOHTPO/IM No3BonABa Ha nabopaTopuunte Aa CNepaT BapuauumnTe Mexay pasinyHuTe
AHW ¥ paboTHUTE XapaKTePUCTUKMN Ha Pa3NNYHM NapTUamM Ha peaktnemTe 3a NeuMoDx HCV Quant Assay 1 moxe fa nomorHe Ha nabopatopuata
3a YCTaHOBABAHE Ha €BEHTYa IHU rpeLlKu Npean cbobLlaBaHeTo Ha pe3ynTaTh OT TecToBeTe.

NPUHLUMMN HA NPOLEAYPATA

BbHWHUTE KOHTposn NeuMoDx HCV External Control ca HeMH)EKUMO3HM afIMKBOTHU 4acTK, KOUTO ca GOPMyAMpaHM Taka, ye ga MmuTupaT
obuyaliHo cpelaHn npobu oT Yyosellka naasma. KancynnpaHuaT matepuan ot NPULEIHN HYKIEUHOBU KUCENNHU, U3MNON3BAH B MONOXKUTENHATa
KOHTpONa, No3BO/IABA Aa Ce NpoBepu epeKTUBHOCTTA Ha MpoueaypaTa 3a U3B/MYAHE Ha HYKNEMHOBWU KucenuHwu. EguH Habop KoHTponu ce
obpaboTBa Ha BcekM 24 yaca. Tasmn pyTrHHa 06paboTka Ha BbHWHM KoHTpoan NeuMoDx HCV External Control nossonssa Ha nabopaTtopuuTe aa
OCUTYPAT HaZeXKAHOCT Ha Pe3yNTaTUTe OT TECTOBETE Ha YOBELUKU KNMHUYHK Npobu, 06paboTeHn B 24-4aCOBUA CPOK HA BASIMAHOCT. Te3n BbHLUHU
KOHTpOAM ce 06paboTBaT NO CbLUMA HAYMH KATO HYOBELIKUTE KNMHUYHM NPObK, NpeAHa3HauYeHn 3a KoNnYecTBeHO TecTBaHe 3a HCV.

OuyakBaHuTe pe3ynTaTtu 1 3a ApeTe BbHLWHW KOHTPOIN Ca BK/IKOYEHU B aITOPUTbMa 3a BaIMAHOCT Ha KOHTPO/IN, BKIKOYEH B cod)Tyepa Ha NeuMoDx System.

Mpu ycnelwHa 06paboTka Ha BbHLUHUTE KOHTPOAM COPTYepbT Ha cMCTeMaTa aBTOMAaTUUHO PerucTpupa BaMAHOCTTa 3a nepuog, oT 24 yaca. CopTyepbT Ha
c/cTemaTa aBTOMAaTUYHO Npeaynpeskaasa notpebutens Aa 06paboTh BbHLIHMTE KOHTPOJIM, KOTaTo M3TeYe CPOKBT Ha Ba/IMAHOCTTA UM.

W PEAKTUBU/KOHCYMATHUBU

JdocmaeeHu mamepuanu

Tecrta Ha 06w, 6poii TectoBe B
Ne CbAabpKaHue
eaAnHuua €AUH KOMMNIEeKT
NeuMoDx HCV External Controls
Habopu 3a edHokpamHa ynompeba om HCV-noaoxumenHu u ompuyamesnHu KOHMpoau
900202 1 Habop 15
30 8CeKUOHe8HO ycmaHossAsaHe Ha sanudHocmma Ha NeuMoDx HCV Quant Assay
(no 1 wuwe om ecsAka KoHMpona = 1 Habop)
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Heobxodumu, Ho HenpedocmaseHu mamepuanu (npedaazam ce omdesnHo om NeuMoDx)

Ne CbAabpKaHue

300300

NeuMoDx HCV Quant Test Strip
Cyxu peakmusu 3a PCR, cb0bprcawju crieyuguyHu 3a HCV u SPC2 condu TagMan” u npaiimepu

NeuMoDx Extraction Plate

100200
Cyxu napamazHUmMHU Yacmuyu, AUMuYeH eH3UM U KOHmposu 3a 06pabomka Ha aAUKBOMHU Yacmu
NeuMoDx HCV Calibrators
800202 Habopu 3a eAHOKpamHa ynompeba om 8UCOKU U HUCKU Kanubpamopu 3a HCV 3a ycmaHoeAsaHe Ha 8anudHocmma Ha

cmaHdapmHama Kpusa

400600 NeuMoDx Lysis Buffer 3

400100 NeuMoDx Wash Reagent

400200 NeuMoDx Release Reagent

100100 NeuMoDx Cartridge

235903 Hamilton® CO-RE/CO-RE Il spbxueTa (300 pL) ¢ puntpm

235905 Hamilton CO-RE/CO-RE Il Bpbxyeta (1000 pL) ¢ duntpm

Heobxoduma anapamypa
NeuMoDx 288 Molecular System [Ne 500100] nan NeuMoDx 96 Molecular System [Ne 500200 unu 500201]

A ® NPEAYNPEXAEHUA U NPEANA3HU MEPKU

BbHWHMTe KoHTpoan NeuMoDx HCV External Control ca camo 3a uHeumpo anarHoctika ¢ NeuMoDx HCV Quant Test Strip,
n3sbpiBaHa Ha NeuMoDx System.

He n3anonseaite BbHWHK KoHTpoau NeuMoDx HCV External Control cneg nocoyeHma cpok Ha rogHoCT.

He nsnonseaiTe BbHLWHK KOHTpoan NeuMoDx HCV External Control, ako onakoBKaTa e yBpeaeHa Uin CbAbpKaHUETO He e
3aMpaseHo Npu noJsiy4asaHeTo.

C npobuTe BMHarn TpsbBa ga ce 6opaBum KaTo C MHPEKUMO3HM U B CbOTBETCTBME C NpoLeaypuTe 3a 6e3onacHocT B n1abopaTtopusTta
KaTo onucaHuTe B Biosafety in Microbiological and Biomedical Laboratories* n 8 pokymeHt M29-A4 Ha CLSI.2

He cnaraiite nunetu B ycrata cv. He nyweTe, He NWIATE 1 He ce XpaHeTe Ha MecTa, Ha KOUTO ce 6opasu ¢ NPOBM UAKN PEaKTUBM.

V|3XB'pr1ﬂﬁTe HEeN3N0N3BaHUTE PeaKTUBU U OTNaAbuUTe B CbOTBETCTBME C HAUMOHA/IHUTE, cbe,a,epanHMTe, pernoHanHute,
AbpPXKaBHUTE U MeCTHUTe pa3nope,a,6m.

YUCTH pbKaBULLM OT HUTPUNEH KaydyK 6e3 Tank TpabBa Aa ce HOCAT Npy 60paBEHETO C BCUYKM PeakTMBM M KOHCYMATUBY 33
NeuMoDx.

Cnep 13BbplUBaHe Ha TecTa n3muBaiTe FPUXXNNBO pbLeTe CU.

UHdopmaumoHHM nuctose 3a 6esonacHocT (Safety Data Sheets, SDS) ca npefocTaBeHn 3a BCEKM CbOTBETEH peaKTUB (ako e
HeobxoaMmo) Ha www.giagen.com/safety.

Camo 3a egHOKpaTHa ynotpeba.

Mpwu paboTa ¢ XMMWKanM BUHarM HoceTe NoaxoasALa nabopaTopHa NPeCcTU/IKa, PbKaBULM 33 4HOKPATHA ynoTpeba 1 3alwmTHM ounna. 3a
noseye MHbGOPMaLMA, MONA, NpernesanTe CboTBETHUTE MHPOPMALMOHHN IncToBe 3a besonacHocT (Safety Data Sheets, SDS).

NHdopmauuma 3a cnewwHn cayyam
CHEMTREC
M3BbH CALL 1 KaHapa +1 703-527-3887

UsxebpnaHe

[la ce genoHvpa KaTo onaceH oTNagbK B CbOTBETCTBUE C MECTHUTE U HAaLMOHaNHWTE pa3nopenbun. ToBa BaXu v 3a
HeunsnoA3BaHuUTe NPOAYKTH.

CnepaBaiite npenopbKuTe B UHPOPMaUMOHHMA IKUCT 3a 6esonacHocT (Safety Data Sheet, SDS).
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g CbXPAHEHUE, BOPABEHE U CTABU/THOCT HA NPOAYKTUTE

BbHWHKUTE KOHTpon NeuMoDx HCV External Control ce focTaBAT cbC Cyx nes, 3a Aa ce NOAAbPNKAT B 3aMPa3eHO CbCTOAHUE; He
M3M0/13BaliTe, aKO CbAbPKAHWUETO HE € 3aMPa3EeHO NpPU NoayYaBaHe.

MpenopbyBa ce BbHWHUTE KoHTpoam NeuMoDx HCV External Control ga ce cbxpaHsaBat npu -15 °C go -20 °C, 33 Aa ce ocurypwm ctabunHocr.

LLinweTaTta c KOHTPO/IM Ca CaMo 33 eAHOKpaTHa ynotpeba. PasmpaseHuTe BbHLWHM KOHTPO/IM MOraT Aa ce CbXxpaHABaT npu 4 °C He noseve
oT 24 vaca.

MNoBTOPHO 3ampa3sfaBaHe cnej NbpBO pPa3mpasfABaHe He e NPenopPbYNTENHO.

Bbnpeku ye BbHIWHUTE KOHTPOoiu NeuMoDx HCV External Control ca HeMHbEKLMO3HK, BCUUKM HEM3MON3BAHM MaTepuanu Tpabea aa ce
M3XBBPAAT cned ynotpeba KaTo BUOPUCKOBM OTNAABLM, 33 Aa Ce HAMAIM PUCKBT OT KOHTAMMHALMA CbC CbAbPKaHaTa NpuLenHa
HYKNenHOBa KNcennHa.

M3XBbPAIATE BCUUKM KOHTPONN, KOUTO U3MIEXAAT MbTHU U CbAbPXKAT roONemMu yTalku cnej, pasmpasasaHe.

MHCTPYKLUU 3A YINOTPEBA

1.

EavH Habop OT BbHLWHM KOHTPOIM TpsbBa Aa ce 06paboTBa Ha Bcekun 24 yaca no Bpeme Ha TectBaHeTo ¢ NeuMoDx HCV Quant Assay.
AKO HAMA Habop BasMAHN KOHTPOAM 3a TecTa, codTyepbT Ha NeuMoDx System we yBegomu notpebutens, ye Team KOHTPoAU TpAbBa aa
ce 06paboTAaT, Npeam Aa morart Aa ce cbobLLaBaT pe3yaTaTv 3a aIMKBOTHUTE YacTu.

2. AKO Cca HeobX0aMMM BBHLLHU KOHTPO/IU, 06paboTeTe KOHTPoUTE (1 NONOXKUTENHA KOHTPONA M 1 OTpULaTENIHA KOHTPONA):
NeuMoDx HCV External Control LiBAT Ha eTUKeTa
MNonosutenHa koHTpona (HCV-Positive Control, HCVPC) YepseH
OTpuuatenHa koHTpona (HCV-Negative Control, HCVNC) YepeH
3. BsemeTe Habopa BbHWHM KOHTPoan NeuMoDx HCV External Control ot dpusepa n octaseTe WwuwweTaTa Aa ce TeMnepupar npu cTainHa
Temnepartypa (15 — 30 °C), gokaTo ce pasmpasaT Hanb/HO.
4. PasBbpTeTe BHUMATENHO, 33 Aia OCUTYPUTE XOMOTeHHOCT.
3apefeTe WMLIETATa C KOHTPOIUTE B CTaHAAPTEH HOCaY 3a 32 enpyBeTKU € NPobu 1 U3BajeTe 3anyLUasKUTE OT BCUUKM eNpyBETKMU.
6. [MocTaBeTe HOCaya 3a enpyBeTKM € NPobu BbpXy NOMLATa Ha aBTOMATUYHO 3apeXAaLLoTo YCTPOMCTBO M M3NON3BATE CEH30PHUA EKPaH,
3a fa 3apeauTe Hocava B NeuMoDx System.
7. NeuMoDx System e pa3no3Hae 6apKkoaa U Lie 3ano4yHe 0bpaboTKaTa Ha enpyBETKUTE 3a NPO6W, OCBEH aKO INMNCBA CbOTBETHOTO
KONMYECTBO PEaKTUBM UAU KOHCYMATUBM, HEOBXOAMMO 3a TECTBAHETO.
8. BanuaHoCTTa Ha Te3M BBbHLWHKU KOHTPOAU We 6bae oueHeHa oT NeuMoDx System cnopeg, ouyakBaHWUTe pesyaTaTy.
NeuMoDx HCV External Control Pesynrar 3a HCV Pesynrar 3a SPC2
MNonosutenHa koHTpona (HCV-Positive Control, HCVPC) | HCV-MOJIOXUTE/IHA N/A (He e npunoxumo)
OtpuuatenHa KoHTpona (HCV-Negative Control, HCVNC) | HCV-OTPULIATE/NIHU | SPC2 Positive (SPC2-NonoKutenHu)
9. O6paboTKkaTa Ha HECOTBETCTBALLM PE3YNTATH 3@ BbHLIHW KOHTPOAM TPA6Ba fia Ce U3BbPLUM MO CNEAHWUA HAUUH:
a)  Positive (MonoxuteneH) pesyntaT oT TecTa, CbobLLEH 32 a/IMKBOTHA YacT C OTPMLATEIHA KOHTPO1a, 03Ha4YaBa nNpobsiem ¢
KOHTaMMHauuma Ha npobarta.
b)  Negative (oTpuuaTeneH) pesynTar oT TecTa, CbobLLEH 3a a/IMKBOTHA YaCT C NONOKMUTENHA KOHTPONA, MOXKe @ 03Ha4aBa
npobnem ¢ peakT1B UAK anaparta.
c)  BbB BCEKM OT ONMCaHWTE NO-TOpe CyYyau UAKM ako pesynTaToT e Indeterminate (Heonpegener) (IND), o6paboTkaTta Ha
HeusgbpiKanaTa nposepkaTa KOHTpona TpABBa Aa ce NOBTOPYU C NPACHO pa3smMpaseHy LWmnLeTa OT CbLaTa KOHTPONA.
d)  AKo nonoxuTenHaTa BbHIUIHA KOHTPO/IAa NPOAb/KaBa Aa Aasa Negative (oTpuuaTeneH) pesynTat, ce o6bpHeTe KbM OTAeNa 3a
TeXHWUYecKo obcnykeaHe Ha NeuMoDx.
e)  AKo oTpuuaTesHa BbHLWHA KOHTPOA NPOABAXKABA Aa Aasa Positive (nonoxuTeneH) pesynTart, ce onuTaiTe 4a OTCTpaHUTe
BCWMYKM NOTEHLMANHM U3TOYHULIM HA 3aMbPCABAHE, BKNOUYUTENHO KaTo CMEHWUTE BCUYKM PEaKTMBU U NOBTOPUTE CEpPUATA, Npean
Aa ce obbpHeTe Kbm OTAeNa 3a 06cNyKBaHe Ha KNneHTH Ha NeuMoDx.
OrPAHMYEHUA
1. BbHWwHMUTe KoHTpoan NeuMoDx HCV External Control moraT ga ce usnonssat camo 3aegHo ¢ NeuMoDx HCV Quant Test Strip Ha cuctemu
NeuMoDx System.
2. Tpab6sa Aa uma BanuaHa kanmbpauma Ha NeuMoDx HCV Quant Test Strip ¢ BbHIWHM Kannbpatopu NeuMoDx HCV External Calibrator, npedu
Aa moraT aa ce obpaboTsaT BbHWHM KOHTpoan NeuMoDx HCV External Control.
3. TpeluHu pe3yntaTn morat Aa ce NoABAT NOPaJM HeNpPaBUIHO BopaBeHe, CbXpaHeHWe UK Apyra TEXHUYeCKa rpeLuKa.
4. CNeuMoDx System moske ga paboTu camo nepcoHasn, obyyeH B ynotpebata Ha NeuMoDx System.
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TbPTOBCKMU MAPKHA
NeuMoDx™ e Tbproscka mapka Ha NeuMoDx Molecular, Inc.

TagMan® e pernctpupaHa Tbproscka mapka Ha Roche Molecular Systems, Inc.

BCMYKM OCTaHaNM HaMMEHOBaHMA HA MPOAYKTU, TbPrOBCKM MapPKM M PErMCTPUPaHM TbPrOBCKM MapKu, GUryprpaLLy B HAaCTOALWMA AOKYMEHT, ca
COBCTBEHOCT Ha CbOTBETHUTE UM MPUTENKATENN.

CUMBON

B nHCcTpyKuumnTe 3a ynOTpe6a NN BbPXY ONAKOBKaTa M eTUKeTa MoraT ga ce CcpelHaT chegHuTe CUMBOIN:

Ronly 3aynortpeba camo no nekapcko npeanucaHune e OrpaHunyeHue 3a TemnepaTypa
wl Mpoussoguten ® Camo 3a egHoKpaTHa ynotpeba
7 CbabpKaHMETO e JOCTATbYHO 33
wp| MeanumMHCKO n3aenmne 3a UHBUMPO [NATHOCTUKA <> TecTa
[<[=] YnbnHomoueH npeactasuten B EBponeiickata obLHoCT | BuxTe MHCTPYKUWTe 32
ynotpeba
KatanoxkeH Homep AN BHumaHwue
Koa Ha naptuaa &\ BruonornyHu puckose
g CpOK Ha rogHocT ce Mapkuposka CE
I NeuMoDx Molecular, Inc. Emergo Europe B.V.
1250 Eisenhower Place EC | ReP Westervoortsedijk 60
Ann Arbor, M1 48108, USA 6827 AT Arnhem
The Netherlands
TexHnYecKa noaapbKa/oknaasaHe Ha 64MTenHocT: support.giagen.com 2797
MaTeHT: www.neumodx.com/patents
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