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1 Gidithiéu

Cam on ban da chon QlAstat-Dx® Analyzer 1.0. Chung téi tin ring hé thdng nay sé tré thanh mot

phan khong thé thiéu trong phong thi nghiém ctia ban.

Hwéng dan nay mé ta cach van hanh QlAstat-Dx Analyzer 1.0 v&i phan mém phién ban 1.4 tr&
Ién. Trwéce khi st dung QlAstat-Dx Analyzer 1.0, ban can doc k§j hwéng dan s dung nay va dac
biét chti y dén thong tin an toan. Cac hwéng dan va théng tin an toan trong hwéng dan st dung
phai dwgc tuan theo d& dam bao van hanh thiét bi an toan va duy tri thiét bi trong tinh trang an

toan.

Lwu y: Céc hinh trong hwéng dan siv dung nay chi la vi du va cé thé khac nhau tuy tirng xét nghiém.
1.1 V& hwéng dan st dung nay

Hwéng dan st dung nay cung cép thong tin vé QlAstat-Dx Analyzer 1.0 trong cac phan sau:
e Gioi thieu

® Théng tin An toan

e M6 ta Chung

® Quy trinh Cai dat

e Chay Thir nghiém va Xem Két qua

e Tuy chon va Chirc néng ctia Hé théng

e Kétndi HIS/LIS

e Baotri

o Xulyswcd

e Thong sbé Ky thuat

Cac phu luc c6 chra cac thong tin sau:

e Cai dat va cAu hinh may in, bao gdm danh séach cac may in da duoc thir nghiém

® Danh sach may in dwgc th&r nghiém

e Tuyén bb vé Tuan tha

e Rac thai Thiét bi Dién va Dién tr (Waste Electrical and Electronic Equipment, WEEE)
e Diéu khoan vé Trach nhiém phap ly

e Thoa thuan C4p phép Phan mém

e Khuwéc tr bao hanh

® Bang chu giai

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021



1.2 Thong tin chung
1.2.1  Hb tro ky thuat

Tai QIAGEN, chung t6i tw hao v& chat lwong va sw sdn c6 cla hd tro k§ thuat. Cac Bo phan Dich
vu K§ thuat cGia ching tdi ¢é déi ngii cac nha khoa hoc giau kinh nghiém véi chuyén mén ly thuyét
va thuc ti&n sau rong vé sinh hoc phan tir va st dung cac sdn phdm QIAGEN. Néu ban cé bat
ky cau hoi hodc gap bt ky khé khdn nao lién quan dén QlAstat-Dx Analyzer 1.0 hodc cac san
ph&dm QIAGEN néi chung, dirng ngan ngai lién hé véi ching t6i.

Khach hang ctia QIAGEN Ila ngudn théng tin chinh vé viéc st dung cac san pham tién tién hoac
chuyén biét clia ching t6i. Thong tin nay hivu ich cho cac nha khoa hoc khac cling nhw cac nha
nghién ctu tai QIAGEN. Do d6, ching téi khuyén khich ban lién hé véi chung t6i néu ban cé bat

ky dé& xu4t ndo vé hiéu suét san phdm hodc cac (rng dung va ky thuat mai.

D& dwoc hd tro ky thuat, hay lién hé véi Bé phan Dich vu Ky thuat QIAGEN tai
support.giagen.com.

Khi lién hé v&i Bo phan Dich vu Ky thuat QIAGEN vé 16i, vui ldng chuén bj sdn cac thdng tin sau:

e S6 sé-ri, kiéu, phién ban phan mém va Tép Dinh nghia Xét nghiém da cai dét cla
QlAstat-Dx Analyzer 1.0

e Maléi (néu co)

e Diém thoi gian khi 16i xay ra 1&n dau tién

e Tan suét xuét hién 16i (nghta I3, I18i khéng lién tuc hodc lién tuc)

e Anh16i, néu co6

e Go6ihd tro

1.2.2  Tuyén bb vé chinh sach

Chinh sach clia QIAGEN Ia cai tién san pham khi c6 s8n cac ky thuat va thanh phan méi. QIAGEN
c6 quyén thay dbi thong sb k§ thuat bat c Itic ndo. Trong nd luc dua ra tai liéu hivu ich va phu
hop, ching téi danh gia cao nhan xét ctia ban vé hwéng dan s dung nay. Vui long lién hé Bo
phéan Dich vu Ky thuat QIAGEN.
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1.3 Muc dich st&r dung QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 danh cho st dung chan doan trong éng nghiém va cung clp két qua
chan doan. T4t ca cac buwdc phan tich hoan toan ty dong béng cach s& dung hdp chan doan
phan t& QlAstat-Dx va phat hién real-time PCR.

Hé théng QlAstat-Dx Analyzer 1.0 chi danh cho st dung chuyén nghiép va khéng danh cho tw

thr nghiém.
1.3.1  Han ché sr dung

® Chico thé sir dung QlAstat-Dx Analyzer 1.0 vé&i hop xét nghiém QIAstat-Dx theo hwéng dan
c6 trong hwdng dan sir dung nay va trong huéng dan st dung hdp xét nghiém QlAstat-Dx.

e Khi két ndi QlAstat-Dx Analyzer 1.0, chi st dung cac cap duoc cung cAp cung véi hé théng.

e B4t ky dich vu hodc stra chi*a nao chi nén dwoc thwe hién béi nhan vién dugc QIAGEN Gy
quyén.

e Chinén van hanh QlAstat-Dx Analyzer 1.0 trén bé mat bing phéng, ndm ngang khéng c6
goc hoac nghiéng.

e Khong chay lai hop xét nghiém QIAstat-Dx néu né da dwoc str dung thanh cdng, hodc néu
né co lién quan dén mét 16i hodc moét lwot chay khéng hoan chinh.

® Cho phép khoang hé t6i thiéu 10 cm & méi bén clia QlAstat-Dx Analyzer 1.0 d& dam bao
thong gié day da.

e Dam bao rang QlAstat-Dx Analyzer 1.0 dwgc dat cach xa bat ky clra ra diéu hoa khong khi
hodc bo trao dbi nhiét nao.

e Khong di chuyén thiét bj trong khi thtr nghiém dang chay.

e Khéng thay déi ciu hinh hé thng trong khi chay.

e Khéng st dung man hinh cdm &ng dé nang ho&c di chuyén QlAstat-Dx Analyzer 1.0.
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2 Thong tin An toan

Truwdce khi st dung QIAstat-Dx Analyzer 1.0, ban can doc k§ huéng dan st dung nay va dac biét chu
y dén thong tin an toan. Cac hwéng dan va thong tin an toan trong huwéng dan siv dung phai dwoc
tuan theo d& dam bao van hanh thiét bi an toan va duy tri thiét bj trong tinh trang an toan.

Cac mdi nguy hiém co thé cé gay hai cho ngwdi dung hodc dan dén hw héng cho thiét bi dwoc

néu rd tai cac vi tri thich hop trong hwéng dan sir dung nay.

Néu thiét bi dwoc str dung theo cach nha san xuét khéng chi dinh, sw bao vé thiét bi mang lai cé

thé bi suy yéu.

C4c loai thong tin an toan sau day xuét hién trong Huéng dan Str dung QIAstat-Dx Analyzer 1.0.

CANH Thuat ngir CANH BAO duwoc st dung dé& thdng bao cho ban vé cac tinh

BAO hudng cé thé dan dén thwong tich ca nhan cho ban hodc nguwéi khac.

A Chi tiét v& nhirng trwéng hop nay dugc dua ra trong mét hop giéng thé nay.

THAN
TRONG

Thuat ngtr THAN TRONG duogc sir dung dé théng bao cho ban vé& céc tinh
hudng c6 thé dan dén hw héng cho thiét bihodc cac thiét bi khac.

A Chi tiét v& nhirng trwdng hop nay dugc dua ra trong mét hop giéng thé nay.

QUAN Thuat ngi» QUAN TRONG duoc st dung dé 1am ndi bat théng tin quan

TRONG trong cho viéc hoan thanh mét nhiém vu hodc hiéu suét t6i wu cia hé théng.

Lwuy Thuat nglr Lwu y dwoc sir dung cho thong tin gidi thich hodc lam rd mot

trwdng hop hodc nhiém vu cu thé.

Hwéng dan dwoc cung clp trong hwdng dan st dung nay nhdm bd sung, khong thay thé, cac

yéu cau an toan théng thung hién hanh & quéc gia ngudi dung.
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2.1 S dung dung cach

S® dung QlAstat-Dx Analyzer 1.0 theo huwéng dan st dung. Khuyén khich doc ki va lam quen

véi cac huwéng dan st dung truée khi str dung QlAstat-Dx Analyzer 1.0.

tri dung cach co thé gay ra thwong tich ca nhan hodc lam hw héng QlAstat-Dx Analyzer 1.0.

phu hop.

Tuan theo tAt ca cac hwéng dan an toan dwoc in trén, hodc dinh kém QIAstat-Dx Analyzer 1.0.

St dung QlAstat-Dx Analyzer 1.0 khdng dung cach, hodc khéng tuan tha viéc cai dat va bao

QlAstat-Dx Analyzer 1.0 chi dwgcc van hanh béi nhan vién y té c6 trinh dd va dwoc dao tao

QIlAstat-Dx Analyzer 1.0 chi dwoc bdo hanh béi cac dai dién dwoc QIAGEN 0y quyén.
Khéng str dung QlAstat-Dx Analyzer 1.0 trong cac mdi trudrng nguy hiém khong theo thiét ké.

Thuwc hién theo cac chinh sach an ninh mang clia té chirc clia ban dé gianh quyén giam ho.

CANH BAO/
THAN TRONG

A

Rui ro thwong tich ca nhan va thiét hai vat chat

Khong mé vo cua QlAstat-Dx Analyzer 1.0. V6 cla QlAstat-Dx Analyzer
1.0 dworc thiét ké dé bao vé ngwdi van hanh va dadm bao van hanh QlAstat-
Dx Analyzer 1.0 dung cach. St dung QlAstat-Dx Analyzer 1.0 ma khong
c6 vé dan dén cac nguy co vé dién va 16i QlAstat-Dx Analyzer 1.0.

CANH BAO/
THAN TRONG

A

Rui ro thwong tich ca nhan va thiét hai vat chéat
Hay than trong khi nap cla cdng vao hdp déng dé tranh thwong tich ca
nhan, chang han nhw ngén tay bj kep.
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2.2 Dé phong van chuyén QlAstat-Dx Analyzer 1.0

CANH BAO / Rui ro thwong tich ca nhan va thiét hai vat chéat

THAN TRONG QIAstat-Dx Analyzer 1.0 1a mét thiét bi nang. Dé tranh thwong tich ca
nhan hoac thiét hai cho QlAstat-Dx Analyzer 1.0, hay can than khi nang

A né va str dung cac phwong phap nang thich hop.

2.3 Antoan dién
Tuan thd tat ca cac d& phong an toan chung ap dung cho cac thiét bj dién.

Ngét két ndi day ngudn khoi & cdm dién trwdc khi bao tri.

Nguy hiém vé dién
Dién ap gay tlr vong bén trong QlAstat-Dx Analyzer 1.0. Khéng mé vé
CANH BAO cua QlAstat-Dx Analyzer 1.0.
f Day ngudn phai duoc két ndi véi & cdm dién co day dan bao vé (dat/mat dét).
Khéng cham vao bét ky céng téc hodc day ngudn nao béng tay wot.

Khéng st dung thiét bj bén ngoai cac didu kién ngudn dién dwoc chi dinh.

2.4 An toan hoa chat

Bang di¥ liéu an toan (Safety Data Sheet, SDS) cho cac vat liéu hop coé sén va cé thé dwoc yéu
cau tir QIAGEN.

Cac hop xét nghiém QIAstat-Dx d& qua st dung phai duwoc thai bd theo tt ca cac quy dinh va

luat phap vé sirc khde va an toan cta québc gia, tiéu bang va dia phwong.
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Héa chét nguy hiém
CANH BAO | 155 chét co thé bi rd i tir hdp trong trudmng hop vé hdp bi hdng. Mét sb héa chét
ﬁ dwoc str dung trong hdp xét nghiém QlAstat-Dx c6 thé nguy hiém hodc co thé

tré nén nguy hiém. Ludn deo kinh, géng tay va 4o choang phong thi nghiém.

THAN Nguy co hw héong QlAstat-Dx Analyzer 1.0

TRONG Tranh lam dd hoa chét hodc cac chat 16ng khac vao hoac ra khéi QlAstat-Dx
ﬁ Analyzer 1.0. Hw hdng do tran chét 16ng sé& lam mét hiéu lwc bao hanh.

2.5 Antoan sinh hoc

QlAstat-Dx Analyzer 1.0 va cac hdp khong chira cac vat liéu nguy hiém sinh hoc. Tuy nhién, cac
mau va thubc thir chira vat liéu tr cac ngudn sinh hoc néi chung nén duogc xt Iy va thai bé nhw
la nguy co sinh hoc. St dung cac quy trinh phong thi nghiém an toan nhw dwoc trinh bay trong
cac 4n phadm An toan sinh hoc trong Phong thi nghiém Vi sinh va Y sinh (Biosafety in
Microbiological and Biomedical Laboratories), tir Trung tdm Kiém soat va Phong ngira Dich bénh
va Viéen Suc khde Quéc gia (Centers for Disease Control and Prevention and the National
Institutes of Health) (www.cdc.gov/od/ohs/biosfty/biosfty.htm).

Céc mau dwoc thlr nghiém trén QlAstat-Dx Analyzer 1.0 c6 thé chia cac tac nhan lay nhiém.
Nguwdi ding nén lwu y vé& cac nguy co dbi véi strc khde do cac tac nhan d6 gay ra va nén sty
dung, bao quan va thai bé cac mau theo quy dinh an toan can thiét. Deo thiét bi bdo ho ca nhan
va gang tay khdng cé bot diing mét 1an khi x@ ly thudc thr hodc mau, va rira tay k§ sau do.

Ludn tuan thi cac bién phap phong ngitra an toan nhw dwgc néu trong cac huéng dan cé lién
quan, chang han nhw Bdo vé Nhén vién Phong thi nghiém khéi Bénh nhiém tring Nghé nghiép
Méc phéi, Huéng dan Puoc phé duyét (Protection of Laboratory Workers from Occupationally
Acquired Infections, Approved Guidelines) (M29) ctia Vién Tiéu chuan Lam sang va Phong thi
nghiém (Clinical and Laboratory Standards Institute®, CLSI) hoac céc tai liéu thich hop khac dwoc
cung cAp bdi:

® OSHA®: Occupational Safety and Health Administration (Co’ quan quan Iy An toan va Strc
khée Nghé nghiép) (Hoa Ky)

® ACGIH®: American Conference of Government Industrial Hygienists (H6i nghi Nhan vién vé
sinh Cong nghiép cta Chinh phi My) (Hoa Ky)

e COSHH: Control of Substances Hazardous to Health (Kiém soat cac Chét Boc hai cho Strc
khée) (Anh Quéc)
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Tranh nhiém ban QIAstat-Dx Analyzer 1.0 va khéng gian lam viéc bang cach x& ly cac mau va
hop xét nghiém QIAstat-Dx mét cach can than. Trong trwérng hop nhiém ban (vi du: hop bi ro ri),
lam sach va khir nhidm ban khu vuc bi anh hwdng va QlAstat-Dx Analyzer (xem Muc 8).

Nguy hiém sinh hoc

Than trong khi nap hoac thao hép xét nghiém QlAstat-Dx cé chira cac

CANH BAO | mAu lay nhiém vao hoac tir QlAstat-Dx Analyzer 1.0. Ong bj v& co thé
A lam nhiém ban QlAstat-Dx Analyzer 1.0 va khu vuc xung quanh.

T4t ca cac hop xét nghiém QIAstat-Dx nén dwoc x( Iy nhw thé ching c6

chra céc tac nhan cé kha nang lay nhiém.

Nguy co’ nhiém ban
THAN TRONG Chtra va 1am sach nhiém ban ti»r mét hop xét nghiém QlAstat-Dx bi v&
ho&c héng ré rang ngay lap tirc. Cac thanh phan, méc du khéng lay
A nhiém, cé thé dwoc lan truyén béi hoat ddng binh thuwdng va co thé lam
nhiém ban thém két qua phan tich, dan dén dwong tinh gia.

Dé biét hwéng dan vé cach lam sach va khr nhiém QlAstat-Dx Analyzer 1.0, tham khao céac

Muc 8.2 va 8.3, twong rng.
2.6 Thai bd rac thai
Céc 6ng va dung cu xét nghiém QlAstat-Dx bang nhwa da qua st dung c6 thé chira hda chat nguy
hiém hoac tac nhan lay nhiém. Cac réac thai nay phai dwoc thu gom va thai bé ding cach theo tat ca

cac quy dinh va luat phap v& an toan va strc khde clia quéc gia, tiéu bang va dia phwong.

D& xwr ly rac thai thiét bj dién va dién t&r (WEEE), xem Phu luc 11.3.
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2.7 Céac biéu twong trén QlAstat-Dx Analyzer 1.0

Cac biéu twong sau day xuét hién trén thiét bi QlAstat-Dx Analyzer 1.0 va/hodc hdp xét nghiém

QlAstat-Dx.

Biéu twong

Vi tri

Mé ta

C€

Kiéu tAm & mét sau thiét bi

D4u CE cho Chau Au

Kiéu tAm & mét sau thiét bi

Déu TOV cda Dich vu San pham
TUV SUD dé thtr nghiém

(@]
oo

Kiéu tAm & mat sau thiét bj

DAu CB clia cac quéc gia thanh
vién IECEE

Kiéu tAm & mét sau thiét bi

Dau RoHS cho Trung Quéc (han
che str dung mot so chat nguy
hiém trong thiét bj dién va dién t)

Kiéu tAm & mat sau thiét bi

THAN TRONG
Nguy hiém - rdi ro thwong tich ca
nhan va thiét hai vat chat

Kiéu tAm & mat sau thiét bj

D4u WEEE cho Chau Au

El= >0

Kiéu tAm & mét sau thiét bi

Nha san xuét hop phap

VD

Kiéu tAm & mét sau thiét bi

Thiét bi y t& chan doan trong 6ng
nghiém

Kiéu tAm & mat sau thiét bj

S6 danh muc

ol

Kiéu tdm & mét sau thiét bi

S6 sé-ri
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2.8 Bao mat di liéu

Lwu y: Can thyc hién sao lwu hé théng thuwdng xuyén theo chinh sach ciia td chirc clia ban dé

dam bao tinh kha dung clia di¥ liéu va bao vé di liéu khdi bi mét.

QlAstat-Dx Analyzer dwoc cung cAp cung véi thiét bi lwu trir USB, thiét bi nay tét hon nén duoc
st dung d& lwu tri di liéu ngan han va truyén dir liéu chung (vi du: lwu két qua, sao lwu hé thdng
va tao lwu trir, cap nhat hé théng hoac nhap Tép Binh nghia Xét nghiém).

Lwu y: Viéc st dung thiét bj Iwu trir USB phai tuan theo cac han ché (vi du: dung lwong bd nhé

ho&c nguy co ghi d&), diéu nay can dwoc xem xét trwdc khi stv dung.

Dé& bao mat dir liéu dai han, hay tuan thd cac chinh sach bao mat va lwu triv di¥ liéu cla tb chirc

clia ban vé& lwu gir théng tin xac thwe.
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3 Mb ta Chung
3.1 Mo ta hé thdng

QlAstat-Dx Analyzer 1.0, két hop voi cac hdp xét nghiém QIAstat-Dx, str dung PCR thoi gian thyc
dé phat hién axit nucleic madm bénh trong cac mau sinh hoc & ngudi. QlAstat-Dx Analyzer 1.0 va
cac hop dwoc thiét ké nhu mot hé thdng khép kin cho phép chuén bi mau thl tw ddng, sau d6 phat
hién va xac dinh axit nucleic madm bénh. Cac mau dwoc dwa vao éng thir nghiém QIlAstat-Dx c6
chira tAt ca cac thudc thir can thiét d& cach ly va khuéch dai axit nucleic khdi mau. Céc tin hiéu
khuéch dai thdi gian thue dwoc phat hién dwoc gidi thich béi phdn mém tich hop va dwoc bao cao
théng qua giao dién ngwoi dung tric quan.

3.2 M0b ta QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 bao gbm mét Mé-dun Hoat déng va téi thidu 1 (tbi da 4) Mé-dun Phan
tich. Mé-dun Hoat déng bao gdm céac yéu tb cung cap két ndi véi Mo-dun Phan tich va cho phép
ngwoi dung twong tac véi QlAstat-Dx Analyzer 1.0. Mé-dun Phan tich chira phan cirng va phan

mém d& kiém tra va phan tich mau.
QlAstat-Dx Analyzer 1.0 bao gébm céc yéu t6 sau:

® Man hinh cam (rng cho ngwdi dung twong tac véi QlAstat-Dx Analyzer 1.0

e DAu doc ma vach dé nhan dang mau, bénh nhan, ngwoi dung va hop xét nghiém QIlAstat-Dx

e Cbng USB dé xét nghiém va nang cap hé thdng, xuat tai liéu va két néi may in (mét & phia
trwéc, ba & phia sau)

e Cbng vao hop dé Iap cac hop xét nghiém QlAstat-Dx vao QlAstat-Dx Analyzer 1.0

e Dau ndi Ethernet dé két néi mang
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Hinh 1 va Hinh 2 cho thay vi tri cac tinh néng khac nhau cia QlAstat-Dx Analyzer 1.0.

Mé6-dun Hoat dong
Mé6-dun Phan tich
Céng vao hop . /
I
Il
\‘ \\_Nép bao vé

v
\‘ ]

Chi bao trang thai mé-dun hoat dong /F\LN

Nép bao vé

Chi béo trana thai md-dun phan tich Ngan chira bg loc khong khi

Hinh 1. Méat trwéc caia QlAstat-Dx Analyzer 1.0. M3-dun Hoat dong & bén trai va Moé-dun Phan tich & bén phai.

Cbng vao hop

Mo6-dun Phan tich

Clra thong gio

) M6-dun Hoat dong

—

~Céng USB (3x)

DPau ndi Ethernet

C4u Phan tich/Mé-dun Hoat déng

Hinh 2. Mat sau cta QlAstat-Dx Analyzer 1.0. M6-dun Hoat ddng & bén phai va Mé-dun Phan tich & bén trai.

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021



3.3 M6 ta hop xét nghiém QlAstat-Dx

Hoép xét nghiém QIAstat-Dx la mét thiét bj nhya dung mot 1&n cho phép thwc hién cac xét nghiém
phan t&r hoan toan tw dong. Céc tinh nang chinh clia hdp xét nghiém QIAstat-Dx bao gém kha
n&ng twong thich véi cac loai mau khac nhau (vi du: chét 16ng, miéng gac), dd chira tat ca cac
thudc thtr dwoc nap sén can thiét cho thtr nghiém va van hanh thuwe sy d& dang. T4t ca cac bwdc
chuén bi mau va xét nghiém dwoc thwe hién trong hop xét nghiém QlAstat-Dx.

Tét ca cac thube thir can thiét dé thwe hién hoan chinh qua trinh chay th&r nghiém déu dwoc nap
san va tu chira trong hop xét nghiém QIAstat-Dx. Ngudi ding khéng can phai tiép xtc va/hodc
thao tac v&i bat ky thude thir ndo. Trong qua trinh thir nghiém, cac thubc thir dwoc x& |y trong
Mé-dun Phan tich bang cac vi 16ng hoat déng bang khi nén va khong tiép xuc truc tiép véi cac
bo truyén déng QlAstat-Dx Analyzer 1.0. QlAstat-Dx Analyzer 1.0 chiva cac bd loc khéng khi cho
ca khong khi vao va ra, bao vé méi tredng hon niva. Sau khi thir nghiém, hdp xét nghiém QlAstat-
Dx luén dong kin, gitp tang cwong thai bé an toan.

Trong hdp xét nghiém QlAstat-Dx, nhiéu bwéc dwoc ty dong thwe hién theo trinh tw bang cach
st dung ap suét khi nén dé& chuy&n mau va chét Idng qua budng chuyén dén dich dv dinh. Sau
khi hép xét nghiém QIAstat-Dx dwgc dwa vao QlAstat-Dx Analyzer 1.0, cac buwdc xét nghiém sau

day sé tw dong dién ra:

e Pha loang lai chat kiém soat ndi bo

e Phan giai t& bao bang phwong tién co hoc va/hodc héa hoc

® |oc axit nucleic dwa trén mang

e Tron axit nucleic d3 loc véi thudce thir hdn hop gbc dwoc déng khd

e Chuyén cac chét phan wéc da xac dinh cha dung dich rira giai’hén hop gbc sang cac budng
phan (rng khac nhau

e Hiéu suét clia thir nghiém PCR da thoi gian thyc trong tirng budng phan rng. Sy gia téng
huynh quang, cho thdy sy hién dién cGa chét phan tich dich, dwoc phat hién tryc tiép trong
médi budng phan &ng.

B& cuc chung ctia hdp va cac tinh ndng ctia né dwgc minh hoa trong Hinh 3, trang sau.
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Cdng chinh
Cbng miéng gac
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Budng phan tng

Hinh 3. Cac tinh nang cta hop xét nghiém QlAstat-Dx.

3.4 Phan mém QlAstat-Dx Analyzer

Phan mém clia QlAstat-Dx Analyzer (SW) dwoc cai dét s&n trén hé théng. N6 thuye hién ba
nhém chirc nang chinh:

e Cac chirc ndng van hanh chung cho phép dé dang thiét Iap, thwc hién va truc quan hoéa thir
nghiém va cac két qua lién quan

e Cac chirc ndng cAu hinh cho phép c4u hinh hé théng (quan ly ngwdi dung, quan Iy xét
nghiém va quan ly ciu hinh phan ctrng/phan mém)

e Kiém soat thuc hién thir nghiém dé tién hanh theo cach tw dong cac buéc phan tich can
thiét, bao gdm thuc thi th& nghiém
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4 Quy trinh Cai dat
4.1 Diéu kién vj tri

Chon mét khong gian ban may béng phang, khé réo va sach sé cho QlAstat-Dx Analyzer 1.0.
Dam bao réng khong gian khéng co luc kéo, dd Am va bui qua mure, cling nhw dwoc bao vé khai
anh sang mat troi trwe tiép, do dao ddng nhiét dé 1én, nguén nhiét, rung va nhiéu dién. Tham
khao Muc 10 dé biét trong lwong va kich thuwéc cla QlAstat-Dx Analyzer 1.0 va cac didu kién
hoat ddng phu hgp (nhiét d6 va do 4m). QlAstat-Dx Analyzer 1.0 can c6 di khoang hé & tat ca
céac phia dé& cho phép théng gié thich hop va cho phép tiép can khong bi can tré vao céng vao
hop, mat sau clia QlAstat-Dx Analyzer 1.0, cong tac ngudn, nat ON/OFF (BAT/TAT), dau doc ma

vach va man hinh cam &ng.

Lwu y: Trwéce khi cai d&t va st dung QlAstat-Dx Analyzer 1.0, hay tham khao Muc 10 dé& lam
quen véi cac diéu kién hoat dong clia QlAstat-Dx Analyzer 1.0.

THAN Théng gio bj can tr&
TRO-NG D& dam bao thong gié thich hop, duy tri khodng hé téi thiéu 10 cm & phia
) sau QlAstat-Dx Analyzer 1.0 va khong chan ludng khi bén dwéi thiét bi.
A Cac khe va chd mé& dam bao thong gié thiét bi khéng dwoc che ph.
THAN Nhiéu cam (rng dién tir

TRONG Khéng dat ho&c sir dung QlAstat-Dx Analyzer 1.0 gan cac ngudn birc xa

dién tr manh (vi du: cac ngudn RF cé y khdng dwoc che chan), vi cac
A ngudn nay cé thé can tré hoat déng thich hop.
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4.2 Giao hang va thanh phan ctia QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 dwoc phan phéi trong hai hop riéng biét va bao gbm tat ca cac thanh

phan can thiét dé thiét Iap va van hanh hé théng. Noi dung ctia cac hop duwgc mé ta dudi day:

Noi dung hop 1:

Thanh phan M6 ta

| | 1x M6-dun Phan tich

1X Thiét bj lwu tri» USB

—— 1X Day nguén

1x C&u Phan tich/Md-dun Phan tich

N \\ ‘\ 1x Cau Két thuc
J |
‘ |
Il |
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Thanh phan

1X Cong cu Lap rap Mo-dun Phan tich-Hoat déng

1x Miéng da 16n Iam sach man hinh

1x Céng cu G& bé Nap Bao vé

Noi dung hop 2:

Thanh phan

1x Mé-dun Hoat déng

1x Cau Phan tich/Md-dun Hoat dong
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4.3 M¢ goi va cai dat QlAstat-Dx Analyzer 1.0

Can than mé goi QlAstat-Dx Analyzer 1.0 theo cac buéc sau:

1. Théao Mé-dun Phan tich ra khdi hop va dat né trén mot bé mat bang phang. Thao cac miéng

bot dwgrc g&n vao Mé-dun Phan tich.

Lwu y: M&-dun Phan tich phai dwoc nang lén va xt ly bing cach 14y né tlr nén béng hai

tay, nhw trong Hinh 4.

CANH BAO/
THAN
TRONG

Rui ro thwong tich ca nhan va thiét hai vat chat

QlAstat-Dx Analyzer 1.0 la mét thiét bi ndng. D& tranh thwong tich ca nhan
hoc thiét hai cho QlAstat-Dx Analyzer 1.0, hay can than khi nang né va
str dung cac phwong phap nang thich hop.

Hinh 4. Xt ly M6-dun Phan tich ding cach.
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Thao nap bao vé khdi mat bén clia Mé-dun Phan tich bang cach s dung Céng cu Thao nap
Bao vé duwoc phan phdi véi QlAstat-Dx Analyzer 1.0 (Hinh 5).

Hinh 5. Thao nép bao vé.

Thao Mo-dun Hoat dong khéi hop va gén no vao bén trai cia Md-dun Phan tich. Siét chat

céc vit bang Céng cu L&p rap Mé-dun Phan tich-Hoat dong dwoc phan phdi véi QlAstat-Dx
Analyzer 1.0 (Hinh 6).

THAN Nguy co hw héng co hoc
TRONG Khong roi Ma-dun Hoat dong ma khéng d& hodc ké trén man hinh cam
ﬁ &ng, vi didu nay c6 thé lam hdng man hinh cdm &ng.

Hinh 6. Gdn Mé-dun Hoat déng vao Mé-dun Phan tich.
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4. Lép lai nap bao vé & phia bén ctia Mé-dun Phan tich (Hinh 7).

Hinh 7. Lap lai ndp bao vé.

5. Két ndi Cau Mé-dun Phan tich/Hoat ddng & phia sau cla QlAstat-Dx Analyzer 1.0 dé lién
két cac Mé-dun Hoat dong va Phan tich véi nhau (Hinh 8).

Hinh 8. Két n6i Cau Phan tich/ Cau M6-dun Hoat dong.
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6. Két nbi CAu Két thuc & phia sau M6-dun Phan tich (Hinh 9).

Hinh 9. Két n6i Cau Két thuc.

7. Két néi day ngudn duwoc phan phédi véi QlAstat-Dx Analyzer 1.0 vao mét sau cia Mé-dun
Phan tich (Hinh 10).

|

Hinh 10. Két ni day ngudn.
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8. Két ndi day ngudn véi 6 cam dién.

9. BAT ngubdn thiét bi bang cach nhan cong tic ngudn & mét sau cia M6-dun Phan tich dén vi
tri “I” (Hinh 11). Xac nhan rang cac chi bao trang thai cia Mé-dun Phan tich va Hoat déng
c6 mau xanh duwong.

Lwu y: Néu chi bao trang thai cé mau dd, cé 16i trong Mé-dun Phan tich. Lién hé B phan
Dich vu Ky thuat QIAGEN st dung théng tin lién hé tai Muc 9 d& dwoc ho tro.

Lwu y: Thiét bi khéng dwoc dinh vi sao cho khé van hanh céng tac ngudn.

Hinh 11. Xac dinh vi tri cong tac ngudn va dat né & vi tri “I¢.

10. QlAstat-Dx Analyzer 1.0 hién da sdn sang dé duoc cdu hinh cho muc dich st dung. Tham khao

Muc 6.8 dé ciu hinh céac tham sé hé théng, dat ngay gid hé théng va cau hinh két ndi mang.
4.4 Cai dat cac Mo-dun Phan tich bd sung
Can than mé& gdi Mé-dun Phan tich bd sung va cai dat n6 theo cac buéc sau:

1. Chuan bj QlAstat-Dx Analyzer 1.0 dé& cai d&t mo-dun méi:
1a. TAT ngudn hé thdng béng cach nhan nit ON/OFF (BAT/TAT) & phia trwéc cia
QlAstat-Dx Analyzer 1.0.
1b.  TAT ngudn thiét bi bang cach nhan cong téc ngudn & mét sau clia Mé-dun Phan tich
dén vj tri “O”.
1c.  Théo cép ngudn.
1d. Thao CAu Két thic ra khdi phia sau Mé-dun Phan tich (Hinh 12, trang sau).
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Hinh 12. Thao Cau Két thuc.

1e. Thao cac nap bao vé ra khdi mét bén ctia Mé-dun Phan tich, 1a noi s& gan Mé6-dun
Phan tich b sung (Hinh 13).

Hinh 13. Thao nép bao vé.

2. Thao Mé-dun Phan tich bd sung ra khéi hop va dat né trén mét bé mat bang phang. Thao
cac miéng bot dwoc gan vao Mo-dun Phan tich.
Lwu y: M&-dun Phan tich phai dwoc nang lén va xt ly bing cach 14y né tlr nén bang hai
tay, nhw trong Hinh 14, trang bén.

CANH BAO / Rui ro thwong tich ca nhan va thiét hai vat chat
THAN TRONG | QlAstat-Dx Analyzer 1.0 Ia mot thiét bj nang. Dé tranh thuong tich ca

nhan hodc thiét hai cho QlAstat-Dx Analyzer 1.0, hay can than khi nang
A nd va st dung cac phwong phap nang thich hop.
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Hinh 14. Xt ly M6-dun Phan tich dung cach.

Théao nép bao vé khdi mat bén clia Md-dun Phan tich bang cach str dung Céng cu Théo nap
Bao vé dwoc phan phdi véi QlAstat-Dx Analyzer 1.0 (Hinh 15).

Hinh 15. Thao ndp bao vé.

4. Séap thang Mé-dun Phan tich bd sung véi Mé-dun Phan tich hién co. Siét chat cac vit bang

C6ng cu L&p rap M6-dun Phan tich-Hoat déng dwoc phan phéi véi QlAstat Dx Analyzer 1.0
(Hinh 16, trang sau).
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Hinh 16. Sdp thang va gén Mé-dun Phan tich bd sung.

5. L&p lai ndp bdo vé & phia bén ctia Mé-dun Phan tich bd sung (Hinh 17).

Hinh 17. Lap lai ndp bao vé trén Mé-dun Phan tich bé sung.

6. Két ndi Cau Mé-dun Phan tich/Phan tich & phia sau clia QlAstat-Dx Analyzer 1.0 dé lién két
hai M6-dun Hoat dong v&i nhau (Hinh 18, trang sau).
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Hinh 18. Két néi Cau Phan tich/Cau Mé-dun Phan tich.

7. Két nbi Cau Két thiic & phia sau M6-dun Phan tich (Hinh 19).

Hinh 19. Két n6i Cau Két thuc.
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8. Két néi day ngudn duwoc phan phéi véi QlAstat-Dx Analyzer 1.0 vao mét sau clia Mé-dun
Phan tich ban dau (Hinh 20).

Hinh 20. Két néi day nguén.

9. Két ndi day ngudn vé&i & c&dm dién.

10. BAT ngudn thiét bj bing cach nhan céng tac ngudn & mét sau cia M6-dun Phan tich dén vi
tri “I” (Hinh 21). Xac nhan réng céac chi béo trang thai ciia Mé-dun Phan tich va Hoat dong
c6 mau xanh dwong.

Lwu y: Néu chi bao trang thai cé mau dd, cé 16i trong Mé-dun Phan tich. Lién hé Bd phan
Dich vu Ky thuat QIAGEN st dung théng tin lién hé tai Muc 9 dé dwoc ho tro.

Lwu y: Thiét bj khéng dwoc dinh vi sao cho khé van hanh céng tac ngudn.

[ == —

Hinh 21. Xac dinh vj tri céng tac ngudn va dit n6 & vj tri “I«.

11. QlAstat-Dx Analyzer 1.0 hién d& s8n sang dé dwoc ciu hinh cho muc dich st dung. Tham
kh&o Muc 6.8 d& cAu hinh cac tham sé hé théng, dat ngay gio hé théng va cau hinh két néi
mang.
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4.5 bDong gai lai va van chuyén QlAstat-Dx Analyzer 1.0

Khi déng goi lai QlAstat-Dx Analyzer 1.0 dé van chuyén, cac vat liéu dong goi ban dau phai dwoc
st dung. Néu vat liéu déng géi ban dau khong cé sén, hay lién hé véi Bé phan Dich vu K§ thuat
QIAGEN. Dam bao rang thiét bj da dwgc chuan bj dung cach (xem Muc 8.2) trwée khi ddng géi
va no khodng gay nguy hiém sinh hoc hodc héa hoc.

Dé& dong gai lai thiét bi:

1. Dam bao rang thiét bi d& dwgc TAT ngudn (nhan céng tac ngudn dén vi tri “O*).
Ngat két nbi day ngudn khoi 6 cam dién.
Ngat két ndi day ngudn khéi mat sau ciia Mé-dun Phan tich.

Ngét két ndi Cau Két thic & phia sau M6-dun Phan tich.

o & w0 b

Ngét két ni cAu Mé-dun Phan tich/Hoat déng lién két cac Mé-dun Hoat dong va Phan tich

& phia sau cta QlAstat-Dx Analyzer 1.0.

6. Théao ndp bao vé & canh bén clia Mé-dun Phan tich bang Céng cu Thao nap Béo vé.

7. S dung Coéng cu L&p rap Mé-dun Phan tich-Hoat déng dé néi 16ng hai 6c vit gitr Mé-dun
Hoat dong v&i Mo-dun Phan tich. Béng géi Mé-dun Hoat déng trong hdp ctia né.

8. Dat lai ndp bdo vé & phia bén ctia Mé-dun Phan tich. Déng géi Mé-dun Phan tich, véi cac

miéng x6p, trong hop clia né.
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5 Chay Thir nghiém va Xem Két qua

Lwu y: Céc hinh trong huwéng dan stir dung nay chi la vi du va cé thé khac nhau tiy tirng xét nghiém.

5.1 Khé&i dong QlAstat-Dx Analyzer 1.0

1.

Nhén nat ON/OFF (BAT/TAT) & phia trwéc QlAstat-Dx Analyzer 1.0 dé& khéi dong thiét bj
(Hinh 22).
Lwu y: Cong tc ngudn & phia sau M6-dun Phan tich phai dwoc dat & vi tri “I”. Cac chi bao

Mb-dun Hoat déng va Phan tich chuyén sang mau xanh dwong & vi tri “I” (tlc la, BAT ngudn).

Hinh 22. Nhan nut ON/OFF (BAT/TAT) dé khéi dong thiét bi.

. Doi cho dén khi man hinh Chinh xuét hién va cac chi bao trang thai Mé-dun Phan tich va

Hoat dong chuyén sang mau xanh luc va dirng nhap nhay.

Lwu y: Sau khi cai dat lan dau, man hinh Login (Pang nhap) sé& xuat hién. Tham khao

Muc 6.2 dé biét them chi tiét.

Lwu y: Sau khi cai d&t thanh cong QlAstat-Dx Analyzer 1an du, quan tri vién hé théng can

dang nhap d& cAu hinh phan mém 1an d4u tién. Déi véi ding nhap 1an d4u, ID ngudi ding la
“administrator” (quan tri vién) va mat khdu méc dinh 1a “administrator” (quan tri vién). Mat khdu phai
dwoc thay ddi sau ding nhap 1an du. Kiém soat Truy cap Nguwdi dung duwoc kich hoat tw déng.

Ban nén tao it nhat mét tai khodn ngwdi ding ma khéng cé vai trd “Administrator” (Quan tri vién).

5.2 Chuan bi hdp xét nghiém QlAstat-Dx

Thao hdp xét nghiém QIAstat-Dx ra khéi bao bi clia né. Dé biét chi tiét vé cach thém mau vao hop xét

nghiém QIAstat-Dx va dé biét théng tin cu thé theo xét nghiém sé dwoc chay, hdy tham khao huéng

dan st dung danh cho xét nghiém cu thé (vi du: QlAstat-Dx Respiratory Panel). Ludn d&m bdo rang

ca hai ndp mau d&u dwoc ddng chat sau khi thém méau vao hdp xét nghiém QlAstat-Dx.
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5.3 Quy trinh chay thir nghiém

TAt cd ngwdi van hanh nén deo thiét bi bao vé ca nhan phi hop, chdng han nhw géng tay, khi

cham vao man hinh cdm (rng QlAstat-Dx Analyzer 1.0.

1. Nhén nat @ Run Test (Chay thtr nghiém) & goc trén cung bén phai ciia man hinh Chinh.
2. Khi dwoc nhic, hay quét ma vach ID mau bang cach s dung ddu doc ma vach dwoc tich
hop vao Mé-dun Hoat ddng (Hinh 23).
Lwu y: Tuy thudc vao cAu hinh QlAstat-Dx Analyzer 1.0, cing c6 thé nhap ID mau bang
ban phim do cGa man hinh cdm trng. Vui ldng tham khao Muc 6.8.4 d& biét thém chi tiét.
Lwu y: Tuy thudc vao cAu hinh hé théng dwoc chon, ID bénh nhan ciing c6 thé dwoc yéu
cau nhap tai thdi diém nay. Vui ldng tham khao Muc 6.8.4 dé biét thém chi tiét.

administrator Run Test Module 2 14:2316-10-18

S T W R R O R W W W Y

" Ul administrator 3 4
Available Available Available

TEST DATA

Sample 1D

Cancel

Scan or type Sample 1D

Hinh 23. Quét ma vach ID mau.

3. Khi dwgc nhac, hdy quét ma vach clia hop xét nghiém QlAstat-Dx sé duoc st dung.
QlAstat-Dx Analyzer 1.0 ty dong nhan dang xét nghiém sé dwoc chay, dwa trén ma vach
cua hop xét nghiém (Hinh 24, trang sau).

Lwu y: QlAstat-Dx Analyzer 1.0 s& khéng chap nhan cac hop xét nghiém QlAstat-Dx da hét
han, hép da st dung trwéc dé hodc hdp danh cho cac xét nghiém khong dwoc cai dat trén
thiét bi. Mot thong bao 16i s& dwoc hién thi trong nhirng trwérng hop nay. Tham khao

Muc 9.2 dé biét thém chi tiét.

Lwu y: Tham khdo Muc 6.7.3 dé biét huéng dan nhap va thém cac xét nghiém vao
QlAstat-Dx Analyzer 1.0.
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administrator Run Test Module 2

F

"‘ ) Ul administrator 3
Available v Available

TEST DATA
Sample 1D

testData v

Assay Type

Sample Type

Scan Cartridge Barcode

Hinh 24. Quét ma vach hdp xét nghiém QlAstat-Dx.

1425161018

4 Available

Cancel

4. Néu dwoc yéu cau, chon loai mau thich hep tir danh sach (Hinh 25).

administrator Run Test Module 1

F

"| Ul administrator

Resp Panel
TEST DATA SAMPLE TYPE
Sample ID
2430362  ~ UTM
Assay Type

Swab
Resp Panel ~

Sample Type

Select Sample Type

Hinh 25. Chon loai mau.

14:43 2017-03-30

Cancel

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021



5. Man hinh Confirm (Xac nhan) sé& xuét hién. Xem lai di¥ liéu d& nhap va thyc hién bt ky
thay ddi can thiét nao bang cach nhan vao cac trwdng cé lién quan trén man hinh cdm (ng
va chinh stra thong tin (Hinh 26).

administrator Run Test Module 1 14:44 2017-03-30

S R D
==

Ul administrator
Resp Panel

TEST DATA
Sample ID

2430362 v

Assay Type
Resp Panel

Sample Type

UtT™m v

Cancel
Module 1 | Confirm Test Data or click any field to edit

Hinh 26. Man hinh Confirm (Xac nhan).

6. Nhan © Confirm (Xac nhan) khi tat ca di¥ liéu dwoc hién thj la chinh xac. Néu can, nhan vao
trwdng thich hop dé chinh stra ndi dung ctia né, hodc nhan Cancel (Hly) dé hay thir nghiém.
7. Dam bao rang ca hai ndp mau ctia cdng miéng gac va cdng chinh cia hop xét nghiém
QlAstat-Dx d&u dwoc déng chat. Khi cdng vao hdp phia trén cling clia QlAstat-Dx Analyzer 1.0
tw déng mé ra, hay lap hop xét nghiém QIlAstat-Dx véi ma vach hwéng vé bén trai va cac budng
phan (rng hwéng xubng dwéi (Hinh 27).
Lwu y: Khi nhiéu Mé-dun Phan tich dwoc két néi véi modt Mo-dun Hoat déng, QlAstat-Dx
Analyzer 1.0 ty déng chon M6-dun Phan tich trong d6 thlr nghiém sé dwoc chay.
Lwu y: Khong can ddy hop xét nghiém QIAstat-Dx vao QlAstat-Dx Analyzer 1.0. D&t n6
chinh x&c vao céng vao hdp va QlAstat-Dx Analyzer 1.0 s& tw déng di chuyén hdp vao
M6-dun Phan tich.
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administrator Run Test Module 3 14291610118

LT D T 00 D T 0O O D LU U L |
‘l 2 U administrator 4
Available Available Respiratory Available
TEST DATA
sample 1D
test
ssay Type
Respiratory
Sample Type
ut™

Cancel

Module 3 | Insert Cartridge

Hinh 27. Lap hop xét nghiém QIAstat-Dx vao QlAstat-Dx Analyzer 1.0.

Khi phat hién hop xét nghiém QlAstat-Dx, QlAstat-Dx Analyzer 1.0 s€ tw dong déng nép
cbng vao hop va bat dau chay the nghiém. Nguwoi van hanh khéng can cé thém bét ky hanh
dong nao dé bat dau chay.

Lwu y: QlAstat-Dx Analyzer 1.0 s& khéng chdp nhan hdp xét nghiém QIlAstat-Dx khac véi
hép dwoc st dung va quét trong qua trinh thiét 1ap thtr nghiém. Néu mét hdp khéng phai 13
hép da quét dwoc chén vao, sé gay ra I6i va hop sé tw dong dwoc day ra.

Lwu y: Cho dén thoi diém nay, cé thé hiy chay thtr nghiém béng cach nhan nat Cancel
(Hay) & goc dwei bén phai cia man hinh cam (rng.

Lwu y: Tuy thudc vao cAu hinh hé théng, nguwdi van hanh cé thé dwoc yéu ciu nhap lai mat
khdu nguwoi ding clia ho dé& bat dau chay thir nghiém.

Lwu y: N3p cla cong vao hop sé tw dong dong sau 30 gidy néu hop xét nghiém QlAstat-Dx

khong dwoc dat trong cdng. Néu didu nay xay ra, hay 13p lai quy trinh bat dau véi budc 5.
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9. Trong khi thir nghiém dang chay, thdi gian chay con lai dwgc hién thi trén man hinh cdm
trng (Hinh 28).

administrator Run Test Module 3 14:30 16-10-18

”I 2 Ul administrator 4
Available Available Respiratory Available

TEST DATA

Sample ID
test

Assay Type

Respiratory

Sample Type

utMm

Module 3 | Remaining Time 02:19

Hinh 28. Thwc hién thir nghiém va hién thi th&i gian chay con lai.

10. Sau khi chay thtr nghiém xong, man hinh Eject (Day ra) s& xuét hién (Hinh 29). Nhan ©

Run Test

View
Results

©

Options

Log Out

Eject (D4y ra) trén man hinh cdm (rng dé thao hop xét nghiém QlAstat-Dx va thai bd né nhw

rac thai nguy hiém sinh hoc theo tit ca cac quy dinh va luat phap vé strc khde va an toan
quéc gia, tiéu bang va dia phwong.

Lwu y: Nén thao hdp xét nghiém QlAstat-Dx khi cdng vao hdp mé va ddy hop ra. Néu hop
khong duwoc thdo ra sau 30 gidy, né sé tw dong di chuyén tré lai vao QlAstat-Dx Analyzer 1.0

va nap cdng vao hop sé déng lai. Néu didu nay xay ra, nhan Eject (Day ra) d& mé nép cdng vao

hop mot 1an niva va sau do thao hop ra.

Lwu y: Cac hdp xét nghiém QlAstat-Dx da st dung phai dwoc loai bd. Khéng thé sir dung

lai cac hop cho cac thir nghiém da bat dau thuwe hién nhwng sau dé bi ngwdi van hanh hay,

ho&c da phat hién ra I6i.
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administrator Run Test Module 3

‘I Ul administrator
Available Available ) Respiratory Available
TEST DATA
Sample 1D
test
Assay Type

Respiratory

Sample Type

utm

Module 3 | Test Completed - Remove Cartridge

Hinh 29. Hién thi man hinh Eject (Pay ra).

14:31 161018

L
o)

Cancel

11. Sau khi hop xét nghiém QlAstat-Dx da dwoc day ra, Man hinh Summary (Tém tat) két qua

s& xuat hién (Hinh 30). Tham khao Muc 5.4 dé biét thém chi tiét.

‘I Available 2 Available 3 Available 4 Available

TEST DATA QlAstat-Dx® Respiratory Panel
Sample ID Detected Controls  Passed
123

e Influenza A
Assay Type
RP e Influenza A HIN1
Sample Type e Coronavirus 229E
Swab

Tested
e Influenza A

e Influenza A HIN1

B summary | Amp A Mel ]l Test Details

iﬁ; Support Package IEI Print Report |§I Save Report

plification

- a

administrator Summary 08:38 2020-10-20

Run Test

View
Results

©

Options

'_
(=]
Q
o
c
=1

X

Hinh 30. Man hinh Tém tét két qua.
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5.3.1 Huay chay th&r nghiém

Néu chay thtr nghiém dang dién ra, nhan Abort (Dirng) sé dirng thuc hién thir nghiém (Hinh 31).

Lwu y: Cac hop xét nghiém QlAstat-Dx da st dung phai duoc loai bd. Khéng thé str dung lai cac
hoép cho céc thir nghiém da bt dau thue hién nhwng sau d6 bi ngwei van hanh hay, hodc da phat
hién ra I6i.

administrator Run Test Module 4 14:34 161018
"I '2 3 Ul administrator
Available Available Available Respiratory e
TEST DATA fonilest
Sample ID
Test Data
Assay Type
Respiratory e
Sample Type View
UTM Results

©

Options

Log Out

Module 4 | Remaining Time ——
Hinh 31. Hay chay thir nghiém.
Sau khi dirng th& nghiém, khong con cé thé xt& ly va khong thé st dung lai hdp xét nghiém

QlAstat-Dx. Sau khi nhan Abort (Dirng), mot hop thoai s& xuét hién nhac nguwoi van hanh xac
nhan réng thtr nghiém sé bi hdy (Hinh 32).

Please confirm you
wish to cancel the test.

© Yes X No

Hinh 32. Hop thoai xac nhan Huy chay thr nghiém.
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54 Xem két qua

QlAstat-Dx Analyzer 1.0 ty dong gidi thich va lwu két qua thir nghiém. Sau khi day hop xét nghiém
QlAstat-Dx ra, két qua cGia man hinh Summary (Tém tat) dwoc hién thi (Hinh 33).

Lwu y: Tham khao hwéng dan cu thé theo xét nghiém dé str dung cho cac két qua co thé cé va

hwéng dan vé cach dién giai két qua xét nghiém.

- o x

administrator Summary 08:38 2020-10-20

F—__
he= | [ == [ ==

—I Available 2 Available 3 Available 4 Available °

Run Test
TEST DATA QlAstat-Dx® Respiratory Panel
Sample 1D Detected Controls
123
@ influenza A e
Assay Type 6 q View
Influenza A HIN1
RP Results
Sample Type Q Coronavirus 229E
Swab
Tested
@ Influenzaa Options

e Influenza A HIN1

B summary Amplification Curves Melting Curves Test Details

'_
o
«Q
o
c
=

KT Support Package E Print Report IEI Save Report

Hinh 33. Vi du Man hinh Summary (Tém tat) két qua hién thi Div liéu Thir nghiém trong bang diéu khién bén trai va
Summary (Tém tat) thir nghiém trong bang diéu khién chinh.

Phan chinh ctia man hinh cung c&p ba danh sach sau day va str dung ma mau va céc biéu twong

dé biéu thj két qua:

e Danh sach dau tién bao gébm tt ca cac madm bénh dwoc phat hién va xac dinh trong mau,
phia trwéc c6 mét ky hiéu 0 va c6 mau do.

e Danh sach thr hai bao gébm tt ca cac mam bénh khéng ré rang, phia trwéc cé mét ddu héi

va c6 mau vang.

e Danh sach thir ba bao gdbm tat ca cac mam bénh dwoc thtr nghiém trong mau. Cac mam bénh
dwoc phat hién va xac dinh trong mau phia trwéc cé mét ky hiéu 0 va cé mau dd. Cac mam
bénh dwoc thir nghiém nhwng khong dwoc phat hién cd moét ky hiéu & phia trwdc va cé mau
xanh lyc. Phia trwéc cac mam bénh khéng rd rang cd mét dau héi va co6 mau vang.

Lwu y: Cac mam bénh dwoc phat hién va xac dinh trong mau dwoc hién thj trong tat ca cac danh

sach.
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Néu ther nghiém khéng hoan thanh thanh céng, mét théng bao sé cho biét “Failed” (L6i) phia sau

c6 Error Code (M4 16i) cu thé.

Dt liéu Thtr nghiém sau day dwoc hién thi & bén trai cia man hinh:
e Sample ID (ID M&u)

e Patient ID (ID Bénh nhan) (néu co)

® Assay Type (Loai xét nghiém)

e Sample Type (Loai mau)

C6 sén di liéu khac vé xét nghiém, tly thudc vao quyén truy cap cla ngwdi van hanh, théng qua
céc tab & dwdi cling ctia man hinh (vi du: so do khuéch dai, dwong cong néng chay va chi tiét
thr nghiém).

C6 thé xuét di liéu xét nghiém bang cach nhan Save Report (Lwu bao céo) & thanh dwéi cling
cta man hinh.

C6 thé& glri bao cao dén may in béng cach nhan Print Report (In bao c&o) & thanh dwai ciing ctia
man hinh.

C6 thé tao géi hd tro ciia 14n chay da chon hodc tat ca 1an chay khong thanh cdng bang cach
nhén vao Support Package (Goi H6 trg) & thanh dwéi cung ctia man hinh (Hinh 34, trang sau).
Néu can hd trg, hay gt goi hd tro dén bo phan Dich vu K§ thuat cia QIAGEN.

5.4.1 Xem dwdng cong khuéch dai

D& xem dudng cong khuéch dai thir nghiém, nhén tab |- Amplification Curves (Budng cong
khuéch dai) (Hinh 34). Chirc ndng nay cé thé khéng co san cho tat ca cac xét nghiém.

Lwu y: Xin lwu y rdng cac dwong cong khuéch dai khéng dwoc ding dé giai thich két qua thiy

nghiém.
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- o x

administrator Amplification Curves 08:39 2020-10-20

F—__
he= | [ == [ ==

—I Available 2 Available 3 Available 4 Available °

Run Test
PATHOGENS CONTROLS .
Detected e
Influenza A )
° Ct25.0 - EP 11,800 View
Results

Influenza A HIN1
Ct26.0 - EP 12,850

FLUORESCENCE

©

Options
Not detected
@
Influenza B Lin oveLe @
Ct30.0 - FP 800
summary |S Amplification Curves Melting Curves Test Details
= Log Out
KT Support Package E Print Report IEI Save Report

Hinh 34. Man hinh Amplification Curves (Bwdng cong khuéch dai) (tab PATHOGENS (MAM BENH)).

Chi tiét v& cac mam bénh dwoc thir nghiém vachét kiém soat dwoc hién thj bén trai va cac dwong
cong khuéch dai dwoc hién thj & gitra.

Lwu y: Néu User Access Control (Kiém soat Truy cap Nguwoi dung) duwgc bat (tham khao
Muc 6.6) trén QIAstat-Dx Analyzer 1.0, man hinh Amplification Curves (Bwé&ng cong Khuéch dai)
chi cé s8n cho nguwdi van hanh cé quyén truy cap.

Nhén tab PATHOGENS (MAM BENH) & phia bén trai dé hién thj cac so d twong (ng véi cac
mam bénh dwoc thlr nghiém. Nhan vao tén mam bénh dé& chon mam bénh nao dwoc hién thi
trong so' dd khuéch dai. C6 thé chon mét, nhiéu hodc khéng c6 mam bénh. M&i madm bénh trong
danh sach dwoc chon sé& dwoc gan mdt mau twong trng véi dweng cong khuéch dai lién quan
dén mam bénh. Cac mam bénh khéng dwoc chon sé& dwoc hién thi bang mau xam.

Céc gia tri Ct va huynh quang diém cudi twong rng dwoc hién thi bén dwéi méi tén mam bénh.

Nhan tab CONTROLS (CHAT KIEM SOAT) & phia bén trai d& xem cac chét kiém soat va chon
chét kiém soat nao dwoc hién thj trong so dd khuéch dai. Nh&n vao vong tron bén canh tén chét
kiém so&t dé chon hoac bé chon né (Hinh 35).
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administrator Amplification Curves 10:58 2020-05-18

NIRRT VARERREREEREENENIEE YRR SRR
== == == | ==

_I Available 2 Available 3 Available 4 Available °

Run Test
PATHOGENS CONTROLS

Passed Controls

=]
IC ) % View
Ct12.8 - EP 13950 ﬁ Results
Failed Controls E]
T
None @
Options
Lin
CYCLE
Summary Iiﬂmp\mcatiom Curves Test Details
Log Out

T support Package I Print Report [E] savereport

Hinh 35. Man hinh Amplification Curves (Bw&ng cong khuéch dai) (tab CONTROLS (CHAT KIEM SOAT)).

So dd khuéch dai hién thi dwdng cong di liéu cho cdc mam bénh hodc chéat kiém soat dwoc
chon. Bé xen ké gitra thang do logarit hodc tuyén tinh cho truc Y, nh&n nat Lin (Tuyén tinh) hodc

Log (Logarit) & géc dwdi bén trai clia so dé.

Co6 thé didu chinh ty 1& ctia truc X va truc Y bang cach str dung cac bd chon mau xanh dwong . trén
mdi truc. Nhan va gitr m6t bé chon mau xanh dwong va sau d6 di chuy&n né dén vi tri mong muén

trén truc. Di chuy&n bd chon mau xanh dwong dén gbc truc dé tré vé cac gia tri méc dinh.
5.4.2 Xem duwdng cong néng chay

Dé xem cac dwdng cong néng chay thir nghiém, nhan tab Melting Curves (Budng cong

noéng chay).

Chi tiét v& cac mam bénh dwoc thir nghiém vachét kiém soat dwoc hién thi bén trai va cac duwdng

cong néng chay dwoc hién thi & gita.

Lwu y: Tab Melting Curves (Pudng cong néng chéy) chi cé s&n cho céc thir nghiém thuc hién

phan tich néng chay.

Lwu y: Néu User Access Control (Kiém soat Truy cap Ngudi dung) dwoc bat (tham khdo Muc 6.6)
trén QlAstat-Dx Analyzer 1.0, man hinh Melting Curves (Pudng cong Néng chay) chi cé sin cho

ngwdi van hanh co quyén truy cap.
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Nhéan tab PATHOGENS (MAM BENH) & phia bén trai dé hién thi cadc mam bénh duoc thir nghiém.
Nh&n vao vong tron bén canh tén mam bénh dé chon dwéng cong ndng chay mam bénh nao duoc
hién thi. C6 thé chon mét, nhiéu hodc khdng cé mam bénh. M&i mdm bénh trong danh sach dwoc
chon sé dwoc gan mdt mau twong (ng véi dwdng cong néng chay lién quan dén mam bénh. Cac
mam bénh khéng dwoc chon sé dwoc hién thi béng mau xam. Nhiét d6 néng chay dwoc hién thi bén

dudi mdi tén mam bénh.

Nhén tab CONTROLS (CHAT KIEM SOAT) & phia bén trai d& xem cac chét kiém soat va chon
chét kiém soat nao dwoc hién thj trong so dd néng chay. Nhan vao vong tron bén canh tén chét

kiém soat d& chon hodc bd chon nd.

Cac chat kiém soat da dat phan tich dwoc hién thi bing mau xanh luc va dwoc gan nhan “Passed
Controls* (Chéat kiém soat dat), trong khi cac chét kiém soat khong dat dwoc hién thi bang mau

dd va dwoc gan nhan “Failed Controls® (Chét kiém soat khong dat).

C6 thé diéu chinh ty 1& clia truc X va truc Y bang cach str dung cac bd chon mau xanh dwong ®
trén méi truc. Nhan va git* mdt bd chon mau xanh dwong va sau dé di chuyén né dén vi tri mong

mudn trén truc. Di chuyén bd chon mau xanh dwong dén gbe truc dé tré vé& cac gia tri méc dinh.
5.4.3 Xem chi tiét thir nghiém

Nhan El Test Details (Chi tiét thir nghiém) d& xem két qua chi tiét hon. Cudn xudng d& xem bao

céo day du.
Test Details (Chi tiét thir nghiém) sau day dwoc hién thi & gitka man hinh (Hinh 36):

e User ID (ID Nguw&i dung)

e Cartridge SN (SN hop) (s6 sé-ri)

e Cartridge Expiration Date (Ngay hét han cla hop)

e Module SN (SN mé-dun) (sb sé-ri)

e Test Status (Trang thai thtr nghiém) (Completed (Hoan thanh), Failed (Thét bai) hodcr
Canceled (Hay bd) b&i nguwdi van hanh)

e Error Code (M4 16i) (néu co)

e Thong bao L6i (néu co)

e Test Start Date and Time (Ngay va gi& bat dau thtr nghiém)

e Test Execution Time (Thoi gian thyc hién th&r nghiém)

® Assay Name (Tén xét nghiém)
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Test ID (ID Thtr nghiém)

Test Result (Két qua thtr nghiém) (d8i véi mbi chat phan tich, tng hop két qua cla the
nghiém: Positive (Dwong tinh) [pos], Positive with Warning (Dwong tinh cé6 Canh bao)
[pos*], Negative (Am tinh) [neg], Invalid (Khong hop 1&) [inv], Failed (That bai) [fail] hodc
successful (thanh cdng) [suc]. Tham khao hwéng dan st dung cu thé theo xét nghiém dé
biét chi tiét v& két qua c6 thé c6 va dién giai thich ching)

List of analytes (Danh sach cac chét phan tich) dwoc thir nghiém trong xét nghiém (dwoc
nhém theo Detected Pathogen (Mam bénh dwoc phat hién), Equivocal (Khéng rd rang),
Not Detected Pathogens (Mam bénh khéng dugc phat hién), Invalid (Khéng hop 1&), Not
Applicable (Khéng ap dung), Out of Range (Nam ngoai pham vi), Passed Controls (Chét
kiém soat dat) va Failed Controls (Chat kiém soat khéng dat)), véi Cr va huynh quang diém
cubi (néu co sén cho xét nghiém)

List of controls (Danh sach cac chét kiém soat), véi Cr va huynh quang diém cubi (néu co

san cho xét nghiém)

administrator Test Details 10:59 2020-05-18

L e R ]
| =] | == [ == =]

—I Available 2 Available 3 Available 4 Available °

Run Test
TEST DATA TEST DETAILS
Sample ID User ID administrator
=)
Assay Type Cartridge SN TTTTTTTTT View
RP Cartridge Expiration Date 2020-12-31 00:00 Results
Sample Type Module SN 2222
Swab
Test Status Completed
Options
Test Start Date and Time 2020-05-18 10:48
Teat Fxect tinn Time N min RQ car
Summary Amplification Curves HTest Details
_ Log Out
LT support Package = Print Report [E] save Report

Hinh 36. Man hinh vi du hién thj Test Data (Di¥ liéu thir nghiém) trong bang diéu khién bén trai va Test Details (Chi
tiét thir nghiém) trong bang diéu khién chinh.
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5.4.4 Duyét két qua tir cac thtr nghiém truwéc

D& xem két qua tir cAc thir nghiém trudc dwoc Iuu tr trong kho két qua, nhan @ View Results
(Xem két qua) trén thanh Menu chinh (Hinh 37).

administrator Test Results 13:55 2020-01-16
o Sample ID Assay Operator ID ~ Mod |1: Date/Time Result Run Test
5_38583720 Z_Assay 4 Administrator ® 2015-01-02 00:00 e pos
53655454 M_Assay 7 Administrator @ 2015-01-02 00:15 e pos
5_8225798 A Assay B Administrator @ 2015-01-02 01:00 e pos e
View
s_81176556 Z_Assay 4 Administrator @ 2015-01-02 01:15 e pos Results
s_69820084 M_Assay 12 Administrator @ 2015-01-02 01:30 e pos
s_65333319 U_Assay 17 Administrator @ 2015-01-02 02:30 e pos @
Options
Page 10f 133 > A Log Out
Remove Filte Print Repart Save Report p search Upload

Hinh 37. Vi du man hinh View Results (Xem két qua).
Théng tin sau day c6 sén cho moi thir nghiém dwoc thwe hién (Hinh 38, trang sau):

e Sample ID (ID M&u)

® Assay (Xét nghiém) (tén xét nghiém thr nghiém)

® Operator ID (ID Ngwoi van hanh)

® Mod (M6-dun) (M6-dun Phan tich trén doé thir nghiém dwoc thwe hién)
e Trang thai tai I&n (chi hién thi néu dwoc kich hoat qua cai d&t HIS/LIS)
e Date/Time (Ngay/Gi®) (ngay va gi® khi thér nghiém két thic)

e Result (Két qua) (két qua clia thir nghiém: positive (dwong tinh) [pos], pos with warning
(dwong tinh cé canh bao) [pos *], negative (am tinh) [neg], invalid (khdng hgp 1€) [inv], failed

(that bai) [fail] hodc successful (thanh cong) [suc])

Lwu y: Cac két qua cb thé c6 la cu thé theo xét nghiém (nghia 1a, mot sé két qua cé thé khéng

dwoc ap dung cho méi xét nghiém). Tham khdo hwéng dan s dung cu thé theo xét nghiém.

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021



Lwu y: Néu User Access Control (Kidm soat truy cap ngudi dung) duoc bat (tham khdo Muc 6.6)
trén QlAstat-Dx Analyzer 1.0, di¥ liéu ma nguoi diing khong cé quyén truy cap sé dwoc an bang dau
hoa thi.

Chon moét hodc nhiéu két qua thir nghiém bang cach nhan vao vong tron mau xam & bén trai cia
ID mAu. Mot du kiém sé& xuét hién bén canh cac két qua dwoc chon. D& bd chon két qua the
nghiém, nhan vao dau kiém. C6 thé chon toan bd danh sach két qua bang cach nh&n vao vong
tron du kiém @ & hang trén ciing (Hinh 38).

administrator Test Results 1112161018
NN ST SRR
= (== = [ ===
“ Available 2 Available 3 Available 4 Available °
@ sample i Assay Operator 1D Mod  DatefTime Result Run Test
Test_data Respiratory administrator 1 16-10-18 11:04 o pos
Test data Respiratory administrator 4 16:10-18 11:00 o pos
TestData Respiratory administrator 3 16-10-18 10:56 0 pos e
View
TESTDATA Respiratory administrator 2 16-10-18 10:39 e pos Results
TEST DATA Assay0l administrator 1 16-10-18 10:34 e DOS
TEST DATA Assay0l administrator 2 16-10-18 10:29 e DOS @
Options
Page 1 0of 4 > A Log Out
Remove Filte IS} Frint Report [E] saveReport O search Jpload

Hinh 38. Vi du vé chon Test Results (Két qua thir nghiém) trong man hinh View Results (Xem két qua).
Nhan bat cr noi nao trong hang thtr nghiém dé& xem két qua cho moét thtr nghiém cu thé.

Nhan mét tiéu dé cot (vi du: Sample ID (ID mau)) d& sp xép danh sach theo thi tw ting dan hodc

gidm dan theo tham sb d6. Danh sach cé thé dwoc sap xép theo chi mét cot tai mét thdi diém.
Cot Result (Két qua) hién thj k&t qua cla tirng thtr nghiém (Bang 1).

Lwu y: Cac két qua co6 thé c6 la cu thé theo xét nghiém (nghta 13, mot sb két qua co6 thé khong

dwoc ap dung cho méi xét nghiém). Tham khao hwéng dan st dung cu thé theo xét nghiém.
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Bang 1. M6 ta két qua thir nghiém

Két qua Két qua M6 ta

Positive e it nhat mot chét phan tich 1a dwong tinh

(Dwong tinh) pos

Positive with warning e! it nh&t mot chét phan tich Ia dwong tinh, nhung mot chét

(Dwong tinh c6 Canh bao) " pos* kiém soat xét nghiém thét bai

Negative Khéng c6 chét phan tich dwoc phat hién

(Am tinh) neg

Failed ° Thir nghiém thét bai vi xay ra I6i hogc thir nghiém d bi

(That bai) fail nguwdi dung hay

Invalid e Thir nghiém khong hop I&

(Khéng hop 1&) inv

Successful ° Thir nghiém la dwong tinh hodc am tinh, nhung nguoi

(Thanh cong) suc dung khéng c6 quyén truy cap dé xem két qua thtr
nghiém

Lwu y: Tham khao xét nghiém IFU d& thtr nghiém dwoc thuc hién cho mé ta chi tiét vé két qua.

Dam bao may in dwoc két néi véi QlAstat-Dx Analyzer 1.0 va trinh diéu khién thich hop dwoc cai

dat (Phu luc 11.1). Nh&n Print Report (In bao céo) dé in (cac) bao céo cho (cac) két qua da chon.

Nhan Save Report (Lwu bao cao) dé lwu (cac) bao cao cho (cac) két qua da chon & dinh dang
PDF vao thiét bj lwu trir USB bén ngoai.

Lwu y: Ban nén st dung thiét bj lwu trir USB dwoc cung cap dé lwu trir va truyén div liéu ngén
han. Viéc st dung thiét bj lwu trir USB phai tuan theo cac han ché (vi du: dung lvgng bd nhé
hodc nguy co ghi d&), diéu nay can dwoc xem xét tréc khi st dung.

Chon loai bao cdo: List of Tests (Danh sach thir nghiém) hodc Test Reports (Bao cao
thtr nghiém). Nhan Search (Tim kiém) dé tim kiém két qua thtr nghiém theo Sample ID (ID M&u),
Assay (Xét nghiém) va Operator ID (ID Ngwéi van hanh). Nhap chudi tim kiém béng ban phim
4o va nhan Enter (Nhap) dé b4t dau tim kiém. Chi cac ban ghi chira van ban tim kiém sé& dwoc
hién thi trong két qua tim kiém. Néu danh sach két qua da dwoc loc, tim kiém sé& chi ap dung cho
danh sach dwoc loc. Nhan va gitr mot tiéu dé cot dé ap dung bd loc dwa trén tham sb d6. Déi voi
mot sb tham sé, chang han nhw Sample ID (ID mAu), ban phim do sé& xuét hién dé c6 thé nhap

chudi tim kiém cho bd loc.

Déi v&i cac tham sb khac, chang han nhw Assay (Xét nghiém), mot hdp thoai sé mé ra véi danh
sach cac xét nghiém dworc lwu trir trong kho Iwu trir. Chon mét hoac nhidu xét nghiém dé chiloc

cac thtr nghiém dwoc thwe hién véi cac xét nghiém da chon.

Biéutwong T & bén trai cla tiéu d& cot biéu thj ring bo loc clia ¢t dang hoat ddng. C6 thé thao
bd loc bang cach nhan vao Remove Filter (Xéa B6 loc) trong thanh Menu con.

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021

50



54.5 Xuat két qua vao 6 USB

Tir bAt ky tab nao trén man hinh View Results (Xem két qua), chon Save Report (Lwu bao cao)
dé xuét va lwu ban sao két qua thtr nghiém & dinh dang PDF vao 6 USB. Cdng USB dworc dat &
phia trwéc ctia QlAstat-Dx Analyzer 1.0 (Hinh 39).

Lwu y: Ban nén st dung thiét bj lwu tri» USB dwoc cung cAp dé lwu va truyén di liéu ngan han.
Viéc st dung thé USB phai tuan theo cac han ché (vi du: dung Iwong bd nhé hodc nguy co ghi

de, didu nay can dwoc xem xét trudre khi str dung).

Hinh 39. Vi tri cia cdng USB.

546 Inkétqua

Dam bao may in dwoc két néi véi QlAstat-Dx Analyzer 1.0 va trinh diéu khién thich hop dwoc cai
d&t (xem Phu luc 11.1 dé biét thém théng tin vé cai dat trinh didu khién). Nhan Print Report (In

bao cao) dé glri ban sao két qua thtr nghiém dén may in.
5.4.7 Tao goi hd tro

Néu can hd tro, cé thé tao va cung cap géi hd tro chira tat ca cac tép nhat ky ky thuat, hé théng
va théng tin van hanh can thiét cho bo phan Dich vu Ky thuat ctia QIAGEN. P4 tao goéi hd tro,
hay nhap vao tab Support Package (G6i H6 tro’). Mot hdp thoai xuét hién va goi hd tro cho thiy
nghiém da chon hodc tat ca cac thtr nghiém that bai c6 thé duwoc tao (Hinh 40). Luu goi hd tro
vao thiét bi lwu trik USB. Céng USB dwoc dat & phia trwéc clia QlAstat-Dx Analyzer 1.0 (Hinh 39).
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SELECT RESULTS TO INCLUDE
Selected Test v

All Failed Tests

jﬁ) Create ® Cancel

Hinh 40. Tao G6i H6 tro.

Lwu y: Ban nén s dung thiét bj lwu trir USB dwoc cung cap dé lwu trir va truyén div liéu ngén
han. Viéc str dung thiét bj lwu trir USB phai tuan theo cac han ché (vi du: dung lvgng bd nhé

ho&c nguy co ghi d&), didu nay cin dwoc xem xét trwée khi stv dung.

Lwu y: Néu can hd trg, hay dam bao réng géi hd tro dwoc tao ngay sau khi sy ¢b xdy ra. Do
dung lwong Iwu trik va cdu hinh cta hé théng co han, cac tép nhat ky hé théng va ky thuat cda

khodng thoi gian twong trng cé thé bi xéa tw dong khi tiép tuc st dung hé thdng.
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6 Tuy chon va Chirc ndng clia Hé thong

Muc nay cung cp mo ta vé t4t ca cac tinh nang va tly chon clia QlAstat-Dx Analyzer 1.0 c6 s8n
cho phép tuy chinh cai dét thiét bi.

6.1 Man hinh chinh

Trong man hinh Main (Chinh), cé thé xem trang thai ctia M6-dun Phan tich va diéu huéng dén cac
muc khac nhau (Login (Pang nhap), Run Test (Chay Thir nghiém), View Results (Xem Két qua),
Options (Tuy chon) va Log Out (Déng xuét)) ctia giao dién ngwdi ding (Hinh 41)

Thanh trang thai chung

Thanh t i
anh trang L b D] Thanh menu chinh

thél mé'dun 1 Availabfe 7 Available 3 Available 4 Available °
Run Test

QIAGEN @

Log Out

N

Khu viyc néi dung Thanh Menu con

Hinh 41. Man hinh chinh ctia man hinh cam trng cua QlAstat-Dx Analyzer 1.0.
Man hinh Chinh bao gdm céc yéu té sau:

® Thanh trang thai chung

® Thanh trang thai m6-dun

® Thanh menu chinh

e Khu vie ndi dung

e Thanh Menu Tab (tlly chon hién thi, tiy thuéc vao man hinh)

e Thanh Menu con va Thanh hwéng dan (tly chon hién thi, ty thudc vao man hinh)
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6.1.1  Thanh trang thai chung

Thanh trang thai chung cung cap théng tin vé trang thai ctia hé théng (Hinh 42). ID ngwdi dung
clia ngwdi dung da dang nhap xuét hién & phia bén trai. Tiéu d& ciia man hinh xuét hién & gitra

va ngay va gi® hé théng xuét hién & bén phai.

administrator 14:39 2017-03-30

Hinh 42. Thanh trang thai chung.

6.1.2 Thanh trang thai mé-dun

Thanh Trang thai mé-dun hién thj trang thai cGa tirng M6-dun Phan tich (1-4) c6 sén trong hé
thdng trong cac hop trang thai twong rng (Hinh 43). Cac hop hién thi “Khéng dwoc cai d&t” néu
khéng cé M6é-dun Phén tich cho vi tri do.

U
B |

‘I Available

i Thoi gian tréi
Thanh tién do

Dong 1
2 Dong 2
Ul administrator

Resp_3018_19c¢c

S6 mé-dun Phan tich

Hinh 43. Thanh trang thai mé-dun.

Nhap vao hdp twong trng véi Mo-dun Phan tich cu thé dé truy cap théng tin chi tiét hon (xem
Trang Trang thai md-dun). Céc trang thai clia md-dun c6 thé hién thj trong hdp trang thai cia thanh
trang thai M6-dun dworc trinh bay trong Bang 2 (trang sau).
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Bang 2. Cac trang thai mé-dun c6 thé dwec hién thi trong cac hop trang thai

Trang thai

Mo ta

Not installed (Chwa cai dat)
Excluded (Loai trir)

Error (L6i)

Initializing (khdi tao)

Available (C6 sén)

Test running
(Chay thir nghiém)

Ul administrator
Resp_3018_19¢

Test completed
(Th& nghiém hoan thanh)

Ul administrator
Resp Panel

Eject cartridge
(Bay hop ra)

Khoéng c6 Mé-dun Phan tich nao dwoc cai dat tai vi tri do.

Mé6-dun Phan tich da bi ngwdi dung loai trir thong qua cai dat ngwdi dung.
Mo6-dun Phan tich béo_céo mot 16i nghiém trong.

M®6-dun phan Tich bi 16i.

Mo6-dun Phan tich dang kh&i dong va thye hién tw thir nghiém.

Cé s&n Mé-dun Phan tich cho thir nghiém mai. Khéng cé thir nghiém nao dang
chay trong M6-dun Phén tich nay, khong co hdp xét nghiém QlAstat-Dx nao dwoc
1&p vao va np ctia cbng vao hdp déng.

“Administrator” (Quan tri vién) clia ngwdi dung hién dang chay thtr nghiém
Resp_3018_19c trén M6-dun Phan tich 1. Con lai 32 phut va 14 gidy dé hoan thanh
thdr nghiém.

“Administrator” (Quan trj vién) ciia nguoi dung da chay th&r nghiém Resp Panel trén
Mé6-dun Phan tich 1.

Thanh tién do trong hop sé hién thi trang thai thtr nghiém:

THU NGHIEM HOAN THANH: th&r nghiém da hoan thanh thanh céng.

THU NGHIEM THAT BAI: thir nghiém d4 hoan thanh, nhung da xay ra 16i.

THU NGHIEM DA HUY BO: nguoi dung da hady thir nghiém.

Khi hop xét nghiém QlAstat-Dx d& dwoc thao ra va nap cla céng vao hop da déng,
Mo-dun Phan tich sé lai c6 san.

Ma-dun Phan tich chira hop xét nghiém QIAstat-Dx va nép cia cong vao hop dong,
nhung hién tai khéng cé thir nghiém nao dang chay. Diéu nay c6 thé xay ra trong
céc tinh hudng sau:
® Hop da khong duoc g& bd sau khi bi ddy ra do thir nghiém bi hily hodc

d& hoan tat.

® He théng dwoc tit ngudn véi mot hop & bén trong Mé-dun Phan tich.

6.1.3 Trang Trang thai mé-dun

Trang Trang thai md-dun hién thi théng tin nhw vi tri, s sé-ri, ban stra ddi Phan cirng (Hardware,

HW) va phién ban phan mém hién tai. Ngoai ra, cac 16i lién quan d&n Mé-dun Phan tich da chon

dwoc hién thi cling véi théng tin vé cac thanh phan phdn mém va phan cirng (Hinh 44, trang

sau).

Thanh hwéng dan hién thi nat khéi déng lai c6 thé dwoc st dung dé& khéi dong lai Mé-dun da

chon ma khéng can phai khéi dong lai toan bo thiét bi. Nut chi dwoc bat khi Mé-dun da chon bi

16i hodc c6 trang thai “khéng hoat dong”.
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administrator Status Analytical Module 1 10:44 2020-09-28

L e ]
== == ==

Available 2 Available 3 Available 4 Available

Run Test
MODULE DATA
Position 1
Serial No 1111111711 e
HW Revision 1.3.0
‘ View
Software Version 1.7.0
Results

MODULE ERROR

Error Code None
COMPONENTS

qPCR Sensor
Serial No 1111117111
HW Revision 0.01

- @]
o o
= o

Restart Analytical Module 1

Hinh 44. Trang Trang thai mé-dun.

Trang Trang thai mo-dun co thé duoc truy cap bat ky IGc ndo, ngoai trir khi AM & trang thai “Not
installed” (Chwa cai dat), “Not present” (Khéng cé s8n) hoac “Initializing” (Pang khéi tao). Trong
qua trinh chay va khi hop van dwoc 1p vao, trang Trang thai moé-dun sé khong dwoc hién thi,
thay vao d8, né sé hi&n thi thanh trang thai mo-dun (da gigi thiéu trong phan phu truéc).

6.1.4 Thanh menu chinh

Bang 3 cho biét cac tly chon cé san cho ngudi dung théng qua thanh Menu chinh.

Bang 3. Cac tuy chon cua thanh Menu chinh

Tén Nat Mo ta

Run Test Q Bat dau chudi thir nghiém chay (xem Muc 5.3). Phan mém QlAstat-Dx tw dong chon
(Chay thir nghiém) M6-dun Phan tich ¢ s&n va bat dau trinh tw chuén bi thte nghiém.

View Results e Mé man hinh View Results (Xem két qua) (xem Muc 5.4).

(Xem két qua)

Options e Hién thi menu con Options (Tuy chon) (xem Muc 6.4).

(Tay chon)

Log Out @ DPang xuat ngwdi ding (chi hoat déng khi User Access Control (Kiém soat Truy cap
(Bang xuat) Nguoi dung) dwoc bat).

6.1.5 Khu viwc ndi dung

Théng tin dwoc hién thj trong viing ndi dung chinh thay déi theo trang thai giao dién nguwdi diing.
Két qua, tém tat, cu hinh va cai d&t dwoc hién thi trong viing nay khi nhap cac ché dd khac nhau
va chon cac muc tlr cac menu dwoec mo ta bén dwdi.
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Tuy thudc vao noi dung, cac tlly chon khac cé thé cé sén théng qua thanh Menu Tab va menu
Options (Tuy chon). Menu con Options (TUy chon) dwoc truy cap bang cach nhan nat Options
(Tuy chon) (Hinh 45).

administrator 17:11 2020-12-11

Run Test

View
Results

O20®0 O

Archive User Assay  System Change Options

Results MGMT  MGMT  Config Password

Log Out

Hinh 45. Truy cap menu con Tuy chon.

6.2 Man hinh dang nhap

Khi User Access Control (Kiém soat Truy cap Nguwdi dung) dwoc bat (tham khdo Muc 6.6),
ngwdi dung phai nhan dién ban than béng cach déng nhap dé truy cap cac chirc nang QlAstat-Dx
Analyzer 1.0.

QUAN TRONG: Béi v&i dang nhap 1an dau, ID nguoi dung I “administrator” va mat khdu méc dinh

Ia “administrator’. Mat kh3u phai dwoc thay d6i sau ding nhap 1an dau.
Lwu y: Sau khi cai d&t thanh cong QlAstat-Dx Analyzer 13n dau, Kiém soat Truy cap Nguoi dung sé
dworc kich hoat tw dong.

Lwu y: Ban nén tao it nhat mot tai khodn ngudi ding ma khéng cé vai trd “Administrator” (Quan tri

vién) khi d&ng nhap 1&n dau.
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Vung ndi dung cGia man hinh dang nhap bao gébm mét 6 vén ban dé nhap User ID (ID Nguoi

dung) (Hinh 46). Néu tly chon Hién thi ding nhap ngwei dung trwéc dwoc chon, mét danh

sach ndm nguwdi dung trwdc da ding nhap thanh cong ciing sé dwoc hién thi.

Lwu y: Biéu twong dang nhap k¥ thuat vién dich vu & géc dwdi bén phai ciia man hinh chi dwoc

str dung b&i nhan vién dwoc QIAGEN Gy quyén.

No user Log In

User ID

labuser

administrator

12:40 2019-02-15

Password

o

Hinh 46. Man hinh dang nhap.

Nhap tén ngwdi dung béng cach nhip vao mét trong cac tén cé sén trong danh sach hodc bang

cach nhap vao hop vin ban User ID (ID ngwdi dung) va nhap tén béng ban phim do. Khi tén

ngwdi dung dwoc nhap, xac nhan bang cach nhan dau kiém trén ban phim ao (Hinh 47).

No user Log In 16:38 2017-03-30

User ID |labuser Password

X space v

Hinh 47. Ban phim ao trén man hinh cam ng.
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Néu tuy chon Require password (Yéu cau mat khau) dwgc chon (tham khao Muc 6.6), hop van
ban mat khiu va ban phim ao d& nhap mat khau sé dwoc hién thi. Néu khong yéu cau mat khau,
hoép van ban mat khau s& chuyén sang mau xam.

Néu ngudi diing quén mat khau, Administrator (Quan tri vién) hé thdng co thé dat lai mat khau.
Lwu y: Néu quan tri vien quén mat khu, né chi cé thé dwoc dat lai bdi Bo phan Dich vu Ky thuat
QIAGEN, yé&u ciu mot ky sw dich vu QIAGEN truy cap tai chd. Do d6, nén tao thém tai khoan

quan tri.

Vi ly do bdo mat, néu mat khdu dwoc nhap khong chinh x&c ba 1an, hé théng sé& khoéa mét phut

trwéc khi nguwdi ding co thé thir dang nhap lai.
Lwu y: Thuc hién theo cac chinh sach an ninh mang clia tb chirc clia ban dé gianh quyén giam hé.
Lwu y: Ban nén s dung mat khau manh tuan theo cac chinh sach mat khdu ctia tb chirc clia ban.

6.2.1 Dang xuét

Khi User Access Control (Kiém soat Dang nhap Nguwdi dung) dwoc bat (tham khao Muc 6.6),
Ngwoi dung cé thé dang xuét bat c Iic nao béng tly chon Log Out (Pang xuét) trong thanh

Menu chinh. Xem muc 6.1.4 d& biét thém thong tin.

Nguwoi diing sé dwoc tw dong dang xuét khi hét thoi gian dang xuét tw dong. Thoi gian nay co thé
dwoc cAu hinh trong cai d4t General (Chung) clia menu Options (Tuy chon) (xem Muc 6.8.4).

6.3 Trinh bao vé man hinh

Trinh bao vé man hinh QlAstat-Dx dwoc hién thj sau khi khong c6é twong tac ngudi dung trong
mot khoang thdi gian dwoc xac dinh trwdc. Thoi gian nay cé thé dwoc cau hinh trong menu
Options (Tuy chon) (xem Muc 6.4).

Trinh bao vé& man hinh cho biét tinh kha dung ctia Mé-dun Phan tich va thei gian con lai cho dén
khi hoan thanh th nghiém (Hinh 48).

Lwu y: Trong cac hoat ddng nhw cap nhat phdn mém, sao Iwu, khdi phuc, tao lwu trik va mé lwu
trlr, man hinh ch& va dang xuét tw dong co thé bi tat. Vi ly do an ninh mang, ban khéng nén dé

hé théng khéng dwoc giam sat trong thdi gian nay.
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Hinh 48. Trinh bao vé man hinh hién thj mét Mé-dun Phan tich c6 san.

6.4 Menu tuy chon

Menu Options (Tuy chon) c6 thé truy cap tir thanh Menu chinh. Bang 4 hi&n thi cac tiy chon cé

sén cho ngudi dung. Cac tly chon khéng c6 sén sé cé mau xam.

Bang 4. Menu tuy chon

Tén NG

-

Mo ta

Archive Results
(Lwu trir Két qua)

C6 s&n cho quan trj vién, ki thuat vién bao dwéng va ngwdi dung giam sat phong
thi nghiém

User Management C6 s&n cho nguwdi diing cé quyén quan Iy ngwdi ding va hd so ngwdi dung.
(Quan ly Ngwoi dung)
Assay Management C6 sén cho nguoi dung c6 quyén quan ly cac xét nghiém.
(Quan ly Xét nghiém)
System Configuration C6 sén cho nguwdi diing ¢ quyén cau hinh hé théng.
(Cau hinh hé thong)

Change Password C6 san néu User Access Control (Kiém soat truy cap nguwdi ding) duoc bat.

(Bbi mat khau)

©C e 60

6.5 Luwu trir két qua

Cac két qua da chon cé thé dwoc lwu triy véi tiy chon xda tiép theo dé gidi phong mét sé dung
lwgng bd nhé clia QlAstat-Dx Analyzer hodc thwc hién chinh sach clia té chirc clia ban vé lwu
gitr di¥ liéu. C4c tép da lwu trir chiva tt ca di¥ liéu quan trong cla cac Ian chay thtr nghiém (vi du:
dir liéu dwerng cong, két qua cac chét phan tich, div liéu két qua tdng thé, v.v.) va cé thé duoc

xem bét ky lic nao trén méi thiét bi QlAstat-Dx Analyzer (tham khao Muc 6.5.2).

Chtrc nang lwu trir c6 thé truy cap thdng qua menu options (tly chon). C6 thé tao cac tép lwu triy

c6 hodc khong cé tiy chon loai bd hodc tai tép lwu trir (Xem Phan 6.5.1).
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Lwu y: Khi xem két qua thr nghiém ctia mét lwu trik, chi cd chirc ndng han ché (tham khao
Muc 6.5.2 d& biét thém thong tin).

6.5.1 Tao lwu trir

6.5.1.1 Tao tép lwu trir ma khéng c6 chirc nang xéa

Dé tao tép lwu triv, hay loc cac két qua can dwoc lwu trie. Nhdn Create Archive (Tao Luu triy) va
loc cho ngay bat dau va ngay két thic mong mubn. Sé két qua da chon dwgc hién thj trén man

hinh. C6 thé lwu trir t6i da 250 két qua trong mot tép lwu triv.

Chi c6 thé chon cac két qua HIS/LIS tai 1én va da hét han dé tao tép Iwu trir. Nhan HIS/LIS
Uploaded (HIS/LIS tai Ién) d& kich hoat tiy chon nay va nhan Create Archive (Tao Lwu tri)
(Hinh 49).

administrator Archive Results 14:20 2020-05-25
°
‘I Available 2 Available 3 Available 4 Available

Run Test
ARCHIVING Create Archive

Create ArcHiE 5 Start Date  2020-05-24 >

Start Time 14:20 >

View
Results

Open Archive >
End Date  2020-05-25>

©

End Time 14:20 >

Options
HIS/LIS Uploaded >

Remove Results >

0 Results Selected

=
o
«Q
o
c
=

Create Archive ® Cancel

Hinh 49. Tuy chon tao lwu triv

Lwu y: Ban nén st dung thiét bj lwu trir USB dwoc cung cap dé lwu trir va truyén di liéu ngan
han. Viéc st dung thiét bj lwu trir USB phai tuan theo cac han ché (vi du: dung lvong bd nhé
hodc nguy co ghi dé), diéu nay can dwoc xem xét trwéc khi stv dung.

Lwu y: Chirc ndng man hinh ché khéng hoat déng trong qua trinh tao lwu trir. Néu User Access
Control (Kiém soat Truy cap Ngudi dung) dwoc bat, khong thuwe thi ding nhap lai dé xac thuc ngudi
dung. Ban khéng nén dé& QIAstat-Dx Analyzer khong dwoc gidm sat trong qua trinh tao lwu trik.
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6.5.1.2 Tao tép lwu trir cé chirc nang xéa

QUAN TRONG: Cac két qua da lwu trir va da xéa khong con xuét hién trén QlAstat-Dx Analyzer
va sé& khoéng phai 1a mét phan cia tép sao lwu hé thdng. Ban nén thwe hién sao lwu hé théng
trwéc khi tiép tuc tao tép Iwu trir bang chirc ndng xéa. Tham khdo Muc 6.8.11 vé tao sao lwu hé
théng.

Néu cac két qua da chon sé& dwoc lwu triv va xéa khoéi QlAstat-Dx Analyzer, hdy tién hanh tao tép
Iwu trlk nhw dwge mo ta trong Muc 6.5.1.2 va kich hoat chirc nang xéa.

Nh&n vao Remove Results (X6a K&t qua) va kich hoat chtrc ndng xéa. Néu qua trinh tao t&p Iwu tri
thanh cong, cac két qua da chon sé tw dong bi x6a khdi QlAstat-Dx Analyzer (Hinh 50).

administrator Archive Results 14:21 2020-05-25

NIRRT UAREEREREENAENEEEEE UANEEREREENNENENENE U
== == == ==

‘I Available 2 Available 3 Available 4 Available °

Run Test
ARCHIVING Create Archive
: Start Date  2020-05-24 > Remove
Create Archive > Results
Open Archive > Start Time 14:20 > Select to remove View
corresponding results Results

End Date  2020-05-25> from this analyzer after

. archive was created.
End Time 14:20 >

©

Fig Options
HIS/LIS Uploaded > Warning: "
Removed results can only
Remove Results > be viewed on QlAstat-Dx

0 Results Selected

=
o
«Q
o
c
=

Create Archive ® Cancel

Hinh 50. Man hinh tily chon Remove results (Xé6a két qua)

Lwu y: Céc két qua da xéa khéng con xuét hién trong QlAstat-Dx Analyzer. Khéng thé thuc hién
chlrc nang in va bao cao va tai Ién HIS/LIS sau khi x6a thanh coéng.

Lwu y: Ban nén s dung thiét bj lwu trir USB dwoc cung cap dé lwu trir va truyén div liéu ngén
han. Viéc st dung thiét bj lwu trir USB phai tuan theo cac han ché (vi du: dung lwvong bé nhé

hodc nguy co ghi d&), diéu nay can dwoc xem xét trdc khi st dung.

Lwu y: Chirc ndng man hinh ch® khdng hoat déng trong qua trinh tao Iwu trir. Néu User Access
Control (Kiém soat Truy cap Nguwoi dung) dwoc bat, khéng thwe thi dang nhap lai dé xac thwc
ngwdi dung. Ban khéng nén dé QlAstat-Dx Analyzer khong duoc giam sat trong qua trinh tao lwu
triv.
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6.5.2 M& lwu triv

Ban chi c6 thé mé& cac tép lwu trir dwoc tao bang phién ban phan mém (ng dung QlAstat-Dx
hién tai hodc cii hon d& xem. Nhan Open Archive (M& Lwu trir) va tai tép lwu trik mong mudn.
Sau khi tai thanh céng lwu triy, nhan vao View Archive (Xem Lwu trir). Trong qua trinh xem két
qua lwu trik, khdng thé bat dau cac lwot chay maoi. Béng tép lwu tri bang nut Close Archive
(Béng Lwu triv) dé 14y lai chirc nang théng thweng (Hinh 51).

administrator Archive Results 14:02 2020-05-18

U WA CEENEENEENNENNNNNEN RN

‘I Available 2 Available 3 Available 4 Available

ARCHIVING
> =)
The archive has been loaded successfully. )

> View

Archive
Click 'View Archive' to browse the content.

Click 'Close Archive' to regain regular functionality. °

Close
Test | Done Archive

Hinh 51. M& man hinh lwu triv

Lwu y: Ban nén s dung thiét bj lwu trir USB dwoc cung cap dé lwu trir va truyén div liéu ngén
han. Viéc str dung thiét bj lwu trtr USB phai tuan theo cac han ché (vi du: dung lvgng bd nhé

ho&c nguy co ghi d&), didu nay cin dwoc xem xét trwée khi stv dung.
6.6 Quan ly ngwoi dung

Phan mém (ng dung QIAstat-Dx rat linh hoat trong viéc hd trg cac tinh hubng s dung khac
nhau. D& quan ly ngwdi dung va quyén, cé sén cac ché dd sau day:

® Ché dd “Single User” (Mdt nguwdi diing): User Access Control (Kiém soat truy cap nguoi
dung) bi v6 hiéu héa va khdng cé sw kiém soat ndo ddi véi ngudi dung déng nhap vao
QlAstat-Dx Analyzer 1.0 dwoc thuc hién. S& c6 san tat ca cac chirc ndng va tinh ning cta
QlAstat-Dx Analyzer 1.0 ma khéng c6 bt ky han ché nao dbi véi tat ca ngudi dung.

e Ché do “Multi-User” (Nhiéu ngudi dung): User Access Control (Kiém soat Truy cap Nguoi
dung) dwoc bat va ngudi diing phai déng nhap trwdc khi thwe hién bat ky hoat déng nao
trén QlAstat-Dx Analyzer 1.0. Cac hoat dong ho dwgc phép thwe hién bj gi¢i han va duwoc
xac dinh theo hd so ngwoi dung.
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Lwu y: Chi c6 s&n tly chon User Management (Quan ly ngwéi dung) déi véi ngudi dung cé hé so
“Administrator” (Quan tri vién) hodc “Laboratory Supervisor” (Giam sat vién phong thi nghiém).

Lwu y: User Access Control (Kiém soat truy cap ngwdi dung) cé thé dwoc bat va tat trong cai
dat General (Chung) trong System Configuration (C4u hinh hé théng) trong menu Options
(Tuay chon).

Tuy chon User Management (Quan ly ngudi dung) cho phép ngudi dung co hd so
“Administrator” (Quan trj vién) va “Laboratory Supervisor” (Giam sat vién Phong thi nghiém) thém
ngudi ding méi vao hé thdng, xac dinh quyén va hd so ngudi ding, va kich hoat hodc hay kich
hoat ngw&i dung.

Lwu y: Ban nén bat User Access Control (Kiém soat Truy cap Ngwdi dung). Trong ché d6 mét
ngudi ding, ngwdi dung thé hién tat ca cac quyén quan tri ma khong cé quyén kiém soat ngudi
dung d&ng nhap vao QlAstat-Dx Analyzer. T4t ca cac chirc nang va tinh nang sé& kha dung ma
khong c6 bat ky han ché ndo. Ngoai ra, ban nén tao it nhat mét tai khoan ngudi dung khéng cé
vai tro “Administrator” (Quan tri vién) khi dang nhap 1an dau. Néu mét ngwdi dung duy nhét cla
QlAstat-Dx Analyzer tdng hop cac vai tro ngudi dung khac nhau, bao gdm ca vai tro
“Administrator” (Quan tri vién), sé cé nguy co cao la quyén truy cap vao phan mém sé bj chan
hoan toan néu ngwdi diing nay quén mat khau.

Bang 5 hién thi cac hd so ngudi dung cé san trong QlAstat-Dx Analyzer 1.0.

Bang 5. C6 sdn hd so ngwoi dung trong QlAstat-Dx Analyzer 1.0

Hb so nguei diing Quyén Vidu
Day da Trach nhiém cung cép dich
VU/CNTT
Laboratory Supervisor ~ Thém ngwdi dung méi Trwdng phong thi nghiém
(Giam sat vién Phong ;s thigu cac xét nghiém méi trong bd suu tap
thi nghiém) xét nghidm

Chay xét nghiém va xem két qua tir tat ca ngudi

dung va tao cac goi ho tro
Advanced User Chay xét nghiém Nha vi sinh, k¥ thuéat vién phong thi
(Nguoi dung néng cao)  yem két qua chi tiét ciia cac thir nghiém ctia riéng nghiém

nguoi dung (vi du: cac so do khuech dai, v.v.)

va tao cac goi ho tro
Basic User Chay xét nghiém Nha cung c&p cham séc strc khde .
(Nguoidung co ban)  xem két qua khong chi tiét clia cac thir nghiem ctia (V1 du: ¥ &, bac s, nguoi hanh nghe

riéng ngudi dung (vi du: cac két qué duong tinh/am chung, v.v.)

tinh) va tao cac goi ho trg
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6.6.1 Truy cap va quan ly danh sach ngudi dung
Thuc hién theo cac bwéc bén dwdi dé truy cap va quan ly ngudi ding hé théng:
1. Nh&n nat Options (Tuy chon) va sau d6 1a nut User Management (Quan Iy ngudi dung)

dé cAu hinh nguwoi dung. Man hinh User Management (Quan ly ngudi dung) xuét hién
trong viing ndi dung ctia man hinh hién thi (Hinh 52).

administrator User MGMT 14:49 2017-03-30
_I Available °
Run Test
USER
administrator s > e
technician s > y
View
labuser = > gEsLite
Options
Log Out
28 Add User [Z] save X cancel

Hinh 52. Man hinh User Management (Quan ly ngwoi dung).
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2. Chon ngwoi dung dé quan ly tr danh sach & cot bén trai ctia vang ndi dung (Hinh 53).

administrator User MGMT

NN
=

_I Available

USER USER OPTIONS
administrator >
technician - >

Password
labuser >

User Active

Assign user profile >

Assign Assays >

Accav Qtatictine S

&0 Add User =] save

Hinh 53. Chon va quan ly ngwoi dung.

3. Chon va chinh stra cac tly chon sau néu can
® User Name (Tén nguwoi dung): Cho phép xem tén ngwdi dung.

e Password (Mat khdu): Cho phép déi mat khdu cho nguwi ding d6

® Cancel

14:49 2017-03-30

Run Test

View
Results

o
o
=
o

pti

-
o
[(=]
o
]
=h

e User Active (yes/no) (Ngu&i dung hoat dong (c6 / khong)): Cho phép thay déi cho du nguoi

dung c6 hoat ddng hay khéng. Nguwoi dung khéng hoat dong khéng dwoc phép dang nhap

hodc thuc hién bat ky hoat ddng nao trén hé théng.

e Assign User Profile (Chi dinh hd so ngui dung): Cho phép chi dinh hd so ngudi dung

khac cho nguwoi dung do (vi du: Administrator (Quan trj vién), Laboratory Supervisor (Giam

sat vién Phong thi nghiém, Advanced User (Ngwoi dung nang cao), Basic User (Nguwoi

dung co ban)). Chon hd so ngwdi diing phi hop tlr danh sach bén phai ciia viing ndi dung

(Hinh 54).
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administrator User MGMT

F

‘I Available

USER USER OPTIONS USER PROFILE

administrator - > Administrator

technician svcereca > B ] Laboratory Supe...

ppan - D eeseeee Advanced User 2
User Active €& ) Basic User
J—— Service Technician
Assign Assays >
Assay Statistics >

28 Adduser E] save ® cancel

Hinh 54. Chi dinh hé so nguwoi dung cho ngwoi ding.

12:03 2017-07-03

Run Test

View
Results

o
T°
=
o
-
w

Log Out

® Assign Assays (Chi dinh xét nghiém): Cho phép xac dinh cac xét nghiém tir co s& di liéu

xét nghiém ma nguwoi dung dwgc phép chay. Chon cac xét nghiém tlr danh sach bén phai

clia vung ndi dung (Hinh 55).

administrator User MGMT

F

—I Available

USER USER OPTIONS ASSAYS

administrator .cous > Resp Panel @)

technician s=rcemzom > )
Password

labuser sovsncenuser S

User Active @

Assign user profile >
Assign Assays >
Assay Statistics >

&O Add User E] Save ® Cancel

Hinh 55. Chi dinh xét nghiém cho ngwei dung.

14:49 2017-03-30

Run Test

View
Results

©

Options

'_
o
Q
o
=
=
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e Assay Statistics (Thdng ké xét nghiém): Hién thj sb 14n xét nghiém dwoc chay béi ngudi

dung da chon (Hinh 56).

administrator User MGMT

F

_l Available
USER USER OPTIONS
administrator v >
technician  TECHN..

Password

labuser : >
User Active

Assign user profile >
Assign Assays >
Assay Statistics 2

&9 Add User

Hinh 56. Xem théng ké xét nghiém.

ASSAY STATISTICS

Resp Panel
Executed tests
15}

Save ® Cancel

14:50 2017-03-30

Run Test

View
Results

©

Options

'_
o
Qa
o
&
=k

4. Nhan Save (Lwu) va Confirm (Xac nhan) dé lwu cac thay dbi. Hodc, nhan Cancel (Hiy) va

Confirm (X&c nhan) dé loai bd cac thay déi.

6.6.2 Thém ngwdi dung

Thuc hién theo cac bwéc bén dwdi dé thém ngwdi dung méi vao QlAstat-Dx Analyzer 1.0:

1. Nh&n nut Options (Tuy chon) va sau d6 1a nit User Management (Quan ly ngudi dung)

d& cAu hinh ngwoi dung. Man hinh User Management (Quan ly nguoi ding) xuét hién

trong viing ndi dung cia man hinh hién thj (Hinh 57).
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administrator User MGMT

F

-I Available
USER USER OPTIONS
administrator > User Name
technician >
labuser : > Pagsudd
>
User Active
Assign user profile >
>
S
28 Adduser E] save X cancel

Hinh 57. Thém ngw&i dung méi.

17:23 2017-03-30

Run Test

View
Results

- (=)
o o
=1 F

2. Nhan Add User (Thém nguwoi dung) & phia dwéi bén trai man hinh dé thém nguwoi ding
m&i vao hé thdng.

3. S& dung ban phim do dé& nhap User Name (Tén ngwdi dung) va Password (Mat khau) cho
ngwdi dung méi.

4. Nhén Assign User Profile (Chi dinh hd so ngwdi diing) va gan hé so ngwdi ding phi hop

(tr danh sach bén phai vung néi dung) cho ngwi dung mai (Hinh 58).
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administrator User MGMT 17:25 2017-03-30

AT
B |
_I Available °
Run Test
USER USER OPTIONS USER PROFILE
administrator - > User Name Administrator e
technician - > MEWHSEr Laboratory Supe... ol
labuser a > P Advanced User gEeits
> Basic User v @
User Active €40 ) . .
) Service Technician Options
Assign user profile >
’ @
> Log Out
&9 Add User Igl Save ® Cancel

Hinh 58. Chi dinh hé so nguoi diing cho nguei diing méi.

5. Nhéan Assign Assays (Chi dinh xét nghiém) va chon cac xét nghiém (tlr danh sach xét
nghiém dwoc hién thi) ma ngwdi dung dwoc phép chay.

6. Nhan Save (Lwu) va Confirm (Xac nhan) dé lwu va lwu triv thong tin méi. Nguwdi dung méi
da dwoc thiét 1ap va ngay lap tirc dwoc phép dang nhap vao QlAstat-Dx Analyzer 1.0.

6.7 Quan ly xét nghiém

T& menu Assay Management (Quan Iy xét nghiém), c6 thé quan ly cac xét nghiém va truy cap
thong tin va thdng ké lién quan dén xét nghiém.

Lwu y: Chi c6 sén tly chon Assay Management (Quan ly xét nghiém) déi véi nguei diing ¢ hd so

“Administrator” (Quan trj vién) hodc “Laboratory Supervisor” (Giam sat vién phong thi nghiém).
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6.7.1  Quan ly cac xét nghiém co6 sén

Thue hién theo cac buwédc bén dudi dé quén ly QlAstat-Dx Analyzer 1.0:

1. Nh&n nat Options (Tuy chon), sau d6 nhan nit Assay Management (Quan ly xét nghiém)

dé truy cap man hinh Assay Management (Quan ly xét nghiém). Cac xét nghiém c6 sén

dwoc liét ké trong cot dau tién cha vung ndi dung (Hinh 59).

administrator

F

_I Available

AVAILABLE ASSAYS
Resp Panel

D(— Import

Assay MGMT

08437015450506
Assay active

Assay ID
08437015450506

Assay Description
Respiratory Panel

Assay Version

1.0

Assay Notes >

Type of Samples >

E Save ® Cancel

Hinh 59. Quan ly cac xét nghiém c6 san.

2. Nhan tén cla xét nghiém dé quan ly & cot bén trai ctia ving ndi dung.

3. Chon mét trong céac tuy chon dwoc liét ké trong Bang 6 (trang sau).

14:50 2017-03-30

Run Test

View
Results

©

Options

-
o
Qa
o
(3
=h
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Bang 6. Cac tuy chon quan ly xét nghiém

Tuy chon

Mo ta

Assay Active
(Xét nghiém hoat déng)

Assay ID
(ID Xét nghiém)

Assay Description

(M0 ta xét nghiém)
Assay Version

(Phién ban xét nghiém)
LIS assay name

(Tén xét nghiém LIS)
Assay Notes

(Lwu y vé xét nghiém)
Type of Samples

(Loai mau)

List of Analytes
(Danh sach cac chat
phan tich)

List of Controls (Danh
sach cac chét kiém soat)
Assay Statistics

(Thong ké xét nghiém)

Epidemiology report
(Béo céo dich té hoc)

NGt nay cho phép thiét Iap mot xét nghiém thanh hoat déng hodc khéng hoat déng.
Lwu y: Chi co thé thir nghiém céc 6ng xét nghiém QIAstat-Dx cho mot xét nghiém cu thé

néu xét nghiém hoat déng.

Cung cép s6 nhan dang xét nghiém.

Cung cap tén xét nghiém.

Cung cép phién ban xét nghiém.

Cung cép thong tin vé xét nghiém LIS.
Cung cap thong tin bd sung vé xét nghiém.

Cung cép danh séach céc loai mau khac nhau duoc hé tro' béi xét nghiém.

Cung cép danh sach cac chat phan tich duoc phat hién va xac dinh bang xét nghiém.

Cung cép danh sach cac chét phan tich kiém soat dwoc thuc hién trong xét nghiém.

Cung cép s6 luong thL’P nghiém tieng chay trén QlAstat-Dx Analyzer 1.0 cho xét nghiém
da chon, cling nhw s6 lwgng thtr nghiém dwong tinh, am tinh, that bai va bi hay.

Cung cép tiy chon tao bao céo dich t& hoc cho pham vi ngay da chon.

6.7.2 Tao bao cao dich t& hoc

Bao céo dich t& hoc la bao céo trong do cac két qua xét nghiém cho trng mam bénh cla xét

nghiém dwoc tinh dbi véi mot xét nghiém va khoang thoi gian da chon.
Thwce hién theo cac buéc dwéi day dé tao bao cao dich té hoc:

1. Thuwe hién theo cac budc tlr 1 dén 3 tir Quan ly cac xét nghiém c6 san.

2. Cuon xubng cubi cac tily chon duorc liét ké trong Bang 6 va nhap vao Epidemiology
Report (B&o céo Dich té hoc).

3. Chon From Date (Tt ngay), 1a ngay bat dau tinh két qua va Until Date (DPén ngay), 1a ngay
cubi cuing tinh két qua.

4. Lwuy: Tinh ca T& ngay va Dén ngay.

5. Nhép vao Save Report (Luu Bao céo).

6. Chon mét vi tri noi bao cao sé dugc lwu.

Lwu y: Trong Epidemiology Report (Bao cao Dich té hoc), cot “Positive results” (Két qua
dwong tinh) d& cap dén cac tac nhan gay bénh “detected” (d4 phat hién) va cot “Negative
results” (K&t qua am tinh) d& cap dén cac tac nhan gay bénh “not-detected” (chwa phat

hién). Cac két qua “Equivocal” (Khéng rd rang) duoc liét ké trong mot cot riéng biét.
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6.7.3 Nhap cac xét nghiém mai

Thuc hién theo cac bwéc bén dwdi dé& nhap cac xét nghiém mai vao QlAstat-Dx Analyzer 1.0:

1.

Lap thiét bj lwu trir USB chiva (cac) Tép dinh nghia xét nghiém dé nhap vao cdng USB cla
QlAstat-Dx Analyzer 1.0.

Lwu y: Ban nén st dung thiét bi lwu trir USB dwoc cung cAp dé lwu tri va truyén di liéu
ngén han. Viéc st dung thiét bj lwu triy USB phai tuan theo cac han ché (vi du: dung lwong
bd nhé hodc nguy co ghi dé), diéu nay can dugc xem xét trwde khi st dung.

Dé& nhap (cac) xét nghiém méi vao QlAstat-Dx Analyzer 1.0, nhan nat Options (TUy chon)
va sau do la nut Assay Management (Quan ly xét nghiém). Man hinh Assay Management
(Quan ly xét nghiém) xuét hién trong viing ndi dung ctia man hinh hién thi (Hinh 60).

administrator Assay MGMT 11:07 2020-09-28

URIIRENEENEREENENN WNEENEREERNNEENENN CENEENEENNENNENNEN NN
_I Available 2 Available 3 Available 4 Available

AVAILABLE ASSAYS Assay01

> Assay Active

Assay ID View
00000000000001 Results

Run Test

v

Assay Description
English description

©

Assay Version

Options
1.0

LIS assay name >

Assay Notes

A\
-
o
(=]
O@
c
s

E Import Save ® Cancel

Hinh 60. Man hinh Quan ly xét nghiém.

Nhén bidu tweng Import (Nhap) & phia dwéi bén trai man hinh.

Chon Tép Binh nghia Xét nghiém tw thiét bi lwu trir USB twong rng v&i xét nghiém sé duoc
nhap. D& dwoc hé théng nhan dién, Tép Binh nghia Xét nghiém phai dwoc chira trong thw
muc gbc.

Mot hdp thoai sé xuét hién d& xac nhan tai tép 1&n.

Mat hop thoai c6 thé xuét hién dé& ghi dé phién ban hién tai bdng mét phién ban maéi. BAm
yes (c6) dé ghi de.
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7. Xét nghiém sé& hoat dong bang cach chon Assay Active (Xét nghiém hoat déng) (Hinh 61).

administrator Assay MGMT 11:07 2020-09-28

_I Available 2 Available 3 Available 4 Available °

Run Test
AVAILABLE ASSAYS Assay01
Assay01 > Assay Active e
Respiratory > Assay D View
00000000000001 Results

Assay Description
English description

©

Assay Version

Options
1.0

LIS assay name >

©

Assay Notes >
Log Out
E Import Save ® Cancel

Hinh 61. Kich hoat xét nghiém.

6.8 Céau hinh QlAstat-Dx Analyzer 1.0

Trong menu System Configuration (C4u hinh hé théng), cé thé quan ly hé thdng QlAstat-Dx
Analyzer 1.0 va xac dinh cac tham sé theo viing cu thé.

6.8.1 Cai dat khu vuc
Thuc hién theo cac bwéc bén dwdi dé ciu hinh cai dat khu viee ctia QlAstat-Dx Analyzer 1.0:
1. Nhan nit Options (TUy chon), sau d6 nhan nat System Configuration (CAu hinh hé théng).

2. Chon Regional (Khu virc) tir danh sach Settings (Cai dat) & cot bén trai. Chon va xac dinh

cac cai dat dwoc liét ké trong Bang 7 néu can.

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021 74



Bang 7. C6 san cai dat khu vwc

Cai dat

Mb ta

Date (Ngay)

Time (Thoi gian)

Time Zone (Mui gi®)

Date format
(Binh dang ngay
thang)

Date separator
(B6 tach ngay thang)

Time format
(Binh dang thoi gian)

Language (Ngén ngir)

Xac dinh ngay pt]a hé théng (nam, thang, ngay) (Hinh 62). Cai dat nay dwoc ddng bd hoa
tw dong khi thiét bi dwoc két ndi véi QlAsphere Base.

Xac dinh thg‘)ri gian hé tht‘Jng (gi®, phat). Cai dat nay dwgc déng bd hoa ty dong khi thiét bj
duoc két ndi véi QlAsphere Base.

Xac dinh mui gio ciia hé thdng. Cai dat nay c6 thé can duoc diéu chinh theo cach tha cong
sau khi két ndi voi QlAsphere Base dworc thiét 1ap, vi né hién khéng dwoc dong bd hoéa tw
daong.

Xac dinh dinh dang ngay thang. C6 s&n céc tuy chon sau (Hinh 63):

DD-MM-YYYY

DD-MM-YY

MM-DD-YYYY

YYYY-MM-DD (mac dinh)

YY-MM-DD

Xac dinh bd tach ngay thang. Cé sén cac tly chon sau (Hinh 64):

“~ (mac dinh)

o

X&c dinh dinh dang thdi gian. Cé sén céc tuy chon sau (Hinh 65):
24 gio (hh:mm:ss) (mac dinh)
12 gi& (hh:mm:ss a.m./p.m.)

Tiéng Anh (méc dinh)

administrator

System Config 15:14 2020-10-30

_I Available

SETTINGS
Regional
HIS/LIS
QlAsphere Base
General

Printer

Network

Network Share

2 Available 3 Available 4 Available °

Run Test
REGIONAL SETTINGS DATE
> Date > e
> Time > .
> Time Zone > fiEaults
> Date Format > 20 10 30 @
> Date Separator > Options
> Time Format >
> Language >

'_
o
«Q
o
[ =
=

Save ® Cancel

Hinh 62. Cai dat ngay thang ctia hé théng.
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administrator

System Config

15:14 2020-10-30

‘I Available

SETTINGS
Regional
HIS/LIS
QlAsphere Base
General

Printer

Network

Network Share

2 Available

VooV VWV VWV

REGIONAL SETTINGS

Date >
Time >
Time Zone >

Date Format
Date Separator >
Time Format >

Language >

3 Available

4 Available

DATE FORMAT

DD-MM-YYYY
DD-MM-YY
MM-DD-YYYY
YYYY-MM-DD 4

YY-MM-DD

|§| Save ® Cancel

Run Test

View
Results

©

Options

-
(=]
(=]
o
=
=1

Hinh 63. Cai dat dinh dang ngay thang cua hé théng.

administrator

System Config

15:14 2020-10-30

‘I Available

SETTINGS
Regional
HIS/LIS
QlAsphere Base
General

Printer

Network

Network Share

2 Available

VoV VLV VWV

’

REGIONAL SETTINGS

Date >
Time >
Time Zone >
Date Format >

Date Separator
Time Format >

Language >

Hinh 64. Cai dat bo tach ngay thang cta hé théng.

3 Available

4 Available

DATE SEPARATOR
2020.10.30

2020-10-30 &
2020_10_30
2020/10/30

2020:10:30

|§| Save ® Cancel

v
c
3
—
®
1]
a

View
Results

(@]
=
>
7]

pti

-
o
Q
o
c
=h
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administrator System Config 15:152020-10-30

-I Available 2 Available 3 Available 4 Available °

Run Test
SETTINGS REGIONAL SETTINGS TIME FORMAT
Regional > Date > 24 hours v e
HIS/LIS > Time > 12 hours (am/pm) o
QlAsphere Base > Time Zone > PR
General > Date Format >
Printer > Date Separator > Options
Network > Time Format >
Network Share > Language >

~ . . ~

Save ® Cancel

| 5
| [l=]
| o
| S

Hinh 65. Cai dit dinh dang thi gian chia hé théng.

6.8.2 Caidat HIS/LIS

Tham khdo Muc 7.

6.8.3 Cai dat QlAsphere Base

QlAsphere két néi khach hang véi hé sinh thai ki thuat sb toan dién ciia QIAGEN dé mang lai
trai nghiém ngudi dung doc dao, ddng théi cai thién tinh hiéu qua va an toan cta phong thi

nghiém théng qua két néi dwa trén dam may. Hé théng QlAsphere bao gém céac thanh phan sau:

e Cac thiét bi s8n sang cho QlAsphere tir QIAGEN, c6 thé két néi véi giai phap QlAsphere

e ng dung QlAsphere dé giam sat thiét bi, cé sin cho cac thiét bj di dong va trinh duyét web
dé str dung trén may tinh dé ban

e QlAsphere Base la thiét bi cong két néi Internet Van vat (Internet of Things, loT) dé giao tiép

mang an toan.

Dé biét thém thong tin, hay xem QIAGEN.com/QlAsphere.

Thuyc hién theo cac buwédc dusi day dé két néi QlAstat-Dx Analyzer véi QlAsphere Base. Dé két

ndi v&i QlAsphere Base, hdy dam bao rang ca hai thiét bj déu duoc két néi véi cling mot mang.

1. Nhén nut Options (Tuy chon), sau d6 nhan nGt System Configuration (C4u hinh Hé théng).
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2. Chon QlAsphere Base tir danh sach cai dat trong cét bén trai (Hinh 66).

administrator System Config 15:15 2020-10-30

-I Available 2 Available 3 Available 4 Available °

Run Test
SETTINGS QlAsphere Base Host Settings
Regional > Host IP address / Host name
Communication localhost
HIS/LIS > ] )
Host Settings > P View
QlAsphere Base > ospe sl
443
General >
Password
Printer > cesssssss Options
Network > Timeout (seconds)
Network Share > 5

,_
o
[ta]
o
c
=

~ . . ~

Igl Save ® Cancel

Hinh 66. Dinh c4u hinh két n6i QlAsphere Base

3. Chon va x&c dinh céac tuy chon trong Bang 8 theo hwéng dan tr quan tri vién mang.

Bang 8. Cai dat QlAsphere base

Tuy chon M6 ta

Enable Host Communicator Bat két 'nc‘)i voi QlAsphere Base. Menu con Host Settings (Cai ddt May chu) chi hoat
(Bat Trinh lién lac May chu) dong néu “Host Communicator” (Trinh lién lac May chu) dwoc bat.

IP address/Host name Xéac dinh dia chi IP ma c6 thé lién lac v&i QlAsphere Base tai d6.

(Bia chi IP/Tén may chi)

Host port (Céng may chii) Xac dinh cdng may chi ma c6 thé lién lac v&i QlAsphere Base tai do.

Password (Mat khéu) Xac dinh mat khdu duoc yéu cau dé két ndi véi QlAsphere Base.

Timeout (seconds) Xac dinh khoang thoi gian cho tinh bang gidy ma sau d6 qua trinh kiém tra két ndi sé
(Thoi gian cho (giay)) bi hdly bé khi khong thé lién lac véi QlAsphere Base.

Check connectivity Nhén vao nat nay dé kiém tra xem két ndi voi QlAsphere Base c6 thé duoc thiét lap
(Kiém tra két néi) hay khéng.

Lwu y: Trang thai hién tai cia QlAsphere Base c6 thé khong dwoc hién thi ngay lap tic trong
rng dung QlAsphere.

Lwu y: Ngay va gid cla thiét bi dwoc ddng bo hoa tw dong sau khi két néi véi QlAsphere Base
dwoc thiét lap. Mac du vay, mui gie can dwoc diéu chinh theo cach thi cong.
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6.8.4 Cai dat chung
Thuwe hién theo cac bwéc bén dwdi dé thay dbi cai dat khu viec ctia QlAstat-Dx Analyzer 1.0:

1. Nhan nut Options (TUy chon), sau d6 nhan nat System Configuration (CAu hinh hé théng).

2. Chon General (Chung) tr danh sach Settings (Cai dat) & cot bén trai. Chon va xac dinh
céc tuy chon duoc liét ké trong Bang 9 néu can.

Bang 9. Cé san cai dat chung

Cai dat

Mo ta

User Access Control
(Kiém soat truy cap nguoi
dung)

Automatic log-off tlme
(Thoi gian dang xuat tw
dong)

Require password before
executing assay

(Yéu cau mat khau trudc
khi thyc hién xét nghiém)

Use Patient ID
(St dung ID Bénh nhan)

Prefer Patient ID Bar Code
(Uu tién ma vach ID bénh
nhan)

Patient ID Mandatory
(Bat budc ID bénh nhan)

Sample ID Mandatory
(Bat budc ID bénh nhan)

Prefer Sample ID Bar Code
(Uu tién ma vach ID mau)

Exclude Modules
(Loai trte M6-dun)

Number of Results Per
Page (S6 lwgng két qua
trén maoi trang)

Cho phép User Access Control (Klem soat truy cap nguoi dung), yéu cau titca
ngudi dung dang nhap vao hé thong va gidi han ngwoi ding chi thye hién céac hoat
dong dwoc cho phép béi hd so ngudi ding cla ho.

Khi tuy chon nay khéng duwoc bat, khdng thé phan biét cac nguoi dung. TAt ca cac tinh
nang sé co san nhw thé chiing du’uc diéu hanh béi hd so cltia “Administrator” (Quan tri
vién tryc tuyén).

Tuay chon nay dwoc bat theo mac dinh.

Chi hoat dong néu User Access Control (Kiém soat truy cap nguwoi ding) dwgc bat.
Cai dat nay xac dinh khoang thoi gian sau dé ngwoi dung sé tw dong dang xuat khoi
hé thong vi QlAstat-Dx Analyzer 1.0 chwa nhan dwgc dau vao ngwdi dung. Pham vi
cho phép la 5 phut Ién t¢i 99:59 gi¢. Mac dinh: 30 phut.

PAu vao cla ngu’o'| dung, chéng han nhuw di chuyen con trd, nhap chudt, nhan phim
trén ban phim ngoai hoac cham vao man hinh cam rng, dat lai th&i gian dang xuat ty
dong.

Néu ngudi dung d& nhap dir liéu (vi du: trong man hinh Run Test (Chay th& nghiém))
khi xay ra dang xuat tw déng, nhirng di¥ liéu nay sé bi mat.

Chi hoat dong néu User Access Control (Klem soat truy cap ngu’ol dung) dwoc bat

Khi cai dat nay dugc kich hoat, tat ca nguoi ding sé dwgc yéu cau nhap mat khau sau
khi nhan nat Confirm (Xac nhan) trwde khi thye hién xét nghiém.

Véi Use Patient ID (St dung ID Bénh nhan) dugc kich hoat, Phan mém QIAstat-Dx sé&
cung cap tuy chon cho ngudi dung dé nhap ID bénh nhan hodc quét ID bénh nhan khi
chuan bi chay thtr nghiém (xem Muc 5.3).

Xac dinh xem nguwdi dung sé dwoc nhic quét ID bénh nhan bing cach st dung dau
doc ma vach.

Méc dinh: Disabled (T4t).

Chi hoat dong néu Use Patient ID (S& dung ID Bénh nhan) duoc bat. Khi duwoc kich
hoat, ngwoi dung sé dwoc yéu cau nhap ID benh nhan triedre khi thwe hién xét nghiém.

Khi khong dworc kich hoat, nguwdi dung cé thé dé tréng trueong patient ID data (d@ liéu
ID bénh nhan).

Méac dinh: Disabled (Tét).
Khi dwoc kich hoat, ngwdi dung sé dwgc yéu ciu nhéap ID méu trwde khi thwe hién xét

nghiém. Khi khong dworc kich hoat, nguwdi dung cé thé dé trong trwong Sample ID data
(d@ liéu ID mau) va ID mau duy nhat sé dwgc QlAstat-Dx Analyzer 1.0 tw dong tao.

Méc dinh: Disabled (T4t).

Xac dinh xem nguwdi dung dwoc nhic quét ID mau bing cach st dung dau doc
ma vach.

Méc dinh: Disabled (Tét).

Cho phép kha nang loai tre cac M6-dun Phan tich duoc chi dinh khdi chay ther
nghiém. Biéu nay co thé hiru ich trong treang hop mé-dun bi nghi ngd ¢ sw c.
Méc dinh: Disabled (T4t).

Cai d&t nay xac dinh sé lvong két qua dwoc hién thj trén méi trang trong man hinh
View Results (Xem két qua).
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Cai dat Mo ta

Show Previously Logged-in  Chi hoat ddng néu User Access Control (Kiém soat truy cap ngwdi dung) duoc bat,

User IDs Khi cai dat nay dwoc bat, danh sach nguwoi dung da dang nhap truwdc dé sé dwoc hién
(Hién thj ID ngwdidung d&  thi trén man hinh dang nhap.

dang nhap trugc do) Mac dinh: Enabled (Bat).

Require Password to Log Chi hoat dong néu User Access Control (Kiém soat truy cap nguoi dung) dwoc bat.,
In (Yéu cau mat khau dé Khi cai dat nay dwoc bat, téxt ca ngwdi dung phai nhap mat khau dé dang nhap. Khi tat,
dang nhap) chi can c6 ID ngwoi dung dé dang nhap.

Mac dinh: Enabled (Bat).

Max. Number of Technical ~ Sé lwong tép nhat ky ky thuat cé thé dwoc ngudi dung thay déi.
Log files (SO lvong tép
Nhat ky Ky thuat Toi da)

Restore Factory Default Cho phép dét hé thdng tré lai tAt ca cac cai dat méc dinh cGa nha may.
(Khéi phuc méc dinh cda
nha may)

6.8.5 Caidat may in

Tuy chon cai d&t Printer (May in) cho phép lwa chon may in clia hé théng. QlAstat-Dx Analyzer
1.0 cho phép st dung cac may in dwoc ndi mang hodc may in duoc két ndi véi Mé-dun Hoat
doéng théng qua cac cdng USB & phia sau thiét bi.

Thuc hién theo cac bwéc bén dwéi dé sira dbi cai dat may in cia QlAstat-Dx Analyzer 1.0:
1. Nhan nut Options (Tuy chon), sau d6 nhan nut System Configuration (CAu hinh hé théng).
2. Chon Printer (May in) ttr danh sach cai dat & cot bén trai.

3. Chon mét may in tir danh sach cac may in cé sén (Hinh 67).

administrator System Config 1516 2020-10-30

== e
A‘ Available 2 Available 3 Available 4 Available

Run Test
SETTINGS SELECT A PRINTER
Regional > PRINTER v e
HIS/LIS > S
QlAsphere Base > Results

General > @
Printer > gptions
Network >

Network Share >

E] save ® cancel

Hinh 67. Chon mét may in ctia hé théng.

Dé cai dat may in qua USB hoac ethernet, hay tham khao Phu luc 11.1.

| 5
| o
| o

=1
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6.8.6 Cai dat mang

Tuy chon Network (Mang) cho phép két néi QlAstat-Dx Analyzer 1.0 v&i mot mang, cho phép
truy cap vao cac may in dwoc ndi mang va cung cap két ndi véi HIS/LIS. Lién hé véi quan tri vién
mang dé biét chi tiét v& cach ciu hinh cai dat mang.

Thue hién theo cac bwéc sau dé& xac dinh cai dat mang:

1. Nhén nat Options (Tuy chon), sau d6 nhan nat System Configuration (Cu hinh hé théng).

2. Chon Network (Mang) tlr danh sach cai dat & cot bén trai (Hinh 68).
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Run Test
SETTINGS NETWORK SETTINGS IPv4 SETTINGS
Regional > Enable IPV6 Obtain IPv4
CD address autom.
HIS/LIS > 5 o
QlAsphere Base > Results
Enable IPv4
General > @
IPv4 Settings >
Printer > Options
Network >
>
Network Share > @
Enable CUPS B Obtain DNS
- * an Log Out

Save ® Cancel

Hinh 68. C4u hinh cai dit mang.

3. Chon va xac dinh céac tly chon trong Bang 10 theo hwdng dan tlr quan tri vien mang.
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Bang 10. Cai dat mang

Tuy chon Mo ta
Enable IPv6 Cho ph’ép st dung giao thirc IPv6. Menu con IPv6 Settings (Cai dat IPv6) chi hoat
(Bat IPv6) dong néu “Enable IPv6” i(Bat IPv6) duoc bat.

Obtain IPv6 address
automatically
(Tw dong lay dia chi IPv6)

IPv6 Address
(Dia chi IPv6)

Subnet Prefix Length
(b6 dai doan dau mang
phu)

Enable IPv4
(Bat IPv4)

Obtain IPv4 address
automatically
(Tw dong lay dia chi IPv4)

IPv4 Address
(Bia chi IPv4)
Subnet Mask
(Mat na mang phu)

Default Gateway
(Cong mac dinh)

Obtain DNS address
automatically
(Tw dong lay dia chi DNS)

Preferred DNS Server
(May chi DNS wu tién)

Alternate DNS Server
(May cha DNS thay thé)

Cho phép thiét bj c6 dwoc dia chi IPv6 tir mang bang cach s dung DHCP.

Xac dinh dia'chi IPv6 duoc cAu hinh thi cong clia Mo-dun Hoat dong. Tuy chon nay chi
hoat ddng néu Obtain IPv6 address automatically (Tw ddng lay dia chi IPv6) dworc tat.

Xac dinh do dai doan dau mang Qhu IPv6. Tuy chon néy, chi hoat déng néu Obtain IPv6
address automatically (Tw dong lay dia chi IPv6) duogc tat.

Cho phép st dung giao thirc IPv4. Menu con IPv4 Settings (Cai dat IPv4) chi hoat
dong néu “Enable IPv4” i(Bat IPv4) dwoc bat.

Cho phép thiét bi c6 dwoc dia chi IPv4 tir mang bang cach st dung DHCP.

Xac dinh dia'chi IPv4 dwoc céu hinh tha cdng ctia M6-dun Hoat dong. Tuy chon nay chi
hoat ddng néu Obtain IPv4 address automatically (Ty dong lay dia chi IPv4) duorc tat.

Xac dinh do dai doan dau mang Qhu IPv4. Tuy chon néy'chi hoat ddng néu Obtain IPv4
address automatically (Tw dong lay dia chi IPv4) dwgc tat.

Xac dinh cér)g mac dinh IPv6 hoac IPv4, tuy thudc cai gi dwcyc’bét. Tuy chon nay chi
hoat ddng néu “Obtain IPv6 address automatically” (Tw dong lay dia chi IPv6) hodc
“Obtain IPv4 address automatically” (Tw dong lay dia chi IPv4) dugc tat.

Cho phép thiét bj c6 dwoc cu hinh DNS tir mang bang céch st dung DHCP.

Xac dinh may chi DNS chinh. Tay chon nay chi hoat dong néu “Obtain DNS address
automatically” (Tw dong lay dia chi DNS) dworc tat.

Xac dinh may chtd DNS phu. Tuy chon nay chi hoat dong néu “Obtain DNS address
automatically” (Tw dong lay dia chi DNS) duoc tat.

6.8.7 Network Share (Chia sé Mang)

Tuy chon Network Share (Chia s& Mang) cho phép Iwa chon chia sé mang. QlAstat-Dx Analyzer
1.0 cho phép st dung chia sé mang chay trén hé diéu hanh Windows®.

Thuwe hién theo cac bwédc bén dwdi dé& thém chia sé mang cla QlAstat-Dx Analyzer 1.0:

1. Nhén nut Options (Tuy chon), sau d6 nhan nit System Configuration (C4u hinh Hé théng).
2. Chon Network Share (Chia sé Mang) tlr danh sach cai dat & cot bén trai.

3. Nhén nit Add new share (Thém chia sé& mé&i) (Hinh 69).
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Run Test
SETTINGS NETWORK SHARE SHARE SETTINGS
Regional > Add new share > Local alias e
HIS/LIS > New Share :
View

QIAsphere Base > IP address / Server name Results
General >

Share name
Printer > Options
Network > )

Folder
Network Share > @
- h Log Out

Save ® Cancel

Hinh 69. Thém chia sé mang.
4. Chon va x&c dinh céc tuy chon trong Bang 11 theo hwéng dan tir quan tri vién mang.

Bang 11. Cai dat chia sé mang

Tuy chon M6 ta

Local Alias Xac dinh tén cho muc nhap trong d6 cé thé chon chia sé trong cac menu khac clia tng
(Bi danh Cuc bd) dung (vi dy: khi lwu ban sao Iwu).

IP address/Server name  Xac dinh may chu hoéac dia chi IP dang Iwu trir chia sé mang.

(Pia chi IP/Tén may

chu)

Share name Xac dinh tén cla chia sé mang.

(Tén chia sé)

Folder Xac dinh dwong dan dén mot thu muc cu thé trén chia sé mang. Buong dan st dung “/”
(Thw muc) (khdng c6 dau ngoac kép) dé phan tach cac tén thw muc (vi du: “thu muc/thw muc con”).
Domain name Xac dinh mién ma may chii lwu tri¥ chia sé mang dwoc chi dinh.

(Tén mién)

User name Xac dinh tén ngudi dung dwoc st dung dé két ndi voi chia sé mang. Xin Ivu y rang ngudi
(Tén nguwdi dung) dung phai cé quyén ghi vao chia sé mang.

Password (Mat khéu) Xac dinh mat khau dwoc st dung dé& xac thuc tén nguoi dung.

Check connectivity Kiém tra xem c6 thé thiét lap két ndi voi chia sé mang hay khong. M6t cira s bat én véi
(Kiém tra két néi) két qua cua lan thir két ndi dwoc hién thi.

Remove Share Xoa Chia sé Mang da dinh c4u hinh.

(Xo6a Chia sé) Lwu y: Nut nay chi hién thj khi chinh stra mét Chia sé Mang hién co6.

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021



6.8.8 Nhat ky hé thdng

Nhat ky hé thdng ghi lai thdng tin chung vé viéc s&r dung M6-dun Hoat ddng va Phan tich, chang
han nhuw thém hodc xéa ngwdi dung va thém hodc xda xét nghiém, dang nhap, dang xuét, bat
dau th& nghiém, v.v. Nhan nat Options (Tuy chon), sau d6 nhan nat System Configuration
(CAu hinh hé thdng), va nit System Log (Nhat ky hé thdng) dé truy cap théng tin nhat ky hé
thdng. “System Log Capacity“ (Dung lwgng nhat ky hé théng) cé thé dwoc hién thi & gitka man
hinh, theo sau & ndi dung nhat ky. Nhan Export Log File (Xuét t&p nhat ky) dé& xuét néi dung
(Hinh 70).
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_I Available 2 Available 3 Available 4 Available

Run Test
SETTINGS SYSTEM LOG
oo -
System Log Capacity
i Refresh
Printer > 100 MByte e
Network > 2020-10-30 15:10:28: Analytical module (serial numb R
) Results
2020-10-30 15110 e (serial number: 2!
Network Share > 202010-3015 2l number: 111111111) added to slot 1
2020-10-3 wVersion=1.4.0 on=1.70.0 Serial=
System LOg > 2020-10-30 1510:26: AN 4(444444444): ThermalUnitPWRL Hw\ersion=1.4.0 Swiersion=1.70.0 Serial=
) 2020-10-3 = d sion=1.4.0 Sw sion= Options
Version Info > 2020-10-3 wVversion=14.0 Swversion=2 2
2020-10-3 ersion=2.2066 Serial=44444444
System Update > 2020-10-30 15:10:26: AM 4{d44444444) QPcrSensor i0n=0.0.1 Sw\Version=0.6.7 Serial=444444444
System Backup > Page 10f 7 > A @
Log Out

E% Export Log File

Hinh 70. Truy cap nhat ky hé théng.

Lwu y: Dé c6 thong tin ho tror ddy di vé thir nghiém hoac tat ca cac thir nghiém thét bai, ban nén
st dung chirc néng goéi hd tro thay thé (tham khao 5.4.7).

6.8.9 Théng tin phién ban va thda thuan cp phép phdn mém
Nh&n nat Options (TUy chon), sau d6 nh&n nut System Configuration (C4u hinh Hé théng) va

Version Info (Théng tin Phién bén) dé& xem phién ban Phan mém QlAstat-Dx, s6 sé-ri, phién ban

vi chwong trinh cho Mé-dun Phan tich d& cai dat va théa thuan cip phép phan mém.
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6.8.10 Cap nhat hé thdng
QUAN TRONG: Yéu cau phan mém phién ban 1.1 tr& 1&én dé cap nhat lén phdn mém phién ban 1.4.

Dé dam bao hiéu suét tt nhat, vui lIdng xac nhan ban dang st dung phdn mém phién ban cap
nhat nhat. Lién hé véi Bé phan Dich vu Ky thuat cia QIAGEN tai support.giagen.com dé dwoc
hd tro nang cap phan mém.

DPé cap nhat hé thdng QlAstat-Dx Analyzer 1.0, nh&n nit Options (Tuy chon), sau dé la nut
System Configuration (C4u hinh hé thdng) va System Update (Cap nhat hé thdng). Chon tép
.dup thich hop dwoc lwu triy trén thiét bi lwu trir USB dé cap nhat hé thc“')ng Ién phién ban méi
hon. M6t thong bao sé& xuét hién khuyén nghi ring viéc sao lwu hé théng dwoc thue hién trudc
tién (tham khao Muc 6.8.11) (Hinh 71). Sau khi cap nhat, ngudi ding c6 thé duoc yéu cau tit va
khéi dong lai QlAstat-Dx Analyzer 1.0.

Performing a backup is
recommended before
updating

@ Proceed ® Cancel

Hinh 71. Thwc hién cap nhat hé théng.

Lwu y: D& dam bao cap nhat phan mém kip thoi tir phién ban phdn mém 1.2 tré xudng, ban nén
lam theo quy trinh tiép theo trwdc va sau khi cap nhat:

Trwéc khi cap nhat, didéu hwéng tlr man hinh chi dén “Options” (Tuy chon) > “System Config”
(CAu hinh Hé théng) > trong “Settings” (Cai dat), chon “General” (Chung) > trong “General
Settings” (Cai dat chung)
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1. Cudn xudng (vudt Ién) va tim trwéng “Number of results per page” (S6 lwgng két qua trén
méi trang)

2. Nhan vao tredng “Number of results per page” (S6 lwong két qua trén mdi trang)

3. Thay déi gia tri thanh “100” va nhan enter

4. Nhan “Save” (Lwu) trén thanh dudi cung dé lwu cai dét.

Sau khi cap nhat phan mém hoan tat, hay dwa sé lwgng két qua trén méi trang vé cai dat trude
d6. Bé lam diéu nay, didu hwéng tr man hinh cha dén “Options” (Tuy chon) > “System Config”
(CAu hinh Hé théng) > trong “Settings” (Cai dat), chon “General” (Chung) > trong “General
Settings” (Cai dat chung)

5. Cudn xudng (vubt 1én) va tim trweerng “Number of results per page” (Sé lwong két qua trén
mdi trang)

6. Nhén vao trueng “Number of results per page” (Sb lwong két qua trén mdi trang)

7. Thay ddi gia tri tlr “100” thanh “the value previously displayed” (gia tri dwoc hién thj trudc
d6) va nhan enter

8. Nhén “Save” (Lwu) trén thanh dwéi cung dé& lwu cai dat.

Lwu y: Ban nén s dung thiét bj luu trir USB dwoc cung cAp dé lwu trir va truyén di liéu ngén

han. Viéc st dung thiét bj lwu trir USB phai tuan theo han ché (vi du: dung lwong bé nhé hodc

nguy co ghi dé), didu nay can dwoc xem xét trwée khi st dung.

Lwu y: Chirc ndng man hinh ch® khéng hoat ddng trong qua trinh cap nhat hé théng. Néu User
Access Control (Kiém soat Truy cap Nguwdi dung) dwoc bat, khong thue thi ding nhap lai dé xac
thwe ngudi dung. Ban khéng nén dé QlAstat-Dx Analyzer khong duwoc giam sat trong qué trinh
cap nhat hé théng.

6.8.11 Sao lwu hé théng

Dé sao lwu hé théng QlAstat-Dx Analyzer 1.0, nhan n(t Options (Tly chon), sau d6 nhan nit
System Configuration (CAu hinh Hé théng) va System Backup (Sao lvu Hé théng) (Hinh 72,
trang sau). C&m thiét bj lwu trir USB vao cdng USB phia trwéc hodc dinh cdu hinh chia sé mang
(Xem Network Share (Chia sé Mang)).
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Run Test
SETTINGS BACKUP
) Perform Backup >
Printer >
Restore Backup > )
Network > Y
Results
Network Share >
System Log > @
. Options
Version Info >
System Update > @
System Backup >
Log Out

Save ® Cancel

Hinh 72. Thyc hién sao lwu hé théng.

Nhan nit Make Backup (Thyc hién sao lwu). Mét tép cé phadn mé rong .dbk sé dwoc tao véi tén
tép mac dinh. Tép co thé dwoc lwu trén & USB hoac chia sé mang.

D& khoi phuc ban sao Iwu, nhdn nat Restore Backup (Khdi phuc sao Iwu) va chon tép sao lwu
thich hop c6 phadn mé réng .dbk tir thiét bi lwu trir USB dwoc két ndi. Mot thong bao sé xuat hién
khuyén nghi réng mét ban sao lvu dwoc tao trwdc khi khdi phuc.

Lwu y: Nén thue hién sao lwu hé théng thwéng xuyén theo chinh sach clia td chirc clia ban dé

dam bao tinh kha dung cla di liéu va bao vé di liéu khoi bi mat.

Lwu y: Chirc nang man hinh ché khdng hoat déng trong qua trinh tao sao lwu hé théng. Néu
User Access Control (Kiém soat Truy cap Nguoi dung) dwoc bat, khong thwe thi d&ng nhap lai
dé xac thuc ngwoi dung. Ban khong nén dé QlAstat-Dx Analyzer khong dwoc giam sat trong qua

trinh tao sao Iwu.

Lwu y: Ban nén st dung thiét bi lwu trir USB dwoc cung cap dé lwu triv va truyén di liéu ngan
han. Viéc st dung thiét bi lwu trir USB phai tuan theo cac han ché (vi du: dung lvong bd nhé
ho&c nguy co ghi d&), diéu nay can dwoc xem xét trwde khi st dung.
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6.9 Do6i mat khau

Pé& dbi mat khdu ngwdi dung, nhan nit Options (Tuy chon) va sau d6 Change Password
(B6i mat khau). Bau tién nhap mat khau hién tai vao trwéng van ban (Hinh 73) va sau d6 nhap
mat khau méi vao trudng New Password (Mat khdu méi). Nhap lai mat khdu méi trong trudng
Confirm Password (Xac nhan mat khau) (Hinh 74).

labuser Change Password 17:37 2017-03-30
User ID labuser Password
q w = r t y u [ o p
a s d f g h j k
s z X c v b n m & 123
X space v

Hinh 73. Nhap mat khau hién tai.
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labuser Change Password 17:37 2017-03-30

New password Confirm password
1 2 3 4 5 6 ¥ 8 9 0
- / ; ( ) S & @
2% ) % ! . 5 <& ABC
X space v

Hinh 74. Nhap va xac nhan mat khiu méi.

Sau ba lan nhap mat khau khéng thanh céng, trwérng nhap mat khau sé bj vé hiéu hoa trong mét
phut va mot hop thoai sé xuét hién véi théng bao “Password failed, please wait 1 minute to try it
again” (Mat khau khong thanh cong, vui long doi 1 phit dé thir lai mat khau).

Lwu y: Ban nén s dung mat khau manh tuan theo cac chinh sach mat khdu ctia tb chirc ctia ban.

6.10 Trang thai hé thdng QlAstat-Dx Analyzer 1.0

Trang thai ctia Mé-dun Hoat déng va Phan tich dwoc biéu thi bdng mau cla cac chi bao trang
thai (dén LED) & phia trwéc cia QlAstat-Dx Analyzer 1.0.

Mé-dun Hoat dong c6 thé hién thi bat ky mau trang thai nao sau day:

Bang 12 giai thich cac dén trang thai co thé dwoc hién thj trén M3-dun Hoat dong va Phéan tich.
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Bang 12. M6 ta den trang thai

Mo-dun ben trang thai Mo ta

Hoat dong TAT QlAstat-Dx Analyzer 1.0 nguédn dién TAT
Mau xanh dwong QlAstat-Dx Analyzer 1.0 & ché d6 chay cher
Mau xanh luc QlAstat-Dx Analyzer 1.0 dang chay

Phan tich TAT QlAstat-Dx Analyzer 1.0 ngudn dién TAT
Mau xanh dwong QlAstat-Dx Analyzer 1.0 & ché d chay cher
Mau xanh luc (nhp nhay) QlAstat-Dx Analyzer 1.0 dang khéi chay
Mau xanh luc Mé6-dun Phén tich dang chay
Mau do Mo-dun Phan tich héng

6.11 T&t may QlAstat-Dx Analyzer 1.0

QlAstat-Dx Analyzer 1.0 duoc thiét ké d& van hanh lién tuc. Néu thiét bj khéng dwoc st dung trong
mét thoi gian ngén (dudi mét ngay), ching téi khuyén ban nén d&t QlAstat-Dx Analyzer 1.0 & ché do
ch& bang cach nhéan nat BAT/TAT & phia trwéc cla thiét bi. Dé tat QlAstat-Dx Analyzer 1.0 trong thoi
gian dai hon, hay TAT thiét bi bing cach s dung cong tic ngudn & phia sau clia QlAstat-Dx Analyzer
1.0.

Néu ngudi dung cb géng dat QlAstat-Dx Analyzer 1.0 & ché do chay cho trong khi M6-dun Phan
tich dang chay thtr nghiém, mot hdp thoai sé& xuét hién cho biét hién tai khong thé tt may. Cho

phép thiét bj két thic chay (cac) thtr nghiém va thi tit né sau khi hoan thanh.
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7 Kétnoi HIS/LIS

Muc nay mé ta kha nang két ndi ciia QlAstat-Dx Analyzer 1.0 v&i HIS/LIS.

CAu hinh HIS/LIS cho phép két nbi QlAstat-Dx Analyzer 1.0 v&i mot HIS/LIS dé& cung cép cac

chrc nang nhu:

e Kich hoat va cAu hinh théng tin lién lac véi HIS/LIS

e CAu hinh xét nghiém dé gl két qua va yéu ciu lénh dat trude

e Chay thir nghiém dwa trén Iénh dat trwdc

® GUi két qua clia mot bai thir nghiém

Lwu y: Ban nén tuan theo cac bién phap va chinh sach bao mat cla td chirc dbi voi mang néi bd
vi giao tiép v&i HIS/LIS khéng dwoc mé hoa.

7.1 Kich hoat va ciu hinh théng tin lién lac véi HIS/LIS

1. Nhén n(t Options (Tuy chon), sau dé nhéan nit System Configuration (Cu hinh hé théng).
2. Chon HIS/LIS (Hé thdng Théng tin B&nh vién/Hé théng Thong tin Phong thi nghiém)
tlr danh sach Settings (Cai dat) & cot bén trai. Chon va xac dinh cac cai dat dwoc liét

ké trong Bang 13 néu can:

Bang 13. Cai dat HIS/LIS

Cai dat M6 ta

Host Communication Cho phép két ndi HIS/LIS.

(Lién lac may tinh cht) Tay chon nay duwoc tit theo mac dinh.

Host Settings Chi hoat déng néu Host Communication (Lién lac may tinh chi) dwoc bat. Cai dat
(Cai dat may tinh cha) nay xac dinh dia chi may tinh chii va cdng clia may tinh chi. Dia chi may tinh cht cho

phép ca gia tri IP va tén ctia may tinh chd. Gia tri IP phai la 4 s0 (N.N.N.N) va N phéi
nam trong khodng tir 0 den 255.

Giao thtrc truyén hién twong thich véi HL7 (cac phién ban trong twong lai ciing sé cé
POCT1A).

Hospital name (Tén bénh) vién la tén riéng dé xac dinh DMS hoéc LIS.

Thoi gian chd' méc dinh dwgc dinh cau hinh 14 5 gidy va co thé duoc kéo dai toi da 60 gidy.
bay Ia thoi gian t6i da QlAstat-Dx Analyzer 1.0 sé cho tin nhan tlr may tinh chu.

Messages queued (Tin nhdn dwoc) xép hang la mét chi bao vé sb lwgng tin nhan
dang cho.

Nut Check connectivity (Kiém tra két n6i) xac thurc két noi gitra QIAstat-Dx
Analyzer 1.0 va may tinh chti c6 IP va céng day.
Result Upload Cho phép chtrc nang gl két qua tir QlAstat-Dx Analyzer 1.0 dén may tinh cha.
(Tai lén két qua) Tiy chon nay duoc tit theo mac dinh.

(tiép tuc & trang sau)
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Bang 13 (tiép tuc tir trang trwérc)

Cai dat M6 ta

Results Upload Settings Chi hoat dong néu Result Upload (Tai Ién Két qua) duoc bat.
(Cai dat Tai len Két qua)
Tai 1&n két qua c6 thé dwoc thuc hién & hai ché do: tw dong va thi cong. Khi ché do tw
dong duoc bat, ngay khi thir nghiém hoan tat, két qua sé dwoc giri dén may tinh cha.
Néu ché db tw dong dwoc tat, két qua co thé dwoc gl tha cong bing cach nhan nat
Upload (Tai Ién) trong man hinh Result Summary (Tém tit Két qua) va View Results
(Xem Két qua). Ty dong dwoc tat theo méc dinh.

Expire Time (Thoi gian Hét han) Ia 6 tinh béing ngay ma thir nghiém c6 thé duoc gii
den may tinh chi. Khi dwoc dat thanh 0, tiy chon nay duoc tat dé két qua sé khong
bao gio hét han.
Reset Uploading (Dat lai Tai Ién) s& xoa hang doi tin nhan dang cho ¢é gti. Tuy chon
nay c6 thé hiru ich khi nhieu két qua da dwoc glri nhwng vi nhiéu ly do, viéc truyén dan
can dwoc hay.
Retry (Thir lai) gii lai két qua dang & trang thai tai 1én “Error” (L6i).
Authorization (Uy quyén) c6 thé duoc dét thanh vai trd cho phép tai [én két qua.
Theo méc dinh, chi cé vai trd Quan trj vién dwoc bat dy quyén.
Test Orders Cho phép chirc ndng chay thtr nghiém dwa trén lénh dat trwéc dwoce tao trong HIS/LIS.
(Lénh Thtr nghiém) Tay chon nay dwoc tit theo mac dinh.

Order Settings Chi hoat déng néu Test Orders (Lénh Thr nghiém) dugc bat.

(Cai dat Lénh) T4t Force Order (Lénh BAt bugc) cho phép chay thir nghiém ngay ca khi khéng c6 lién
lac vé&i may chi hoac péu khong qé lénh dat trwdc lién quan dén ID mau da nhap.
Force Order (Lénh Bat budc) bi tat theo mac dinh.

Debug Logging G& 16i dang nhap chi co thé dwoc kich hoat/hly kich hoat khi nguwei dung cé quyén
(G@& l6i Bang nhap) quan trj vién hodc ngudi dung ky thuét vién bao dudng. N6 cho phép ghi nhéat ky cac
théng bao g& 16i HL7 cu thé cho cac tai 1&én HIS/LIS.
Lwu y: Ban chi nén bat tinh nang ghi nhat ky dé phan tich trong khi cai dat va tat tinh
nang nay sau do.

7.2 CAu hinh tén xét nghiém

Tén xét nghiém dwoc hién thi trong HIS/LIS c6 thé khac véi tén xét nghiém dwoc hién thi trong
QlAstat-Dx Analyzer 1.0. Trwéc khi str dung cac chire nang ctia HIS/LIS, quy trinh xac nhan/chinh

stra tén xét nghiém sau day phai dwoc thwe hién.

1. Nhan nut Options (TUy chon), sau d6 nhan nit Assay Management (Quan ly xét nghiém) dé
truy cap man hinh Assay Management (Quan Iy xét nghiém). Cac xét nghiém cé s&n dworc liét
ké trong cot dau tién ctia viing ndi dung.

2. Chon xét nghiém tlr menu Available Assays (Xét nghiém c6 s&n).

3. Chon tuy chon LIS assay name (Tén xét nghiém LIS). Theo mac dinh, tén xét nghiém phai
gibng nhau dbi véi QlAstat-Dx Analyzer 1.0 va HIS/LIS. Néu tén xét nghiém trong HIS/LIS
khac, thi n6 can duoc slra lai d& khdp véi tén xét nghiém ctia QlAstat-Dx Analyzer 1.0. Stra
tén xét nghiém béng cach st dung trwdng van ban nhap tén xét nghiém LIS va sau dé
nhéan nat Save (Lwu).
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7.3 Tao mét Iénh thir nghiém v&i két ndi may tinh chd

Khi Host Communication (Lién lac may tinh chd) va Test Orders (Lénh th&r nghiém) dwoc bat,

céc lénh thir nghiém c6 thé duoc tai xubng tir may tinh chd trwée khi chay thir.
Quét hodc nhap ID mau sé tw dong l4y lénh thtr nghiém tir may tinh cha.
7.3.1  CAu hinh cta QlAstat-Dx Analyzer 1.0 v&i két ndi may tinh cha

1. Nhén nut Options (TUy chon), sau d6 nhan nat System Configuration (C4u hinh hé théng).

2. Chon HIS/LIS (Hé théng Thong tin Bénh vién/Hé théng Théng tin Phong thi nghiém) tir
danh sach Settings (Cai dat) & cot bén trai.

3. Bat Host Communication (Lién lac may tinh chl) va c&u hinh Host Settings (Cai d&t may
tinh cha) vé&i cac chi tiét may tinh chi. Nhdn nit Check connectivity (Kiém tra két néi) dé
xac nhan két nbi.

4. Bat Test Orders (Lénh thir nghiém) va ciu hinh Order Settings (Cai d&t l1énh). C6 hai ché
dd lam viéc véi cac 1énh thir nghiém, véi Force Order (Lénh bt budc) dwoc bat hodc tat.
Khi Force Order (Lé&nh bat budc) dwoc bat, néu Iénh thir nghiém khong duoc truy xuét
thanh coéng ti» may tinh chd, nguwdi ding khéng dwoc phép tiép tuc chay thr nghiém. Khi
Force Order (Lé&nh b4t budc) dwoc tat, ngay ca khi lénh thtr nghiém khéng dworc truy xuét
hodc khéng ton tai trong may tinh chl, ngudi dung cé thé tiép tuc thtr nghiém va hép thoai

xuét hién sé& canh bao ngwdi dung.
7.3.2 Chay th&r nghiém dwa trén |énh thir nghiém

1. Nhén nat © Run Test (Chay thr nghiém) & goc trén cung bén phai cia man hinh Chinh.
2. Khi dwoc nhic, hay quét ma vach ID mau bng cach st dung dau doc méa vach dwoc tich
hop vao Mé-dun Hoat ddng (Hinh 75, trang sau).
Lwu y: Tuy thudc vao cAu hinh QlAstat-Dx Analyzer 1.0, ciing c6 thé nhap ID mau béng

ban phim o cGia man hinh cdm tng. Vui ldng tham khao Muc 6.8.4 dé biét thém chi tiét.
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administrator Run Test Module 2 11:09 2020-09-28

‘I Ul administrator 3 4
Available Available Available

TEST DATA

Sample ID
Assay Type

Sample Type

Cancel

Scan or type Sample ID

Hinh 75. Quét ma vach ID m3u.

3. ID mau s& dwoc glri dén may tinh cha va trong khi QlAstat-Dx Analyzer 1.0 chd 1énh kiém
tra, théng bao “Getting order...” (Bang nhan 1&énh) dwoc hién thj (Hinh 76).
Lwu y: Néu Iénh thir nghiém khéng dwoc truy xuét thanh cong tlr may tinh chi va néu
Force Order (Lénh b4t budc) dwoc bat, ngudi dung khdng dwoc phép tiép tuc chay tht
nghiém. Néu Force Order (Lénh bat budc) dwoc tat, ngay ca khi 1énh kiém tra khéng dwoc
truy xuét, nguoi ding cé thé tiép tuc thr nghiém (hop thoai xuét hién sé& hién thj théng bao
canh bao). Tham khao Muc 9.2 dé biét thém thong tin vé& cac canh bao va 16i.
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administrator Run Test Module 1 12:23 2018-04-05

L |

Ul administrator

TEST DATA

Sample ID

15 v

Assay Type D 17
7

Sample Type

Cancel
Getting order...

Hinh 76. Hién thj trong khi truy xuét Iénh thir nghiém.

. Khi Iénh thr nghiém da dwgc nhan thanh cong tir may tinh chd, “Scan cartridge for assay
<assay_name> and book order <order_number>" (Quét hop cho xét nghiém <assay_name>
va lénh dat trwdc <order_number>) dwoc hién thi. Quét ma vach cia hdp xét nghiém
QlAstat-Dx dworc chi dinh (Hinh 77, trang sau).

Lwu y: Néu may tinh chd trd vé& nhidu hon mét Iénh thtr nghiém cho mét ID mau,

thdng bao “Scan cartridge for book order <order_number>" (Quét hop cho I1énh dat trwéc
<order_number> dworc hién thi). Néu hop xét nghiém QlAstat-Dx dwoc quét khdng khép voi
lénh d&t trwdre, lvot chay thir nghiém khong thé tiép tuc va 16i s& dwoc hién thi. Tham khao
Muc 9.2 dé biét thém théng tin vé cac canh bao va 16i.
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administrator Run Test Module 1 12:53 2018-04-05

F

Ul administrator

TEST DATA

Sample ID

15 v

Assay Type

Sample Type

Cancel
Scan cartridge for assay "Resp" for book order 2342343325
Hinh 77. Quét ma vach hop xét nghiém QlAstat-Dx.
5. Trwdong Assay Type (Loai xét nghiém) sé dwoc nhap tw dong va, néu dwoc yéu ciu,
Sample Type (Loai mau) thich hop phai dwoc chon tha cdng tir danh sach (Hinh 78).
administrator Run Test Module 1 12:43 2018-04-05
L
==
Ul administrator
Resp Panel
TEST DATA SAMPLE TYPE
Sample ID
15 v Swab
Assay Type UTM
Resp Panel
Sample Type
Cancel
Select Sample Type

Hinh 78. Chon loai mau.

6. Tham khao Muc 5.3 cac buéc day da 5-11.
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7.4 Tai két qua thir nghiém lén may chd

Khi Result Upload (Tai két qua 1én) va Results Upload Settings (Cai dat tai két qua lén) dwoc

bat, két qua thtr nghiém cé thé dwoc tai 1en may tinh chi tw dong hodc thi cong.
Céu hinh ctia QlAstat-Dx Analyzer 1.0 dé tw dong tai két qua thtr nghiém lén may tinh chd

1. Nhén nut Options (Tuy chon), sau d6 nh&n nat System Configuration (C4u hinh hé théng).

2. Chon HIS/LIS (Hé théng Théng tin Bénh vién/Hé théng Thong tin Phong thi nghiém) tiy
danh sach Settings (Cai dat) & cot bén trai.

3. Bat Host Communication (Lién lac may tinh cha) va ciu hinh Host Settings (Cai d&t may
tinh ch) vé&i cac chi tiét may tinh chi. Nh&n nat Check connectivity (Kiém tra két néi) dé
xac nhan két noi.

4. Bat Result Upload (Tai Ién Két qua) va cAu hinh Result Upload Settings (Cai dat Tai 1én
Két qua). Bat Automatic upload (Tai I&n tw ddng).

7.4.1 Ty dong tai két qua thir nghiém lén may tinh cha
Sau khi thtr nghiém hoan thanh, két qua sé dwoc tw dong tai 1&n. Trang thai tai 1én dwoc hién thi

trong muc Test Data (D@ liéu thir nghiém) cGia man hinh Summary (Tém tat) két qua va trong
cot M Upload (Tai I&n) ciia man hinh View Results (Xem két qua) (Hinh 79).

administrator Summary 08:38 2020-10-20
—‘ Available 2 Available \_) Available 4 Available °
Run Test

TEST DATA QlAstat-Dx® Respiratory Panel

Sample ID tocter

123

@ Influenza A
Assay Type R
RP e Influenza A HIN1 bl

Results
Sample Type e Coronavirus 229E

Swab @
LIS Upload Statu :
Pending e Influenza A Options
© Influenza A HINT
g @
— Log Out
iﬁr Support Package [=] Print Report E Save Report

Hinh 79. Man hinh Summary (Tém tat) két qua.
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D& xem Trang thai tai 1&n cho cac thtr nghiém trwéc dwoce lwu triv trong kho két qua, nhan (=]

View Results (Xem két qua) t&r thanh Menu chinh. Cot & Upload (Tai 1&n) hién thi Trang thai

tai Ién (Hinh 80).

administrator Test Results 17:33
F

1 Available

° Sample ID Assay Operator 1D Mod |1| Date/Time Result
91113 Resp Panel administrator L @ 2018-04-05 1722 @ pos
8265 Resp Panel administrator 1 @ 2018-04-05 17:20 e pos
12 Resp Panel administrator 1 @ 2018-04-05 16:57 e pos
123456 Resp Panel administrator 1 @ 2018-04-05 16:39 e pos
77702 Resp Panel administrator 1 2018-03-22 11:42 e pos
77701 Resp Panel administrator 1 2018-03-22 11:40 @ pos

Page 1 of 2 > b

Remove Filter Print Report —| save Report O search T, Upload

Hinh 80. Man hinh View Results (Xem két qua).

2018-04-05

Run Test

=)

View
Results

©

Options

Log Out

Cac Trang thai tai 1&n c6 thé dwoc hién thi nhw mé ta trong Bang 14. Trang thai tai 1&n hién thi

két qua tai lén, Tén dwoc hién thj trong man hinh Summary (Tém tat) két qua va Biéu twong

dwoc hién thj trong man hinh View Results (Xem két qua).

Bang 14. M6 ta trang thai tai Ién.

Tén

Biéu twong

Mo ta

Pending (Bang cho)

Error (L6i)

Uploading (Pang tai [én)

Uploaded (timestamp)
(B4 tai 1én (dau thoi gian))

Re-Uploading (T4i Ién lai)

Expired (previously uploaded)
(Pa hét han (da tai Ién trwdc do))

Expired (never uploaded) (Da hét
han (khéng bao gio dwgrc tai 1én))

@0

B

®

Két qua chwa duwoc tai lén.

Két qua dang dwoc tai len.

Két qua dwoc tai 1én thanh cong, véi ngay va gio tai lén.
L3i tai két qua Ién (hét thoi gian cho, ...).

Két qua duoc g lai.

Khong thé tai két qua 1én nira. N6 da dugc giri thanh cong it nhét

mot lan.

Khéng thé tai két qua Ién niva. N6 khdng bao gi&r dwoc gli.
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7.4.2 CA&u hinh cta QlAstat-Dx Analyzer 1.0 dé tai két qua thir nghiém Ién may tinh
cht béng cach thi cong

. Nhén nat Options (Tly chon), sau d6 nhan nit System Configuration (CAu hinh hé théng).

2. Chon HIS/LIS (Hé théng Théng tin Bénh vién/Hé théng Thong tin Phong thi nghiém) tir
danh sach Settings (Cai dat) & cot bén trai.

3. Bat Host Communication (Lién lac may tinh chl) va c&u hinh Host Settings (Cai d&t may
tinh chl) v&i cac chi tiét may tinh chd. Nhan nit Check connectivity (Kiém tra két ndi) dé
xac nhan két ni.

4. Bat Result Upload (Tai lén Két qua) va cAu hinh Result Upload Settings (Cai dat Tai lén
Két qua). T4t Automatic upload (Tai [&n tw ddng).

7.4.3 Tai két qua thir nghiém I&n may tinh chd bang cach tha céng

Sau khi hoan tat thir nghiém, c6 thé tai két qua 1én bang cach thi cong tlr man hinh Summary
(Tém tét) két qua hodc man hinh View Results (Xem két qua).

DA tai két qua 1&n t man hinh Summary (Tém tat) két qua, nhan vao nat s UPead Upload
(Tai 1&n).

D& tai Ién két qua tr man hinh View Results (Xem két qua), chon mét hodc nhidu két qua thce
nghiém bang cach nh&n vao vong tron mau xam & bén trai ctia ID mau. Mot dau kiém sé& xuét
hién bén canh cac két qua dwoc chon. Dé bd chon két qua thir nghiém, nhan vao dau kiém. C6
thé chon toan bo danh sach két qua bing cach nhan vao vong tron dau kiém @ & hang trén
cting. Sau khi chon két qua dé tai 1én, nhan nut L Usle=d Upload (Tai I&n) (Hinh 81).

administrator Test Results 17:33 2018-04-05
=y
-] Available °
Run Test
o Sample ID Assay Operator ID Mod L‘L Date/Time Result
91113 RespPanel  administrator 1 @& 201804051722 @ pos e
8265 Resp Panel administrator 1 @ 2018-04-0517:20 e pos View
. Results
12 Resp Panel administrator 1 @ 2018-04-0516:57 e pos
(]
123456 Resp Panel administrator 1 &) 2018-04-0516:39 e pos @
77702 Resp Panel administrator 1 2018-03-22 11:42 e pos g
77701 Resp Panel administrator 1 2018-03-22 11:40 e pos
Page 1 of 2 o A
Log Out
Remove Filter =1 Print Report Save Report D Search |1| Upload

Hinh 81. Man hinh View Results (Xem két qua).
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7.5 X ly sy cd két ndi may tinh chu

D& khéc phuc sw cb két ndi may tinh chud, xem Muc 9.1.
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8 Baotri

Muc nay mé ta cac nhiém vu bdo tri cin thiét cho QlAstat-Dx Analyzer 1.0.

8.1 Nhiém vu bao tri

Bang 15 cung cép danh sach cac nhiém vu béo tri sé dwgc thye hién trén QlAstat-Dx Analyzer 1.0.

Bang 15. M6 ta nhiém vu bao tri

Nhiém vu Tan suét

Lam sach hoac khtr nhiém ban bé Buoc thuc hién khi chat Iong, hoa chét hodc méu vat sinh hoc (c6 kha nang
mét QlAstat-Dx Analyzer 1.0 lay nhiém) tran ra trén bé mat QlAstat-Dx Analyzer 1.0

Trao ddi bd loc khdng khi Buworc thye hién hang nam

8.2 Lam sach bé mé&t QlAstat-Dx Analyzer 1.0

CANH BAO/
THAN TRONG

A

Rui ro thwong tich ca nhan va thiét hai vat chéat
DPeo kinh bao hd, ao choang phong thi nghiém va gang tay khi lam sach

dung cu dé tranh cac nguy hiém sinh hoc va héa hoc.

CANH BAO/
THAN TRONG

A

Rui ro thwong tich ca nhan va thiét hai vat chéat

Ngét két néi QlAstat-Dx Analyzer 1.0 khéi 6 cdm dién trwéc khi lam sach.

THAN TRONG

A

Nguy co hw héng QlAstat-Dx Analyzer 1.0
Tranh 1am d6 héa chat hodc cac chat 16ng khac vao hodc ra khéi QlAstat-

Dx Analyzer 1.0. Hw héng do tran chat Idng sé& lam mét hiéu lwc bdo hanh.
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THAN TRONG

A

Nguy co hw hdng QlAstat-Dx Analyzer 1.0

Tranh lam db chét 16ng vao hodc lam wét man hinh cam tng. Dé lam
sach man hinh cdm (ng, st dung miéng da l6n dwoc cung cép clung véi
QlAstat-Dx Analyzer 1.0.

St dung cac vat liéu sau dé 1am sach bé mat QlAstat-Dx Analyzer 1.0:

e Chéattdy nhe
e Khan gidy

e Nuwoc cat

Thuc hién theo cac bwéc bén dwdi dé 1am sach bé méat QlAstat-Dx Analyzer 1.0:

1. Deo gang tay trong phong thi nghiém, ao choang va kinh bao vé.

2. Lam w6t khan gidy bang chat tay nhe va lau xubng bé mat QlAstat-Dx Analyzer 1.0, cling nhw

khu virc ban may xung quanh. C4n than khéng lam wét man hinh cdm (ng. D& lam sach man

hinh c&m trng, st dung miéng da 16n dwoc cung cép cling véi QlAstat-Dx Analyzer 1.0.

3. Lap lai buwdc 2 ba lan véi khan gidy sach.

4. Lam w6t khan gidy trong nwée cét va lau sach bé mat QlAstat-Dx Analyzer 1.0 dé rira sach

chét tdy rira con lai. Lap lai hai 1&n.

5. Lau khoé bé mat QlAstat-Dx Analyzer 1.0 bang khan gidy sach.

8.3 Kh& nhiém ban bé mat QlAstat-Dx Analyzer 1.0

CANH BAO/
THAN TRONG

A

Rui ro thwong tich ca nhan va thiét hai vat chéat
Deo kinh bao h, ao choang phong thi nghiém va gang tay khi lam sach
dung cu dé tranh cac nguy hiém sinh hoc va héa hoc.

Chét tdy tréng gay kich (rng méat va da va c6 thé giai phéng khi nguy hiém

(clo). Peo day da thiét bi bao vé ca nhan.
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CANH BAO/
THAN TRONG Rui ro thwong tich ca nhan va thiét hai vat chat

j Ngét két n6i QlAstat-Dx Analyzer 1.0 khdi 6 cAdm dién trwde khi lam sach.

THAN TRONG Nguy co hw hong QlAstat-Dx Analyzer 1.0

Tranh lam d6 héa chat hodc cac chat 16ng khac vao hodc ra khéi QlAstat-
A Dx Analyzer 1.0. Hw héng do tran chat [dng s& lam mét hiéu lwc bdo hanh.

Nguy co hw héng QlAstat-Dx Analyzer 1.0

THAN TRONG | Tra0h jam @b chét Idng vao hoac [am wot man hinh cam Gng. D& 1am
é sach man hinh cdm &ng, st dung miéng da l6n dwoc cung cp cing Vi
QlAstat-Dx Analyzer 1.0.

St dung cac vat liéu sau dé khir nhidm ban bé mat QlAstat-Dx Analyzer 1.0:
e Dung dich tay trang 10%
e Khan gidy

e Nuwoc cat

Thuc hién theo cac bwéc bén dwdi & khir nhim ban bé mat QlAstat-Dx Analyzer 1.0:

1. Deo gang tay trong phong thi nghiém, ao choang va kinh bdo vé.

2. Lam w6t khan gidy bang Dung dich tay trdng 10% va lau xudng bé mat QlAstat-Dx Analyzer 1.0,
cling nhw khu vue ban may xung quanh. Cén than khéng lam wét man hinh cadm Gng. Doi it
nhét ba pht dé cho phép dung dich tiy trdng phan (ng v&i cac chat gay & nhiém.

3. Thay déi gang tay méi.

4. Lap lai bwéc 2 va 3 hai lan niva v&i khan gidy moi.

5. Lam wét khan gidy trong nwéc cat va lau sach bé mét QlAstat-Dx Analyzer 1.0 dé rira sach
moi dung dich tay trdng con lai. Lap lai hai 1an.

6. Lau kho bé mét QlAstat-Dx Analyzer 1.0 béng kh&n gidy sach.

Hwéng déan S dung QlAstat-Dx Analyzer 1.0  01/2021 103



8.4 Thay bd loc khdong khi

B6 loc khong khi phai

B6 loc khong khi dwoc dat bén dudi QlAstat-Dx Analyzer 1.0 va ngwdi ding c6 thé truy cap

& phia trwde thiét bj.

dwoc thay hang ndm d& dam bao téc dd dong khi thich hop bén trong thiét bj.

Phai st dung cac bd loc khéng khi tr QIAGEN dé thay thé.

Thuc hién theo cac bwéc sau dé thay bd loc khong khi:

1. Dé&t QlAstat-Dx Analyzer 1.0 & ché d6 chay chd bang cach nhan nit ON/OFF (BAT/TAT)

& phia trwdc clia

thiét bi.

2. Dat ban tay bén dw&i ngan chira b loc khéng khi & phia triwdc QlAstat-Dx Analyzer 1.0 va

diing ngén tay dé day nhe lén.

3. Kéo bd loc khi tré lai cho dén khi ngan chiva bo loc dwoc loai bd hoan toan. Thai bé bo loc

khéng khi ca.

4. Thao ngan chra

5. Lé&p ngan chira bo loc khéng khi méi vao QlAstat-Dx Analyzer 1.0. Thiét b d& s&n sang st dung.

bd loc khdng khi méi ra khai tai bdo vé cta no.

THAN
TRONG

A

Nguy co hw héong QlAstat-Dx Analyzer 1.0

Chi st dung cac bd phan ban dau tir QIAGEN. Viéc st dung cac bd phan
khéng dwoc Gy quyén co thé dan dén hw héng thiét bi va sé lam mat hiéu
e bao hanh.

8.5 Stra chira QlAstat-Dx Analyzer 1.0

QIlAstat-Dx Analyzer 1.0 chi duwoc stra chiva bdi cac dai dién dwoc QIAGEN Gy quyén. Néu
QlAstat-Dx Analyzer 1.0 khéng hoat déng nhw mong dgi, hdy lién hé B phan Dich vu Ky thuét

QIAGEN bang thong tin lién hé trong Muc 9.

CANH BAO/
THAN
TRONG

A

Rui ro thwong tich ca nhan va thiét hai vat chéat
Khéng mé& vé cua QlAstat-Dx Analyzer 1.0. Khéng tim cach stra chia hodc
stra dbi QlAstat-Dx Analyzer 1.0.

Mé& vé hodc stra dbi QlAstat-Dx Analyzer 1.0 khong phu hop c6 thé gay
thwong tich cho ngwi dung va lam héng QlAstat-Dx Analyzer 1.0 va sé
lam mét hiéu Iyc bao hanh.
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9 Xrlyswcd

Muc nay cung cép thng tin v& mot sb van d& co thé xay ra voi QlAstat-Dx Analyzer 1.0, cling
véi cac nguyén nhan va giai phap cé thé cé. Théng tin cu thé cho thiét bi. D& xt ly sw cb lién

quan dén hop xét nghiém QlAstat-Dx, xem huéng dan st dung cho hdp twong tng.

Né&u can hd trg thém, hay lién hé véi Bo phan Dich vu K§ thuat QIAGEN béng théng tin lién hé
bén duwai:

Trang web: support.giagen.com

Khi lién hé véi Bo phan Dich vu Ky thuat QIAGEN vé 16i v&i QlAstat-Dx Analyzer 1.0, hay lwu
y cac bwdc dan dén 16i va moi thong tin xuét hién trong bat ky hop thoai nao. Théng tin nay sé

gitip B6 phan Dich vu K§ thuat QIAGEN giai quyét van dé.
Khi lién hé v&i Bd phan Dich vu K§ thuat QIAGEN v 13i, vui long chudn bi sin cac thong tin sau:

® S6 sé-ri, kiéu, phién ban phadn mém va Tép Dinh nghia Xét nghiém da cai dat clua
QlAstat-Dx Analyzer 1.0

e M43 16i (néu co)

e Diém thoi gian khi I6i xay ra 14n dau tién

e Tan suét xuét hién 16i (nghia la, 16i khéng lién tuc ho&c lién tuc)

e Anh16i, néu co

e Go6i Ho tro

9.1 L&i phan cirng va phan mém

L6i Nguyén nhan c6 thé Nhan xét va goi y
The QlAstat-Dx QlAstat-Dx Analyzer 1.0 khéng Kiém tra xem QlAstat-Dx Analyzer 1.0 c6 duoc két néi
Analyzer 1.0 does not start. dwoc két ndi véi 6 cam dién. v&i nguon dién chinh khéng.

(QlAstat-Dx Analyzer 1.0 ang tic ngudn & phia sauciia  BAT ngudn biing cach siv dung cong téc ngudn & phia
khdng khdi ddng.) QlAstat-Dx Analyzer 1.0 khéng sau ctia QlAstat-Dx Analyzer 1.0.
dwoc BAT nguon.

QlAstat-Dx Analyzer 1.0 ché do Nhan nat BAT/TAT dé dwa QlAstat-Dx Analyzer 1.0 ra

chay cho. khoi ché do chay cho.
Analytical Module not Céu Mé-dun Phan tich/Hoat dong Kiém tra xem cau ndi gitta M6-dun Hoat dong va Mo-
detected (M6-dun Phan khéng duoc két ndi dang cach. dun Phan tich c6 dwoc két ndi dung cach khong.
tich khong dwoc phat hién).
The Analytical Module L&i phan cirng. Lién hé B6 phan Dich vu Ky thuat QIAGEN.

status indicator is red.
(Chi bao trang thai Mé-dun
Phan tich c6 mau dd.)
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L6i Nguyén nhan c6 thé Nhan xét va goi y
The touchscreen does not  QlAstat-Dx Analyzer 1.0 & ché Nhan nat BAT/TAT trén Mé-dun Hoat dong.
respond. (Man hinh cam dd chay cho (chi bao trang thai

trng khéng phan hai.) cé mau xanh dwong).

L&i phan cirng. Lién hé Bo phan Dich vu Ky thuat QIAGEN.
Bar code reader does not Tinh ndng ma vach ID méau Lién hé voi Giam sat vien Phong thi nghiém hoac Quan
scan (Pau doc ma vach khong dwgc bat. tri vién thiét bi dé& cau hinh tinh nang ma vach trén
khong quét). QlAstat-Dx Analyzer 1.0.

Déau doc ma vach co van dé vé  Lién hé B phan Dich vu Ky thuat QIAGEN.
phan ctrng hodac phan mém.

The QlAstat-Dx assay Sw ¢b co hoc ctia mo-dun. Lién hé Bo phan Dich vu Ky thuat QIAGEN.
cartridge is stuck inside the

QlAstat-Dx Analyzer 1.0.

(Hop xét nghiém

QlAstat-Dx bi ket bén trong

QlAstat-Dx Analyzer 1.0.)

Lid of the cartridge Sw ¢b co hoc ctia mo-dun. Lién hé Bo phan Dich vu Ky thuat QIAGEN.
entrance port does not

open (Nap ciia cdng vao

hop khéng m&).

The Run Test button is Hop xét nghiém QlAstat-Dx vAn  Hop trang thai ciia mé-dun trong thanh Trang thai M6-
not active. (NGt Chay th&  n&m trong QIAstat-Dx Analyzer ~ dun sé hién thj vén ban “Eject cartridge” (Day hop ra).
nghiém khong hoat ddng.) 1.0 va phai dwoc day ra trwéc khi Nhan hop trang thai cia mé-dun, sau d6 nhan Eject
QlAstat-Dx Analyzer 1.0 sé cho  (Day ra).
phép thye hién thlr nghiém mai.
Ma-dun khong c6 san. Kiém tra xem cau ndi gitba Mé-dun Hoat dong va Mo-
dun Phan tich c6 dwoc két ndi ding cach khong.

Assay does not run Nguoi ding khong cé quyén Lién hé v&i Giam sat vién Phong thi nghiém hogc Quan
(Xét nghiém khong chay).  chay thtr nghiém. tri vién thiet bj.
Xét nghiém khong duoc cai dat Xét nghiém can phai dwoc cai dat. Lién hé vc'yi Giam sat
trén QIAétat—Dx Analyier 1.0. vién Phong thi nghiém hodc Quan tri vién thiét bj
Result upload status is Két ndi v&i may tinh cha da bi Lién hé voi Giam sat vién Phong thi nghiém hoac Quér) tri
“Error’ (Trang thai tai két mat. vién thiét bi dé kiém tra chi tiét két ndi va kiém tra két ndi.
qua [én [& "LoT"). Da hét thoi gian lién lac véimay  Lién hé v&i Giam sat vién Phong thi nghiém hosic Quéan
tinh cha. tri vién thiét bj d& kiém tra gia tri cai dat Hét gio, c6 thé

tang Ién gia tri tdi da 1a 60 giay. Ney né da dwoc dat
& gia tri toi da, nén xem lai hiéu suat mang.

Tin nhén bi tir chéi ttr may tinh May chui tir chéi tin nhdn vi mét sé Iy do (xét nghiém

cha. khéng dwoc nhan dang, cac van d& ngir nghia, v.v.).

Lién hé Bo phan Dich vu Ky thuat QIAGEN.

A result cannot tge uploaded  Trang thai két qua da hét han. Lién hé vc')"i Giém sa’lt vién Phong thi nghiém ho&c Quan

(Khéng thé tai két qua Ién). tri vién thiét bj dé kiém tra Thoi gian hét han trong cai
dat HIS/LIS.

Cannot run a test because  Khong co lénh t'hfr nghiém cho ID Lién hé voi quan tri vién LIS d& kiém tra xem c6 lénh

there is no test order mau va Lénh bat buéc dwoc bat  cho ID mau dwoc chi dinh trong LIS khong.

(Khong thé chay thir trong cai dat HIS/LIS.

nghiém vi khéng c6 1énh

Al Sy c6 két ndi v6i LIS va Lenh bat  Lién hé vai Giam sat vien Phong thi nghiém hogic Quan
thlr nghiém).

budc dwoc bat trong cai dat tri vién thiét bi dé kiém tra két néi v&i may tinh cha.

HIS/LIS. D& chay xét nghiém ma khong cé 1&nh thir nghiém, hay

tat Force Order (L&nh bt budc) trong cai dat HIS/LIS.

Printer is not setup C6 nhiéu nguyén nhan khac nhau Truy cap QIAGEN.com/QIAStat-Dx_PrinterSetup dé
correctly, or test reports gay ra sy co6 may in. biét cac cau hai thuong gép vé x ly sw co thiét Iap may
cannot be printed in va huéng dan dé tranh cac sy cb thuong gép & may
(May in khong duoc thidt in.

Iég dung cach hoac khong
thé in bao céo thtr nghiém.)

System Update and Két ndi HIS/LIS bi gian doan. Khi qua trinh tai lén HIS/LIS bj gian doan (vi du: vi
System Backup buttons are HIS/LIS da bi tét), hé théng van sé cb gang tai [én dir
not active. (Cac nut System liéu. Trong qua trinh téi 1én, cap nhat hé thong va sao
Update (Cap nhat Hé Iwu hé théng bi tat. D& bat lai, hay tat két ndi HIS/LIS va
théng) va System Backup lam tréng hang doi tai lén.

(Sao lwu Hé théng) khong

hoat dong.)

Time zone change is not Thiét bi khéng nhan dang duwoc Chon mot mui gi¢ khac véi cung d6 1éch.
applied. (Thay d6i mui gid  mui gi® d& chon.
khoéng dwoc ap dung.)
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9.2 L&iva thédng bao canh bao

Léi/Canh bao Giai thich

Nhan xét va goi y

The AM in the slots has
changed. (AM trong cac
khe da thay dbi.)

Hé thdng phat hién cdu hinh
phan ctrng da thay doi. it nhat
mét trong cac Mo6-dun Phan tich
da dwoc thay ddi sang mt vij tri
khac.

D liéu co thé bi mét trong qua
trinh cap nhat néu xay ra 16i. Mot
ban sao Iwu cho phép phuc héi
hé théng va di liéu.

Performing a backup is
recommended before
updating or restoring.
(Khuyén khich thuc hién
sao lwu trwde khi cap nhat
hodc khoi phuc.)

Shutdown not possible.
Please stop all tests and
eject cartridges. (Khong thé
tat may. Vui long dirng tat
ca cac thtr nghiém va day
hép ra.)

Free disc space ddd
reached warning or critical
level (Khdng gian dia tréng
ddd dat dén mtrc canh bao
hoac quan trong).

The system was not shut
down properly last time.
(Heé théng da khong duoc
tat ding cach Ian trwéc.)

Khi mét thir nghiém dang chay,
khéng thé tit duwoc QlAstat-Dx
Analyzer 1.0.

Hé théng can duoc xem xét béi
B6 phan Dich vu Ky thuat
QIAGEN dé thém dung luong dia
bd sung.

Hé théng da khong duorc tat theo
quy trinh. D@ ligu thir nghiém
cudi cung co thé da bi mat.

Test result with invalid data
found. (Tim thay két qua
thir nghiém va&i dir liéu
khéng hop 1€).

Unexpected behavior of
AM nnn. (Hanh vi bat ngd
cta AM nnn.)

Update data aborted, error
occurred. (Cap nhgfat div liéu
bi hay bd, xay ra 16i.)

No backup file found (Khong
tim thay tép sao lwu)!

Da phat hién mot 16i khéng mong
mudn trong lan th& nghiém cuébi
cung.

L&i hé théng chung.

D3 xay ra 16i khéng mong muén
khi cap nhat QlAstat-Dx
Analyzer 1.0.

Khong tim thy tép .dbk sao luu
thich hop trén thiét bi lwu trir USB.

Assay <assay_id> not
available (Khéng cé san
xét nghiém <assay_id>).
Code (Ma): 0x400

Assay <assay_name> not
active (Xét nghiém
<assay_name> khong hoat
dong).

Assay <assay_name>
already imported (Xét
nghiém <assay_name>

da dwoc nhap).

Code (Ma): 0x0304

Import assay failed; the
assay file is invalid (Nhap
xét nghiém that bai; tép xét
nghiém khong hop 18).
Importing ADF
<adf_name> failed (Nhap
ADF <adf_name> that bai).

Code (M3): 0x0305

Xét nghiém twong rng véi hdp
xét nghiém QlAstat-Dx chwa
dwoc nhap vao QlAstat-Dx
Analyzer 1.0.

Xét nghiém khong hoat dong.

C6 mot xét nghiém vc_')’i cung mot
ID va phién ban cé san trong co
s& di liéu.

Cac tép xét nghiém dwoc nhap
la khéng chinh xac.

Cac tép xét nghiém dwoc nhap
la khéng chinh xac.

Khong can lam gi. Hé thdng co thé tw cau hinh sau khi
thay ddi vi tri mé-dun.

Rét khuyén khich thurc hién sao lwu hé théng trwoc khi
khoi phuc hodc cap nhat hé thong.

DBoi cho dén khi hoan thanh th& nghiém, hoac hay thi
nghiém, sau dé tat hé thong.

Lién hé B3 phan Dich vu Ky thuat QIAGEN.

QlAstat-Dx Analyzer phai dwoc tat dung cach bang cach
nhan nat ON/OFF (BAT/TAT) & phia trwéc cha thiét bi
trwée khi OFF (TAT) ngudn thiét bi béng cach st dung.
cong tac ngudn & phia sau cla thiét bi hodc ngat két néi
véi & cdm dién, nhw duoc gidi thich trong Muc 6.11.

The chay lai thu nghiém v&i hop xét nghiém QlAstat-Dx
méi. Néu suw cb van con hodc xay ra thweng xuyén, hay
lién hé véi Bé phan Dich vu Ky thuat QIAGEN.

Khéi dong lai hé théng. Néu van d& van con, lién hé véi
B& phéan Dich vy Ky thuat QIAGEN.

Lién hé Bo phan Dich vu Ky thuat QIAGEN.

Kiém tra xem tép co ton tai trén thiét bi luvu trir USB
khéng. Néu van dé van con, lién hé véi Bo phan Dich
vu Ky thuat QIAGEN.

Nhap xét nghiém vao QlAstat-Dx Analyzer 1.0

(xem Muc 6.7.3).

Kich hoat xét nghiém (xem Muc 6.7.1).

Céc xét nghiém da duoc tai vao hé thdng. Khéng can
lam gi.

Tai xubng tép xét nghiém mot 14n niva tiy
Www.qiagep.com. Ljén hé v&i Bo phan Dich vu Ky thuat
QIAGEN néu van dé van con.

Tai xubng tép xét nghiém mot 14n niva tiy
www.qiagep.com. Ljén_hé v&i Bd phan Dich vu Ky thuat
QIAGEN néu van dé van con.
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Léi/Canh bao

Giai thich

Nhan xét va goi y

Login failed

(Bang nhap that bai)!
Login failed! The user is
not activated. (Bang nhap
that bai! Nguoi dung khéng
dwoc kich hoat.)

Login failed! Wrong ’
Password! (Béang nhap that
bai! Sai mat khau!)

Login failed! User
identification does not
exist. (Bang nhap thét bai!
Nhan dang nguwdi dung
khéng ton tai.)

Passwords are not
identical! (Mat khau khéng
gibng nhaut)

Invalid Password! Min.
length 6 characters. Max.
length 15 characters.
Allowed characters: 0-9,
a-z, A-Z, _, space. (Mat
khéu khéng hop 18! Do dai
tbi thiéu 6 ky tw. Do dai tdi
da 15 ky tw. Cho phép cac
ky tw: 0-9, a-z, A-Z, _,
dau cach.)

Export failed (Xuat that bai)!

USB Device not found.
(Khong tim thay Thiét bj
USB.)

Bar code reading failed
(Boc ma vach that bai).
Failed to scan bar code
(Khong thé quét ma vach).

Test failed, Error:
<error_code>. (Tht
nghiém that bai, L6i:
<error_code>.)

User has no right to
execute assay
<assay_name>. (Nguoi
duing khéng cé quyén thuc
hién xét nghiém
<assay_name>.)

Code (Ma): 0x0402

Cartridge already used
(H6p da duoc str dung).

Cartridge expired (Hop hét
han).

Different cartridge inserted.
(B4 lap hop khac.)

Thao tac dang nhap that bai.

Nguoi dung khéng cé quyén st
dung QlAstat-Dx Analyzer 1.0.

Mat khau da nhap khong chinh xac.

Nguwoi dung chua dwgc thém vao

hé théng.

D& thiét 1ap mat khau maéi, mat

khau phai dwoc nhap hai lan
giong nhau.

Mat khau khéng tuan tha chinh

sach bao mat.

Da xay ra 16i khong mong muén

trong qua trinh xuat két qua.

Thiét b lwu tri» USB khong dwoc

phat hién trong QlAstat-Dx
Analyzer 1.0.

Thiét b lwu trir USB dwoc ma
héa hoac khéng dwoc dinh dang

& dinh dang FAT32.
L&i dau doc ma vach.

Khdng co6 xét nghiém duoc tai
trong hé thong cho ma vach nay.

Thi nghiém thét bai véi mét I5i.

Nguoi dung khong cé quyén thuwc

hién xét nghiém.

Khong thé st dung lai hop xét
nghiém QlAstat-Dx da st dung

truwde do.
Khéng thé st dung hop xét

nghiém QIlAstat-Dx vi d& hét han.

I-jc‘_)p xét nghiém QIAstat-Dx dwoc
lap khong khop voi hép duoc
phat hién b&i dau doc ma vach.

Lién hé v&i Giam sat vién Phong thi nghiém hoac Quan
tri vién thiét bj.

Lién hé voi Giam sat vién Phong thi nghiém hoac Quan tri
vién thiét bi dé kich hoat ngudi dung (xem Muc 6.6.1).

Sau ba lan nhap mat khdu khéng thanh céng, nguoi
duing phai doi mét phut trude khi déng nhap lai. Néu
quén mat khéu, hay lién hé véi Quan tri vién thiét bj
dé dat mat khau mai.

Lién hé véi Quan tri vién thiét bj hodc Giam sat vién
Phong thi nghiém @& thém ngwoi dung maéi.

Nhap hai mat khdu giéng nhau.

Dét mat khdu co do dai téi thidu 6 ky tu va do dai tdi da
15 ky tw, chi chira céc ky tw duwgc phép: 0-9, a—z, A-Z,
_, dau cach.

Thr lai thao tac. Néu van dé van con, lién hé voi Bo
phan Dich vu Ky thuat QIAGEN.

Lap thiét b lwu trir USB vao céng USB.

Lién hé Bb phan Dich vu Ky thuat QIAGEN.

Ma vach c6 thé bi hdng. St dung hdp xét nghiém
QlAstat-Dx khac.

Néu vén @& van con, lién hé véi Bo phan Dich vu K§
thuat QIAGEN.

Thir thue hién lai thi nghiém voi hop xét nghiém
QIAstat-Dx mé&i. Néu sy cd van cc‘)n,rlién hé v&i Bo phéln
Dich vu Ky thuat QIAGEN va cung cap théng bao ma 16i.

Quyén c6 thé duoc cap tir man hinh User Management
(Quan ly ngwoi dung) (tham khao Muc 6.6).

Thai bd hop xét nghiém QlAstat-Dx da st dung theo cac
quy dinh ve an toan va théi bé co lién quan. Chay thir
nghiém bang hop xét nghiém QlAstat-Dx méi.

Khéng thé st dung hop xét nghiém QlAstat-Dx niva.
Thai bd hop theo cac quy dinh an toan va thai bd co lién
quan.

Lép curjg mot hop xét nghiém QlAstat-Dx da dwoc quét
bang dau doc ma vach.
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Léi/Canh bao Giai thich

Nhan xét va goi y

Failed to create file (Khdng Khoéng thé dwoc tao cac tép sao

thé tao tép). lwu.

H|$/L|S timeout Ligén lac gitra thiét bj va LIS da
(Hét gio HISILIS). hét gicr.

Results in state Khong thé tai lén mot lwot tai két

"Uploading" or "Expired" qua |én da hét han.
cannot be uploaded

(Khéng thé tai lén két qua
& trang thai "Pang tai len"

. thé tai né 1én.
hoéac "Pa hét han").

The maximum number of D3 dat dén s6 lwong két qua téi

results for upload <num>is da dé tai len ddng thoi.
exceed <num>. (S0 luvong

két qua ti da dé tai len

<num> vwot qua <nums>.)

No book order for this LIS d& khong tra lai Iénh thir

sample ID. Do you wantto  nghiém cho mét ID mau. Force
continue anyway? (Khong  Order (Lénh bat budc) duoc dat
cO Iénh dattrwdc cho ID  thanh “tat” trong Order Settings

mau nay. Ban cé muén tiep (Cai dat Iénh).
tuc khéng?)

Order not found (Khéng tim LIS d& khong tra lai Iénh thte

thay ther tw). nghiém cho mét ID mau. Force
Order (Lénh bat budc) dwgc dat
thanh “bat” trong Order Settings

(Cai dat lanh).

Ordered assay not installed Xét nghiém dwoc yéu ciu trong

(Xét nghiém theo Iénh Iénh thtr nghiém khong dworc cai

khéng dugc cai dat). dat trén QlAstat-Dx Analyzer 1.0.
Tén xét nghiém trong QlAstat-Dx
Analyzer 1.0 khdng khép véi tén

xét nghiém do LIS guvi.
No connection to HIS/LIS.  Khéng c6 két néi gitva LIS va

(Khéng c6 két nbi voi QlAstat-Dx Analyzer 1.0.
HIS/LIS.)

Khi mot két qua dang & trang thai
“Uploading” (Pang tai 1&n), khéng

Thiét bi lwu trlr USB khong hoat dong. Thir lai bang thiét
bi lwu trir USB khac.

Kiém tra gia tri Hét gio trong cai dat HIS/LIS va téng gia
tri. Néu gia tri toi da da dwoc dat, lién hé véi Bé phan
Dich vu Ky thuat QIAGEN.

Thoi gian hét han c6 thé dwoc thay ddi trong cai dét
HIS/LIS.

Sau khi trang thai “Uploading” (Pang tai lén) hoan tat,
mot két qua cé thé dwoc tai [én lai.

B& chon mét sb két qua va thir lai.

Tiép tuc thtr nghiém co nghta la két qua twong ¢ng sé
khéng c6 1énh khdp trong LIS sau khi tai két qua 1én.

Khong thé chay thir nghiém. Ly do cho théng bao nay
c6 thé bao gém: LIS da khong gtvi [énh cho ID mau, da
dat dén thai gian che hodc cé van dé két néi véi may
tinh cha.

Cai dat xét nghiém thich hop.

Kiém tra tén xét nghiém LIS trong cai dat HIS/LIS.

Kiém tra chi tiét két ndi trong cai d&t HIS/LIS.
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10 Théng sb Ky thuét

Diéu kién hoat dong

Yéu cau ngudn dién

Tiéu thu dién nang
CAu chi

Nhiét do

Do &m

b6 cao

Anh sang

Diéu kién van chuyén

Nhiét dé

100-240 VAC

50-60 Hz

O cdm IEC 60320-1 C14

300 VA trén méi AM

Thoi gian tré 1x8A

15-30°C

20-80% twong ddi, khéng ngung tu
0-2200 m

Tbi da 4000 lux

0-55°C, d6 &m twong déi t6i da 85%, khéng ngung tu

Do twong thich dién tir (Electromagnetic compatibility, EMC)

Yéu cau vé EMC

Tuan thu IEC 61326 Loai A

Thiét bj da dwoc thiét ké va thir nghiém theo CISPR 11 Loai A. Trong méi
tredng trong nudc, nd co thé gay nhiéu séng v0 tuyén, trong tredng hop do,
ban cé thé can phai thwc hién cac bién phap dé gidm nhiéu.

Dir liéu co hoc va tinh nang phan cirng

M6-dun Hoat dong
Kich thuéc

Trong lwong
Mo6-dun Phan tich
Kich thuwéc

Trong lwong

Giao dién Ethernet
Céng USB

Chiéu rong: 234 mm
Chiéu cao: 326 mm
Chiéu sau: 517 mm
5kg

Chiéu rong: 153 mm
Chiéu cao: 307 mm
Chiéu sau: 428 mm
16 kg

1x 10/100 - Base-T Ethernet
1 phia trwéc va 3 phia sau
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11 Phu luc

11.1 Cai dat va cau hinh may in

Hwéng dan thém cho cac cau hdi thudng gdp vé xt ly sw cb thiét 1ap may in va hwéng dan dé
tranh cac sy cd thwong gép & may in co thé dwoc tim thly trén QIAGEN.com/QIAStat-
Dx_PrinterSetup.

11.1.1 Cai dat may in qua USB
Thuc hién theo cac bwdc bén dwéi dé cai dat may in bang két ndi USB:

1. Két ndi cap USB t&r may in véi mét trong cac cdng USB clia Mé-dun Hoat déng.
C6 sén 4 cdng USB: 1 & bén phai man hinh va 3 & phia sau cta thiét bi.

2. Bat may in trong cai dat Printer (May in) bang cach chon tiy chon c6 sdn PRINTER
(MAY IN) hodc cai dét trinh didu khién CUPS cu thé dwoc md ta trong Phu luc 11.1.3.

Lwu y: Khi in qua may in dwoc cai dat s8n khong hoat déng, ban nén két ndi may tinh cuc b voi

QlAstat-Dx Analyzer va lam theo hudng dan cai dat may in qua Ethernet (tham khao Muc 11.1.2).

Lwu y: Khi in qua may in duwoc két ndi USB khong hoat déng, ban cé thé tim thay trang thai Iénh in va
cac thong tin khac qua giao dién CUPS. D4 truy cap, ban nén két ndi may tinh cuc bod véi QlAstat-Dx

Analyzer va lam theo huwéng dan cai dat may in qua Ethernet (tham khdo Muc 11.1.2).

11.1.2 Cai dat may in qua Ethernet

Lwu y: D& cai dat may in qua Ethernet, phai ¢ may in mang, may tinh cuc bd va QlAstat-Dx

Analyzer va ndm trong cting mdt mang cuc bd.
Thuc hién theo cac bwéc bén dwdi dé cai dat may in dwoc ndi mang bang két néi Ethernet:

1. Két néi may in v&i mang Ethernet va ON (BAT) ngudn may in.

Bat cai dat mang cta QlAstat-Dx Analyzer (tham kh&o Muc 6.8.6).

Dam bao rang ciu hinh mang clia may tinh cuc bé 1a chinh xac.

Cai dat trinh diéu khién CUPS qua web nhw mé ta trong Phu luc 11.1.3.

Khai dong lai QlAstat-Dx Analyzer 1.0 béng cach OFF (TAT) réi ON (BAT) ngudn.

o o > w BN

Bat may in bang cai dat Printer (May in) bing cach chon tiy chon c6 s8n méi (may in da cai

dat) va nhén Save (Lwu).
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11.1.3 Cai dat trinh diéu khién may in CUPS

CUPS (Common UNIX Printing System) 1a hé théng in danh cho cac hé diéu hanh may tinh giéng
Unix, cho phép Mé-dun Hoat dong QlAstat-Dx Analyzer 1.0 hoat ddng nhw mét may chd may in.
CUPS st dung trinh diéu khién PPD (PostScript® Printer Description) cho tit cd cac may in
PostScript va cac thiét bi in khéng PostScript ctia n6. Mé-dun hoat déng QlAstat-Dx Analyzer 1.0
c6 trinh diéu khién PPD dwoc cai d&t sin, nhwng trinh diéu khién tiy chinh ciing c6 thé duoc tai

Ién.

Lwu y: QIAGEN khong thé dadm bao rdng moi may in sé hoat déng véi QlAstat-Dx Analyzer 1.0.
Dé biét danh sach cac may in dwoc thir nghiém, xem Phu luc 11.1.4.

Dé cai dat trinh diéu khién may in m&i, hay thuc hién cac buéc sau:

1. Kich hoat CUPS trong phan mém (ng dung Mé-dun Hoat dong QIAstat-Dx Analyzer 1.0
trong Options (Tuy chon) --> System Config (C4u hinh hé thdng) --> Network (Mang) -->
Enable CUPS (Bat CUPS), sau d6 nhan Save (Lwu) dé& Iwu cai dat (quy trinh nay phai duwoc
thwe hién véi ddc quyén ctia Quan tri vién).

2. Trén may tinh trong cung mang cuc bd, dang nhap vao CUPS qua trinh duyét web
(vi du: http://10.7.101.38:631/admin).

Lwu y: Dia chi IP, phai dwoc st dung, cé thé dwoc tim thay trong Options (Tuy chon) -->
System Config (C4u hinh Hé théng) --> Network (Mang) --> MACI/IP address (Dia chi
MAC/IP).

St dung théng tin sau d& dang nhap:

User name (Tén ngwdi dung): cup-admin

Password (Mat khdu): str dung mat khdu dwoc cung cAp trong phan mém (ng dung Meé-
dun Hoat dong cla QlAstat-Dx Analyzer 1.0 trong Options (Tuy chon) -> System Config
(CAu hinh hé théng) -> Network (Mang) -> CUPS settings (Cai dat CUPS).

3. Nhép vao Add printer (Thém may in).
4. Chon mét may in tlr danh sach cac may in ¢ sdn trén mang va nhan Continue (Tiép tuc).

5. Chon Share this printer (Chia s& may in nay) va nhan Continue (Tiép tuc) (Hinh 82, trang sau).
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<+ | [ Add Printer - CUPS 2.0.0 X i+ v

< = O ;m (D) 10.7.101.138

*« CUPS.org

+ Home

* Administration
* Classes

* Help

» Jobs

* Printers

Add Printer

Add Printer
Name: [HP_Officejet_Pro_6230 |
. ’ (May contain any printable characters except "/, "2", and space)
.. [HP Officejet Pro 6230 |
Description:
(Human-readable description such as "HP LaserJet with Duplexer”)
Location: | |

(Human-readable location such as "Lab 1)

Connection: socket://10.7.101.237:9100
Sharing: Share This Printer

CUPS and the CUPS logo are trademarks of Apple Inc. Copyright © 2007-2015 Apple Inc. All rights reserved.

Hinh 82. Man hinh Thém may in.

Chon trinh diéu khién may in cho may in cGa ban va nhan Add Printer (Thém May in).

Lwu y: Néu trinh diéu khién may in cia ban khong duoc liét ké, hay st dung trinh diéu
khién chung nhét cho nhan hiéu may in ctia ban. Néu khéng c6 trinh diéu khién dwoc liét ké
nao dang hoat déng, hay tai xuéng trinh diéu khién CUPS can thiét dwdi dang tép PPD tiy
web va chon né trong trdng Or Provide a PPD File (Ho&c Cung cép tép PPD) trwéc khi
ban nhan Add Printer (Thém may in) (Hinh 83).
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B & | B Add Printer

S seanel

+ CUPS . org

+ Home

+ Administration
* Classes

+ Help
» Jobs
* Printers

Add Printer

Name:
Description:
Location:
Connection:
Sharing:
Make:

Model:

Or Provide a PPD File:

“CUPS 20 X | R

(i) 10.7.101.138:631/admin

Add Printer

HP_Officejet Pro_6230
HP Officejet Pro 6230

socket://10.7.101.237:9100
Share This Printer
HP | Select Another Make/Manufacturer |

HP Color LaserJet Series PCL & CUPS (en) -~
HP DesignJet 600 pcl, 1.0 (en)

HP DesignJet 750c pcl, 1.0 (en)

HP Design.Jet 1050c pel, 1.0 (en)

HP DesignJet 4000 pel, 1.0 {en)

HP DesignJet T790 pcl, 1.0 (en)

HP Design.Jet T1100 pcl, 1.0 (en)

HP Desklet Series (en)

HP LaserJet Series PCL 4/5 (en)

HP LaserJet Series PCL 6 CUPS (en) -
Examinar...
Add Printer

CUPS and the CUPS logo are trademarks of Apple Inc. Copyright © 2007-2015 Apple Inc. All rights reserved.

Hinh 83. Chon trinh diéu khién may in.

7. Chon Media Size (Kich thwéc Phwong tién) chinh xac (chang han nhw “A4”) vi mot sé may
in s& khéng in néu dinh dang gidy khéng chinh xac Tiép theo, Ivu lwa chon béng cach nhén

Set Default Options (Dat tuy chon mac dinh) (Hinh 84).
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By < [ setPrinter Options - CL X ‘+ s
S Dl @ 107.101.138

» CUPS.org

« Home

+ Administration
* Classes

* Help

» Jobs

* Printers

Set Printer Options

Set Default Options for HP Officejet Pro 6230

General Banners Policies

General

Media Size:

Color Mode: CMYK  ~

Resolution: 00dpi ~
Media Source: Tray

Media Type: Plain Paper

Set Default Options

Banners

<

Starting Banner: none
Ending Banner: none

Set Default Options

Policies

II

Error Policy: stop-printer

I

Operation Policy: default

Set Default Options

<

http://10.7.101.138:631/admin

Hinh 84. Chon Kich thwéc phwong tién chinh xac.

8. OFF (TAT) ngudn Mé-dun Hoat dong QIAstat-Dx Analyzer 1.0 bang céng tc phia sau, sau
dé ON (BAT) lai ngudn dé trinh diéu khién kha dung.

9. Batmay in da cai dat trong Options (Tlly chon) --> System Config (Cu hinh hé théng) -->
Printer (May in). Chon may in mong muén va nhan Save (Lwu). May in d& s&n sang dé st dung.
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11.1.4 Danh sach may in dwoc thir nghiém

Tai thoi diém Hwéng dan S& dung nay dwoc phat hanh, cac may in sau day da dwoc QIAGEN
ther nghiém va twong thich véi QlAstat-Dx Analyzer 1.0, thédng qua ca két ndi USB va Ethernet:

o HP® OfficeJet® Pro 6230
e HP Color LaserJet® Pro M254dw
e Brother® MFC-9330CDW

D& biét danh sach may in dwoc thir nghiém gan day nhét, hay truy cap QIAGEN.com/QIAStat-
Dx_PrinterSetup.

Cac may in khac co thé twong thich véi QlAstat-Dx Analyzer 1.0 théng qua quy trinh dwoc néu
trong Phu luc 11.1.3.
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11.2 Tuyén bb vé Tuan tha

Tén va dia chi cGa nha san xuét hop phéap:
QIAGEN GmbH

QIAGEN Strasse 1, D-40724 Hilden, Blc

C6 thé yéu cau Tuyén bb vé Tuan thi cap nhat tir B6 phan Dich vu K§ thuat QIAGEN.
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11.3 Rac thai thiét bi dién va dién tr (WEEE)
Muc nay cung cép théng tin vé thai bé rac thai thiét bi dién va dién t& cta nguwdi dung.

Biéu twong thung rac co banh xe gach chéo (xem bén duwai) cho biét ring san phdm nay khéng
duwoc thai bd véi rac thai khac; né phai dwoc dwa dén co sé xiv ly duwoc phé duyét hodc dén mot

diém thu gom dwoc chi dinh dé tai ché, theo luat phap va quy dinh cta dia phwong.

Viéc thu gom va tai ché riéng réc thai thiét bi dién t tai thoi diém thai bé gitp bao ton tai nguyén
thién nhién va dam bao rang san pham dwoc tai ché theo cach bado vé strc khde con ngudi va

moi trrd'ng.

QIAGEN c6 thé thuc hién tai ché theo yéu cau vai chi phi bd sung. Tai Lién minh Chau Au, theo
yéu cAu tai ché cu thé ctia WEEE va noi QIAGEN cung cap san pham thay thé, viéc tai ché mién
phi cac thiét bi dién t& cé ddu WEEE duwgc thuc hién.

D& tai ché thiét bi dién t&, hay lién hé voi van phong ban hang QIAGEN tai dia phuong dé biét
biéu mau hoan trd b4t budc. Sau khi bidu mau dwoc glvi, ban sé dwoc QIAGEN lién hé dé yéu

cau thong tin tiép theo lich thu gom rac thai dién t& hodc cung cap cho ban bao gia riéng.
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11.4 Diéu khodn vé trach nhiém phap ly

QIAGEN sé& dwoc gidi phong khéi tat cd cac nghia vu dwoc bdo hanh trong trwéng hop cac stra
chiva hodc stra ddi dwoc thuc hién béi nhitng nguwdi khong phai la nhan vién clia QIAGEN, triy
trwdng hop QIAGEN da ddng y bang van ban dé thuc hién viéc stra chiva hodc stra doi do.

TAt ca cac vat lieu duwoc thay thé theo bdo hanh nay sé chi dwoc bdo hanh trong subt thdi gian
bdo hanh ban dau, va trong moi triwérng hop khéng vwot qué ngay hét han ban dau ctia bao hanh
gbc trir khi dwoc nhan vién QIAGEN Uy quyén bang van ban. Céc thiét bi doc, thiét bi giao dién
va phan mém lién quan sé& chi dwoc bao hanh trong khodng thoi gian dwoc cung cp béi nha
san xuat ban dau cla cac sadn phadm nay. Cac dam bao va bao hanh duoc thuc hién bdi bat ky
nguwdi ndo, bao gdm ngwdi dai dién cla QIAGEN, khong nhat quan hodc mau thuan véi cac digu
kién trong bao hanh nay sé khéng rang buéc QIAGEN trir khi dwoc 1ap bang van ban va dwoc
mot nhan vién clia QIAGEN chap thuan.
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11.5 Théa thuan C4p phép Phan mém

DIEU KHOAN VA BIEU KIEN ciia THOA THUAN PHAP LY ("Théa thuan") b&i va gitra QIAGEN
GmbH, QIAGEN Strasse 1, D-40724 Hilden, Bic, ("QIAGEN") va ban (hoac mét ca nhan hoac
phap nhan), ngudi dwoc cip phép phadn mém (sau day goi la "PHAN MEM")

Bang cach cai dat, dwoc cai dat va st dung PHAN MEM, ban ddng y bi rang budc bdi cac didu
khoan cta Théa thuan nay. Néu ban khéng ddng y véi cac diéu khodn ctia Théa thuan nay, hay
nhanh chéng tré lai (cac) goi phan mém va cac hang muc di kém (bao gom ca tai liéu béng van
ban) dén noi ban da nhan dwoc ching dé& duwgc hoan tra toan bd chi phi ctia PHAN MEM.

1. CAP GIAY PHEP

Pham vi. Theo céac diéu khoan va diéu kién cta thda thuan nay, QIAGEN cap cho ban gidy phép
toan cau, vinh vi&n, khong ddc quyén va khong thé chuyén nhwong dé st dung PHAN MEM chi
cho muc dich kinh doanh néi bo cta ban.

Ban sé& khéng:

e sira ddi hodc thay ddi toan bd hodc bat ky phan nao ciia PHAN MEM ciing nhw hop nhét
bt ky phan nao ctia phan mém nay véi phadn mém khac ciing nhw tach bat ky thanh phan
nao ctia PHAN MEM khdi PHAN MEM ciing nhw, lwu trong pham vi va trong cac treéng
hop dwoc phép luat cho phép, tao ra cac tac phdm phai sinh tlr, hodc, nghién ctru dao
ngwoc, hdi dich, thao rdi hodc 14y ma ngudn tir PHAN MEM hodc cb géng thuwc hién bt ky
diéu nao trong s6 nhirng didu nay

e sao chép PHAN MEM (trir khi dwoc quy dinh & trén)

e chuyén nhuwong tién thué, chuyén nhwong, ban, tiét 16, giao dich, cung cip hodc cép bat ky
quyén nao thudc S&n phadm Phan mém dwéi moi hinh thirc cho bat ky ngudi nao ma khéng
c6 sy ddng y trwdc bdng van ban ctia QIAGEN;

e xda, thay dbi, che khuét, can thiép hodc thém vao bét ky théng bao doc quyén, nhan hiéu,
thwong hiéu, tén hodc diu nao trén, phu thém hoac c6 trong PHAN MEM;

e s dung PHAN MEM theo bét ky cach nao xam pham quyén s& hiru tri tué hodc cac quyén
khac ctia QIAGEN hoéc bt ky bén nao khac; hodc

e si» dung PHAN MEM dé cung cép cac dich vu truc tuyén hodc céc dich vu co sé dir liéu
khac cho bat ky nguwei nao khac.
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S& dung may tinh don. Théa thuan nay cho phép ban st dung mét ban saoc PHAN MEM trén mot

may tinh don.

Phién ban dung thtr. Cac phién ban diing thtr cia PHAN MEM c6 thé hét han sau khoang thoi
gian 30 (ba muwoi) ngay ma khéng can théng bao truwéc.

Phan mém mé / Phan mém bén th» ba. Théa thuan nay khong ap dung cho bét ky thanh phan
nao khac ctia phan mém dwoc xac dinh 1a tuan theo gidy phép ngudn mé trong cac tép théng
b&o, gidy phép va/hodc ban quyén cé lién quan di kém véi cac chwong trinh (goi chung 1a "Phan
mém mé”"). Hon ni¥a, Théa thuan nay khdéng &p dung cho bat ky phdn mém nao khac ma
QIAGEN chi dwoc cip quyén sir dung gian tiép ("Phan mém cua bén th ba"). Phdn mém mé
va Phan mém bén thi ba c6 thé dwoc cung clp trong cling mét 1an chuyén tép dién tir nhw PHAN
MEM, nhung la cac chuong trinh riéng ré va riéng biét. PHAN MEM khéng phai tuan theo GPL

hodc bét ky gidy phép ngudn mé nao khac.

Néu va trong chirng mwc QIAGEN cung cip Phadn mém bén th( ba, cac didu khoan cap phép
cho Phan mé&m bén thtr ba d6 sé dwoc ap dung bd sung va chiém wu thé. Néu Phan mém mé
dwoc cung cap, cac diéu khodn cap phép cho Phan mém mé dé sé dwoc ap dung bd sung va
chiém wu thé. QIAGEN sé cung cap cho ban ma ngudn twong rng clia Phan mém mé co lién
quan, néu cac didu khoan cip phép twong ng clia Phdn mém mé bao gdm nghia vu do.
QIAGEN sé& théng bao néu PHAN MEM chira Phan mém bén tht ba va/hodc Phan mém mé va

cung cAp cac diéu khoan cap phép twong &ng theo yéu cau.
2. NANG CAP

Néu PHAN MEM la ban nang cAp tir phién ban truéc, ban dwoc cap mét gidy phép duy nhat cho
ca hai ban sa,o va ban khong dwoc chuyén riéng (cac) phién ban trwéce trir khi chuyén vinh vién
mot 14n cho ngwdi ding khac ctia ban nang cAp méi nhat va tat ca cac phién ban trwéc nhw dwoc
cho phép trong Muc 4 dwéi day.

3. BAN QUYEN
PHAN MEM, bao gém moi hinh anh va van ban dwoc tich hgp trong PHAN MEM, c6 ban quyén

va dwoc bao vé bai luat ban quyén cia Pirc va cac diéu khoan cla diéu wéc qubc té. Ban khong
duwoc sao chép bat ky tai liéu in nao di kém PHAN MEM.
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4. HAN CHE KHAC

Ban khang thé thué hoac cho thué PHAN MEM, nhwng ban c6 thé chuyén PHAN MEM va céc tai
liéu bang van ban vinh vién cho mét ngwdi dung cudi khac véi didu kién ban xéa cac tép thiét 1ap
khdi may tinh cla ban va ngwéi nhan ddng y véi cac diéu khoan cia Théa thuan nay. Ban khéng
duoc nghién ctru dao nguoc, hdi dich hodc thao réi PHAN MEM. Moi chuyén nhuwong PHAN
MEM phéi bao gdm bén nang cAp méi nhat va tat c& cac phién ban truwéc.

Lwu y: D& xem cac thda thuan cip phép bd sung cla phan mém bén thr ba c6 trong QlAstat-Dx
Analyzer, hay diéu huéng dén “Options” (Tuy chon) > “System Config” (C4u hinh Hé théng) >
“Version Info” (Théng tin Phién ban).

5. BAO HANH GIOI HAN

QIAGEN bao dam réng (a) PHAN MEM sé& thwc hién theo cac tai liéu in di kém trong khoang thoi
gian chin muwoi (90) ngay ké tir ngay nhan. B4t ky bao hanh ngu y nao trén PHAN MEM déu bi
gi¢i han trong chin mwoi (90) ngay. Mot sé tiéu bang/khu vuc phap ly khdng cho phép cac gidi
han vé& thoi han bao hanh nguy, vi vay gi¢i han trén cé thé khdng ap dung cho ban.

6. BIEN PHAP KHAC PHUC CUA KHACH HANG

Toan bo trach nhiém phap ly va bién phap khc phuc doc quyén ctia QIAGEN, theo lwa chon cla
QIAGEN, sé la (a) tra lai gia da tra hodc (b) stra chira hodc thay thé PHAN MEM khéng dap (ng
Bao hanh c¢6 gi¢i han cia QIAGEN va dwoc tra lai cho QIAGEN cung véi ban sao bién lai clia ban.
Bao hanh Giéi han nay khéng cé hiéu lwc néu xay ra I6i PHAN MEM do tai nan, lam dung hodc st
dung sai cach. Moi sw thay thé PHAN MEM sé& dwoc bao hanh trong théi gian con lai ctia thi han
bao hanh ban d4u hodc ba mwoi (30) ngay, tuy theo thoi gian nao dai hon.

7. TRACH NHIEM HO*U HAN

Trong moi trwéng hop, QIAGEN hodc nha cung cAp clia né sé khong chiu trach nhiém déi véi
bt ky thiét hai nao (bao gdm, nhwng khdng giéi han trong, thiét hai do thua 18, gian doan kinh
doanh, méat théng tin kinh doanh hodc mét tién khac, thiét hai khéng lwong trwde dugc, thiéu
thanh cong thwong mai hodc thiét hai gian tiép - dac biét la thiét hai tai chinh - hodc thiét hai do
khiéu nai clia bén thr ba) phat sinh tr viéc st dung hodc khdng st dung PHAN MEM, ngay ca
khi QIAGEN da dwoc thong bao vé kha nang thiét hai dé.
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Cac han ché trach nhiém néu trén sé khong dwoc ap dung trong cac trwéng hop thuong tich ca
nhan hodc bét ky thiét hai nao do hanh vi ¢d y hodc so suét khong thé tha thir hodc ddi véi bét
ky trach nhiém phap ly nao dwa trén Dao luat Trach nhiém San pham (Produkthaftungsgesetz),

bao lanh hodc cac quy dinh bt budc khac clia phap luat.
Gidi han trén sé dwoc ap dung twong (rng trong trweong hop:

e cham tré,
e bdi thwerng do khiém khuyét,
e bdi thwéng chi phi lang phi.

8. KHONG HO TRQ

Khoéng noi dung nao trong thda thuan nay bat budéc QIAGEN hé trg cho PHAN MEM. QIAGEN c6
thé&, nhwng khong cé nghia vy stra chiva bat ky khiém khuyét nao trong PHAN MEM va/hoéc cung
cAp cac ban cap nhat cho nhitng nguwdi dwoc cap phép ciia PHAN MEM. Ban sé phai nd lwc hop
ly & bao cao kip thei cho QIAGEN bét ky khiém khuyét nao ban phat hién trong PHAN MEM,
nhw mét sw tro giup dé tao ra cac phién ban cai tién cia PHAN MEM.

Bét ky hd tro ndo ctia QIAGEN cho PHAN MEM (bao gdm hé tro cai d&t mang), néu cé, sé chi
chiu sy didu chinh clia mét thda thuan hd tro riéng biét.

9. KETTHUC

Néu ban khéng tuan thu cac didu khodn va diéu kién ctia Théa thuan nay, QIAGEN cé thé cham
drt Thda thuan nay va quyén va gidy phép s dung PHAN MEM cla ban. Ban cé th& chdm dut
Théa thuan nay béat c lic nao bang cach théng bao cho QIAGEN. Sau khi chdm dirt Théa thuan
nay, ban phai xéa PHAN MEM khai (cac) may tinh va kho lwu tri cta ban.

BAN DONG Y RANG KHI CHAM DUT HOP BONG NAY Vi BAT KY LY DO NAO, QIAGEN CO
THE HANH DONG BE PHAN MEM KHONG HOAT BONG NUA.

10. LUAT PIEU CHINH, VENUE

Théa thuan nay sé dwoc hiéu va giai thich theo luat phap ctia Bire, khdng ¢ hiéu lwc déi véi cac
quy dinh phap luat trdi nguwoc. Viéc ap dung cac quy dinh cia Coéng wéc Ban hang Lién Hop
Quéc duoc loai trir. Méc du cé bat ky diéu khoan nao khac theo Thda thuan nay, cac bén tham
gia Théa thuan nay tuan theo thAm quyén riéng clia cac toda an Diisseldorf.
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11.6 Khuwéce tir bdo hanh

NGOAI TRU BUQC QUY BINH TRONG CAC BIEU KHOAN VA PIEU KIEN BAN HANG CUA
QIAGEN DOI VOI QlAstat-Dx Analyzer 1.0 QIAGEN KHONG CHIU TRACH NHIEM PHAP LY
VA TU BO BAT KY BAO PAM RO RANG HOAC NGU Y NAO LIEN QUAN DBEN VIEC SU DUNG
QlAstat-Dx Analyzer 1.0 BAO GOM TRACH NHIEM PHAP LY HOAC BAO HANH LIEN QUAN
DEN KHA NANG BAN BUQC, SU PHU HOP VOI MOT MUC BiCH CU THE, HOAC VI PHAM
BAT KY QUYEN SANG CHE, BAN QUYEN, HOAC QUYEN SO HI*U TRi TUE NAO O BAT KY
DAU TREN THE GIOI.

QlAstat-Dx Analyzer 1.0 dwgc trang bi cdng Ethernet. Ngwdi mua QlAstat-Dx Analyzer 1.0 chiu
trach nhiém phong ngtra vi rat may tinh, sau may tinh, ma déc trojan, phan mém déc hai, truy
cap vao hé théng may tinh hodc bat ky vi pham an ninh mang nao khac. QIAGEN khéng chiu
trach nhiém déi v&i vi rat may tinh, sau may tinh, ma déc trojan, phan mém doc hai, truy cap vao

hé thdng may tinh ho&c béat ky vi pham an ninh mang nao khac.
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11.7 Bang chu giai

M6-dun Phan tich (Analytical Module, AM): Ma-dun phan ctirng chinh clia QlAstat-Dx Analyzer
1.0, phu trach thwe hién cac thtr nghiém trén hdp xét nghiém QlAstat-Dx. N6 dwoc didu khién bai
M6-dun Hoat dong (OM).

Tép Pinh nghia Xét nghiém: Tép Dinh nghia Xét nghiém la mét tép can thiét dé thuc hién xét
nghiém trén QlAstat-Dx Analyzer 1.0. N6i dung cla tép mé ta nhitng gi cé thé duoc do, cach do
va cach danh gia két qua do thd. Tép phai dwo'c nhap vao QlAstat-Dx Analyzer 1.0 trwée khi thue
hién xét nghiém I&n dau.

GUI: Giao dién ngudi dung dd hoa.

IFU: Hwéng dan s dung.

Mé-dun Hoat dong (Operational Module, OM): Phan cirng QlAstat-Dx Analyzer 1.0 chuyén
dung cung cép giao dién ngwdi dung cho 1-4 M6-dun Phan tich (AM).

Ngweoi dung: Mot ngwdi van hanh QlAstat-Dx Analyzer 1.0 theo cach dy dinh.
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Lich str Stra ddi Tai liéu

Ngay Stra doi
Stra dbi 1 Phat hanh Ian dau. Dé st dung voi phién ban phan
HB-2636-001 mém 1.2.x tr& |1én.
04/2019
Stra doi 2 Da thém cac muyc vé bao mat dir liéu va st dung thiét bi
HB-2636-002 Ivu trir USB; phan mém QlAstat-Dx Analyzer; cau hinh
06/2020 ban dau cla phan njém; tao_mét goi ho tro; Iwu trir ket
qgé; cap nhat hé thong; g& 16i dang nhap; va cai dat va
cau hinh may in.
Da thém tham chiéu vao QIAstat-Dx Analyzer 1.0
Printer Setup Guide.
Dé st dung v&i phan mém phién ban 1.3.x tré 1én.
Stra d6i 3 Da thém cac phan vé cai dat QlAsphere; cai dat Chia sé
HB-2636-003 mang; trang trang thai Mé-dun Phan tich, Tao Bao cao
01/2021 Dich té hoc va Sao lwu Hé thong.

D4 cap nhat Hinh 30, 33, 34, 44, 61-72, 75 va 76 dé
phan anh céac chirc nang dwoc cap nhat.

Da cap nhat cac bang v& Tuy chon quan ly xét nghiém,
cai dat khu vwe cé san, cai dat chung c6 san va cai dat
HIS/LIS.

ba thém quy trinh X ly Suw cb6 méi cho cac nut System
Update (Cap nhat Hé thong) va System Backup (Sao
Iwu Hé thong) khéng hoat dong.

Dé sr dung v&i phan mém phién ban 1.4.x tré [én.
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Trang nay dwoc dé tréng cé cha y.
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