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Muc dich Str dung

EZ1 DSP Virus Kit str dung cdng nghé hat tw dé tw dong phan lap va loc axit nuclei vi-rat va

DNA vi khuén tir bénh phdm sinh hoc.

EZ1 DSP Virus Kit dwoc str dung dé& chan doan trong édng nghiém.
Nguwoi dung Dy dinh

San pham nay dy dinh sé dwoc st dung béi ngudi dung chuyén nghiép, vi du nhw k§ thuat

vién va bac si dwoc dao tao vé ky thuat sinh hoc phan ti.
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M0 ta va Nguyén tac

Coéng nghé hat tw két hop tbc d6 va hiéu qua ctia qua trinh loc axit nucleic dwa trén silica
véi viéc xtr Iy dé& dang cac hat tir. Quy trinh loc dwoc thiét k& d& dam bao x ly an toan va
c6 thé tai tao cac mau c6 kha nang lay nhiém. Quy trinh loc bao gém 4 budc: ly giai, lién
két, rira va rira gidi (xem cac phan sau day va so dd trén trang 7). Tién x& Iy mau 14 bat

budc dbi véi phan. Tham khao quy trinh tién xt ly cho vat liéu mau twong tng.
Ly giai bang proteinase K

Qua trinh ly gidi protein clia mau dwoc thyc hién trong diéu kién bién tinh cao & nhiét do
cao. Qua trinh ly gidi dwoc thwe hién véi sy hién dién cla proteinase K va chat dém ly giai,
cling ddm bao phan huy protein vé vi-rit va bat hoat nuclease.

Lién két vai cac hat tir

Chéat dém lién két dwoc thém vao cac mau da ly gidi dé diéu chinh diéu kién lién két. Chéat
ly gidi dwoc tron ki vai cac hat tir dé& cho phép hap phu téi wu céc axit nucleic vi-rat va DNA
vi khuan lén bé mat silica. Cac didu kién vé mudi va do pH dam bao réng protein va cac chat
nhiém ban khac, co thé trc ché PCR va cac phan (rng enzym xudi dong khac, khong dwoc
lién két vai cac hat tir.

Rera axit nucleic lién két
Trong khi axit nucleic vi-rat va DNA vi khudn van con lién két v&i cac hat tir, cac chat nhiém

ban dwoc riva tréi hiéu qua trong mét trinh tw gém 3 budc riva, tiép theo la rira sach va phoi
kho.
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Rra giai axit nucleic tinh khiét

Trong mét bwée duy nhét, axit nucleic vi-rit va DNA vi khuén cé do tinh khiét cao duoc rira
giai trong chat dém rira gidi (AVE). Axit nucleic da loc cé thé dwoc st dung ngay lap tirc
trong cac ng dung xudi dong hodc dwoc lwu trir d& st dung trong twong lai.

Tom tat va gidi thich

EZ1 DSP Virus Kit cung cAp mét quy trinh tw dong dé loc déng thoi axit nucleic vi-rat va
DNA vi khuan tlr cac vat lieu mau sau day bang cach s dung cac dung cu EZ1 hodc
EZ2 Connect MDx:

Huyét thanh va huyét twong

Dich néo tly (Cerebrospinal Fluid, CSF)
Phan

Miéng gac mii hong dwoc thu trong UTM

B& dung cu nay c6 thé duwoc st dung dé loc axit nucleic tr mot loat cac vi-rit DNA va RNA,
cing nhw DNA tir vi khuan. Tuy nhién, hiéu suét ctia bd dung cu khong duoc dam bao dbi
véi tirng loai mam bénh dwoc tach chiét tlr bat ky vat liéu mau nao va phai dwoc ngudi ding
xac nhan. Céng nghé hat tr cho phép loc cac axit nucleic chéat lwong cao khéng chwra
protein, nuclease va cac tap chat khac. Axit nucleic da loc sén sang str dung dé& phat hién
c6 dé nhay cao trong cac xét nghiém xudi dong, chéng han nhw khuéch dai. Cac dung cu
EZ1 (EZ1 Advanced, BioRobot EZ1 DSP va EZ1 Advanced XL) va EZ2 Connect MDx thuc
hién t&t ca cac bwéc clia quy trinh chuan bi mau cho t6i da 6 mau (stv dung EZ1 Advanced
ho&c BioRobot EZ1 DSP; ca hai déu da ngirng hoat dong), tdi da 14 mau (st dung
EZ1 Advanced XL) hoac t6i da 24 mau (str dung EZ2 Connect MDx) trong mét 14n chay.

6 Huwéng dan St dung EZ1 DSP Virus Kit (S tay) 11/2022



Quy trinh EZ1 DSP Virus

Huyét thanh, huyét twong, CSF, phan va miéng gac miii hong dwoc
thu trong UTM

Ly giai béng proteinase K
va chat dém ly giai

Cac hat tir va chat dém lién két

dworc thém vao chat ly giai

Axit nucleic lién két v&i hat tip

Nam cﬂ ™ Phan tach tir

l Ba bwérc riva, tiép

theo la riva sach va
phoi kho

Nam chal Phan tach tir

Rira giai v&i Chéat dém
Rira giai (AVE)

Axit nucleic vi-rat va/hodac DNA vi khuan chat
Iwong cao da loc
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Vat tw dwoc Cung cap

Thanh phan bd dung cu

*

EZ1 DSP Virus Kit (48)

S6 danh muc 62724

S6 lwong chuan bi 48

RCV Reagent Cartridge, Virus 350 pL -REAG -CART -VIRUS 48
(Hop Thudc thtr RCV, Vi-rat 350 pL)*t

DTH Disposable Tip Holders ‘ m 50
(Gia dung Bau tip Dung mét lan)

DFT Disposable Filter-Tips . 50
(Pau tip B6 loc Dung mét lan)

ST Sample Tubes (Ong mau) (2 mL), khéng cé m 2 x50
dwdng go

ET Elution Tubes (Ong Rira giai) (1,5 mL) ELU | TUBE 2x50

CARRIER Carrier RNA (RNA chat mang) CAR|RNA 310 ug

AVE Elution Buffer (Chét dém Riva giai)' 3x2mL

Q-Card**

Instructions for Use (Hwéng dan St dung)

m
-
c
o
c
M

Chtra mudi guanidine. Khong twong thich véi chat khir tring chiva thude ty. Xem trang 13 dé biét Thong tin an

toan.

T Chtra natri azua lam chét bao quan.
Théng tin dwoc ma hoéa trong méa vach trén Q-Card la can thiét dé theo dai di lieu thubc ther béng cac dung cu
EZ1Advanced, EZ1 Advanced XL va EZ2 Connect MDx.

+
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Thanh phan ctia bd dung cu

Céc thanh phan chinh ctia bd dung cu chira thanh phan hoat tinh dwoc giai thich dudi day.

Bang 1. Cac thuéc thir dworc cung cap c6 chira thanh phan hoat tinh

Thuéc thi Thanh phan Néng do (trong lwgng/trong
lwong) [%]
RCV (Vi-rat Hop Thuéc thir) Ethanol >70 dén <90
Isopropanol 270 dén <90
Guanidinium thiocyanate 230 dén <50
Guanidine hydrochloride 230 dén <50
Proteinase K 21 dén <10
Clorua liti 21 dén <10
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Vat tw Yéu cau nhung Khéng dwoc Cung cap

Khi lam viéc v&i hda chét, ludn mang 4o choang phong thi nghiém, gang tay dung mét lan
va kinh bao ho phu hop. D& biét thém thong tin, vui Iong tham khao bang chi dan an toan
(Safety Data Sheets, SDS) phu hop, c6 san tir nha cung cap san pham.

Tét ca cac giao thire

Ong pipet* va dau tip pipet vé tring, khong cé RNase
Ong phan (rng (chi danh cho céac loai mau cu thé)
Khan gidy mém

Nwéce

70% ethanol (cho quy trinh lam sach)

Tuy chon: May xoay* (néu can trén mau)

Tuy chon: may ly tdm nhé* (néu can loai bd hat tiv ra khéi dich rira giai)
Dé tién x&r ly phan

® Buffer ASL (s6 danh muc 19082)
® |May xoay

® May lac nhiét* ho&c bé nwéc 70 °C*
Dé& phan lap DNA bd gen cuia vi khudn Gram dwong
® | ysozyme, Tris-HCI, EDTA, Triton X-100

® May lac nhiét* hodc bé nwéc 37 °C*

® May ly tam (c6 thé chay 5.000 x g)

*Dam bao réng cac dung cu da dwoc kiém tra, bdo tri va hiéu chuan thwdng xuyén theo khuyén nghi ctia nha san
xuét.
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Danh cho nguwoi dung BioRobot EZ1

® Dung cu BioRobot EZ1 DSP* (da ngirng hoat déng)
® EZ1 DSP Virus Card (sb danh muc 9017707)

Danh cho nguwoi dung EZ1 Advanced

® Dung cu EZ1 Advanced* (da ngirng hoat dong)
® EZ1 Advanced DSP Virus Card (sé danh muc 9018306)

Danh cho nguwdi dung EZ1 Advanced XL

® Dung cu EZ1 Advanced XL* (sé danh muc 9001492)
® E71 Advanced XL DSP Virus Card (s& danh muc 9018703)

Danh cho nguwoi dung EZ1 Advanced va EZ1 Advanced XL

® Dé theo ddi mau, can cé mét trong nhivng dung cu sau:
o PC (bao gdm ca man hinh) véi Phan mém EZ1 Advanced Communicator (phan
mém duoc cung cap cuing véi cac dung cu EZ1 Advanced va EZ1 Advanced XL)
o Mayin
o D& biét them chi tiét, hay xem sb tay dung cu twong trng

Danh cho nguwdi dung EZ2 Connect MDx

® Dung cu EZ2 Connect MDx* (s6 danh muc 9003230)

* Dam bao réng cac dung cu da dwoc kiém tra, bao tri va hiéu chudn thwdng xuyén theo khuyén nghi ctia nha san
xuét

* Pam bao rang cac dung cu da duoc kiém tra, bao tri va hiéu chuan thudng xuyén theo khuyén nghj ctia nha san
Xuét.
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Canh bao va Bién phap Phong ngira

Xin lvu y rdng ban c6 thé dwoc yéu ciu tham khao cac quy dinh tai dia phwong vé cach bao
cdo cac sy cb nghiém trong da xay ra lién quan dén thiét bi cho nha san xuét va/hoac dai
dién dwoc Gy quy&n cla nha san xudt va co quan quan ly noi ngwdi ding va/hodc bénh
nhan cuw tru.

Duing cho muc dich s dung chan doan trong éng nghiém.

Doc k¥ tat ca cac hwéng dan trwée khi st dung bd dung cu.

Vui long Iwu y nhivng rdi ro con lai sau:

e Trong khi st dung céc 6ng phu (6ng mau, “ST”), hdy dadm bao réng ID mau khéng bi
trén 1an trong qua trinh chuyén ID mau tir dng chinh sang éng phu.

e Ciing c6 thé nhap ID mau theo cach tha cong (dé biét chi tiét, hay tham khao hwéng

dan st dung dung cu EZ1 ho&c EZ2). Néu nhap tha cbng sai di¥ liéu ID, mdi twong

quan gitra mau va bénh nhan co thé bj sai.
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Thoéng tin an toan

Khi lam viéc v&i hda chét, ludn mang 4o choang phong thi nghiém, gang tay dung mét lan
va kinh bao ho phu hop. D& biét thém thong tin, vui Iong tham khao bang chi dan an toan
(Safety Data Sheets, SDS) phu hop. Cac bang nay cé sén truc tuyén & dinh dang PDF tai
www.qgiagen.com/safety noi ban cé thé tim, xem va in SDS cho méi bd dung cu QIAGEN®

va thanh phan ctia bd dung cu.

CANH BAO Nguy co thwong tich ca nhan
é KHONG thém thuéc tdy hodc dung dich axit truc tiép vao chét thai chuan
bi mau.

® Mot sb chat dém trong hop thube thtr (RCV) chira guanidine hydrochloride hodc
guanidine isothiocyanate, cé thé tao thanh cac hop chét phan (rng cao khi két hop véi
thubc tay.

® Né&u chét 16ng chira cac chat dém nay bi d6, hay lam sach bang nwéc va chat tay phu
hop trong phong thi nghiém. Néu chét 16ng c6 chira tac nhan lay nhiém tiém an bi d6
vao cac dung cu EZ1/EZ2, hay khi triing dung cu bang thuéc thir dwoc mé ta trong
hwéng dan sir dung dwoc cung cap kém theo dung cu EZ1/EZ2 cla ban.

® Hop thubc thir (RCV) bi v& hodc ro ri phai dwoc xt ly va thai bé theo cac quy dinh an
toan ctia dia phwong. Khong st dung hop thudc thir (RCV) bi hdng hodc cac thanh
phan bd dung cu khac bi héng vi viéc str dung ching c6 thé dan dén bo dung cu hoat
déng khong chinh xac, thwong tich cho ngwdi dung hodac hw héng dung cu.

® QIAGEN chuwa kidm dinh cac chat lay nhiém ton dw trong chét thai I6ng duoc tao ra tir
quy trinh ctia EZ1 DSP Virus. Viéc nhidm ban chét thai [dng c6 cac chét lay nhiém tén
dw la kho xay ra nhwng khong thé loai trir hoan toan. Do d6, chét thai 16ng tdn dw phai
dwoc coi la ¢ kha nang lay nhiém va dwoc x ly va thai bd theo cac quy dinh an toan
cua dia phwong.

® Cac bénh phdm va mau cé kha néng lay nhiém. Thai bd mau va chét thai xét nghiém

phai tuan theo quy trinh an toan tai clia dia phwong cta ban.
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Cac bién phap phong nglra

Cac tuyén bb phong nglra va nguy hiém sau day &p dung cho cac thanh phan ctia EZ1 DSP

Virus Kit:

Reagent Cartridge, Virus Mini, v2.0 CE (RCV)

SO
O®

Chura: ethanol, guanidine hydrochlorlde guanidine thiocyanate, isopropanol, clorua
liti va proteinase K. Nguy hiém! Chét 16ng va hoi rat d& chay. C6 hai néu nuét phai
hoéc néu hit phai. C6 thé c6 hai khi tiép xdc véi da. Gay béng da va tén thwong méat
nghiém trong. C6 thé gay ra cac triéu chirng di (’ng hodc hen suy&n hoac kho thd
néu hit phai. Cé thé gay kich (rng dwéng hd hap. C6 thé gay budn ngt hoac chéng
mét. C6 hai cho doi séng thly sinh véi anh hwéng lau dai. Tlép xuc véi axit sé giai
phong khi rat doc. Tranh xa strc néng/tia Ira/ngon Ira hé/bé mat néng. Khéng hut
thubc. Tranh hit bui/khdi/khi/swong/hoi/bui nwdc. Deo gang tay bao ho/quan 4o bdo
ho/thiét bi bao vé mat/thlet b! bao vé mat. Deo thiét bi bao vé dwdng hé hap. NEU
TIEP XUC VOI MAT: Rira can than v&i nudc trong vai phut. Théo kinh ap trong, néu
c6 va dé dang thic hién. Tiép tuc rira. NEU tiép xUc hodc dinh vao: Goi ngay cho
TRUNG TAM CHONG DBOC hoac bac siy khoa/chuyen vién y t&. Di chuyen nguoi
dén noi thoang khi va dé thé. Giat quan 4o bi nhim ban trwéc khi str dung lai. Bao
quan & noi théng gié tét. Thai b cac thanh phan bén trong/thiing chira tai nha may
x@ ly chét thai duoc phé duyét.

Théng tin khan cap

CHEMTREC

Hoa Ky & Canada 1-800-424-9300
Bén ngoai Hoa Ky & Canada +1 703-527-3887
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Thai bé

Chét thai bao gébm mau va thudc thir. Chat thai nay cé thé chira vat lieu doc hai hoic lay

nhiém va phai dwoc thai bé dung cach.

Thai bd nhw chét thai nguy hiém theo cac quy dinh cla dia phwong va quéc gia. Piéu nay
ciing ap dung cho cac san phdm chua st dung.

Khoéng thai b chéat thai I1dng vao cong ranh.
Thue hién theo cac khuyén nghi trong Bang chi dan An toan (Safety Data Sheet, SDS).

Hay tham khao quy dinh an toan tai dia phwong dé biét cac quy trinh thai bd dung cach.

Xem thém “Canh bao va Bién phap Phong ngira”, bét du trén trang 12.
D& biét thém thong tin, vui ldng tham khdo bang chi d&n an toan (Safety Data Sheets, SDS)

phi hop. Cac bang nay cé sén trwc tuyén & dinh dang PDF tai www.giagen.com/safety noi

ban c6 thé tim, xem va in SDS cho méi bd dung cu QIAGEN va thanh phan ctia bd dung cu.
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B&o quan va X ly Thudc thir

Bao quan hop thubc thir (RCV) & vi tri thdng dirng & nhiét do phong (15-25 °C). Cac hat tir
trong hop thudc thtr (RCV) van hoat dong khi dwoc bdo quan & nhiét do nay. Khéng déng
lanh hop thudc thir (RCV). Khi dworc bdo quan ding céach, hdp thudce ther (RCV) sé én dinh

cho dén ngay hét han trén Q-Card, hop bd dung cu va ma vach trén RCV.

RNA chéat mang déng khé (CARRIER) &n dinh cho dén ngay hét han trén hop bo dung cu

khi dwoc bado quan & nhiét d6 phong.

Chét két tda co thé hinh thanh trong chat dém tién xt ly ASL trong quéa trinh bao quan &

nhiét d6 phong. U chai & 50-56 °C trong 15-20 phut va Iac chai béng tay hai Ian trong thoi

gian G nay.

@ Khoéng st EZ1 DSP Virus Kit hodc Buffer ASL khi da hét han. Tranh d& RCV hoac
Buffer ASL tiép xtc v&i tia UV (vi du: st dung dé& khir nhiém) vi diéu nay cé thé

khién chat dém ngung két nhanh.

(@) Khong st dung hop thube thir (RCV) néu bi héng hogic d& mé.

(D Khoéng lay gidy bac ra khéi hop thubc thir. N6 sé bi dung cu tw ddng dam xuyén.
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D6 6n dinh khi st dung
Hop thudc ther (RCV) chi dung mét 1an va khéng cung cap dé &n dinh khi st dung.

Dung dich géc RNA Chét mang (CARRIER) hoan nguyén c6 néng dé 1 ng/uL va én dinh
trong tbi da 4 tuan khi dwoc bdo quan & 2-8 °C.

Chét dém tién xt ly ASL &n dinh trong téi da 6 thang sau |an mé/str dung chai dau tién khi

day nap lai va bao quan & nhiét d6 phong (15-25 °C).

@ Nén ghi ngay dau tién mé/str dung chai cht dém ASL trén chai d& dam bao khéng

vuot qua dd én dinh khi st dung.

(D Néu thdi han st dung con lai ctia bd dung cu ngan hon 6 thang, khong dwoc st

dung chét dém ASL sau ngay hét han.
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Bao quan va X& ly Bé&nh pham

Trong qua trinh tién xr Iy va cac budc chuén bi tiép theo, mau phai dwoc xi Iy thich hop

dé loai trir tron 1an mau.
Quy trinh loc dwoc t6i wu hoa dé st dung véi thé tich mau 100, 200 hodc 400 L.

@ Khéng str dung cac thé tich mau thdp hon hodc cao hon 100, 200 ho&c 400 pL vi
didu nay co thé dan dén cac van dé vé hiéu suat hodc co thé lam héng dung cu.

D& 6n dinh mau phu thudc nhidu vao cac yéu td khac nhau va lién quan dén (ng dung xudi
dong cu thé. D6 én dinh mau da dwoc thiét 1ap cho EZ1 DSP Virus Kit cling véi cac (rng
dung xudi dong mau. Ngudi dung cé trach nhiém tham khdo hwéng dan s dung cla trng
dung xu6i dong cu thé dwoc st dung trong phong thi nghiém va/ho&c xac nhan toan bé quy

trinh 1am viéc dé thiét 1ap cac didu kién bao quan thich hop.

@ D& biét cac khuyén nghi chung vé& thu thap, van chuyé&n va bao quan, hay tham
khao hwéng dan MM13-A da dwoc phé duyét ctia CLSI “Thu thap, Van chuyén,
Chuan bi va Bao quan Bénh pham cho Phuwong phap Phan t&”. Hon nira, phai
tuan tha hwéng dan clia nha san xuét déi vai thiét bi/bd dung cu ldy mau da sir
dung trong qua trinh chudn bi, bao quan, van chuyén va x& ly mau chung.

Mau huyét twong va huyét thanh
Dé& 14y mau, hay 1am theo huéng dan clia nha san xuét vé cac 6ng ldy mau (Blood Collection
Tubes, BCT) twong tng dwoc st dung. Dac biét phai xem xét hwéng dan vé vi tri chinh xac

clia BCT trong qué trinh 14y mau, thé tich db day can thiét va huwéng dan trén nhe va dao

nguwoc BCT sau khi lay mau.
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Lwu y: Tron sai va’hodc khong dG mau mau co thé 1a moét trong nhivng bién sé quan trong
nhét trwdc khi kiém tra. Triv khi cac chét phu gia trong 6ng 1y mau dwoc tron ddng nhat véi
bénh pham, chét lwgng NA vi-rat cé thé bj anh hwéng, diéu nay cé thé anh hudng dén tinh

hop 1& va do tin cay cla két qua kiém tra.

C6 thé str dung cac mau mau duoc x& ly bdng EDTA hodc citrat lam chat chéng déng mau
dé& chudn bi huyét twong. Mau huyét twong va huyét thanh cé thé & dang twoi hodc déng

lanh, mién la ching khéng dwoc déng lanh lai sau khi ra déng.

D& kiém tra NA vi-rit, nén bat dau chuan bj huyét twong clia mau mau bang cach ly tam
ngay sau khi van chuyén (téi da 2 gi& & nhiét dd méi trudng). Trong trudng hop cé bét ky
s cham tré ndo, éng ldy mau EDTA va citrate cé thé dwoc bao quan & 4 °C trong t6i da 6
gi& cho dén khi ly tam va chuén bi huyét twong. M&u huyét thanh phai dwoc bao quan &
didu kién moi trweng trong tdi da 2 gior cho dén khi ly tam. Diéu kién va thdi gian bao quan

phai dwoc ghi lai.

Sau khi chuan bi huyét twong va huyét thanh, d& bdo quan lau hon, nén bao quan cac phan
mau & —20 °C dén —-80 °C. Ra déng phan mau déng lanh & 25 °C trong 30-90 phut. Do
ngwoc dng mau it nhat 10 1an va x& Iy mau ngay khi ching da can bang vé nhiét d6 phong.
Khong déng lanh lai cac phan sau khi ra dong. Déng lanh-ra déng nhiéu 1an lam bién chét
va két tha protein, dan dén giam chuan d6 vi-rit va vi khuan, do d6, gidm lwgng axit nucleic
vi-rit va DNA vi khuan. Néu c6 thé nhin thdy cac chéat két tiia lanh trong mau, ly tam & 6.800
x g trong 3 phut + 30 gidy, chuyén phan néi & trén vao cac dng méi ma khong 1am anh
hwéng dén cac vién tron va bat dau quy trinh loc ngay lap tirc. Budc nay sé khong lam giam
chuén @6 vi-rit nhwng chun dé vi khuén co thé bi anh hwéng.

Hwéng dan Str dung EZ1 DSP Virus Kit (S6 tay) 11/2022 19



Mau phan

Sau khi thu thap, bdo quan va van chuyén mau phan & 2-8 °C. Khuyén nghi Iy thé tich
mau 200 uL d& tach chiét axit nucleic vi-rat hodc vi khuén tlr phan. Can thwc hién tién xc ly
trwére khi tach chiét trén dung cu EZ1 hodc EZ2 (xem trang 39 dé biét “Giao thirc: Tién xt
Iy Phan”).

D& biét cac khuyén nghi chung vé thu thap, van chuyén va bao quan, hay tham khao hwéng
d&n MM13-A da dwoc phé duyét ctia CLSI “Thu thap, Van chuyé&n, Chuén bj va Bao quan
Bénh ph&dm cho Phuong phap Phan t&”.

Miéng gac mii hong dwoc thu trong UTM

Miéng gac mii hong duorc 1y trong UTM cé thé dwoc van chuy&n & nhiét do phong.

D& biét cac khuyén nghi chung vé& thu thap, van chuyén va bao quan, hay tham khao hwéng
dan MM13-A da duoc phé duyét ctia CLSI “Thu thap, Van chuyén, Chuan bj va Bao quan

Bénh ph&dm cho Phuong phap Phan t&”.

Mau dich no tay (Cerebrospinal Fluid, CSF)

Déi v&i cac nghién clru DNA, mau CSF nén dwoc van chuyén & 2-8 °C. Déi véi cac nghién

ctvu RNA, mau CSF nén dwoc van chuyén doéng lanh trén da kho.
D& biét cac khuyén nghi chung vé thu thap, van chuyén va bao quan, hay tham khdo huéng

dan MM13-A da dwoc phé duyét ctia CLSI “Thu thap, Van chuyén, Chuén bi va Bao quan
Bénh phadm cho Phuong phap Phan t&”.
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Mau vi khudn Gram dwong

Dé tach chiét DNA vi khudn Gram dwong kho ly gidi, cé thé thwe hién buéc tién ly giai bd
sung bao gdbm phan hly lysozyme trwéc khi tach chiét trén dung cu EZ1 hodc EZ2 Connect
MDx (xem trang 41, “Giao thirc: Tién xt ly d& Tach DNA hé gen cla Vi khudn Gram
Duwong”).

Thé tich rira giai va x ly dich rira giai

Buwéc cudi cling ctia quy trinh loc 14 riva gidi axit nucleic vi-rat va DNA vi khuén véi thé tich
cudi cung la 60, 90, 120 hoac 150 pL.

Néu vat liéu mau la phan, nén chon thé tich rira giai 120-150 pL.

Néu dich rtra giai thu dwoc tlr phan cé mau duc, ly tam & tbc do téi da (20.000 x g) trong 3
phut dé loai bd dich riva gidi. Cach xr ly nay sé cai thién hiéu suét ctia dich rira gidi duc

trong cac trng dung xudi dong.
B&o quan axit nucleic vi-rut/DNA vi khuén

D& bao quan ngan han téi da 24 gi®, nén bao quan axit nucleic vi-rat ho&c DNA vi khuén da
loc & 2—8 °C. Dé bao quan lau dai trén 24 gi®, nén bao quan & —80 °C trong tbi da 12 thang
ho&c —20 °C trong t6i da 12 tuan. Do 6n dinh ctia axit nucleic c6 thé khac nhau dbi véi tng

dung xudi dong cu thé dang duwoc st dung va can dwoc ngudi dung tw xac nhan.

D &n dinh cia dich rira gidi phu thudc nhiéu vao cac yéu té khac nhau va lién quan dén
ng dung xudi dong cu thé. Bo bn dinh nay da dwoc thiét 1ap cho EZ1 DSP DNA Virus Kit
cung v6i cac rng dung xudi dong mau. Nguwoi dung cé trach nhiém tham khao hwéng dan
st dung clia (rng dung xudi dong cu thé duwoc str dung trong phong thi nghiém va/hodc xac
nhan toan bo quy trinh lam viéc dé thiét 1ap cac diéu kién bao quan thich hop.
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Quy trinh thwe hién

EZ1 DSP Virus Kit c6 thé dwoc st dung trén nhiéu loai dung cu:

® EZ2 Connect MDx
® EZ71 Advanced XL va EZ1 Advanced (da ngirng hoat déng)
® BioRobot EZ1 DSP (da ngwrng hoat dong)

Lam viéc v&i dung cu EZ2 Connect MDx
Céc tinh n&ng chinh ctia dung cu EZ2 Connect MDx bao gém:

Tw ddng loc axit nucleic chat lwong cao tir 1 dén 24 mau méi lan chay

Céc giao thirc sdn dung duoc cai d&t sén

Céc hop thube thir dwoc lam day sén, bit kin dé thiét 1ap dé& dang, an toan va nhanh
choéng

DAu doc mé vach bén ngoai, dwoc st dung dé& doc ID mau va ID bd dung cu (Q-card)
Giao dién ngwdi dung db hoa (Graphical User Interface, GUI)

Camera bén trong, dwoc st dung dé kiém tra nap tw dong va doc ma vach hép thubc
ther

e Deén UV dé hd tro khir nhiém cac bé mat ban lam viéc

Céc tinh nang bd sung ctia EZ2 Connect MDx bao gém:

e Kha nang két néi LIMS va QlAsphere (LAN hodc WiFi qua cdng USB)
e Quan ly Ngwoi dung Mé rong
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@ Khtr nhiém UV gitp gidm thiéu kha nang nhidm mam bénh clia bé mat ban lam
viéc EZ2 Connect MDx. Hiéu qua bat hoat phai dwoc xac dinh cho mdi vi khuin
cu thé va phu thudc, vi du, vao dé day I&p va loai mau. QIAGEN khong thé dam
bao viéc loai bd hoan toan mam bénh cu thé.

Quy trinh hoat déng EZ2 Connect MDx

Trwéce khi tiép tuc, ban nén ty lam quen v&i cac tinh nang cltia dung cu nhw dwgc mob ta
trong Hwéng dan St dung EZ2 Connect MDx (c6 thé dwoc tim thay trong thé resources (tai
nguyén) cla trang san pham trén www.qiagen.com).

@ N&p che clia EZ2 Connect MDx phai luén déng va tw déng khéa trong qua trinh
van hanh dung cu. Chi mé nap che khi dwoc hwéng dan st dung hwéng dan lam
thé. Ban lam viéc clia dung cu EZ2 Connect MDx di chuyén trong qua trinh van
hanh dung cu. Khéng bao gi& mé ndp che EZ2 Connect MDx khi dung cu dang
hoat déng.

D& thiét 1ap 14n chay giao thirc, hay déng ndp che va bat dung cu. Déi véi cac (rng dung
MDx, hay chon ché dé IVD khi d&ng nhap. Nhan thé Setup (Thiét Iap) trén man hinh Home
(Chinh) va quét Ma vach 1D trén Q-card dwoc cung cip kém theo EZ1 DSP Virus Kit
(Hinh 1) bang cach nhé&n nat Scan (Quét). Céc giao thirc chuyén dung dwoc tw dong hién
thi khi Q-card dwoc quét.
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Q-Card

[Use] EZ1 DSP Virus Kit

[rer ] 62724 7 48

=] 1224567

E 2020-12-31

g90090100012345671220000

Hinh 1. Vi du vé Q-card.

Phan mém EZ2 Connect MDx sé& hwéng dan ban qua trinh thiét Iap 14n chay giao thirc.

Hop thubc thi (RCV)

Thudc thtr dé loc axit nucleic tr mét mau duy nhét cé trong hop thubc thir (RCV) duy nhét

(Hinh 2). Hau hét cac vi tri ctia hop (RCV) déu chira mét thude thir cu thé, chdng han nhw

céc hat tir, chat dém ly giai, chat dém rlra ho&c chat dém rira giai khong c6 RNase (AVE).

Vi méi vj tri chi chira lwong thuéc thtr cin thiét, nén sé tranh dwoc viéc tao thém chét thai

do thudc thtr con lai khi két thic quy trinh loc.

Cac hop thubc thir (RCV) di kém véi EZ1 DSP Virus Kit dwoc lam dady sén tat ca cac thude

thtr can thiét dé loc axit nucleic vi-rit va DNA vi khuén, ngoai trlr RNA chat mang
(CARRIER). RNA chat mang (CARRIER) va mau chirng ndi (Internal Control, IC) (tly chon)
duoc thém vao éng bén ngoai hop thube thir (RCV).
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Hinh 3. Gia d& hop thubc thir. Ban than gia d& hop thudc thtr dwoc dan mot mii tén dé chi hwéng phai nap hop
thudc thtr (RCV).

Ban lam viéc

Ban lam viéc cla cac dung cu EZ2 Connect MDx & noi ngudi diing nap méau va cac thanh
phan ctia EZ1 DSP Virus Kit (Hinh 4 va Hinh 5).

Théng tin chi tiét vé thiét 1ap ban 1am viéc dwoc hién thi trén man hinh cdm &ng ctia GUI.
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Hinh 4. Téng quan vé dung cu EZ2 Connect MDx. (1) DAu pipet, (2) m6-dun nam cham, (3) gia d& hop thudc thir
va (4) gia d& dau tip (gia d& dung cu phong thi nghiém).

Hinh 5. Ban lam viéc ctia dung cu EZ2 Connect MDx. (1) Khdi gia nhiét véi cac éng 2 mL (ST) dwoc nap vao hop
thuéc thir (RCV) dé ly giai. (2) Ong mau (ST) (2 mL) duoc nap vao hang A. (3) Ong (ET) (1,5 mL) chira RNA chét
mang (CARRIER) va mau chivng ndi (Internal Control, IC) (néu dwoc st dung) trong chét dém riva giai (AVE), dwoc
nap vao hang B. (4) Gia dwng dau tip dung mét 1an (DTH) chiva dau tip bod loc ding mét 1an (DFT) dwoc nap vao
hang C. (5) Ong riva giai (ET) (1,5 mL) dwoc nap vao hang D.
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Theo doi di¥ liéu v&i EZ2 Connect MDx

EZ2 Connect MDx cho phép theo déi day du nhiéu loai di liéu dé tang do tin cay va kiém
soat quy trinh. ID ngwoi ding dwoc theo ddi thong qua dang nhap vao phan mém. Sé 16
EZ1 DSP Virus Kit va ngay hét han dwoc nhap khi bt dau giao thére bang cach st dung ma
vach Q-Card ho&c nhap thi cong bang man hinh cadm (ng. Théng tin mau va cai dat 1an
chay dwoc nhap trong qua trinh thiét 1ap giao thirc. Khi két thuc lan chay giao thirc, mét tép
bao céo co thé duoc tao. Trong phan “Data” (D liéu) ctia GUI, ban c6 thé tai bao céo lan

chay xubng USB (luén & ca hai dinh dang tép “.pdf’ va “.xml”).

Néu két ndi WiFi/LAN da duoc thiét 1ap cho dung cu EZ2 Connect MDx, théng tin mau va

I&n chay c6 thé dwoc xt ly truc tiép qua LIMS (néu dwoc dinh cAu hinh).
D& biét thém chi tiét vé thiét 1ap dung cu EZ2 Connect MDx, hdy xem Huéng dén Str dung

EZ2 Connect MDx (c6 thé dwoc tim thay trong thé resource (tai nguyén) clia trang san pham

trén www.qgiagen.com).
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Quy trinh hoat déng ctia EZ1 DSP Virus trén EZ2 Connect MDx

Bat dung cu EZ2 Connect MDx

\

Da&ng nhap vao ché ds IVD

\

Quét ma vach trén Q-card (hodc thém ma vach theo cach thd coéng)

\

Theo dbi cac théng bao trén man hinh dé Iwa chon tap lénh va thiét [ap ban lam
viéc twong trng

\

B4t dAu giao thirc

(ch® hoan thanh kiém tra nap)

\

Thu thap axit nucleic da loc

\

Quy trinh bao tri

\

Lan chay khr nhidm UV sau l&n chay cubi cung trong ngay
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Lam viéc v&i cac dung cu EZ1
Céc tinh nang chinh ctia dung cu EZ1 bao gbm:

® | oc axit nucleic chét lwgng cao tir 1 dén 6 (BioRobot EZ1 DSP va EZ1 Advanced)
ho&c tr 1 dén 14 (EZ Advanced XL) m&u méi l4n chay
it tac dong, gip tiét kiém khong gian phong thi nghiém
Thé EZ1 DSP duoc lap trinh s&n chira cac giao thirc sén dung
Céc hop thube thir dwoc lam day sén, bit kin dé thiét 1ap dé& dang, an toan va nhanh
choéng

® Ty dong hoan toan qua trinh loc axit nucleic

Céc tinh n&ng khac ctia EZ1 Advanced va EZ1 Advanced XL bao gém:

® Poc ma vach va theo déi mau
® Theo déi di¥ liéu bo dung cu véi Q-Card dwoc cung cap trong bd dung cu

® Peén UV dé hd tro khir nhiém cac bé mat ban lam viéc

(@ Kho nhiém UV giap gidm thiéu kha néng nhiém mam bénh cia bé mat ban lam
viéc EZ1 Advanced va EZ1 Advanced XL. Hiéu qua b4t hoat phai dwoc xac dinh
cho méi vi khuan cu thé va phu thudc, vi du, vao do day 16p va loai mau. QIAGEN

khong thé dam bao viéc loai bd hoan toan mam bénh cu thé.
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Thé EZ1 DSP, Thé EZ1 Advanced DSP va Thé EZ1 Advanced XL DSP

Giao thirc EZ1 DSP Virus dé loc axit nucleic vi-rat va DNA vi khuan dwoc lwu tri trén Thé
EZ1 dwoc |ap trinh sdn (thé mach tich hop). Ngwdi ding chi can I&p EZ1 Advanced XL DSP
Card vao EZ1 Advanced XL, EZ1 Advanced DSP Card vao EZ1 Advanced hoac EZ1 DSP
Card* vao dung cu BioRobot EZ1 DSP, sau dé dung cu nay sé& sin sang chay giao thirc
(Hinh 6 va Hinh 7).

£Z1 Card
4

Sample & Assay Tech
R { =

Hinh 6. Thiét Iap giao thirc dé dang bang Thé EZ1 DSP. Lap Thé EZ1, duoc Iap trinh s&n voi giao thirc, vao dung
cu EZ1.

(D Chi dwoc bat dung cu sau khi da I&p EZ1 Card va ddm bao EZ1 Card da dwoc lap
hoan chinh! Néu khong, div liéu dung cu thiét yéu sé& bi mat, dan dén 18i bd nhé.

Khéng duwoc thay doi cac thé EZ1 khi dung cu dwoc bat.
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Hinh 7. Thé dwoc lap hoan toan vao khe cdm Thé EZ1.

Hop thudc thtr (RCV)

Thudc thir dé& loc axit nucleic ttr mét mau duy nhét cé trong hop thudc thir (RCV) duy nhét
(Hinh 8 va Hinh 9). Hau hét cac vi tri ctia hop (RCV) déu chira mét thude thir cu thé, chang
han nhw cac hat ti, chat dém ly giai, chat dém rira hodc chat dém rira giai khédng c6 RNase
(AVE). Vi méi vi tri chi chtra lwgng thudc thir can thiét, nén sé tranh dwoc viéc tao thém chét
thai do thudc thtr con lai khi két thac quy trinh loc.

Cac hop thubc thir (RCV) di kém véi EZ1 DSP Virus Kit dwoc lam day sén tat ca cac thube
thtr can thiét d& loc axit nucleic vi-rat va DNA vi khudn, ngoai trir RNA chéat mang
(CARRIER). RNA chat mang (CARRIER) va mau chirng néi (Internal Control, IC) (tly chon)

duwoc thém vao 6ng bén ngoai hop thudce thir (RCV).
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Hinh 8. Hop thuéc thir (RCV). RCV bit kin, da nap san cia EZ1 DSP Virus Kit.

Hinh 9. Nap gia d& hop thudc thir. Ban than gia d& hop thude thir duwoc dan mot mii tén dé chi hwong phai nap
hop thudc thir (RCV).

Ban lam viéc

Ban lam viéc cla cac dung cu EZ1 la noi ngwdi diung nap mau va cac thanh phan cda
EZ1 DSP Virus Kit (Hinh 10).

Théng tin chi tiét v& thiét 1ap ban lam viéc dwoc hién thi trong man hinh huynh quang chan
khoéng (Vacuum Fluorescent Display, VFD) cia EZ1 Advanced va EZ1 Advanced XL hoac
man hinh tinh thé 1dng (Liquid-Crystal Display, LCD) clia bang diéu khién BioRobot EZ1 DSP
khi ngwdi dung bét dau thiét 1ap ban lam viéc.
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Hinh 10. Ban lam viéc cta dung cu EZ1. (1) Ong riva gidi (ET) (1,5 mL) dwoc nap vao hang 1. (2) Gia dwng dau tip
dung mét 1an (DTH) chiva dAu tip bo loc diing mét lan (DFT) dwoc nap vao hang 2. (4) Ong (ET) (1,5 mL) chira RNA
chat mang (CARRIER) va mau chirng ndi (Internal Control, IC) (néu duoc st dung) trong chat dém riva gidi (AVE),
dwoc nap vao hang 3. (4) Ong mau (ST) (2 mL) dwoc nap vao hang 4. (5) Hop thuéc thtr (RCV) dwoc nap vao gia
d& hop thube thir. (6) Khéi gia nhiét vai cac éng 2 mL (ST) trong hop thude thir dé ly giai.
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Theo doi di¥ liéu v&i EZ1 Advanced va EZ1 Advanced XL

EZ1 Advanced va EZ1 Advanced XL cho phép theo déi day dd nhiéu loai di¥ liéu dé tang d6
tin cay va kiém soat quy trinh. S& 16 bd dung cu EZ1 va ngay hét han dwoc nhap khi bat dau
giao thirc béng cach str dung ma vach Q-Card. ID ngwdi ding va ma vach Q-Card c6 thé
dwoc nhap theo cach thi cdng qua ban phim hodc bing cach quét ma vach st dung dau
doc ma vach cdm tay. Thong tin v& mau va xét nghiém ciing nhuw cac lwu y cling cé thé dwoc
nhap tuy y khi bat dau giao thirc. Khi két thic méi 1an chay giao thirc, mot t&p bao cao dwoc
tao tw dong. EZ1 Advanced va EZ1 Advanced XL c6 thé Iwu triv t&i da 10 tép két qua va div
liéu c6 thé dwoc chuyén dén PC hoac in tryc tiép trén may in.

@ D& theo dbi diF liéu, ludn bat dau nap mau & vi tri A trén EZ1 Advanced va vj tri 1
trén EZ1 Advanced XL. Dat lién tiép cac mau con lai vao cac vi tri mé tiép theo

trén ban lam viéc.

D4 biét thém chi tiét v& theo dai dir lieu, hdy xem hwéng dan si dung twong &ng, cé thé

dwoc tim thay trong thé resource (tai nguyén) ctia trang san phdm trén www.qgiagen.com.
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Quy trinh hoat déng ctia EZ1 DSP Virus trén EZ1

Lap EZ1 DSP Virus Card vao khe cdm Thé EZ1

\

Bat dung cu EZ1

\

Lam theo théng bao trén man hinh dé theo dai dir liéu*

\

Lam theo théng bao trén man hinh dé thiét 1ap ban lam viéc

\

Bét dau giao thirc

\

Thu thap axit nucleic da loc

\

Lan chay khir nhiém UV*

* Chi EZ1 Advanced va EZ1 Advanced XL.
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Chuan bi RNA chat mang (CARRIER)

RNA chat mang (CARRIER) phuc vu hai muc dich trong quy trinh loc. Thir nhét, né tang
cuong lién két axit nucleic vi-rat va DNA vi khuan véi bé mat silica ctia cac hat tiy, déc biét
néu mau chira rat it phan t& dich. Th hai, viéc bé sung mét lwong I&n RNA chat mang
(CARRIER) lam giam kha nang thoai bién RNA vi-rat trong trwdng hop hiém gap 13 cac
RNase khong bi bién tinh do muéi chaotrope va chét tay trong chét dém ly giai. Néu RNA
chat mang (CARRIER) khéng dwoc thém vao phan &ng, kha nang thu héi DNA hodc RNA
vi-rat hodc DNA vi khuan c6 thé bi giam.

RNA chéat mang (CARRIER) déng khé duwoc cung cAp cling véi bd dung cu di cho 48 lan
chudn bi mau. Néng do RNA chét mang (CARRIER) dwoc str dung trong quy trinh loc cho
phép EZ1 DSP Virus Kit dwgc st dung lam hé thc“')ng loc chung twong thich voi nhiéu hé
théng khuéch dai khac nhau va thich hop dé loc axit nucleic tir nhiéu loai vi khuan va vi-rat
DNA va RNA. Tuy nhién, cac hé théng khuéch dai c6 hiéu qua khac nhau tuy thudc vao tdng
lweng axit nucleic cé trong phan (rng. Céc dich rira gidi thu dwoc bdng cach st dung
EZ1 DSP Virus Kit chira axit nucleic vi-rit va vi khuan va RNA chat mang (CARRIER) va
lwgng RNA chat mang (CARRIER) trong méi dich rira gidi I&n hon nhiéu so vé&i lwong axit
nucleic vi-rat va vi khuan. D& cé dwoc dd nhay cao nhét trong cac phan (rng khuéch dai, cé
thé can didu chinh lwgng dung dich RNA chat mang (CARRIER) dwoc thém vao.

Hoa tan kj RNA chat mang (CARRIER) ddng kho trong 310 L chét dém riva gidi (AVE),
chia thanh cac phan nhé cé kich thwéc thuan tién va bdo quan & 2-8 °C. Dung dich gbc
CARRIER hoan nguyén cé néng dd 1 ng/uL va én dinh dén 4 tuan.

Déi véi méi mau duwoc xi ly, pha lodng 3,6 pL dung dich géc RNA chat mang (CARRIER)
trong téng thé tich 60 uL béng cach st dung chat dém riva gidi (AVE) (va/hodc dung dich
mau chirng ndi). 50 pL dung dich RNA chat mang-chat dém rira giai (CARRIER-AVE) nay
dwoc dung cu EZ1/EZ2 chuyén vao hén hgp ly giai, twong (ng véi 3 ug RNA chat mang
(CARRIER).
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Néu ban mudn st dung mau chirng néi (Internal Control, IC), hdy xem “St dung mau chirng

ndi (Internal Control, IC)” sau day.

Lwu y: Quy trinh loc dwoc tdi wu hda sao cho 3 pg RNA chat mang (CARRIER) dwoc thém
vao mdi mau. Néu mét lwong RNA chat mang (CARRIER) khac dwgc chirng minh 14 tét hon
cho mét hé théng khuéch dai cu thé, hay thay ddi thé tich dung dich gbc RNA chat mang
(CARRIER) trén véi chat dém rira gidi (AVE) hodc str dung ndng dd dung dich gbc khac.
Téng thé tich ctia dung dich RNA chat mang—chét dém rira gidi (CARRIER-AVE) trén mdi
mau phai la 60 L, trong d6 50 uL dwoc chuyén vao hén hop ly giai. Viéc st dung cac lwong
RNA chét mang (CARRIER) khac nhau phéi dwoc xac nhan cho tirng loai mau va xét nghiém

xudi dong cu thé.
St dung méau chivng néi (Internal Control, IC)

Viéc sir dung EZ1 DSP Virus Kit két hop véi cac hé théng khuéch dai co sén trén thi trudng
c6 thé can dwa mau chirng ndi (Internal Control, IC) vao quy trinh loc dé theo déi hiéu qua

cUa viéc chuan bj mau.

DNA hodc RNA mau chirtng ndi nén duwoc két hop véi dung dich gbc RNA chat mang
(CARRIER) (3,6 pL) trong mét hdn hop. Dbi véi méi mau, hén hop RNA chat mang—mau
chirng ndi (CARRIER-mAu chirng noi) phai ¢ thé tich 60 uL, trong d6 50 uL sé& dwoc
chuyén vao hdn hop ly gidi. Lwong nay twong tng véi 3 ul dung dich géc RNA chat mang
(CARRIER) cong v&i 47 uL chét dém riva gidi (AVE) va’hodc dung dich mau chiéng noi.

@ Khéng thém truc tiép mau ching noi (Internal Control, IC) vao mau. Chi st
dung IC két hop v&i dung dich CARRIER trong mét hdn hop.
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Tham khao huéng dan clia nha san xuét dé xac dinh lwong mau chiing ndi (Internal Control, IC)
tdi wu cho cac ng dung xudi dong cu thé. St dung mét lwong khac véi lwong duoc khuyén nghi
c6 thé lam gidm hiéu qua khuéch dai. D& xac dinh sé lwgng mau ching ndi (Internal Control, IC)
can thiét cho giao thivc EZ1 DSP Virus, can tinh dén thé tich ctia dich rira gidi. Xem “Tinh Sé

lwgng MAu chirng néi”, trang 87, dé dwoc hwang dan chi tiét cach tinh chinh x&c thé tich mau

chirng ndi (Internal Control, IC).

MA&u chirng ndi (Internal Control, IC) khéng dwoc cung cép trong EZ1 DSP Virus Kit.
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Giao thtre: Tién xt ly Phan

Quy trinh nay dé tién xt ly mau phan ran ciing nhw 16ng trudc khi loc axit nucleic (trang 42

danh cho dung cu EZ2 Connect MDx va trang 50 danh cho dung cu EZ1).
Quy trinh thyc hién

1. Khudy lai 100 mg phan ran ho&c 16ng trong 900 pL Buffer ASL.

Buffer ASL nén dwoc dat hang riéng, xem Théng tin Bat hang, trang 93.

@ Néu lwong phan dwoc st dung it hon hodc nhidu hon, can diéu chinh
lwong Buffer ASL dé duy tri ty 1& pha lodng 1:10 (trong lwong/thé tich). St
dung 30 mg phan la yéu cau téi thiéu dé& cé dwoc thé tich mau it nhat 200
uL sau khi tién x& ly dé tach chiét bang dung cu EZ1/EZ2.

2. Xoay manh mau trong 1-2 phut ho&c cho dén khi huyén phi ddng nhét.

(D Néu 1am viéc véi phan cé dd ran cao, quy trinh khudy lai ¢ thé duoc kéo
dai hodc co gang phan réd mau bang cach dung pipet hut [én va xuong. Bé
hat pipet d& dang hon, c6 thé phai cat bd phan cubi ctia dau tip pipet. Mot
sb hat c6 thé van khong hoa tan va sé dwoc loai bé trong bwéc tiép theo.

3. U méu trong 10 phut & nhiét d6 phong trén bang dé 1ang cac hat phan Ion.
4. Chuyén it nhat 400 plL phan ndi phia trén tir phan trén cung ctia huyén phu sang éng
nap van 1,5 mL ma&i ma khong chuyén sang cac hat phan lon.

@ Dam bao rang khéng cé hat phan ran nao dwoc chuyén cung véi phan néi
phia trén sang dung cu EZ1. C4c hat phan I&n trong mau cé thé dan dén

tac nghén dau tip bo loc clia dung cu EZ1/EZ2.
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5. U méau trong 10 phat & 70 °C trong bdn nwéc* hodc may tron nhiét.*
6. Tiép tuc v&i giao thire loc (trang 42 hoac 50).
@ Déi véi mau phan, nén st dung thé tich mau 200 L dé tach chiét va thé
tich 120-150 uL dé rtva gidi. Thé tich mau cao hon va thé tich rira giai
thap hon co thé lam gidm dd nhay ctia cac ¢ng dung xudi dong.

@ Néu dich rtra giai thu dwoc tlr phan cé mau duc, ching téi khuyén nghi ly
tam & t6c do tdi da (20.000 x g) trong 3 phut dé loai bé dich rra giai. Didu
nay sé& khong co tac dong tiéu cuc dén dich riva gidi mau trong nhung sé
cai thién hiéu suét cta dich rtra gidi mau duc trong cac (rng dung xudi
dong.

* Pam bao rang cac dung cu da duoc kiém tra, bdo tri va hiéu chuan thwdng xuyén theo khuyén nghi ctia nha san
xuét.
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Giao thirc: Tién xtr ly @& Tach DNA hé gen cla
Vi khuan Gram Duong

Viéc tach chiét DNA c6 thé dwoc cai thién dbi véi mot s vi khudn Gram dwong béng cach
tién xt ly enzym trwée khi chuyén mau dén dung cu EZ1/EZ2 Connect MDx. Giao thirc

nay khéng nham muc dich st dung véi cadc mau phan.
Quy trinh:

1. V& tron vi khuén béng cach ly tam trong 10 phit & 5000 x g).
2. Khudy vién vi khuan vao 180 pL dung dich enzym (20 mg/mL lysozyme; 20 mM
Tris-HCI, pH 8,0; 2 mM EDTA; 1,2% Triton X-100) trong 6ng 2mL nép van.

3. Dat trong bén nwéc* hodc may trén nhiét* va G trong it nhat 30 phat & 37 °C.
4. Ly tam bng trong thoi gian ngén dé loai bd cac giot tir bén trong nép.

5. Tiép tuc v&i giao thirc loc (trang 42 hodc 50).

* Pam bao rang cac dung cu da duoc kiém tra, bdo tri va hiéu chuan thwdng xuyén theo khuyén nghi ctia nha san
xuét.
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Giao thire: Loc axit nucleic vi-rut va DNA vi
khuan bang cach st dung EZ2 Connect MDXx

Nhirng diém quan trong trwdc khi bat dau

Néu st dung EZ1 DSP Virus Kit 1&n dau tién, hay doc “Bao quan va Xt Iy Thubc thi”,
“B&o quan va X ly Bénh phdm”, va “Lam viéc véi dung cu EZ2 Connect MDx” bat dau
trén trang 16.

Hop thudc thtr (RCV) chira mudi guanidine va do dé khéng twong thich véi cac thude
ther khir trung cé chira chat téy. Thye hién cac bién phap an toan thich hop va deo
gang tay khi x& ly. Xem trang 12 @& biét Théng tin an toan.

Thuwc hién tt ca cac buéc clia quy trinh & nhiét do phong (15-25 °C). Trong subt quy
trinhthiét lap, hay thwc hién nhanh chéng.

Sau khi nhan dwoc bd dung cu, hay kiém tra cac thanh phan ctia boé dung cu xem ¢ bi
hw héng khong. Néu hop thude thtr (RCV) hodc cac thanh phan khac ctia bé dung cu
bi héong, hay lién hé v&i b phan Dich vu Ky thuat QIAGEN hodc nha phan phéi tai dia
phwong cla ban. Trong trwéng hop chét 16ng bi vay db, hay tham khao “Canh béo va
Bién phap Phong ngtra” (trang 12). Khéng str dung hdp thudc thir (RCV) bi héng hodc
cac thanh phan bd dung cu khac vi viéc sir dung ching cé thé d&n dén bo dung cu
hoat dong khéng chinh xac, thuwong tich cho ngwéi diing hodc hw héng thiét bi. Khong
l4y gidy bac ra khdi RCV.

Nhirng viéc can lam trwéc khi bat dau

42

Chuén bi huyét thanh, huyét twong, CSF hodc miéng gac miii hong trong UTM nhw mé
ta trong “Bao quan va X ly Bénh phdm”, trang 18. Néu c6 thé nhin thay cac chat két
tda lanh trong mau da dwoc ra déng, ly tam & 6800 x g trong 3 phut, chuyé&n phan ndi
& trén vao cac 6ng méi ma khong lam anh hwéng dén cac vién tron va bat dau quy
trinh loc ngay lap tirec.

Chuan bi mau phan nhw mé ta trong “Bao quan va Xt ly B&nh pham”, trang 18, va

“Giao thtre: Tién xtr ly Phan”, trang 39.
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e Dé phan lap DNA tr vi khudn Gram dwong, chuén bi cac mau nhw mé ta trong “Giao
thire: Tién xt 1y d& Tach DNA hé gen cla Vi khudn Gram Dwong” (trang 41).

e Chuan bj dung dich gbc RNA chét mang (CARRIER) (v&i mau chirng ndi [Internal
Control, IC] tily chon trwéc khi str dung 1an dau tién. Hoa tan RNA chét mang
(CARRIER) dbng khé trong 310 uL chét dém rira giai (AVE) (dwoc cung cép trong bd
dung cu) va trén véi mau chieng ndi (Internal Control, I1C) (tuy chon) nhw mé ta trong
“Chuén bi RNA chat mang (CARRIERY’ (trang 36) va “St+ dung mau ching noi
(Internal Control, IC)” (trang 37).

Quy trinh thyec hién

1. D6i v&i mbi mau, chuan bi 60 L dung dich RNA chat mang chira 3,6 yL RNA chét
mang (CARRIER) da hoa tan (v&i mau chirng ndi [Internal Control, IC] tiy chon trong
6ng 1,5 mL (ET) (di kém). Dung pipet trén nhe dung dich 10 1an. Khéng xoay.

Ong 1,5 mL (ET) dwoc nap vao hang B, nhw dwoc chi dinh trong hwéng dan trén man
hinh.
@ Dam bao rang dung dich RNA chat mang (CARRIER) nam & day cua éng
1,5 mL (ET) dé dung cu EZ2 Connect MDx cé thé chuyén mét lwgng thich
hop.

2. Can bang tbi da 24 mau dén nhiét d6 phong (15-25 °C) va chuyén 100, 200 hodc 400 pL
mau vao cac 6ng mau (ST) 2 mL (khong cé dwdng go; di kém véi bd dung cu), trwde khi
nap vao ban lam viéc. Néu st dung méau déng lanh, hay ra déng va can béng & nhiét do
phong, va tron déu béng cach xoay.

Khuyén nghi mét thé tich mau 200 L dé tach chiét axit nucleic vi-rit/vi khuan tir phan.
Déi véi tién xi ly mau, hdy tham khao quy trinh tién xt ly thich hop.
(D Chi st dung cac 6ng (ST) 2 mL (khéng cé dwdng go) dwoc cung cap kém
theo b6 dung cu.
(D Khéng déng lanh lai cac mau da ra déng hodc bdo quan mau trong hon 6
gi& & 2-8 °C, vi diéu nay lam gidm dang k& san lwong axit nucleic vi-rat
ho&c DNA vi khuén.
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Tranh chuyén vat liéu mau bi tdc nghén vao 6ng mau. Didu nay cé thé lam
dirng quy trinh va gay ra sw ¢ dung cu.

Khong str dung cac thé tich mau 16n hon 100, 200 hodc 400 pL. Sau khi ly
giai va lién két axit nucleic vi-rit hodc DNA vi khuén véi hat tir, mot phan
chét ly giai dwoc chuyén vao dng mau (ST) Khéng st dung lai bat ky vat
liéu mAu nao con st lai trong 6ng mau (ST).

3. Bat dung cu EZ2 Connect MDx.
Coéng tac ngudn nam & phia trwéc bén phai ctia dung cu.

4. Pang nhap vao dung cu chon ché d6 IVD ctia phdn mém. Nhap ID ngudi ding va mat khau.
Phan mém EZ2 Connect MDx sé& hwéng dan ban qua trinh thiét [ap 14n chay giao thirc.

Qua trinh b4t d&u bang cach nhan vao nit SCAN (Quét) hodc LIMS trén thé setup
(thiét 1ap).
(D D& thiét lap mot 1an chay béng nat/chirc nang LIMS, vui ldng tham khao
Hwéng dan Str dung EZ2 Connect MDx.
5. Nhan Scan (Quét) va nhan vao trwerng hién thi trong man hinh tiép theo. Quét ma vach
1D trén Q-Card duoc cung cap kém theo bd dung cu.
Béng cach quét Ma vach 1D trén Q-Card, loai giao thirc sé tw déng duwoc chon.
@ Néu qua trinh quét Q-card khéng thanh céng, ban ciing ¢ thé nhap sb bo

dung cu qua giao dién nguw&i dung.

@ Chi c6 thé quét Q-card néu t&t ca cac quy trinh bao tri bt budc da dwoc
hoan tt. Néu khong, hay bat dau quy trinh bao tri trwdc khi quét Q-card.

@ Khéng st dung RCV da hét han vi didu nay sé lam giam hiéu suét; cac
mau sé dwoc gén co la khéng hop I€.

6. Nha&n vao Next (Tiép theo) dé tiép tuc.

Lwu y: D& quay lai man hinh Setup (Thiét 1ap), nhan vao Back (Quay lai) hoéc Cancel
(Hay).
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10.
11.

12.
13.

. Chon céc théng sbé giao thirc khac nhau bdng cach nh&n vao hop bén canh méi tiy

chon théng sé.

. Nhan vao Next (Tiép theo) dé tiép tuc.

. D& chon vj tri clia cac mau clia ban, hdy nh&n vao cac hang cé lién quan trén so dd

ban 1am viéc hodc nhan vao sb hang twong &ng bén dwéi so dd. Cac vi tri da chon
dwoc danh dau. D& chon hodc bd chon tat ca cac vi tri, nhan vao nut chuyén dbi Select
all (Chon tét ca).

@ Sau khi it nhat mét vi tri mau dwoc chon, nat Next (Tiép theo) dwoc bat.
Nhén vao Next (Tiép theo) dé tiép tuc.

Nhap cac ID mau, theo cach thi cong hodc bang cach s dung may quét ma vach cadm

tay.

@ Khi st dung may quét ma vach, hay dam bao rdng ma vach dwoc st
dung la loai va cé chét lwong phu hop dé may quét cé thé doc duoc.

@ ID mAu c6 thé duoc thay ddi theo cach thii cdng bang cach nhan vao ID
va st¢ dung ban phim trén man hinh.

(D ID m&u phai la duy nhat. Nut Next (Tiép theo) khéng hoat déng cho dén
khi ID mau duy nhét cho tt ca cac mau dwoc nhap.

O) Trwéce khi tiép tuc thiét 1ap hay kiém tra ID mau xem co dung khong.

Nhan vao Next (Tiép theo) dé tiép tuc.
M@& clra dung cu va thao ca gia d& hop thudc thtr va gia d& dau tip (con dwoc goi la gia
d& dung cu phong thi nghiém) ra khéi dung cu. D&t ching chac chan trén ban may. bé
thao gia d& dau tip, hay ndm &y ca hai mét clia gia d& va nhe nhang kéo 1&n.
@ Tuy thudc vao vi tri da dwgc chon cho mau, hay thao cac gia d& & bén trai
va/hodc bén phai clia ban lam viéc.
@ Khéng hoan ddi gia d& hop thubc thir va gia d& dau tip gitra cac dung cu

khac nhau.
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14.

15.
16.

17.

18.
19.

20.

21.

22.

46

Dao nguoc hop thube thir (RCV) 4 1an dé tron cac hat tir. Xem “Nhirng viéc can lam
trwde khi bat dau” trwde khi st dung RCV.

D&t RCV vao gia d& hop thubc thtr, nhan hdp thude thir xubng cho dén khi khép vao vi tri.

D&t mot 6ng mau (ST) rdng (khdng cé dwdng go; dwoc cung cap kém theo bd dung
cu) vao lo 11 cia mdi RCV d& dwoc nap.

@ Dam bao rang dng mau (ST) réng dwoc nap khi khéng cé nép.
Can c6 dng réng cho bwéc ly gidi ctia giao thire. Dung cu EZ2 Connect MDx
khong phat hién sw hién dién clda 6ng.
Khi t&t cd RCV da dwoc chuan bi xong, hdy dat ca hai gia d& hop thubc thd 1én ban
lam viéc.
@ Dam bao rang cac gia d& dwoc dét & dung vi tri va sb vi tri dwoc khac trén
gia d&. Banh so lan lwot tir 1 dén 24 tir trai sang phai.
Nhan vao Next (Tiép theo) dé tiép tuc.
Nap cac éng CARRIER (IC) (6ng rtra gidi 1,5 mL, ET; dwoc cung cap kém theo bd
dung cu) vao hang B cla gia d& dau tip (“gia d& dung cu phong thi nghiém”).
Xem “Chuén bj RNA chat mang (CARRIER)” (trang 36) va “Phu luc B: Tinh Sé lwgng
Mau chirng néi (Internal Control, IC)” (trang 87) dé biét chi tiét vé cach chuén bi hén
hop CARRIER (IC).

@ Dam bao rang cac éng rira giai 1,5 mL (ET) chira 40 thé tich CARRIER
(IC) dwoc nap khi khéng co6 nép.
Dét cac dAu tip vao hdp dwng dau tip va nap chiing vao hang C cla gia d&.
@ Khi chuén bi cac dau tip va hdp dwng dau tip, chi nén dung géng tay cham
vao phan trén ctia cac dau tip.
Nap céc éng rira giai 1,5 mL (ET) vao hang D cla gia d&.

@ Dam bao rang éng rtra gidi dwoc nap khi khéng cé nép.

Nap cac 6ng mau 2 mL (ST) (khéng cé duwdng go) chiva 100, 200 hodc 400 uL mau

(theo théng sb giao thirc da chon) vao hang A cla gia d&.
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23.

24.
25.

26.

27.

Dam bao rang cac 6ng mau duoc nap vao dung vi tri nhw d& chon trong
bwéc 11. Tly chon: St dung mau tlr “Phu luc C: Trang tinh Mau dé& St
dung vé&i Hé théng EZ1 DSP Virus” dé theo déi ID mau va hwéng.

©

Dam bao rang 6ng mau dwoc nap khi khéng cé nép.

Dam bao rang éng mau chira ding thé tich vat liéu mau. Tinh ndng kiém
tra nap khong phat hién xem cé nap dung thé tich mau hay khéng.

Tranh tao bot hodc bong béng phia trén mau ho&c & vanh 6ng mau vi diéu
nay co thé dan dén 16i kiém tra nap.

© 0 0

B4t d4u ngay quy trinh sau khi dat mau 1&n ban lam viéc vi bdo quan trén
dung cu trong th&i gian dai cé thé dan dén bay hoi hodc c6 thé anh hwéng
dén dd 6n dinh trén may.

Sau khi tAt ca cac éng va dau tip da dwoc nap xong, hay déat tivng gia d& dau tip (gia

d& bén trai va bén phai) I&n ban lam viéc va dong nép.

@ Dam bao rang cac gia d& dwoc dat & dang vi tri, sb vi tri dwoc khac trén
gia d&. Banh so6 lan lwot tir 1 dén 24 tir tréi sang phai. Ludn dat ca hai gia
dé dau tip trén ban 1am viéc doc lap véi cac vi tri mau da st dung.

Nhén vao Next (Tiép theo) dé tiép tuc.

Kiém tra théng tin trén man hinh vé téng quan thiét Iap 14n chay dé biét dung giao thirc,

thé tich mau va dung dich riva giai cling nhw sb lwong mau.

Néu tt ca théng tin d&u chinh xac, hay nhan vao Start (Bat dau) dé tiép tuc chay giao thirc.
D4 thuc hién bat ky stra ddi nao, hay nhan vao Return (Quay lai) d& quay
lai thiét Iap 14n chay.

Luc nay, kiém tra nap sé& duoc thuc hién. Giao thirc sé tw dong bét dau sau khi kiém

tra nap thanh cong.

@ Ch¢ cho dén khi kiém tra nap thanh cong trwéc khi d& dung cu khéng can
giam sat. Khi kiém tra nap khong thanh céng (vi du: do 16i trong qua trinh
thiét 1ap ban lam viéc), 1an chay sé& khong bat dau va nguwdi van hanh sé
dwoc yéu cau hanh dong. Néu dung cu khéng dwoc giam sat trong mot
khodng thoi gian dai, d6 én dinh clia mau va thudc thir c6 thé bi suy giam.
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28.

29.

30.

31.

48

Tién hanh bwéc 30 sau khi kiém tra nap thanh céng.

Néu kiém tra nap khéng thanh céng, man hinh “Load check failed” (Kiém tra nap)
khéng thanh cong) sé& hién thi. Cac vi tri dung cu phong thi nghiém duoc dat khong
ding dwoc danh dau mau d8. Nhan vao cac cot twong (ring dé biét chi tiét vé 16i kiém

tra nap.

@ Kiém tra bang méat thuwdng viéc nap cac vi tri dwoc danh d4u trén ban lam
viéc. Khéng chay lai lién tuc qua trinh kiém tra nap khong thanh céng ma
khong hoan thanh viéc kiém tra bdng mat thweng trude.

(D D& biét thong tin chi tiét vé cac gi¢i han va 16i kiém tra nap, hay tham khao

Huong dén Stk dung EZ2 Connect MDx.
Sau khi da xac nhan nap ddng ban lam viéc, hay nhan vao Next (Tiép theo) trong man
hinh “Load the tip rack” (Nap gia d& dau tip). Man hinh “Run setup selection overview”
(Téng quan chon thiét 1ap 1an chay) hién thi, trong d6 hién cé nut Skip load check (B
qua kiém tra nap). Nhan Skip load check (B qua kidm tra nap) hodc Start (B4t dau) dé
tiép tuc chay giao thirc.

@ Khi chon tuy chon Skip load check (Bé qua kiém tra nap), ngudi van hanh
c6 trach nhiém kiém tra bdng mat thwong dé xac nhan TAT CA vat tu tiéu
hao dwoc dat dung vao TAT CA céc vi tri trén ban lam viéc.

Quan trong: Quy trinh kiém tra nap bi bé qua sé dwoc ghi lai trong bao
cdo 1&n chay va tat ca cac mau sé duoc gén cd la khong hop lé.

@ Quan trong: Néu kidm tra nap khéng thanh céng 1an the hai, hay lay mau
va CARRIER (IC) ra khdi ban 1am viéc, déng cac éng va béo quan chting
& diéu kién thich hop. Hiéu chinh lai camera va lién hé vé&i Bé phan Hb tro
Ky thuat QIAGEN dé dwoc ho tro thém.

Sau khi hoan thanh thanh céng qua trinh kiém tra nap, tién trinh chay va th&i gian chay
da troi qua dwoc hién thi trén man hinh “Protocol run in progress” (Giao thtrc dang
chay).

Khi giao thirc da két thic thanh cong, man hinh “Protocol run completed” (B4 hoan

thanh chay giao thirc) xuét hién.
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32.

33.

34.

35.

36.

37.

38.

M@ nap che, c&n than thao cac gia d& ddu tip va dat ching lén ban may. Dau tién, loai
bé DNA/RNA da loc khai hang D. Tranh cham vao cac 6ng khac trong khi thao cac éng
rira gidi (ET) don. Day cac éng rira gidi bang cac nap di kém véi bd dung cu.

@ Ngay lap trc loai bé va lwu tri dich riva gidi sau khi 14n chay két thuc.
Thai bd chéat thai chuan bi mau ra khéi hang A*. Thai bd hop dwng dau tip va dau tip
cling nhw 6ng CARRIER (IC).

@ Tuan theo céc quy dinh an toan cla dia phwong vé xt Iy chat thai.

Théo gia d& hop thubc thir va loai bd RCV va bng ra khéi lo 11.

@ Trudc tién, hay thao va loai bé édng khéi lo 11 ctia méi hop thube thtr truwéc
khi loai bd RCV. Néu khong, khong thé loai bd RCV khai gia d& hop thubc
thee.

@ Tuan theo cac quy dinh an toan cla dia phuong vé xt ly chat thai (xem

thém “Canh béo va Bién phap Phong ngtra”, trang 12).

Lam theo hwéng dan “After run maintenance” (Bao tri sau khi chay) va nhan vao hop

kiém sau do.
(D B6 phan dam xuyén kha séc! Nén st dung gang tay ddi.
O) Dé biét thém thong tin v& quy trinh bao tri, hdy tham khao Huéng dan St

dung EZ2 Connect MDx.
Nhan nat Finish Két thic dé tao bao cdo chay va quay lai man hinh Home (Chinh).
Thoi gian két thuc 1an chay va trang thai bao tri khong dwoc chuyén sang béo céo lan
chay cho dén khi nut Finish (Két thic) dwoc nhan.
Sau I&n chay cubi cting mdi ngay, hay thwe hién quy trinh bao tri hang ngay, tiép theo
l& khir nhiém UV.

Thuwe hién quy trinh bao tri hang tuan, néu can, sau quy trinh bao tri hang ngay.

* Chét thai mau chira mudi guanidine va do dé khong twong thich véi chét ty. Xem trang12 dé biét Thong tin an
toan.
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Giao thire: Loc Axit Nucleic Vi-rut va DNA Vi
khuan bang cach st dung dung cu EZ1

Nhirng diém quan trong trwdc khi bat dau

Néu st dung EZ1 DSP Virus Kit 1an dau tién, hay doc “Bao quan va Xt Iy Thubc thi”,
“Bao quan va X ly Bénh phdm”, va “Lam viéc vé&i cac dung cu EZ1” bt dau trén trang
16.

Hop thudc thtr (RCV) chira mudi guanidine va do dé khéng twong thich véi cac thude
ther khir trung cé chira chat téy. Thye hién cac bién phap an toan thich hop va deo
gang tay khi x ly. Xem trang 12 dé biét Canh bao va Bién phap Phong ngtra.

Thuwc hién tt ca cac buéc cla quy trinh & nhiét do phong (15-25 °C). Trong subt quy
trinhthiét lap, hay thwc hién nhanh chong.

Sau khi nhan dwoc bd dung cu, hay kiém tra cac thanh phan ctia boé dung cu xem ¢ bi
hw héng khong. Néu hop thude thtr (RCV) hodc cac thanh phan khac ctia bé dung cu
bi héong, hay lién hé v&i b phan Dich vu Ky thuat QIAGEN hodc nha phan phéi tai dia
phwong cla ban. Trong trwéng hop chét 16ng bi vay db, hay tham khao “Canh béo va
Bién phap Phong ngtra” (trang 12). Khéng str dung hdp thudc thir (RCV) bi héng hodc
cac thanh phan bd dung cu khac vi viéc sir dung ching cé thé d&n dén bo dung cu
hoat dong khéng chinh xac, thuwong tich cho ngwéi diing hodc hw héng thiét bi. Khong
l4y gidy bac ra khéi RCV.

Trong mét sb bwéc clia quy trinh, co thé thuc hién mét trong 2 Iwa chon. Chon A néu st
dung EZ1 Advanced hodc EZ1 Advanced XL; chon = néu str dung BioRobot EZ1 DSP.

Nhirng viéc can lam trwéc khi bat dau

50

Chuén bi huyét thanh, huyét twong, CSF hodc miéng gac miii hong trong UTM nhw mé
ta trong “Bao quan va X ly B&nh phdm”, trang 18. Néu c6 thé nhin thay cac chat két
tGa lanh trong mau da dwoc ra dong, ly tam & 6800 x g trong 3 phut, chuyén phan néi
& trén vao cac dng méi ma khéng 1am anh hwéng dén céc vién tron va bat dau quy
trinh loc ngay lap tuec.
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e Chuén bi m&u phan nhu moé ta trong “Bao quan va Xt ly Bénh phdm”, trang 18, va
“Giao thtre: Tién xt ly Phan”, trang 39.

e Dé& phan lap DNA tir vi khudn Gram dwong, chuén bi cdc mau nhw mé ta trong “Giao
thre: Tién xt& ly d& Tach DNA hé gen cua Vi khudn Gram Dwong” (trang 41)

e Chuén bj dung dich géc RNA chat mang (CARRIER) (v&i mau chirng néi [Internal
Control, IC]) tuy chon trwéc khi st dung 1an dau tién. Hoa tan RNA chét mang
(CARRIER) déng khé trong 310 L chat dém rlra gidi (AVE) (dwoc cung cép trong bo
dung cu) va trén véi mau ching néi (Internal Control, IC) (tiy chon) nhw mé ta trong
“Chuén bi RNA chét mang (CARRIER)” va “St dung mau chirng néi (Internal Control,
IC)”, trang 36-37.

Quy trinh thyc hién

1. Bbi v&i mbi mau, chuan bj 60 pL dung dich chiva 3,6 uL RNA chat mang (CARRIER)
da hoa tan (v&i mau ching néi [Internal Control, IC] tiy chon trong éng 1,5 mL (ET) (di
k&m). Dung pipet tron nhe dung dich 10 14n. Khéng xoay.

Ong 1,5 mL (ET) dwoc nap vao hang 3, nhw dwoc chi dinh trong huéng dan trén man
hinh.
@ Dam bao rang dung dich RNA chat mang (CARRIER) nam & day ctia éng
1,5 mL (ET) dé dung cu EZ1 c6 thé chuyén mét lwong thich hop.

2. Can b&ng mau dén nhiét dd phong (15-25 °C) va chuyén 100, 200 hodc 400 uL mau
vao cac dng mau (ST) 2 mL (khéng c6 dwéng go; di kém véi bd dung cu), trude khi
nap vao ban lam viéc. Néu st dung mau déng lanh, hay ra déng va can bang & nhiét
dd phong, va tron déu béng cach xoay.

Khuyén nghi mét thé tich mau 200 pL dé tach chiét axit nucleic vi-rat/vi khuan tir phan.
Déi voi tién xt& ly mau, hay tham khao quy trinh tién xt ly thich hop.
@ Chi sr dung cac ng (ST) 2 mL (khéng c6 dwéng g&) dwgc cung cap kém
theo bd dung cu.
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@ Khéng déng lanh lai cadc mau d& ra déng hodc bao quan mau trong hon 6
gid & 2-8 °C, vi diéu nay lam gidm dang k& san lwong axit nucleic vi-rat
hodc DNA vi khuén.

Tranh chuyén vat liéu mau bj tdc nghén vao éng mau. Diéu nay cé thé 1am

dirng quy trinh va gay ra sw ¢ dung cu.

Khoéng st dung céc thé tich mau 16n hon 100, 200 hodc 400 uL. Sau khi ly
gidi va lién két axit nucleic vi-rat hodc DNA vi khuén véi hat tlr, mét phan
chét ly giai dwoc chuyén vao éng mau (ST). Khéng st dung lai bat ky vat

liéu mAu nao con sot lai trong ng mau (ST).

. Cam A hoan toan EZ1 Advanced DSP Virus Card vao khe cdm thé EZ1 Advanced cla

EZ1 Advanced hodc cdm hoan toan EZ1 Advanced XL DSP Virus Card vao khe cadm
thé EZ1 Advanced XL ctia EZ1 Advanced XL, hodc cdm hoan toan = EZ1 DSP Virus
Card vao khe cdm thé EZ1 cla BioRobot EZ1 DSP.

. Bat dung cu EZ1.

Cong tac ngudbn ndm & phia sau bén trai ctia dung cu.

. Nhé&n START (BAT DAU) dé bét dau thiét Iap ban lam viéc cta giao thirc EZ1 DSP Virus.

. Thue hién theo cac hwéng dan trén man hinh dé thiét 1ap ban 1am viéc, lwa chon bién

giao thirc va A theo doi di liéu.
O) BAt ddu ngay quy trinh sau khi dat mau lén ban 1am viéc vi bao quan trén
dung cu trong thdi gian dai ¢6 thé dan dén bay hoi.

. M& ctra dung cu.
. Do nguwoc hop thube thir (RCV) 4 1an dé tron cac hat tiv.

. D&t hop thudc thtr vao gia d& hop thudc thir, va nhan hop thudc thir xudng cho dén khi

kh&p vao vi tri.
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®

Néu c6 it hon 6 hop thuéc thir (RCV) (BioRobot EZ1 DSP, EZ1 Advanced)
ho&c 14 hop thude thir (EZ1 Advanced XL), cé thé nap chiing theo bt ky
thir tw nao trén gia d&. Tuy nhién, khi nap cac dung cu phong thi nghiém

khac, hay dadm bao ring ching ciling tuan theo thir tw twong tuw.

A: Dé theo dbi dir liéu, ludn bat dau nap mau & vi tri A trén EZ1
Advanced va vi tri 1 trén EZ1 Advanced XL. Dat lién tiép cac mau con lai

vao cac vi tri mé tiép theo trén ban lam viéc.

A: Khi s dung tily chon theo déi di¥ liéu, hay ddm bao réng ID mau tuan
theo cling th( tw v&i cac mau trén ban lam viéc dé tranh dtr liéu bi tron

lan.

10. Pat mot 6ng (ST) 2 mL réng (khdng cé dwdng go; dwoc cung cip kém theo bod dung

cu) vao lo 11 ctia méi RCV.

®

Dam bao rang dng mau (ST) réng dwoc nap khi khéng cé nép.

Can c6 éng réng cho budc ly gidi cla giao thivc.

11. Theo déi hwéng dan trén man hinh dé thiét 1ap thém ban lam viéc.

Can chuan bj 6ng rlra gidi, dau tip va hop dwng dau tip, 5ng CARRIER (IC) ciing nhw

éng mau.

®
®

Khi chuén bi cac dau tip va hdp dwng dau tip, chi nén diing géng tay cham

vao phan trén ctia cac dau tip.

Dam bao rang éng rira giadi (ET, éng 1,5 mL) dwoc nap khi khong cé nép.

Dam bao rang cac 6ng mau duoc nap vao dung vi tri nhw d& chon trong
bwéc 9.

Tuy chon: St dung mau t& “Phu luc C: Trang tinh MAu dé& St dung véi Hé
thdng EZ1 DSP Virus” dé theo déi ID mau va hwéng.

Dam bao rang éng mau dwoc nap khi khéng cé nép.
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@ Dam bao rang 6ng mau chira ding thé tich vat lieu mau.
@ Tranh tao bot hodc bong bong phia trén mau hoac & vanh éng mau.

@ Bt dau ngay quy trinh sau khi d&t mau I&n ban lam viéc vi bdo quan trén
dung cu trong thoi gian dai c6 thé dan dén bay hoi.
12. D4t gia d& hop thubc thir va gia d& dau tip da chuan bi sén vao dung cu.
@ Khéng hoan déi gia d& hop thudc thir va gia d& dau tip gitra cac dung cu
khac nhau.
13. Béng clra dung cu.
14. Nhan START (Bé&t dau) dé bat dau giao thirc..
15. Khi giao thirc két thiic, man hinh hién thi “Protocol finished” (Giao thirc d& két thuc).
A Nhan ENT dé tao tép bao cao.

A EZ1 Advanced va EZ1 Advanced XL c6 thé lwu triv tbi da 10 tép bao céo. Tép bao
cdo c6 thé dwoc in truc tiép trén may in co két néi hodc dwoc chuyén sang may tinh.

16. M& ctra dung cu, can than thao gia d& dau tip va d&t 1én ban may.
17. Thao céac éng riva giai (ET) cé chira axit nucleic vi-rut va/hodc DNA vi khuan da dwoc
loc ra khdi hang 1. Tranh cham vao cac éng khéac trong khi thao cac éng rira giai don
1&. Pay ET bang cac nép di kém vai bo dung cu.
@ Ngay lap ttrc loai bd va lwu trir dich rira giai khéi ban lam viéc sau khi 1an
chay két thuc.

18. Thai b chat thai chudn bi mau.* Thai bé cac hop dwng dau tip va dau tip cling nhw cac
éng CARRIER (IC).
19. Théo gia d& hop thudc thir va loai bd RCV bao gébm 6ng ra khai lo 11.

* Chét thai mau chira mudi guanidine va do d6 khong twong thich véi chat ty. Xem trang 12 dé biét Canh bao va
Bién phap Phong ngtra.
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@ Tuan theo cac quy dinh an toan cla dia phwong vé& x( ly chat thai (xem
thém “Canh bao va Bién phap Phong ngwa”, trang 12).

20. A Khuyén nghi: Lam theo huéng dan trén man hinh dé thyc hién khir nhigm UV trén
bé& mat ban lam viéc.

21. Thwe hién quy trinh bdo tri dinh ky, vi du nhw [an chay UV, nhw mé ta trong hwéng dan
st dung di kem vé&i dung cu EZ1.
Phai dwoc thwe hién bao tri dinh ky khi két thic méi 14n chay giao thirc. Quy trinh nay
bao gdbm lam sach bo phan dam xuyén va bé mét ban lam viéc.

(D B6 phan dam xuyén kha séc! Nén st dung gang tay ddi.
O) Dé biét thém thong tin v& quy trinh bao tri, hdy tham khao Huéng dan St
dung EZ1 Advanced XL.

22. Dé chay mét giao thirc khac, hdy nhadn START (BAT DAU), thuc hién cac budc 1 va 2
clia giao thirc, sau d6 thwc hién theo giao thirc tir budc. 5. Néu khong, hdy nhan
STOP (Dirng) hai l4n @& quay lai man hinh dau tién ctia man hinh hién thi, déng ctra
dung cu va tit dung cu EZ1.

Céc budc 3 va 4 khong can thiét khi chay mét giao thire khac. Bé qua cac buwdc nay.
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Kiém soat Chat lwong

Theo Hé théng Quan ly Chét lwgng dwoc chirtng nhan 1ISO cta QIAGEN, méi 16 EZ1 DSP
Virus Kit dwoc thtr nghiém theo cac thong sé ky thuat da dwoc xac dinh trwéc dé bao dam

chét lwgng san phdm ddng nhét.
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Han ché

Trach nhiém clia ngwoi dung la xac nhan hiéu suét clia hé thdng dbi véi bat ky quy trinh
nao dwoc str dung trong phong thi nghiém ctia ho ma khéng dwoc dé cap trong cac nghién
ctru danh gia hiéu suét ctia QIAGEN.

Hiéu suét ctia hé théng da duoc thiét 1ap trong cac nghién clru danh gia hiéu suét béng cach
st dung huyét twong, huyét thanh, CSF, phan va miéng gac mii hong trong UTM, dé phan lap
axit nucleic vi-rit va DNA vi khuén va cac (rng dung xudi dong mau. Vi hiéu suét tdng thé phu
thudc nhidu vao &ng dung xudi dong, ngwdi diing ¢é trach nhiém xac nhan hiéu suét cla toan

b quy trinh chdn doan, bao gdm ca chuén bj mau va (rng dung xudi dong cu thé.

D& giam thiéu nguy co tac déng tiéu cwc dén két qua chdn doan, can st dung cac mau
chirng thich hop cho cac trng dung xudi dong. D& xac nhan thém, ching téi khuyén nghi
xem céac hudng dan clia Hoi nghi Quéc té vé Hai hoa Cac Yéu cau Ky thuat (International
Conference on Harmonisation of Technical Requirements, ICH) trong ICH Q2(R1) Validation
Of Analytical Procedures: Text And Methodology.

Bét ky két qua chan doan nao dwoc tao ra phai dwoc gidi thich két hop véi cac két qua 1am

sang hoac thi nghiém khac.
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Dac tinh Hiéu nang

Céc dac tinh hiéu ndng ap dung cé thé dwoc tim thay trong tab resources (tai nguyén) cla

trang san pham trén www.giagen.com.
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Hwéng dan X ly sw ¢b

Hwéng dan xt ly sw cd ndy cé thé hivu ich trong viéc gidi quyét bat ky van dé& nao co thé

phat sinh. D& biét thém thong tin, xem thém trang Cau héi thwdrng gép tai Trung tam Hb tro

Ky thuat ctia chung t6i: www.qgiagen.com/FAQ/FAQList.aspx. Cac nha khoa hoc thudc bd

phan Dich vu K§ thuat QIAGEN ludn s&n long tré 161 bat ky cau hdi nao clia ban vé théng tin

va/hodc giao thirc trong sb tay nay hodc cac cdng nghé mau va xét nghiém (dé biét thong

tin lién hé, truy cap www.giagen.com).

Nhan xét va goi y

Xt ly chung

a)  Théng bo I&i trong man hinh
dung cu

b)  Tép bao céo khéng duoc in (dbi
voi EZ1)

¢)  Tép bao cao khong duoc givi dén
PC (d6i voi EZ1)

d) D& nhap sai ID Q-Card (d6i v&i
EZ1)

e) D& nhap saiID Q-Card (d6i véi
EZ2 Connect MDx

Tham khao hwéng dan st dung di kém véi dung cu EZ1 hodc EZ2.

Kiém tra xem may in c6 duoc két ndi véi EZ1 Advanced hoac EZ1

Advanced XL qua cong ndi tiép “PC/Printer” (May tinh/May in) hay

khong.

Kiém tra xem céng ndi tiép c6 dwoc dét dé st dung véi may in hay
khong.

Kiém tra xem PC c6 dugc két n6i voi EZ1 Advanced hosc EZ1
Advanced XL théng qua céng néi tiép “PC/Printer” (May tinh/May in)
hay khong.

Kiém tra xem cong ndi tiép co dwoc dat dé st dung véi PC hay
khong.

Néu nhap sai ID thay vi ID Q-Card, EZ1 Advanced hodc EZ1
Advanced XL sé khéng chap nhan ID va s& nhac nhap ID Q-Card cho
dén khi nhap dung ID. Nh&n STOP (Dirng) hai lan dé chuyén dén
menu chinh.

Néu nhap sai ID thay vi ID Q-card, EZ2 Connect MDx s& khong hién
thi dung giao thirc dwoc st dung. Nhap ding ID Q-card dé hién thi
giao thirc bét budc.

EZ2 Connect MDx sé& kiém tra trong qué trinh kiém tra nap, néu giao
thirc da chon va cac hop thubc thir da nap phu hop. Néu da chon sai
giao thire do sai ID Q-Card, hay hdy bd 1&n chay va bat dau thiét 1ap
chay dung cu tir dau.

Axit nucleic vi-rit hodc DNA vi khuan cé san lwong thap

a)  Cac hat tr khdong duoc khuéy lai
hoan toan

b)  Hut khéng da thudc thie

c)  Saithé tich mau trong éng mau

Dam bao rang ban khudy lai k§ cac hat tir truére khi nap hop thubce thir
(RCV) vao hop dung.

Sau khi dao nguoc hop thuéc thtr (RCV) dé khuay lai cac hat tt, hay
dam bao réng thudc thir ctia RCV dwoc 1&ng xubng day lo.

Pam bao duing pipet hut ding thé tich mau vao dng mau.
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Nhéan xét va goi y

f)

9)

h)

Da chuyén sai lvgng méu
(chuyén it thé tich tr 6ng mau
hon so v&i dw kien)

Thudc thtr dwoc nap vao ban lam
viéc khong dung thir tw

Chét mang RNA (CARRIER)
khéng dwoc thém vao

RNA chét mang (CARRIER) va
chat dém rira gidi (AVE) khong
dwoc tron du

RNA bi suy bién

Kiém tra cac dng mau gan hét sau khi chay. Kiém tra xem thé tich
mau dwoc chon va cung cap cé nhat quan khong. Kiém tra dé dam
bao réng vét liéu mau con lai trong cac 6ng khéng bi déng cuc hoac
két tia. Kiém tra tinh trang béi tron ctia cac vong chir O clia pipet
(b&o tri hang tuan).

Dam bao rang tat ca cac éng (ET, ST) va hop dung dau tip (DTH) voi
dau tip (DFT) dwoc nap 1én ban lam viéc theo dung th tw. Lap lai quy
trinh loc v&i cac mau maéi.

Hoan nguyén RNA chat mang (CARRIER) dong kho trong chat dém
riva giai 310 pL (AVE). Déi véi mbi mau, st dung 3,6 pL dung dich
gbc RNA chat mang (CARRIER) nay, trén véi mau chieng ndi (Internal
Control, IC) (tuy chon) va chat dém rira giai (AVE) bd sung dén thé
tich cudi cung 1a 60 uL, nhw ‘mo ta trong “Chuén bj RNA chét mang
(CARRIER)” va “Str dung mau chirng ndi (Internal Control, IC)”, trang
36-37. L&p lai quy trinh loc véi cac mau méi.

Tron RNA chét mang (CARRIER) mau chirng ndi (Internal Control,
IC) (tuy chon) va chat dém riva giai (AVE) béng cach dung pipet hat it
nhét 10 I1&n.

RNA c6 thé da bi Rnases phan hy trong cac méu ban dau. Dam bao
rang cac mau dwoc x& ly ngay sau khi thu thap hoac dwa ra khdi kho
Iwu trie.

RNA hodc DNA khong hoat ddng tét trong cac trng dung xudi dong

a)

b)

<)

d)

e)

)
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Co it hoac khong co axit nucleic
trong chat rtra giai

Céac mau dong lanh khéng duoc
trdén dung céach sau khi ra dong

Axit nucleic trong cac mau da bi
phan hay trwdc khi loc

Ly giai khéng dd mau

Chuyén mudi sang trong qua
trinh rtra giai

Qua nhiéu hodc qua it RNA chét
mang (CARRIER) trong dich rra
gidi

Qua nhiéu dich rira giai trong
phan &ng khuéch dai

Xem “Axi} nucleic vi-rat hodc DNA vi khuan cc} san lwong thép”, trang
59, dé biét cac Iy do co thé c. Tang lugng chét riva gidi dugc thém
vao phan (ng enzym xudi dong néu cé thé.

R& dong cac mau déng lanh & nhiét d6 phong (15-25 °C) va trén
bang cach xody xung trong 15 giay.

Diéu nay cé thé xay ra néu mau duoc déng lanh lai sau khi ra déng
mot 1an hodc bao quan & nhiét do phong qué lau. Ludn st dung mau
twoi hodc mau chi ra dong mét 1an. Lap lai quy trinh loc véi cac mau
mai.

Diéu nay c6 thé xay ra néu hop thuée thir (RCV) dugc bao quan &
nhiét d6 cao qua lau, dan dén viéc lam mét hoat tinh cda proteinase
K. Lap lai quy trinh loc bang céach st dung cac mau mai va hop thubc
thir (RCV).

D& c6 két qua tét nhat, hay dam bao ring hop thudc thir (RCV)

& 20-30 °C.

Xac dinh lvgng RNA chét mang (CARRIER) t6i da phu hop cho phan
trng khuéch dai cia ban. Biéu chinh ndng do ctia dung dich RNA chat
mang (CARRIER).

dai cla ban. Giam thé tich dich rira giai duc_yc thém vao phan &rng
khuéch dai hoac tang thé tich riva gidi twong (rng. Néu mudn, co thé
thém moét mau chirng dwong vao dich riva giai dé xac dinh anh hwéng
ctia dich rra giai d@én phan (rng khuéch dai.

Huwéng dan St dung EZ1 DSP Virus Kit (S tay) 11/2022



Nhéan xét va goi y

h)  Hiéu suét khac nhau cia axit
nucleic da loc trong cac xét
nghiém xu6i dong

i) Thiéu d6 nhay vi cac chét &c ché

i) Sw két hop méi clia enzym phién
ma nguwoc va Taqg DNA
polymerase

k)  Chuyén hat tir sang

Cac thanh phan mubi va ethanol clia chat dém riva 1 hodc chat dém
rira 2 trong hop thudc thir (RCV) c6 thé da tach ra do Iwu trik 1au dai.
Luén dao nguoc ky cac hop thube thlr (RCV) va dam bao réng thube
thtr clia RCV dwoc lang xudng day lo.

Tang thé tich rira gidi. Néu mudn, c6 thé thém mot mau chirng duong
vao dich rira giai dé xac dinh anh hwéng cla thé tich rira giai dén
phan trng khuéch dai.

Néu dich rtra gidi thu dwoc tr mau phan cé mau duc, ching toi
khuyén nghi ly tam & téc dé tbi da (20.000 x g) trong 3 phut dé loai b
dich riva giai. Diéu nay sé khong cé tac dong tiéu cuc dén dich rira
gidi mau trong nhung sé cai thién hiéu suét cla dich riva giai mau duc
trong céac (rng dung xudi dong. Chuyén dich riva gidi sau khi ly tam
vao mot 6ng m@&i ma khéng lam xao tron vién.

Néu enzym bi thay déi, c6 thé can didu chinh lai lwgng RNA chét
mang (CARRIER) dwoc thém vao chét dém riva giai (AVE) va lwong
dich rira gidi dwoc st dung.

Chuyén hat tr sang dich rira glal sé khong anh hwcyng dén hau hét
cac trng dung xudi dong, bao gébm ca RT-PCR. Néu can giam thiéu
nguy co chuyén hat tir sang (vi du, ddi véi cac wng dung nhw real-
time PCR), trwéc tién, dét cac éng chiva dich riva glal vao mot thiét b
tach tr thich hop trong 1 phit, sau do chuyén dich riva giai sang cac
6ng sach. Néu khong ¢6 nam cham thich hop, hay ly tam cac 6ng
chtra dich rira gidi trong may li tdm nhé & toc d6 t6i da trong 1 phut dé
tao vién cac hat tir con lai va chuy&n phan ndi phia trén sang cac éng
sach.
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Biéu twong

Céc biéu twong sau day xuat hién trong cac huéng dan st dung hodc trén bao bi va nhan

dan:
Biéu twong Dinh nghia biéu twong
W <N> Chtra thudc thir di cho <N> phan &ng

g Han str dung

San pham nay dap &ng cac yéu cau cta Quy dinh Chau

c E Au 2017/746 dbi v&i cac thiét bi y té& chan doan trong dng
nghiém.
IVD Thiét bi y t& chan doan trong 6ng nghiém

S6 danh muc

LOT S616

S6 vat liéu (nghta 1a nhan thanh phan)
UDI M4 dinh danh thiét bi duy nhét

COMP Thanh phan
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Biéu twong

Dinh nghia biéu twong

CONT

NUM

VOL

GTIN

=] R

=)

>

Chwra
Sé

Thé tich

M sb Thwong pham Toan cdu

R la ban stra dbi Hwéng dan St dung va n la sb stra doi

Gid¢i han nhiét do

Dia chi/Nha san xuét hop phap

Lwu y quan trong

Tham khao hwéng dan s dung

Tranh xa anh sang mat troi

Canh bao/than trong
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Biéu twong Dinh nghia biéu twong

USE Chi str dung véi

Lreas [ cart | virus | Rev: Viirat hop thube thir

CARI RNA CARRIER: RNA chét mang

ELU|BUF|  Ave: crétsem roa g Ave

Lose frr TP | DFT: PAu tip bo loc ding mét 14n

Lose_Jmp [ How | prh: Gia dung dau tip ding mot 1an

SAMP | TUBE ST: Ong mau

ELU TUBE ET: Ong rtva giai

GITC Guanidin isothiocyanate
GuHCI Guanidine hydrochloride

EtOH Ethanol

|F"A Isopropanol
LiCI Clorua liti
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Biéu twong Dinh nghia biéu twong

PROTK Proteinase K

( J"WVWV\%(\ Mat nay huéng xuéng khi mé

Huwéng dan St dung EZ1 DSP Virus Kit (S tay) 11/2022
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Thoéng tin Lién hé

D& duoc hd tro k§ thuat va biét thém thong tin, vui Idong xem Trung tam H tro K§ thuat cia
chung t6i tai www.qiagen.com/Support, goi 00800- 22- 44- 6000 hoac lién hé v&i mot trong
cac Bo phan Dich vy K¥ thuat clia QIAGEN hodc cac nha phéan phdi dia phwong (xem bia

sau hodc truy cap www.giagen.com).
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http://www.qiagen.com/Support
http://www.qiagen.com/

>

Phu luc A: Théng bao Hién thi trén Dung cu
EZ1/EZ2

Céc théng bao duoc giao thirc phan mém hién thj trén cac dung cu EZ1 trong khi thiét 1ap
ban 1am viéc, trong khi chay giao thirc va sau khi lan chay giao thtrc dwoc liét ké trong
Bang 2-Béng 4. S6 lwong thong bao dwoc liét ké trong bang twong (rng véi sé lwong thong
bdo dwoc phan mém hién thi.

Dé biét cac thdng bao 16i chung trén man hinh dung cu EZ1, hay xem hwéng dan sir dung
di kém v&i dung cu EZ1 cla ban.

Dé biét cac théng bao 18i chung dworc hién thi trén dung cu EZ2 Connect MDx, hay xem Hwéng
dan S dung twong ting. Lién hé véi Bo phan Dich vu K thuat QIAGEN dé dwoc hd tro xiv ly
sw cb.

Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus

S6 thong bao Loai théng bao Thoéng bao dang van ban EZ1 Advanced XL

Khéng c6 Hwéng dan Date/time
START: Run
1: UV 2: Man
3: Test 4: Setup
(Ngay/gio
BAT DAU: Lan chay
1: UV 2: Thi cong
3: Xét nghiém 4: Thiét 1ap)
1 Hwéng dan EZ1 Advanced XL
DSP Virus Version 1.0
(EZ1 Advanced XL
DSP Virus Phién ban 1.0)

2 Theo d&i di¥ liéu Enter user ID
ENT: Next
(Nhéap ID ngwoi dung
ENT: Tiép theo)
&) Theo d&i di¥ liéu Enter Q-Card
bar code
ENT: Next
(Nhap mé vach
Q-Card ENT: Tiép theo)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Théng bao dang van ban EZ1 Advanced XL

4

68

Hwéng dan

Huwéng dan

Theo doi dir liéu

Hwéng dan

Theo d&i di liéu

Theo déi dir liéu

Theo doi dir liéu

Theo déi dir liéu

Wrong kit!

Please load

EZ1 DSP Virus Kit

ENT: Back

(Sai bo dung cu! Vui long nap
EZ1 DSP Virus Kit

ENT: Quay lai)

Kit expired

MMYY

ENT: Use new kit

ESC: Stop protocol

(Bd dung cu da hét han
MMYY

ENT: St dung bd dung cu méi
ESC: Dirng giao thirc)

Use Q-Card data with sample 1 to xx
Enter 1 to 14 ENT: Next

(Str dung di¥ liéu Q-Card v&i mau 1 dén xx
Nhap 1 dén 14 ENT: Tiép theo)

Do you want to process more samples with another kit lot ENT:
Yes, ESC: no

(Ban c6 mudn xt ly nhiéu mau hon véi 16 bd dung cu khac khang
ENT: C6, ESC: khong)

Do you want to add sample ID?
ENT: Yes

ESC: No

(Ban c6 mubn thém ID mau khong?
ENT: Co

ESC: Khéng)

Enter sample ID for sample no. [x]
ENT: Next

(Nhap ID m&u cho s6 mau [x]
ENT: Tiép theo)

Do you want to check sample IDs?
ENT: Yes

ESC: No

(Ban ¢6 mudn kiém tra ID mau khéng?
ENT: Co

ESC: Khéng)

ID 1:
ID 2:

ID 3:

DOWN: Next

(ID 1:

ID 2:

ID 3:

XUONG: Tiép theo)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao Loai théng bao

Théng bao dang van ban EZ1 Advanced XL

12 Theo doi dir liéu

13 Theo déi dir liéu

14 Theo doi di liéu

15 Theo doi di liéu

16 Theo déi dir liéu

17 Theo ddi di¥ liéu

18 Theo doi di liéu

D 4:
ID 5:

ID 6:

DOWN: Next, UP: Back

(ID 4:

ID 5:

ID 6;

XUONG: Tiép theo, LEN: Quay lai)

ID7:

ID 8:

ID 9:

DOWN: Next, UP: Back

(D 7:

ID 8:

ID 9:

XUONG: Tiép theo, LEN: Quay lai)

ID 10:
ID 11:

ID12:

DOWN: Next, UP: Back

(ID 10:

ID 11:

ID 12:

XUONG: Tiép theo, LEN: Quay lai)

ID 13:

ID 14:

ESC: Rescan

DOWN: Next, UP: Back

(ID 13:

ID 14:

ESC: Quét lai

XUONG: Tiép theo, LEN: Quay lai)

Do you want to

add assay information?

ENT: Yes,

ESC: No

(Ban c6 mudn thém théng tin xét nghiém khong?
ENT: Co, ESC: Khong)

Enter assay ID

for sample no. [x]

ENT: Next

(Nhap ID xét nghiém cho sé6 mau [x] ENT: Tiép theo)
Do you want to check assay IDs?

ENT: Yes

ESC: No

(Ban ¢6 mudn kiém tra ID xét nghiém khéng?
ENT: Co

ESC: Khéong)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao Loai thong bao

Thoéng bao dang van ban EZ1 Advanced XL

19 Theo d&i di¥ liéu
20 Theo d&i di¥ liéu
21 Theo d&i di¥ liéu
22 Chon

23 Chon

24 Hwéng dén

25 Huwéng dan

26 Huwéng dan

70

Do you want to add notes?

ENT: Yes

ESC: No

(Ban c6 muén thém Iwu y khéng?
ENT: Co

ESC: Khéng)

Enter notes for sample no. [x]

ENT: Next o
(Nhép Iwu y cho s0 mau [x]
ENT: Tiép theo)

Do you want to check notes?

ENT: Yes

ESC: No

(Ban c6 mudn kiém tra lwu y khong?
ENT: Co

ESC: Khong)

Select sample volume:

1: 100 pl 2: 200 pl

3: 400 pl

(Chon thé tich mau:

1: 100 pL 2: 200 pL 3: 400 pL)

Select elution volume:
1: 60 pl 2: 90 pl

3: 120 pl 4: 150 pl
(Chon thé tich rra giai:
1:60 uL 2: 90 pL

3: 120 pL 4: 150 pL)

You have chosen:

Sample volume: xxx pl

Elution volume:yyy ul

ENT: Next, ESC: Back

(Ban da chon: Thé tich mau: xxx uL

Thé tich rira gidizyyy L

ENT: Tiép theo, ESC: Quay lai)

Load cartridges

at same

positions as samples

ENT: Next, ESC: Back

(Nap hép thubc thtr & cac vi tri gibng nhw mau
ENT: Tiép theo, ESC: Quay lai)

Load empty

2 ml tubes into

heating block

ENT: Next, ESC: Back

(Nap céc 6ng 2 mL réng vao khéi gia nhiét
ENT: Tiép theo, ESC: Quay lai)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Théng bao dang van ban EZ1 Advanced XL

27

28

29

30

31

32

33

34
35

36

Hwéng dan

Huwéng dan

Hwéng dan

Huwéng dan

Hwéng dan

Huwéng dan

Hwéng dan

Trang thai
Trang thai

Trang thai

Load elution

tubes (1.5 ml)

into first row

ENT: Next, ESC: Back

(Nap céc 6ng rtra giai (1,5 mL) vao hang dau tién
ENT: Tiép theo, ESC: Quay lai)

Load tip holders

and tips into second row

ENT: Next, ESC: Back

(Nap hdp dwng dau tip va dau tip vao hang thr hai
ENT: Tiép theo, ESC: Quay lai)

Load 1.5 ml tubes

containing cRNA and

IC into third row

ENT: Next, ESC: Back

(Nap cac 6ng 1,5 mL chira cRNA va IC vao hang th» ba
ENT: Tiép theo, ESC: Quay lai)

Load 2 ml tubes

with sample

into fourth row

ENT: Next, ESC: Back

(Nap céc 6ng 2 mL véi mau vao hang thi tw

ENT: Tiép theo, ESC: Quay lai)

Loading finished. Close door and press START ESC=Back
(Pa nap xong. Béng clra va nhan START (BAT DAU) ESC:
Quay lai

Please close door!

ENT: Next

(Vui long déng cira! ENT: Tiép theo)

Checking

temperature

Set:

Cur:

(Kiém tra nhiét do

Thiét 1ap:

Hién tai:)

Protocol started (Giao thirc da bat dau)

Piercing foil

[x] of 43 min left

(Bam xuyeén gidy bac

[x] / 43 phat con lai)
Collecting

elution buffer AVE

[x] of 43 min left

(Thu thap buffer AVE rira giai
[x] / 43 phut con lai)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Thong bao dang van ban EZ1 Advanced XL

37

38

39

40

41

42

43

44

45

46

47

48

72

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Collecting
cRNA +1IC

[x] of 43 min left

(Thu thap cRNA + IC

[x] / 43 phut con lai)
Collecting

Lysis Buffer

[x] of 43 min left

(Thu thap Chat dém Ly giai
[x] / 43 phut con lai)
Collecting

Sample

[x] of 43 min left

(Thu thap Mau

[x] / 43 phut con lai)

Collecting

Proteinase K

[x] of 43 min left

(Thu thap Proteinase K

[x] / 43 phut con lai)

Mixing lysate

[x] of 43 min left

(Tron chat ly gidi [x] / 43 phut con lai)
15 min Incubation

[x] of 43 min left

(U 15 phat [x] / 43 phut con lai)

Tip touch

[x] of 43 min left

(Cham dau tip [x] / 43 phut con lai)
Collecting Binding Buffer

[x] of 43 min left i

(Thu thap Chat dém Lién két [x] / 43 phut con lai)
Collecting Lysis Buffer

[x] of 43 min left

(Thu thap Chét dém Ly giai [x] / 43 phut con lai)
Collecting Beads

[x] of 43 min left

(Thu thap Hat [x] / 43 phut con lai)
Resuspending Beads in Binding Buffer
[x] of 43 min left

(Khudy lai Hat trong Chét dém Lién két
[x] / 43 phat con lai)

Transferring Lysate

[x] of 43 min left

(Chuyén Chét ly giai [x] / 43 phut con lai)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Thong bao dang van ban EZ1 Advanced XL

49

50

51

52

53

54

55

56

57

58

59

60

Hwéng dan St dung EZ1 DSP Virus Kit (S6 tay)

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Huwéng dan

Hwéng dan

Huwéng dan

Theo d&i di liéu

Khéng co

Binding Magnetic Separation

[x] of 43 min left

(Lién két Phan tach Tw [x] / 43 phut con lai)
Wash 1

Magnetic Separation

[x] of 43 min left

(Rura 1

Phéan tach Tw [x] / 43 phut con lai)
Wash 2

Magnetic Separation

[x] of 43 min left (Rira 2

Phan tach Tl [x] / 43 phut con lai)
Wash 3

Magnetic Separation

[x] of 43 min left

(Rtra 3

Phan tach Tl [x] / 43 phut con lai)
Drying Beads

[x] of 43 min left

(Phoi khé Hat [x] / 43 phut con lai)
Rinse

[x] of 43 min left

(Rura sach [x] / 43 phut con lai)
Elution

[x] of 43 min left

(Rlra gidi [x] / 43 phut con lai)
Check transfer of cRNA + IC (row 3)
ENT: Next

(Kiém tra chuyén cRNA + IC (hang 3)
ENT: Tiép theo)

Check transfer of sample (row 4)
ENT: Next A -

(Kiém tra chuyén mu (hang 4)
ENT: Tiép theo)

Protocol finished

ENT: Next )
(Giao thirc da hoan thanh ENT: Tiép theo)

Transferring report file
Attempt no. .
(Chuyén tép bao céo Lan thir)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Théng bao dang van ban EZ1 Advanced XL

Khéng co

61

62

63

64

65

66

67

68

74

Huwéng dan

Huwéng dan

Hwéng dan

Hwéng dan

Hwéng dan

Huwéng dan

Hwéng dan

Hwéng dan

Hwéng dan

Report file sent

Print out 0.k.?

1: 0.k.

2: not o.k.

(Tép bao céo da glri In ra dwoc khéng?
1: dwoc

2: khéng dugrc)

Report file sent

ENT: Next

(Tép bao céo da guvi

ENT: Tiép theo)

Report file could not be sent
ENT: Resend

(Khéng thé guvi tép bao cao
ENT: Gui lai)

Perform UV run?

ENT: Yes

ESC: No ‘

(Thwe hién Lan chay UV?
ENT: Co

ESC: Khéng)

Remove eluates and consumables from the worktable
ENT: Next

(Loai bo dich rlra gidi va vat tw tiéu hao khoi ban lam viéc
ENT: Tiép theo)

UV decontamination:

Enter 20-60 min

ENT: Next

(Khe» nhiém UV:
Nhap 20-60 phut
ENT: Tiép theo)

UV decontamination time

must be between 20-60 min

ESC: Back

(Thoi gian khr nhiém UV phai tir 2060 phut
ESC: Quay lai)

UV decontamination

Total time: min

Time left: min

(Kht nhiém UV

Téng thdi gian:  phat

Thoi gian con lai:  phut)

Perform regular maintenance after each run
ESC: Main menu

(Thue hién bao tri dinh ky sau méi lan chay
ESC: Menu chinh)

Bang tiép tuc & trang sau.
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Bang 2. Théng bao trong quy trinh EZ1 Advanced XL DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Théng bao dang van ban EZ1 Advanced XL

69

70

71

72

Hwéng dan

Huwéng dan

Huwéng dan

Hwéng dan

UV lamps expire soon

UV runs left:

ENT: Next

(Bén UV sép hét han stv dung

Lan chay UV con lai: ENT: Tiép theo)

UV lamps are expired

ENT: Next

ESC: Abort

(Ben UV da hét han str dung

ENT: Tiép theo

ESC: Huy bd)

Decontamination

UV lamps cooling

Please stand by

(Lam mat d&n UV kh& nhidm Xin vui long che)
Perform regular maintenance after each run
ESC: Main menu o

(Thyce hién bdo tri dinh ky sau mai lan chay
ESC: Menu chinh)

Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus

S6 thong bao

Loai théng bao

Thong bao dang van ban EZ1 Advanced

Khéng co

Hwéng dan

Huwéng dan

Theo déi dir liéu

Date/Time START:Run

1: UV

2: Man

3: Test

4: Setup

Key: START, 1, 2, 3, 4
(Ngay/gie> BAT DAU:Lan chay
1:Uv

2:Tha codng

3:Xét nghiém

4:Thiét lap

Phim:BAT DAU, 1, 2, 3, 4)

EZ1 Advanced DSP Virus Version 1.0
(EZ1 Advanced DSP Virus Phién ban 1.0)

Scan/enter user ID (Quét/nhap ID ngwoi dung)

Bang tiép tuc & trang sau.
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Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus (tiép theo)

S6 thong bao Loai théng bao

Théng bao dang van ban EZ1 Advanced

Khéng ¢ Hwéng dan
1 Hwéng dan
2 Theo d&i di liéu
8 Theo doi di¥ liéu
4 Hwéng dan
5 Huwéng dan
6 Theo d&i di¥ liéu
76

Date/Time START: Run
1: UV

2: Man

3: Test

4: Setup

Key: START, 1,2, 3,4
(Ngay/gie> BAT BAU:
Lan chay

1:Uv

2:Tha cong

3:Xét nghiém

4:Thiét lap

Phim:BAT DAU, 1, 2, 3, 4)

EZ1 Advanced DSP Virus Version 1.0
(EZ1 Advanced DSP Virus Phién ban 1.0)

Scan/enter user ID
(Quét/nhap ID ngwdi dung)

Scan/enter Q-Card barcode
(Quét/nhap ma vach Q-Card)

Wrong kit!

Please load EZ1 DSP Virus Kit
ENT=back

(Sai bo dung cu!

Vui long nap EZ1 DSP Virus Kit
ENT=quay lai)

Kit expired

ENT: Use new kit

ESC: Stop protocol

(Bd dung cu da hét han
ENT:St dung bd dung cu mai
ESC:Dwrng giao thirc)

Use Q-Card data with sample no. 1 to
Enter 1to 6

(St dung di¥ liéu Q-Card véi mau sé 1 dé
Nhap 1 dén 6)

Bang tiép tuc & trang sau.
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Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus (tiép theo)

S6 théng bao Loai théng bao Théng bao dang van ban EZ1 Advanced

7 Huwéng dan Do you want to process more samples with another kit lot
ENT: Yes, ESC: no
(Ban c6 mudn xt ly nhidu mau hon véi 16 bd dung cu khac
khéng
ENT:C6, ESC: khong)

9 Theo d6i di liéu Scan/enter sample ID sample no. [x]
(Quét/nhap ID mau/mé s6 mau [x])

11 Theo doi di¥ liéu 1D4:
ID5:
ID6:
Next=ENT, ID1-3=Up
(ID4:
ID5:
ID6:
Tiép theo=ENT, ID1-3=Lén)

13 Theo doi di¥ liéu Scan/enter assay ID
ID sample no. [x]
(Quét/nhap ID xét nghiém
ID méu s6 [x])

Bang tiép tuc & trang sau.
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Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Thoéng bao dang van ban EZ1 Advanced

15

16

20

21

22

78

Theo déi dir liéu

Hwéng dan

Hwéng dan

Hwéng dan

Huwéng dan

Hwéng dan

Hwéng dan

Huwéng dan

Scan/enter notes sample no. [x]
(Quét/nhap lvu y mau so [x])

Select sample volume:
1: 100 pl

2:200 pl

3: 400 pl

(Chon thé tich mau:
1:100 pL

2:200 pL

3:400 pL)

Select elution volume:
1: 60 pl

2:90 pl

3: 120 pl

4: 150 pl

(Chon thé tich rira giai:
1:60 uL

2:90 pL

3:120 pL

4:150 pL)

You have chosen:

Sample volume: [xxx] pl
Elution volume: [yyy] pl
Next=Any, Prev=Esc

(Ban da chon:

Thé tich mau:[xxx] uL

Thé tich riva gidi:[yyy] pL

Tiép theo=Bat ky, Truwéc=Esc)

Load cartridges at same positions as sample
Next=Any, Prev=Esc

(Nap hép thube thir & cac vi tri gibng nhw mau
Tiép theo=Bat ky, Truwdc=Esc)

Load empty 2.0 ml tubes at heating block
Next=Any, Prev=Esc

(Nap céc 6ng 2,0 mL réng vao khéi gia nhiét
Tiép theo=Bat ky, Truwd'c=Esc)

Load elution tubes (1.5 ml) into first row
Next=Any, Prev=Esc

(Nap céc 6ng rira giai (1,5 mL) vao hang thir nhéat
Tiép theo=Bat ky, Truwdc=Esc)

Load tip holders and tips into second row
Next=Any, Prev=Esc

(Nap hop dwng dau tip va dau tip vao hang thr hai
Tiép theo=Bét ky, Truwéc=Esc)

Bang tiép tuc & trang sau.
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Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Thoéng bao dang van ban EZ1 Advanced

23

24

25

26

27

28

29

30

31

32

33

34

35

36

Huwéng dan

Huwéng dan

Hwéng dan

Hwéng dan

Huwéng dan

Trang thai
Trang thai
Trang thai
Trang thai
Trang thai
Trang thai
Trang thai
Trang thai

Trang thai

Load 1.5 ml tubes containing cRNA and IC in third row
Next=Any, Prev=Esc

(Nap céc 6ng 1,5 mL chira cRNA va IC vao hang thr ba
Tiép theo=Bat ky, Trudc=Esc)

Load 2.0 ml tubes with sample in fourth row
Next=Any, Prev=Esc ~

(Nap cac 6ng 2,0 mL c6 mau vao hang tht tw
Tiép theo=Bat ky, Trué¢c=Esc)

Loading finished. Close door and press START
Prev=Esc

(Ba nap xong. ) ) .

Dong clra va nhan START (BAT DAU)
Truwédc=Esc)

Please close door!

(Vui long déng ciral)

Checking temperature

Set:

Cur:

(Kiém tra nhiét do
Thiét lap:
Hién tai:)
Protocol started
(Giao thirc da bat dau)
Piercing foil
(Bam xuyén gidy bac)
Collecting Elution Buffer AVE
(Thu thap Buffer AVE Rira giai)
Collecting cRNA + IC
(Thu thap cRNA +IC)
Collecting Lysis Buffer
(Thu thap Chét dém Ly giai)
Collecting Sample
(Thu thap M&u)
Collecting Proteinase K
(Thu thap Proteinase K)
Mixing Lysate
(Trén Chét ly giai)
15 min Incubation
[x] of 43 min left
(U 15 phat
[x] / 43 phut con lai)

Bang tiép tuc & trang sau.
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Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus (tiép theo)

S6 théng bao Loai théng bao Théng bao dang van ban EZ1 Advanced
37 Trang thai Kick

[x] of 43 min left

(Kick

[x] / 43 phut con lai)

39 Trang thai Collecting Lysis Buffer
[x] of 43 min left

(Thu thap Chét dém Ly giai
[x] / 43 phut con lai)

41 Trang thai Resuspension of Beads in Binding Buffer
[x] of 43 min left
(Khuéy lai Hat trong Chéat dém Lién két
[x] / 43 phut con lai)

43 Trang thai Binding
Magnetic Separation
[x] of 43 min left
(Lién két
Phan tach Tt
[x] / 43 phut con lai)

45 Trang thai Wash 2
Magnetic Separation
[x] of 43 min left

(Rra 2
Phan tach Tw
[x] / 43 phut con lai)

Bang tiép tuc & trang sau.
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Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus (tiép theo)

S6 théng bao Loai théng bao Théng bao dang van ban EZ1 Advanced

46 Trang thai Wash 3
Magnetic Separation
[x] of 43 min left

(Rtra 3
Phéan tach Tw
[x] / 43 phut con lai)

48 Trang thai Rinse
[x] of 43 min left
(Rura sach
[x] / 43 phut con lai)

50 Hwéng dan Check transfer of cRNA + IC (row 3)
Next=Any
(Kiém tra chuyén cRNA + IC (hang 3)
Tiép theo=Bat ky)

52 Huwéng dan Protocol finished

(Giao thirc da hoan thanh)

54 Hwéng dan Report file sent
Next=ENT
(Tép béo céo da g
Tiép theo=ENT)

Bang tiép tuc & trang sau.
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Bang 3. Théng bao trong quy trinh EZ1 Advanced DSP Virus (tiép theo)

S6 théng bao Loai théng bao Théng bao dang van ban EZ1 Advanced

56 Huwéng dan Perform UV run?
ENT: Yes
ESC: No

(Thue hién Lan chay UV?(
ENT:Co
ESC:Khoéng)

58 Huwoéng dan UV decontamination. Time must be between 20-60 min
Key:ESC
(Khtr nhigm UV.
Thoi gian phai ttr 20-60 phut
Phim:ESC)

60 Hwéng dan Perform regular maintenance after each run
ESC=Main menu
(Thue hién bao tri dinh ky sau méi 1&n chay
ESC=Menu chinh)

62 Hwéng dan UV lamp is expired
ENT=continue
ESC=abort
(Bén UV da hét han str dung
ENT=tiép tuc
ESC=hy bd)
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Bang 4. Thong bao trong quy trinh BioRobot EZ1 DSP Virus

S6 thong bao Loai thong bao Théng bao dang van ban BioRobot EZ1 DSP

Khéng ¢ Hwéng dan Date/Time START: Run
1: UV
2: Man
3: Test
4: Setup
Key: START, 1, 2, 3, 4
(Ngay/gie> BAT BAU:
Lan chay
1:Uv
2:Thu cong
3:Xét nghiém
4:Thiét lap
Phim:BAT PAU, 1, 2, 3, 4)
1 Huwéng dan EZ1 Advanced DSP Virus
Version 1.0
(EZ1 Advanced DSP Virus
Phién ban 1.0)

2 Theo déi di liéu Scan/enter user ID
(Quét/nhap ID nguoi dung)

3 Hwéng dan Select elution volume:
1: 60 pl
2:90 l
3:120 pl
4: 150 pl (Chon thé tich riva giai:
1:60 pL
2:90 pL
3:120 pL
4:150 pL)

4 Hwéng dan You have chosen:
Sample Volume:[sample volume] pl
Elution Volume:[elution volume] pl
Next=Any, Prev=ESC
(Ban da chgn: B
Thé tich Mau:[thé tich mAau] uL
Thé tich Rira giai:[thé tich rira giai] uL
Tiep theo=Bat ky, Trwé¢c=ESC)

5 Hwéng dan Load cartridges (RCV) at same positions as samples
Next=Any, Prev=ESC ; B
(Nap hop thude thir (RCV) & cac vi tri giong nhw mau
Tiép theo=Bat ky, Trwé¢c=ESC)

6 Hwéng dan Load empty 2.0 ml tubes (ST) at heating block
Next=Any, Prev=ESC
(Nap cac 6ng (ST) 2,0 mL rbng vao khéi gia nhiét
Tiép theo=Bat ky, Trué¢c=ESC)

7 Huwéng dan Load elution tubes (ET) (1.5 ml) into first row
Next=Any, Prev=ESC
(Nap céc bng rtra giai (ET) (1,5 mL) vao hang thir nhat
Tiép theo=Bat ky, Tru¢c=ESC)

Bang tiép tuc & trang sau.
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Bang 4. Théng bao trong quy trinh BioRobot EZ1 DSP Virus (tiép theo)

S6 thong bao Loai thong bao

Thoéng bao dang van ban BioRobot EZ1 DSP

8 Hwéng dan

9 Hwéng dan

10 Huwéng dan

11 Huwéng dan

12 Trang thai

13 Trang thai
14 Trang thai
15 Trang thai
16 Trang thai
17 Trang thai
18 Trang thai
19 Trang thai

20 Trang thai

84

Load tip holders (DTH) and tips (DFT) into second row
Next=Any, Prev=ESC

(Nap hdp dwng dau tip (DTH) va dau tip

(DFT) vao hang th hai

Tiép theo=Bat ky, Trw¢c=ESC)

Load 1.5 ml tubes (ET) with (CARRIER) + IC in third row
Next=Any, Prev=ESC

(Nap cac 6ng 1,5 mL (ET) c6 (CARRIER) + IC vao

hang th& ba

Tiép theo=Bét ky, Tru¢c=ESC)

Load 2.0 ml tubes (ST) with sample in fourth row
Next=Any, Prev=ESC

(Nap cac 6ng (ST) 2,0 mL cé mAu vao hang thi tw
Tiép theo=Bét ky, Tru¢c=ESC)

Start protocol

Press START

Prev=ESC

(Bat dau giao thirc

Nhén START (BAT BAU)
Trwdc=ESC)

Checking Temperature
Set: 63.0 [deg]

Cur: [deg]

(Kiém tra Nhiét do
Thiét 1ap:63,0 [dd]
Hién tai:[dd])

Protocol started
(Giao thirc da bat dau)

Piercing Foil
(Bbam xuyén Giady bac)

Collecting Elution Buffer (AVE)
(Thu thap Chat dém Rra giai (AVE))

Collecting cRNA (CARRIER) + IC
(Thu thap cRNA (CARRIER) + IC)

Collecting Lysis Buffer
(Thu thap Chat dém Ly giai)

Collecting Sample
(Thu thap M&u)

Collecting
(Thu thap)

Mixing Lysate
(Tron Chét ly giai)

Bang tiép tuc & trang sau.
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Bang 4. Théng bao trong quy trinh BioRobot EZ1 DSP Virus (tiép theo)

S6 théng bao

Loai théng bao

Thoéng bao dang van ban BioRobot EZ1 DSP

21

22

23
24

25

26

27

28

29

30

31

32

33

34
35

36
37

Trang thai

Trang thai

Trang thai
Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai

Trang thai
Trang thai

Trang thai
Trang thai

Checking Temperature

Set: 56.0 [deg]

Cur: [deg] (Kiém tra Nhiét do
Thiét 1ap:56,0 [d0]

Hién tai:[do])

15 min Incubation
(U 15 phat)

Kick

Collecting Binding Buffer
(Thu thap Chat dém Lién két)

Collecting Lysis Buffer
(Thu thap Chat dém Ly giai)

Collecting Beads
(Thu thap Hat)

Resuspension of Beads in Binding Buffer
(Khuay lai Hat trong Chat dém Lién két)

Transferring Lysate
(Chuyén Chét ly giai)

Binding Magnetic Separation
(Lién két Phan tach Tir)

Wash 1 Magnetic Separation
(Rtra 1 Phan tach Ttr)

Wash 2 Magnetic Separation
(Rlra 2 Phan tach Twr)

Wash 3 Magnetic Separation
(Rtra 3 Phan tach Tur)

Dry Beads
(Phoi kho Hat)

Loai bd

Dry Beads
(Phoi kho Hat)

Kick

Rinse
(Rtra sach)

Bang tiép tuc & trang sau.
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Bang 4. Théng bao trong quy trinh BioRobot EZ1 DSP Virus (tiép theo)

S6 thong bao

Loai théng bao

Thoéng bao dang van ban BioRobot EZ1 DSP

86

38

39

40

41

42

Trang thai

Trang thai

Hwéng dan

Huwéng dan

Hwéng dan

Checking Temperature
Set: 65.0 [deg]

Cur: [deg]

(Kiém tra Nhiét do
Thiét 1ap:65,0 [d8]
Hién tai:[d6])

Elution

(Rura giai)

Check transfer of cRNA (CARRIER)+ IC (tube [ET], row 3)
Next=Any

(Kiém tra chuyén cRNA (CARRIER)+ IC (6ng [ET], (hang 3)
Tiép theo=Bat ky)

Check transfer of sample (tube [ST], row 4)
Next=Any

(Kiém tra chuyén mau (éng [ST], (hang 4)
Tiép theo=Bat ky)

Protocol finished! Press ESC to return to Menu
(Giao thirc d& hoan thanh! Nn&n ESC dé quay lai Menu)
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Phu luc B: Tinh S6 lwong Mau chirng noi
(Internal Control, IC)

Dé& giam sat hiéu qua ctia qua trinh chuan bi mau va xét nghiém xudi dong, cé thé can phai
thém mau chirng ndi (Internal Control, IC) vao qua trinh chuén bi mau. D& tinh toan sé lvong
mau chirng ndi (Internal Control, IC) can thiét trong giao thirc EZ1 DSP Virus, phai tinh dén
thé tich chat dém chira IC dwoc thém vao mdi mau va thé tich rira giai cho mot xét nghiém
nhat dinh.

Xac dinh mure sb lwong mau chirng ndi (Internal Control, IC) sé ¢c6 trong cac
phan (rng xudi dong

Dé xac dinh thé tich mau ching ndi (Internal Control, IC) s& cé trong mét xét nghiém xudi
dong nhét dinh, hay st dung cong thurc:

ICrRXN = ICig x LBsam x ELrxn

(LBtor + ICiB) X ELsam

trong do:
ICrxn = Thé tich m&u chirng néi (Internal Control, IC) trén méi phan ng xubi dong
ICLg = Thé tich m&u chirng néi (Internal Control, IC) dwoc thém vao chat dém ly giai (LB)
LBsam = Thé tich chat dém ly giai (LB) trén méi mau
ELrxn = Thé tich dich r&va giai trén méi phan (ng xuéi dong

LBror = Téng thé tich chat dém ly giai (LB) cong véi RNA chat mang (CARRIER) duoc

str dung trong giao thirc

ELsam = Thé tich dich rira giai trén méi mau
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Vi du, bdng cach str dung hé théng xét nghiém da dwoc thiét lap trwdc d6, Ngudi ding 1
thém 39 uL dung dich mau chng ndi (Internal Control-Lysis buffer, ICLB) vao 8,4 mL chét
dém ly gidi (LB) va 140 uyL RNA chat mang (CARRIER). S dung quy trinh tham chiéu thi
c6ng cho hé théng xét nghiém, 625 plL chat dém ly giai (LB) dwoc thém vao mdi mau (LBsawm),
va thé tich rira gidi 75 pL (ELsam) dwoc st dung. Nguwdi dung 1 st dung 50 L dich riva giai
cho m&i phan trng xudi dong (ELrxn). Thé tich dung dich mau chirng néi trong méi phan (rng
xuoi dong (ICrxn) is:

ICrxN = 39 pL x 625 pL x 50 pL

=1,89 uL
(8540 pL + 39 pL) x 75 pL

Cac phan trng xudi dong cudi cling clia hé théng xét nghiém da cho chira 1,89 pL dung dich

mau ching ndi cho mdi phan rng.
Xac dinh can thém bao nhiéu dung dich mau ching ndi trwdc khi bat dau

Néu ban biét sb lwong mau chirng ndi (Internal Control, IC) ma ban mudn co trong xét
nghiém xudi dong (ICrxn), thi ban can xac dinh sb lwgng mau chirng néi (Internal Control,
IC) dwoc pha lodng véi chat dém rira gidi (AVE) va RNA chat mang (CARRIER) (ICave)
trwée khi bat dau loc. Dé tinh toan gia tri nay, hay s dung cong thirc:

ICrxN X ICtoT X ELsam

ICavE =

ICsam X ELrxn

trong do:
ICave = Thé tich mau ching néi (Internal Control, IC) da dwoc pha lodng
trong chat dém rira giai-RNA chat mang (AVE-CARRIER)
ICRXN = Thé tich mau chirng néi (Internal Control, IC) trén mdi phan (rng xudi

dong
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ICror = Téng thé tich mau ching noi (Internal Control, IC) da dwgc pha lodng
trong chat dém rira giai-RNA chat mang (AVE-CARRIER) trén méi
lan chay

[Csam = Thé tich mau ching néi (Internal Control, IC) da dwoc pha lodng

dwoc thém vao méi mau (50 pL)

ELsawm Thé tich dich r&ra giai trén méi mau

ELrxn = Thé tich dich rtra giai trén méi phan (rng xudi dong

Vi du: Nguwdi dung 2 dang lam viéc véi mot xét nghiém duoc tdi wu hoa dé st dung véi
1,0 uL dung dich m&u chirng ndi cho méi phan rng (ICrxn) va 20 pL dich riva gidi cho méi
phan (rng (ELrxn). Ngwéi diing 2 tuan theo giao thirc EZ1 DSP Virus va thé tich riva giai 60
uL (ELsam) da dwoc chon. D6i véi mbi mau da xd ly, mot thé tich 60 uL mau ching noi
(Internal Control, IC) da dwoc pha lodng phai dwoc hit bang tay vao éng (ET) 1,5 mL & vi
tri 3 cia ban lam viéc EZ1 hodc hang B clia ban lam viéc EZ2, nhung trong qua trinh chuén
bi mau quy trinh cla giao thtrc EZ1 DSP Virus, dung cu EZ1/EZ2 sé& chi chuyén 50 L mau
chirng nodi da dwoc pha loang (ICsaw) tir lo 3/hang B dén phan tng lién két. Dbi véi 6 mau
dwoc x ly trong mét 1an chay, téng thé tich mau chirng nodi da dwoc pha loang (ICtor) can
thwe hién la:

ICtor =S lwong mau trén moét 1an chay x 60 L

=6 x 60 pL =360 uL
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Thé tich dung dich m&u chirng néi (ICave) ma Ngwoi diing 2 can cho 6 mau la:

1 pL x 360 pL x 60 yL
ICave = =216 uL
(50 pL x 20 pL)

Dbi véi mbi mau, 3,6 pL dung dich géc RNA chat mang (CARRIER) véi 1 pg/uL phai dwoc

thém vao dung dich pha loang IC. Déi véi 6 mau, tdng thé tich phai dwoc tinh:

Téng thé tich dung dich gbc RNA chat mang = 6 x 3,6 uL dung dich géc RNA chét mang =
21,6 L

Dé c6 tbng thé tich cudi cung 1a 360 uL mau ching ndi (Internal Control, IC) d4 pha loang,

ngwoi ding phai thém chét dém rira giai (AVE):

Thé tich chat dém rira giai (AVE) = ICtor — ICave — Thé tich RNA chat mang
(CARRIER)

= 360pL-216pL—21,6 uL = 316,8 L

Nguwdi dung 2 can thém 21,6 pL dung dich mau chirng ndi vao 316,8 uL chat dém rira giai
(AVE) va 21,6 uL dung dich gbc RNA chat mang (CARRIER) dé thu dwoc 360 uL mau chirng
ndi (Internal Control, IC) d& pha loang. T&» mau chirng ndi (Internal Control, IC) da dwoc pha
loding nay, 60 L phai dwoc chuyén theo cach thd cong vao cac 6ng (ET) 1,5 mL & vi tri 3
clia ban lam viéc EZ1 hodc hang B cla ban lam viéc EZ2 trwédc khi bat dau giao thic
EZ1 DSP Virus.
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Phu luc C: Trang tinh M3u dé St dung véi Hé
théng EZ1 DSP Virus

MA&u trang tinh mau nay cé thé hiru ich cho viéc lwu trir hd so khi st dung quy trinh
EZ1 DSP Virus. Trang tinh nay c6 thé dwoc sao chup hodc in va dan nhdn mé ta cac mau

va chi tiét cGa lan chay.

Hé théng EZ1 DSP Virus

Ngay/gio: S616 bd dung cu:

Nguwoi  van ID Ian
hanh: chay:

S6 sé-ri EZ1:

ET véi
Vi tri trén DTH véi CARRIE
ban lam Sample ID Vat liéu RCV va 6ng ST da ET da DFT da RvalC
viéc (ID M&u) mau réng da nap? nap? nap? nap? da nap?

1 (trai)

© ©© N o g @ 0N

-
)

12
13
14 (phai)
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Ngay/gio: S6 16 bd dung cu:

Ngudi van ID lan
hanh: chay:
S6 sé-ri EZ2:

ET véi
Vi tri trén RCV va DTH véi CARRIER
ban lam Sample ID 6ng réng ST da ET da DFT da valC da
viéc (ID Mau) Vat liéu mau  da nap? nap? nap? nap? nap?

1 (tréi

- - - - - © ~ o w
© ~ [&)] w -

N
=

N
w
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Thong tin Bat hang

San pham

Muc luc

S6 danh muc

EZ1 DSP Virus Kit (48)

EZ1 Advanced XL DSP
Virus Card

EZ1 Advanced DSP Virus
Card

EZ1 DSP Virus Card

EZ1 Advanced XL

* Khuyén nghi bdo hanh PLUS 2 (sé danh muc 9237720): Bao hanh 3 ndm, 1 1an bao tri dw phong mdi ndm, phan

Cho 48 I&n chun bj axit nucleic vi-rat
va/hodc DNA vi khuan: Hop thubc
thtr dwoc lam day sdn, Gia dwng dau
tip ding mot 1an, BAu tip bo loc diing
mot 1an, Ong mau, Ong rira giai, Chét
dém, RNA chat mang

Thé dwoc lap trinh s8n cho giao thirc
EZ1 DSP Virus; dé st dung v&i dung
cu EZ1 Advanced XL

Thé duoc lap trinh s8n cho giao thirc
EZ1 DSP Virus; dé s dung véi dung
cu EZ1 Advanced

Thé dwoc lap trinh s8n cho giao thirc
EZ1 DSP Virus; dé st dung v&i dung
cu BioRobot EZ1 DSP*

Dung cu r6-bd dé tw dong loc axit
nucleic tiv tbi da 14 mau s dung Bo
dung cu EZ1, bao hanh 1 ndm déi véi
cac bd phan va tay nghé*

hdi wu tién 48 gi®, toan b tay nghé, di lai va cac bo phan stra chiva.
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San pham Muc luc S6 danh muc

EZ2 Connect MDx Thiét bj trén ban may dé phan Iap tw 9003230
dong axit nucleic tr toi da 24 mau
song song, st dung hop thubc thtr Kit
EZ1 bit kin, da lam day sén; bao gébm
bdo hanh 1 nam ddi v&i cac bd phan
va tay nghé
Két ndi WiFi cho LIMS va QlAsphere
dé s dung

Buffer ASL (4 x 140 mL) 4 x 140 mL Buffer ASL 19082

D& biét thong tin cap nhat vé cap phép va tuyén bb tir bd trach nhiém cu thé theo san phdm,
xem Hwéng dan S dung bd dung cu QIAGEN twong tng. Hwdng dan St dung bd dung
cu QIAGEN co sén tai www.giagen.com hodc c6 thé dwoc yéu cau tlr bo phan Dich vu Ky

thuat cia QIAGEN hoéc nha phan phéi tai dia phwong cla ban.
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Lich str Stra ddi Tai liéu

Lan stra doi Mo ta

R1, thang 6 nam 2022 °

B& dung cu M@i Phién ban V5 theo quy dinh moi cla
EU 2017/746 (IVDR)

Bd sung cach st dung dung cu EZ2 Connect MDx mdi
Cap nhat phan Vat liéu dwoc cung cép (bd sung cac
thanh phan hoat tinh)

Cap nhat phan han ché: loai bé vat liéu mau mau toan
phan, nwéc tiéu, gac khd, dom khéi muc dich st dung
Cap nhat phan Canh bao va Phong ngtra

Cap nhat phan Bao quan va X ly Thudc the

Cap nhat phan Do 6n dinh khi si dung ctia RNA chét
mang

B6 sung phan Thai bd

Cap nhat Hwéng dan xr ly sw cb

R2, Thang Muoi mot Da stra sb danh muc va tén thudc thir trong bang Thanh

nam 2022

phan bo dung cu.
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Théa thuan Cap phép Han ché cho EZ1 DSP Virus Kit

Viéc sir dung san phdm nay biéu thi théa thuan caa bét ky nguei mua hosc ngudi dung san pham nao véi cac digu khoan sau:

1. San pham chi cé thé dugc sir dung theo céc giao thirc dwoc cung cap kém theo san pham va sé tay nay va chi duoc sir dung véi cac thanh phan cé trong
bang. QIAGEN khéng cap gidy phép theo bat ky tai san tri tué ndo dé sir dung hosc két hop cac thanh phan kém theo cia bang nay véi bat ky thanh phan nao khéng
¢ trong bang nay trir khi dwoc mé ta trong cdc giao thire dugc cung cap cung véi san pham, sé tay nay va cdc giao thire bé sung cé sn tai www.giagen.com. Mot s6
giao thirc bs sung nay da dwoec ngudi dung QIAGEN cung cap cho ngudi dung QIAGEN. Céc giao thirc nay chua duwoc QIAGEN kiém tra ki lugng hodc téi vu héa.
QIAGEN khéng bao hanh ching ciing khéng dam bao réng ching khéng vi pham cac quyén cia bén the ba.

2. Ngoai céc gisy phép dugc néu ré rang, QIAGEN khéng bao dam réng bd xét nghiém nay va/hoic (cdc) céng dung cia bd xét nghiém khang vi pham cac quyén
cla bén thir ba.

3. Bé xét nghiém nay va cdc thanh phan cta bd xét nghiém duoc cap phép sir dung mét [an va khéng duoc tdi sir dung, tan trang hodc ban lai.

4. QIAGEN dic biét tir chai bat ky gidy phép nao khéc, duoc thé hién ré rang hoac ngu y ngodi nhirng gidy phép duoc néu.

5. Nguoi mua va ngudi ding bé xét nghiém nay dang y khéng thuc hign hosc cho phép bat ky ai khac thyc hién cdc buéc cé thé din dén hoic tao digu kién cho
bat ky hanh vi nao bi cdm & trén. QIAGEN c thé thyc thi cac lénh cdm cta Théa thuan Cap phép Han ché nay tai bat ky Tda an nao va sé thu hai tat ca cdc chi phi
diu tra va Tda dan, bao gdm phi luat su, trong bat ky hanh déng nao dé thyc thi Théa thuan Cap phép Han ché nay hodc bat ky quyén s& hitu tri tué nao lién quan dén
bd xét nghiém va/hodc cac thanh phan cta bd xét nghiém.

DEé biét cac dieu khoan cap phép duoc cap nhat, hay truy cap www.giagen.com.

Nhan higu: QIAGEN®, Sample to Insight®, EZ1°, EZ2®, BioRobot® (QIAGEN Group). Céc tén, nhan hiu, v.v. da ding ky duoc sir dung trong tai ligu nay, ké ca khi
khéng dugc danh dau cu thé nhu vay duoc coi la dugc bao vé ve phdp ly.

Thdng 11-2022 HB-3026-002 1129846VI © 2022 QIAGEN, tit ca quyén duoc bao luu.
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