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Muc dich Str dung

QlAstat-Dx Meningitis/Encephalitis (ME) Panel (“QlAstat-Dx ME Panel”) la mét xét nghiém
chan doan trong 6ng nghiém dwa trén axit nucleic da k&nh dinh tinh nhdm s dung véi
QlAstat-Dx System. QlAstat-Dx ME Panel c6 kha néng phat hién va xac dinh déng thdi nhiéu
axit nucleic ctia vi khuén, vi-rit va nAm men tir cac bénh phdm dich nao tiy (Cerebrospinal
Fluid, CSF) thu dwoc qua choc do that lwng tir nhivng ca nhan cé diu hiéu va/hodc triéu

chirng viém mang n&o va/hoac viém nao.

Cac sinh vat sau dwoc xac dinh va phan biét béng QlAstat-Dx ME Panel: Escherichia coli
K1, Haemophilus influenzae, Listeria monocytogenes, Neisseria meningitidis (nang héa),
Streptococcus agalactiae, Streptococcus pneumoniae, Mycoplasma pneumoniae,
Streptococcus pyogenes, Vi-rat herpes simplex 1, Vi-rat herpes simplex 2, Vi-rat herpes &
nguwdi 6, Enterovirus, Parechovirus & nguwdi, Vi-rat varicella-zoster va Cryptococcus

neoformans/gattii*.

QlAstat-Dx ME Panel dwoc chi dinh dé& hé tro chan doan cac tac nhan cu thé ctia viém mang
nao va/hodc viém nao va két qua phai duoc st dung cung véi cac dir liéu 1am sang, dich t&
hoc va phong thi nghiém khac. Két qua tir QlAstat-Dx ME Panel khéng dwoc siv dung lam
co s& duy nhat dé& chdn doan, didu tri hodc ra cac quyét dinh quan ly bénh nhan khac. Két
qua dwong tinh khong loai triy ddng nhidm cac vi khuan khéng cé trong QlAstat-Dx ME
Panel. Tac nhan hodc cac tac nhan duwoc phat hién co thé khdng phai 1a nguyén nhan chic
chan gay ra bénh. Két qua am tinh khong loai tri viéc nhiém tring hé than kinh trung wong
(Central Nervous System, CNS).

* Cryptococcus neoformans va Cryptococcus gattii khong dwoc phan biét.
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Khéng phai tAt ca cac tac nhan gay nhiém tring CNS déu dwoc phat hién bang xét nghiém

nay va do nhay trong s dung lam sang cé thé khac véi mé ta trong tai liéu hwéng dan.

QlAstat-Dx ME Panel khong nhdm muc dich xét nghiém bénh pham thu dwoc tir cac thiét bi

y t& CNS dwa vao trong co thé.

QlAstat-Dx ME Panel dwoc st dung cuing véi tiéu chudn cham séc (vi du: nudi cdy danh
cho phuc hdi sinh vat, kiéu huyét thanh va xét nghiém dé nhay véi thudc chéng vi tring).

QlAstat-Dx ME Panel chi danh cho st dung chan doan trong éng nghiém bdi cac chuyén

gia trong phong thi nghiém.
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Tom tat va Giai thich
M6 ta QlAstat-Dx ME Panel Cartridge

QlAstat-Dx ME Panel Cartridge 1a mét thiét bi nhwa ding mét 1an cho phép thuc hién cac
xét nghiém phan tlr hoan toan tw dong dé phat hién va xac dinh axit nucleic tr nhidu tac
nhan, tryc tiép tlr cdc mau CSF. Céc tinh ndng chinh clia QlAstat-Dx ME Panel Cartridge
bao gébm kha nang twong thich véi mét loai mau chat 16ng, khd nang chira kin hoan toan
céac thube thtr dworc nap sdn can thiét cho xét nghiém va van hanh thwe sw dé& dang. Tt ca
cac budc chudn bi mau va xét nghiém dwoc thwe hién trong hop.

T4t ca cac thude thir can thiét dé thyc hién hoan chinh qua trinh chay xét nghiém déu duwoc
nap san va chira kin trong QlAstat-Dx ME Panel Cartridge. Ngwdi diing khéng can phai tiép
xtc va/hodc thao tac vai bat ky thudc thir ndo. Trong qué trinh xét nghiém, thudc thtr dwoc
x@ ly trong hop trong Mé-dun Phan tich ctia QlAstat-Dx Analyzer 1.0 béng vi I16ng dwoc van
hanh bang khi nén va khéng tiép xuc trwc tiép véi cac bd truyén déng. QlAstat-Dx Analyzer
1.0 chtra cac bo loc khong khi cho ca khéng khi vao va ra, bdo vé méi trwéng hon niva. Sau
khi xét nghiém, hép luén déng kin, gilip tang cwdng thai bd an toan.

Trong hdp, nhiéu budc dwoc tw dong thuwe hién theo trinh tw bang cach str dung ap suét khi
nén dé& chuyén mau va chét 16ng qua budng chuyén dén dich dw dinh.

Sau khi QlAstat-Dx ME Panel Cartridge chira mau duwoc dwa vao QlAstat-Dx Analyzer 1.0,
cac bwdc xét nghiém sau day sé tw dong dién ra:

Huyén phu lai M&u chirng noi

Ly gii t& bao bang phuwong tién co hoc va héa hoc

Loc axit nucleic dwa trén mang

Tron axit nucleic da loc v&i thude ther hdn hop gbc dwoc dong khd

Chuyén cac phan da xac dinh cla dung dich rtra giai/hdn hop gdc sang cac budng
phan (rng khac nhau

e Hiéu suat cia xét nghiém real-time RT-PCR da kénh trong tlrng budng phan &ng.
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Lwu y: Sy gia tdng huynh quang, cho th&y phat hién chat phan tich dich, dwoc phat hién
trwe tiép trong mdi budng phén &ng.

Cbng chinh

Céng miéng gac

Ma vach kha nang tao vét

Hinh 1. Bé cuc cua QlAstat-Dx ME Panel Cartridge va céc tinh niang cta né.

Lwu y: Cong miéng gac khéng dwoc st dung cho xét nghiém QlAstat-Dx ME Panel.
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Théng tin MAm bénh

Viém mang ndo va viém ndo & nhitng tinh trang bénh c6 kha nidng tan pha va cé thé lién
quan dén ty & mic bénh va ti vong dang ké.(1) Viém mang ndo dwoc dinh nghia la tinh
trang viém & mang nao, viém nao dwoc dinh nghia la tinh trang viém & nhu mo nado va viém
n&o — mang ndo dugc dinh nghia a tinh trang viém & ca hai vi tri. Tt ca nhitng tinh trang
bénh nay cé thé do vi khuén, vi-rit hodc ndm gay ra; viém ndo thuwong lién quan dén can
nguyén vi-rit hon.(2) Biéu hién 1am sang thwéeng khong cu thé vi bénh nhan thwéng bi dau
d&u, tinh trang tam than thay ddi va clrng gay trong trwérng hop viém mang nao. Chén doan
s&m 1 rat quan trong, vi cac triéu chirng cé thé xuét hién dot ngot va tién trién thanh tén
thwong ndo, méat thinh lwc va/hodc kha ndng néi, mu hodc tham chi tir vong. Vi phwong
phéap diéu tri s& khac nhau tuy thudc vao nguyén nhan gay bénh, nén can xac dinh tac nhan
gay bénh cu th& dé didu chinh phwong phap diéu tri cho phu hop.

QlAstat-Dx ME Panel Cartridge cho phép phat hién 15 dich gay bénh do vi khuan, vi-rat va
ndm gay ra cac d4u hiéu va/hoac triéu chirng clia viém mang ndo va/hodc viém ndo. Xét
nghiém yéu cau khéi lwgng mau nhé va thdi gian thye hién téi thiéu; két qua co sén trong
chwa day 80 phut.

Cac mam bénh cé thé dwoc phat hién va xac dinh bang QlAstat-Dx ME Panel dwoc liét ké
trong Bang 1.
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Bang 1. Cac mam bénh dwoc phat hién béi QlAstat-Dx ME Panel

Mam bénh Phan loai (kiéu gen)
Escherichia coli K1 Vi khuan (DNA)
Haemophilus influenzae Vi khuén (DNA)
Listeria monocytogenes Vi khuén (DNA)
Neisseria meningitidis (nang héa) Vi khudn (DNA)
Streptococcus agalactiae Vi khuén (DNA)
Streptococcus pneumoniae Vi khuén (DNA)
Streptococcus pyogenes Vi khudn (DNA)
Mycoplasma pneumoniae Vi khun (DNA)
Vi-rat herpes simplex 1 Vi-rat herpes (DNA)
Vi-rat herpes simplex 2 Vi-rat herpes (DNA)
Vi-rat herpes & nguoi 6 Vi-rat herpes (DNA)
Enterovirus Picornavirus (RNA)
Parechovirus & nguoi Picornavirus (RNA)
Vi-rat Varicella-zoster Vi-rat herpes (DNA)
Cryptococcus gattiilCryptococcus neoformans N&m men (DNA)
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Nguyén ly cua Quy trinh
M6 ta quy trinh
Cac xét nghiém chan doan bdng QlAstat-Dx ME Panel dwoc thwc hién trén QlAstat-Dx
Analyzer 1.0. T4t ca cac bwdc chuan bj va phan tich mau dwoc thuc hién tw dong boi

QIAstat-Dx Analyzer 1.0. Cac mau dwoc thu va nap thu cong vao QlAstat-Dx ME Panel
Cartridge.

Mét éng pipet chuyén dwoc st dung dé& chuy&n mau vao cdng chinh (Hinh 2).

Hinh 2. Pha mau vao céng chinh.
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L4y mau va nap hop

Viéc thu thap cac mau va sau d6 nap chiang vao QlAstat-Dx ME Panel Cartridge nén duoc
thwe hién béi nhan vién dwoc dao tao vé xt ly an toan cac mau sinh hoc.

Cac bwéce sau day co lién quan va phai dwgce thwe hién béi ngwdi dung:

1. L&u mo6t mau Dich néo tay (Cerebral Spinal Fluid, CSF).

2. Théng tin mau dwoc ghi thi cdng & trén cing hodc nhan mau dugc dan phia trén cing
QlAstat-Dx ME Panel Cartridge.

3. M&u CSF dwoc nap tht cdng vao QlAstat-Dx ME Panel Cartridge.
200 ul mau dwoc chuyén vao cbng chinh ciia QlAstat-Dx ME Panel Cartridge béng

cach stir dung mét trong cac éng pipet chuyén di kém. St dung cac loai 6ng pipet vo
trung va &ng pipet chia dd thay thé trong trwérng hop da st dung hét tat ca sau dng
pipet dwgc cung cap kém theo bd dung cu.

Lwu y: Khi nap mau CSF, ngudi dung thwe hién kiém tra trwc quan ctra sé kiém tra
mau (xem hinh &nh bén dwdi) d& xac nhan rdng mau chét 16ng da duoc nap (Hinh 3).

Hinh 3. Cira sé kiém tra mau (miii tén mau xanh dwong).
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Ma vach mau va ma QR cla QlAstat-Dx ME Panel Cartridge dwoc quét trong
QlAstat-Dx Analyzer 1.0.

QlAstat-Dx ME Panel Cartridge dwoc dwa vao bén trong QlAstat-Dx Analyzer 1.0.
Xét nghiém dwoc khdi ddng trén QlAstat-Dx Analyzer 1.0.

Chuén bi mau, khuéch dai va phat hién axit nucleic

Viéc tach chiét, khuéch dai va phat hién axit nucleic trong mau dwoc thwe hién tw dong bai
QlAstat-Dx Analyzer 1.0.

1.

Mau dwoc ddng nhét va cac té bao duoc ly gidi trong budng ly gidi ciia QlAstat-Dx ME
Panel Cartridge, bao gdm mét ro-to quay véi tdc dé cao.

Axit nucleic dwoc loc tir mau da ly giai théng qua lién két véi mang silica trong budng
loc clia QlAstat-Dx ME Panel Cartridge v&i sy hién dién ctia mudi chaotrope va con.
Cac axit nucleic da loc dwgc rira giai tir mang trong buéng loc va dworc trdn voi hda
hoc PCR déng khé trong budng héa hoc khé ctia QlAstat-Dx ME Panel Cartridge.

H&n hop mau va thubc thir PCR duoc pha ché vao cac budng PCR clia QlAstat-Dx
ME Panel Cartridge c6 chira cac doan mdi va doan do déng khod déc hiéu ctia xét
nghiém.

QIlAstat-Dx Analyzer 1.0 tao ra cac hd so nhiét do t6i wu dé thwc hién real-time
RT-PCR da ké&nh hiéu qua va thuc hién cac phép do huynh quang thdi gian thwc dé
tao ra cac dwong cong khuéch dai.

Phan mém QlAstat-Dx Analyzer 1.0 gidi thich di liéu két qua va kiém soat quy trinh va
dwa ra bao cao xét nghiém.

12
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Vat tw dworc Cung cap

Thanh phan bd dung cu

QlAstat-Dx ME Panel

S6 danh muc 691611
S6 xét nghiém 6
QlAstat-Dx ME Panel Cartridge* 6
Transfer pipettes (Ong pipet chuyén)t 6

* 6 hop dong gai riéng 18 chiva tat ca céac thudc thir can thiét cho viéc chudn bi mau va real-time RT-PCR da kénh,

cong véi Mau ching néi.
t 6 éng pipet chuyén riéng Ié dé pha ché mau chét I6ng vao QlAstat-Dx ME Panel Cartridge.
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Vat tw Yéu cau nhung Khéng dwoc Cung cap

QlAstat-Dx ME Panel duoc thiét ké dé s&v dung véi QlAstat-Dx Analyzer 1.0. Truwdc khi bat
dau mot xét nghiém, ddm bao cé san:

® QIAstat-Dx Analyzer 1.0 (it nhat mot Mé-dun Hoat déng va mét Mé-dun Phan tich) voi
phan mém phién ban 1.4 tré& 1&n

e Hudng dan st dung QIAstat-Dx Analyzer 1.0 (@& s& dung v&i phan mém phién ban
1.4 tr& 1én)

e Phan mém Tép Dinh nghia Xét nghiém mé&i nhét ctia QlAstat-Dx danh cho QlAstat-Dx
ME Panel dwgc cai dat trong Mo-dun Hoat déng.
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Canh bao va Phong nglra

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

QlAstat-Dx ME Panel sé dwoc st dung bdi cac chuyén gia phong thi nghiém dwgc dao tao

vé st dung QlAstat-Dx Analyzer 1.0.
Thoéng tin an toan

Khi lam viéc v&i hoa chét, ludbn mang 4o choang phong thi nghiém, gang tay dung mét 1an
va kinh bao ho phi hop. Bdo vé da, mat va mang nhay va thay géng tay thweng xuyén khi
xt ly mau. D& biét thém thong tin, hay tham khao cac bang chi dan an toan (Safety Data
Sheets, SDS) phu hop. Cac badng nay cé sdn trwc tuyén & dinh dang PDF tai
www.qgiagen.com/safety noi ban cé thé tim, xem va in SDS cho méi bd dung cu QIAGEN
va thanh phan ctia bo dung cu.

X0 ly tht ca cac mau, hop da st dung va dng pipet chuyén nhw thé ching cé kha néng truyén
céac tac nhan lay nhiém. Ludn tuan thd cac bién phap phong ngtra an toan nhw dwoc néu
trong cac hwéng dan cé lién quan, chdng han nhw Protection of Laboratory Workers from
Occupationally Acquired Infections, Approved Guidelines (M29) cua Clinical and Laboratory
Standards Institute® (CLSI) hoac cac tai liéu thich hop khac.

Thwe hién theo quy trinh an toan cla td chirc ctia ban d& xt ly cac mau sinh hoc. Thai bé

cac méau, QlAstat-Dx ME Panel Cartridges va 6ng pipet chuyén theo cac quy dinh thich hop.

QlAstat-Dx ME Panel Cartridge la mét thiét bj kin st dung mét 1an cé chiva tt ca cac thubc
thir can thiét dé chuan bj mau va real-time RT-PCR da kénh trong QlAstat-Dx Analyzer 1.0.
Khéng st dung QlAstat-Dx ME Panel Cartridge néu né cé vé nhw bi hdng ho&c ro ri chét
Idng. Thai bé cac hop da str dung hodc bi hdng theo tat ca cac quy dinh va luat phap vé strc

khde va an toan quéc gia, tiéu bang va dia phuong.
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Tuan thi cac quy trinh thi nghiém tiéu chuan dé gitr cho khu vic lam viéc sach sé va khéng

bi nhiém bén. Cac huwong dan dwoc trinh bay trong cac 4n phdm An toan sinh hoc trong

Phong thi nghiém Vi sinh va Y sinh, tlr Trung tam Kiém soat va Phong ngtra Dich bénh va

Vién Strc khée Quéc gia (www.cdc.gov/od/ohs/biosfty/biosfty.htm).

Cac tuyén bd phong nglra va nguy hiém sau day ap dung cho cac thanh phan ctia QlAstat-

Dx ME Panel.

®
&

SO

Chwra: ethanol; guanidin hydrochloride; guanidin thiocyanate;
isopropanol; proteinase K; t-Octylphenoxypolyethoxyethanol. Nguy
hidm! Chét Idng va hoi rat dé chay. C6 hai néu nudt phai hodc néu
hit phai. C6 thé cé hai khi tiép xtc véi da. Gay béng da va tén

thwong mat nghiém trong. C6 thé gay ra cac triéu chirng di (rng

hodc hen suyén hodc khé thd néu hit phai. Cé thé gay budn ngi
ho&c chéng mat. Cé hai cho ddi séng thly sinh véi anh hwéng lau
dai. Tiép xlc v6i axit sé giai phong khi rat ddc. An mon dwéong hd
hép. Tranh xa slrc néng/tia Itra/ngon Itra/bé mat néng. Khéng hat

thudc. Tranh hit bui/khéi/khi/swong/hoilbui nwéc. Deo gang tay bao

hd/quan 4o bao hd/thiét bj bao vé mét/thiét bi bao vé mat. Deo thiét
bi bao vé dwdng hdé hap. NEU TIEP XUC VOI MAT: Rira c&n than
v&i nudc trong vai phat. Thao kinh ap trong, néu cé va dé dang
thwe hién. Tiép tuc rira. NEU tiép xtc hodc dinh vao: Goi ngay cho
TRUNG TAM CHAT BOC hoac béac si y khoa/bac si. Di chuyén
ngwdi dén noi thoang khi va dé thé.

16
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Bién phap phong ngtra trong phong thi nghiém

Dé& dé phong sw nhidm ban c6 thé xay ra dbi véi bénh phdm, phai st dung cac quy trinh 1am

sach va an toan ctia phong thi nghiém tiéu chuén trong khu virc 1am viéc, bao gém céc bién

phap phong nglra sau:

MAu phai dwoc x& ly trong ti an toan sinh hoc hodc mot bé mat sach twong tw dé bao
vé nguwdi st dung. Néu khong str dung td an toan sinh hoc thi nén st dung hop khi chét
(vi du: khay PCR AirClean), tAm chéng ban (vi du: Bel-Art Scienceware Splash Shields)
hoac tdm che maét khi chuén bj mau.

Khéng nén st dung tt an toan sinh hoc dé thwc hién xét nghiém mam bénh CSF (vi du:
nudi cay) dé& chuan bi mau hodc nap hop.

Trwéce khi xt Iy mau, lam sach k§ khu vie [am viéc bang chét tdy riva thich hop nhw
thudc tdy 10% méi pha hodc chat khr tring twong tw. Dé tranh tich tu cén va c6 thé lam
héng bénh phdm hodc anh hwéng tir chat khtv tring, hay lau cac bé mat da kh tring
bang nwéc.

Cac mau va hop nén duoc xt ly tirng 1an mot.

S dung gang tay sach dé lay vat liéu ra khdi tii déng géi sb lwong 1én va doéng lai tai
doéng goi sb lwong 16n khi khdng st dung.

Thay gang tay va lam sach khu viwc [am viéc gitka mdi 1an 14y mau.

Bé cac hép da st dung vao mét hép chira nguy hiém sinh hoc thich hop ngay sau khi
lwot chay hoan tat.

Tranh x& Iy qua nhiéu hop sau khi chay thir.

Tranh lam héng hép.

S dung géng tay sach dé 4y vat liéu ra khéi hop déng géi sé lwong I&n va déng hop

doéng goi sb lvong I&n khi khong st dung.
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Bdo quéan va Xt ly Thudc thiy

Bao quan QlAstat-Dx ME Panel Cartridge trong khong gian bdo quén kho rao, sach sé &
nhiét d6 phong (15-25 °C). Khéng thao QIAstat-Dx ME Panel Cartridges hodc cac éng pipet
chuyén ra khai bao bi riéng cho dén khi str dung thuc t&. Trong cac didu kién nay, QlAstat-
Dx ME Panel Cartridges cé thé duwgc bdo quan cho dén ngay hét han dwoc in trén bao bi
riéng. Ngay hét han ciing dwgc ghi trong ma vach QlAstat-Dx ME Panel Cartridge va dwoc
doc bdi QlAstat-Dx Analyzer 1.0 khi hop dwoc I&p vao thiét bi dé chay xét nghiém.

X0 ly, B&o quan va Chuan bj B&nh pham

Céc bénh phdm CSF nén dwoc thu thap va xt ly theo quy trinh khuyén nghi.

Nén b&o quan CSF & nhiét d6 phong (15 — 25 °C) trong téi da 12 gio.
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Quy trinh

Mau chirng noi

QlAstat-Dx ME Panel Cartridge bao gdbm MAau chirng ndi toan quy trinh, la
Schizosaccharomyces pombe dwgc chuan da, mét loai ndm men (ndm) dwoc bao gdm trong
hép & dang khé va dwoc lam Am lai khi nap mau. Vat liéu M3u chirng ndi nay xac minh tat
ca cac bwéc clia quy trinh phan tich, bao gdm ddng nhat mau, ly gidi cau tric vi-rat va té
bao (bdng phwong phap phan rd héa hoc va co hoc), loc axit nucleic, phién ma nguwoc va
real-time PCR.

Tin hiéu dwong tinh cho Mau ching ndi cho thay rang tat ca cac budc xi ly dwoc thwe hién
béi QlAstat-Dx ME Panel Cartridge da thanh cong.

Tin hiéu am tinh ctia M&u chirng ndi khdng phd nhan bt ky két qué dwong tinh nao cho cac
dich dwoc phat hién va xac dinh, nhwng né lam mét hiéu luc tit ca cac két qua am tinh trong

phan tich. Do d6, xét nghiém nén dwoc I4p lai néu tin hiéu Mau chirng noi 1a am tinh.
Giao thtrc: mau dich nao tay

Thu thap, van chuyén va bao quan mau

Bénh pham CSF nén dwoc lay qua choc do that lung va khong nén ly tam.

Nap méau vao QlAstat-Dx ME Panel Cartridge
1. Lam sach k§ khu vuc lam viéc béng thuéc tdy 10% maéi pha ché (hodc chét khir trung
thich hop) sau do trang nwérc.

2. M®& géi QlAstat-Dx ME Panel Cartridge bang cach s dung céc ranh cét & hai bén cla
bao bi (Hinh 4).
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QUAN TRONG: Sau khi géi dwoc mé, mau phai dwoc nap vao bén trong QlAstat-Dx
ME Panel Cartridge va dwgc nap vao QlAstat-Dx Analyzer 1.0 trong vong 120 phat.

Hinh 4. M& QlAstat-Dx ME Panel Cartridge.

3. Thao QlAstat-Dx ME Panel Cartridge ra khéi bao bi va dat né sao cho ma vach trén nhan
déi dién vai ban.

4. Viét théng tin mau bang cach tha céng hodc dat nhan thong tin mAu 1én trén ciing
QlAstat-Dx ME Panel Cartridge. Pam bao rang nhan dwoc dat ding vi tri va khéng chan
chd mé nép (Hinh 5).
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Hinh 5. B4t théng tin mau Ién trén ciing QlAstat-Dx Meningitis/Encephalitis Panel Cartridge.

5. M& ndp méu ctia cdng chinh & phia trwéc ctia QlAstat-Dx ME Panel Cartridge (Hinh 6).

Hinh 6. M& nap miu cua cdng chinh.

6. M& bng c6 mau sé duoc xét nghiém. S dung 6ng pipet chuyén di kém dé hat chét 1éng
dén vach tht hai trén 6ng pipet (nghfa 1a 200 ul) (Hinh 7).
QUAN TRONG: Khong hut khong khi vao éng pipet. Néu khéng khi dwoc hit vao éng
pipet, can than day chat Idng mau trong ng pipet tré lai &ng mau va ht lai chat 16ng.
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Hinh 7. Hat mau vao éng pipet chuyén di kem.

7. Céan than chuyén 200 pl mau vao cdng chinh clia QlAstat-Dx ME Panel Cartridge bang
cach st dung 6ng pipet chuyé&n diing mét 1an di kém (Hinh 8).

-

Kk 8

Hinh 8. Chuyén miu vao cdng chinh cua QlAstat-Dx ME Panel Cartridge.
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8. Déng chat ndp clia cdng chinh cho dén khi cé tiéng cach (Hinh 9).

Hinh 9. Béng nép ctia céng chinh.

9. Trwc quan xac nhan rdng mau dwoc nap bang cach kidm tra ctra sé kiém tra mau cla
QlAstat-Dx ME Panel Cartridge (Hinh 10).

QUAN TRONG: Sau khi mau dwoc dat bén trong QlAstat-Dx ME Panel Cartridge, hdp
phai dwoc nap vao QlAstat-Dx Analyzer 1.0 trong vong 90 phut.

Hinh 10. Cipa sb kiém tra mau (mii tén mau xanh dwong).
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Kh&i dong QlAstat-Dx Analyzer 1.0

1.

BAT ngudn QlAstat-Dx Analyzer 1.0 bing cach nhan nut On/Off (Bat/T4t) phia trwéc
dung cu.

Lwu y: Cong tdc ngudn & phia sau M6-dun Phan tich phai dwoc d&t & vi tri “I”. Cac chi
bao trang thai QlAstat-Dx Analyzer 1.0 s& chuy&n sang mau xanh dwong.

Boi cho dén khi man hinh Main (Chinh) xuét hién va cac chi bo trang thai QlAstat-Dx
Analyzer 1.0 chuyén sang mau xanh 14 va dirng nhap nhay.

Dang nhap vao QlAstat-Dx Analyzer 1.0 bang cach nhap tén ngudi diung va mat khau.
Lwu y: Man hinh Login (Bang nhap) sé xuét hién néu User Access Control (Kidm soat
Truy cap Nguoi dung) dwoc kich hoat. Néu User Access Control (Kiém soat Truy cap
Nguwoi dung) duoc tat, khéng yéu cau tén ngudi dung/mat khdu va man hinh Main
(Chinh) sé& xuét hién.

Néu phan mém Tép Pinh nghfa Xét nghiém chua dwoc cai dat trén QlAstat-Dx
Analyzer 1.0, hay lam theo hwéng dan cai dat trudc khi chay xét nghiém (xem Phu luc
A: Cai dat Tép Dinh nghia Xét nghiém, trang 75, d& biét thém thong tin).

Chay xét nghiém

1.

Nhén nat Run Test (Chay Xét nghiém) & géc trén cling bén phai ctia man hinh cam (ng
clia QlAstat-Dx Analyzer 1.0.

Khi dwge nhic, hdy quét ma vach ID mau trén éng CSF ¢6 chiva mAu hodc quét ma vach
théng tin bénh phdm ndm phia trén ciing QlAstat-Dx ME Panel Cartridge (xem buéc 3), béng
céach str dung dau doc ma vach phia trwéc gan lién clia QlAstat-Dx Analyzer 1.0 (Hinh 11).
Lwu y: Ciing c6 thé nhap ID mau bang ban phim o cia man hinh cdm (rng béng céch
chon trwéng Sample ID (ID mau).

Lwu y: Tuy thudc vao ciu hinh hé thdng duoc chon, ID bénh nhan ciing cé thé duwoc
yéu cau nhap tai thdi diém nay.

Lwu y: Cac hwéng dan tir QlAstat-Dx Analyzer 1.0 xuét hién trong Instructions Bar

(Thanh Hwéng dan) & phia cubi man hinh cam tng.
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Hinh 11. Quét ma vach ID mau.

3. Khidwoc nhac, hay quét ma vach clia QlAstat-Dx ME Panel Cartridge sé dwoc st dung
(Hinh 12). QlAstat-Dx Analyzer 1.0 tw ddng nhan dang xét nghiém sé dwoc chay dwa

trén ma vach cda hop.

Lwu y: QlAstat-Dx Analyzer 1.0 s& khong chap nhan cac QlAstat-Dx ME Panel
Cartridges da hét han, hop da st dung tréc dé hodc hop danh cho cac xét nghiém chwa
dwoc cai dat trén thiét bj. Mot théng bao 16i sé dwoc hién thi trong cac trwdng hop nay
va QlAstat-Dx ME Panel Cartridge sé& bj day ra. Tham khdo Huwéng dan Str dung QIAstat-
Dx Analyzer 1.0 dé biét thém thong tin vé cach cai dat xét nghiém.

Hinh 12. Quét ma vach QlAstat-Dx Meningitis/Encephalitis Panel Cartridge.
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4. Man hinh Confirm (Xac nhan) sé& xuat hién. Xem lai di¥ liéu da nhap va thwc hién bt ky
thay ddi can thiét nao bang cach chon cac trudng c6 lién quan trén man hinh cdm ng
va chinh stra thong tin.

5. Nhén Confirm (Xac nhan) khi tit ca di¥ liéu dwoc hién thj 1a chinh xac. Néu can, chon
trwong thich hop dé& chinh stva ndi dung ctia né hodc nhan Cancel (Hay) dé hay xét
nghiém (Hinh 13).

™ - o x

administrator Run Test Module 1 09:50 2019-12-05
==

Ul administrator

TEST DATA
Sample ID

491970342
Assay Type
ME v
Sample Type
CSF v

Cancel

Module 1 | Confirm TEST DATA or click any field to edit

Hinh 13. Xac nhan muc nhap div liéu.

6. Dam bao ring ca hai nap mau cltia cdng miéng gac va cbng chinh clia QlAstat-Dx ME
Panel Cartridge d&u déng chat. Khi céng vao hdp phia trén cling clia QlAstat-Dx Analyzer
1.0 tw dong mé ra, hay I&p QlAstat-Dx ME Panel Cartridge vao véi ma vach huéng vé
bén trai va cac budng phan (ng huéng xudng dwéi (Hinh 14).
Lwu y: Khong can day QlAstat-Dx ME Panel Cartridge vao QlAstat-Dx Analyzer 1.0. D&t
né chinh xac vao céng vao hop va QlAstat-Dx Analyzer 1.0 s& tw dong di chuyén hop

vao M6-dun Phan tich.

Lwu y: Cong miéng gac khong dwoc st dung cho xét nghiém QlAstat-Dx ME Panel.
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| 4or-Dx Analyze’
b

Hinh 14. Lap QlAstat-Dx ME Panel Cartridge vao QlAstat-Dx Analyzer 1.0.

7. Khi phat hién QlAstat-Dx ME Panel Cartridge, QlAstat-Dx Analyzer 1.0 sé tw dong déng
nap cdng vao hdp va bat dau chay xét nghiém. Ngudi van hanh khong can cé thém bat
ky hanh déng nao dé bat dau chay.

Lwu y: QlAstat-Dx Analyzer 1.0 s& khéng chap nhan QlAstat-Dx ME Panel Cartridge
khac v&i hop dwoc st dung va quét trong qua trinh thiét lap xét nghiém. Néu méot hop
khong phai 1a hop da quét dwoc 14p vao, sé gay ra 16i va hop sé tw dong dwoc day ra.
Lwu y: Cho dén thoi diém nay, co thé hdy chay xét nghiém bang cach nhan nit Cancel
(Hay) & goc dwdi bén phai ciia man hinh cam rng.

Lwu y: Ty thudc vao ciu hinh hé thdng, nguwdi van hanh cé thé dwoc yéu cu nhap lai
mat khau nguoi ding ctia ho dé bat diu chay xét nghiém.

Lwu y: N&p ctia cdng vao hop sé tu dong déng sau 30 gidy néu QlAstat-Dx ME Panel
Cartridge khoéng dwoc dat trong cdng. Néu didu nay xay ra, hay 13p lai quy trinh bt d&u
v&i buéce 18.

8. Trong khi xét nghiém dang chay, thdi gian chay con lai dwoc hién thi trén man hinh cdm &ng.
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9.

Sau khi chay xét nghiém xong, man hinh Eject (Day ra) sé& xuét hién (Hinh 15) va Module
status bar (Thanh trang thai mé-dun) sé hién thi két qua xét nghiém nhu mét trong cac
tuy chon sau:

O TEST COMPLETED (XET NGHIEM HOAN THANH): Xét nghiém da hoan thanh
thanh cong.

O TEST FAILED (XET NGHIEM THAT BAI): B4 xay ra I6i trong qua trinh xét nghiém.

O TEST CANCELED (BA HUY XET NGHIEM): Nguwoi dung da hiy xét nghiém.

QUAN TRONG: Néu xét nghiém khéng thanh cang, hay lién hé bd phan Dich vu Ky thuat.

administrator Run Test Module 1 09:57 20191205

Ul administrator
ME

TEST DATA
Sample ID

491970342

Assay Type
ME

Sample Type
CSF

Cancel
Module 1 | Test Completed - Remove Cartridge

Hinh 15. Man hinh hién thj Eject (Day ra).

10.Nhén © Eject (D4y ra) trén man hinh cdm &ng dé thao QlAstat-Dx ME Panel Cartridge

va thai bd né nhw rac thai nguy hidm sinh hoc theo tat ca cac quy dinh va luat phap vé
strc khde va an toan qudc gia, tiéu bang va dia phwong. Nén thao QlAstat-Dx ME Panel
Cartridge khi cdng vao hop mé va day hop ra. Néu hop khong dworc thao ra sau 30 giay,
né sé tw dong di chuyén tré lai vao QlAstat-Dx Analyzer 1.0 va nép cbng vao hop sé
doéng lai. Néu diéu nay xay ra, nhan Eject (Day ra) d& mé nap céng vao hop moét 1an niva
va sau do thao hop ra.

QUAN TRONG: Cac QlAstat-Dx ME Panel Cartridges da s dung phai dwoc thai bo.
Khéng thé st dung lai cac hop cho cac xét nghiém da bat diu thwe hién nhwng sau d6
bi ngwoi van hanh hay hoac da phat hién ra 16i.
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11. Sau khi QlAstat-Dx ME Panel Cartridge da dwoc déy ra, man hinh Results Summary
(Tom tét Két qua) sé xuét hién. D& bt dau quy trinh chay xét nghiém khac, nhan Run
Test (Chay Xét nghiém).

Lwu y: Dé biét thém thong tin vé cach st dung QlAstat-Dx Analyzer 1.0, hdy tham khéo
Huong dén St dung QIAstat-Dx Analyzer 1.0.
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Giai thich Két qua

LUU Y: Hinh anh cGa man hinh QlAstat-Dx Analyzer 1.0 trong phan nay dwoc dung lam vi
du va cé thé khéng dai dién cho cac két qua cu thé v& mam bénh dwoc cung c&p cho QlAstat-
Dx ME Panel.

Xem két qua

QlAstat-Dx Analyzer 1.0 tw dong giai thich va lwu két qua xét nghiém. Sau khi day QlAstat-
Dx ME Panel Cartridge ra, man hinh Results Summary (Tém tat Két qua) dwoc hién thi tw
dong (Hinh 16).

- - o x
administrator Summary 09:44 20191205
[==H
—] Available °
Run Test
TEST DATA QlAstat-Dx® Meningitis/Encephalitis Panel
Sample ID Detected Controls
491970342 "
e Streptococcus pneumoniae
Assay Type View
ME Equivocal Results
Sample Type None
CSF Tested @
e Streptococcus pneumoniae Options
B summary LA atic e A me 5 Test Deta
— Log Out
IS Print Report [E] save report

Hinh 16. Vi du vé& man hinh Results Summary (Tém t'ét Két qua) hién thi Test Data (Dir liéu Xét nghiém) trong

bang diéu khién & bén trai va Test Summary (Tém tit Xét nghiém) trong bang diéu khién chinh.

Phan chinh cGia man hinh cung cAp cac danh sach sau day va s& dung ma mau va cac biéu

twong dé biéu thi két qua:

e Danh sach dau tién, duéi tieu dé Detected (D3 phat hién), bao gdm tat cad cac mam
bénh dwoc phat hién va xac dinh trong mau, c6 mét ky hiéu 0 phia trwwdc va cé mau dé.
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e Danh sach thr hai, du6i tiéu dé& Equivocal (Khong ré rang) khong dwoc stv dung. Két
qua khong rd rang khéng dwoc ap dung cho QlAstat-Dx ME Panel, do d6, danh sach
Equivocal (Khdng rd rang) sé ludn tréng.

e Danh sach thir ba, duwéi tiéu dé Tested (D4 xét nghiém), bao gdm tat cd cac mam bénh
duoc xét nghiém trong mau. Cac mam bénh dwoc phat hién va xac dinh trong mau c6
mét ky hiéu (+] phia truwdc va c6 mau dé. Cac mam bénh dwoc xét nghiém nhwng khong
dwoc phat hién cé mot ky hiéu phia trwéc va c6 mau xanh 1a. Cac mam bénh khéng

hop lé cling dwoc hién thij trong danh sach nay.

Lwuy: Cac mam bénh dwoc phat hién va xac dinh trong mau dwoc hién thi trong ca hai danh

sach Detected (D3 phat hién) va Tested (Da xét nghiém).

Néu xét nghiém khéng hoan thanh thanh céng, mét théng bao sé cho biét Failed (L&i) phia
sau c6 Ma 18i cu thé.

Test Data (D@ liéu Xét nghiém) sau day dwoc hién thj & bén trai cia man hinh:

e Sample ID (ID M3u)

e Patient ID (ID Bénh nhan) (néu co)
® Assay Type (Loai Xét nghiém)

e Sample Type (Loai MAu)

C6 san dir lieu khac vé& xét nghiém, tly thudc vao quyén truy cap ctia nguwdi van hanh, théng
qua cac tab & dwéi cling ctia man hinh (vi du: so d6 khuéch dai va chi tiét xét nghiém).

Mét bao céo cé dir liéu xét nghiém cé thé dwoc xuét sang thiét bi lwu trir USB bén ngoai. Cam
thiét bi wu tri» USB vao mét trong cac cong USB clia QlAstat-Dx Analyzer 1.0 va nhén Save
Report (Lwu Béo cdo) & thanh dwdi ciing cia man hinh. Béo co nay cé thé duoc xuét bat cly

lic ndo sau dé bang cach chon xét nghiém tir View Results List (Xem Danh sach Két qua).

Ciing c6 thé& gtri bao cdo dén may in béng cach nhan Print Report (In Bao cao) & thanh duéi

cung ctia man hinh.
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Xem duwong cong khuéch dai

D& xem duong cong khuéch dai xét nghiém cia cac mam bénh da phat hién, nhan tab |
Amplification Curves (Butng cong Khuéch dai) (Hinh 17).

s - o x
administrator Amplification Curves 10:02 2019-12-05

’I Available °
Run Test
PATHOGENS CONTROLS e
Detected e
Streptococcus pneumon (s o
© a5 - tp oy i
] Results
Equivocal 5
=
None = @
Not detected Options
Herpes simplex virus 1 @ [ ]
Ct—-EP= Lin
" CYCLE
Mvconlasma bneumonia
|S Amplification Curves
= Log Out
[= Print Report E Save Report

Hinh 17. Man hinh Amplification Curves (Bwéng cong Khuéch dai) (tab PATHOGENS (MAM BENH)).

Chi tiét v& cac mam bénh dwoc xét nghiém va mau chirng dugc hién thi bén trai va cac

dudng cong khuéch dai dwoc hién thi & gitra.

Lwu y: Néu User Access Control (Kiém soat Truy cap Nguwoi dung) duoc bat trén QlAstat-
Dx Analyzer 1.0, man hinh Amplification Curves (Pudng cong Khuéch dai) chi ¢ sén cho

ngwdi van hanh cé quyén truy cap.

Nhan tab PATHOGENS (MAM BENH) & phia bén trai dé hién thj cac so dd twong &ng v6i
cac mam bénh duoc xét 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 khdng mam bénh. M&i mam
bénh trong danh sach duwoc chon sé dwoc gan mét mau twong tng véi duwdng cong khuéch
dai lien quan d&n mam bénh. Cac mam bénh khéng dwoc chon sé& dwoc hién thi bing mau

xam.
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Céc gia tri Cr va huynh quang diém cubi (Endpoint Fluorescence, EP) twong (rng dwoc hién
thi bén dwdi moi tén mam bénh.

Nhan tab CONTROLS (MAU CHU'NG) & phia bén trai d& xem céc mau chirng trong so dd
khuéch dai. Nh&n vao vong tron bén canh tén mau chivng dé& chon hodc bd chon né (Hinh 18).

- [E=nEcu =]
administrator Amplification Curves 17:40 2019-02-06

’} Available

Run Test
PATHOGENS CONTROLS

Passed Controls e
Ct28.6 - EP 387,167
o

View
Results

©

Options

FLUORESCENCE

@ ; L
Lin
CYCLE

| Amplification Curves
= Log Out
=1 Print Report [E] save Report

Hinh 18. Man hinh Amplification Curves (Bwé&ng cong Khuéch dai) (tab CONTROLS (MAU CHUNG)).

So dd khuéch dai hién thj dwéng cong div liéu cho cac mam bénh hodc mau chirng dwoc
chon. DBé chuyén déi gitra thang do logarit hodc tuyén tinh cho truc Y, nhan nat Lin (Tuyén
tinh) ho&c Log (Logarit) & géc dudi bén trai cia so do.

C6 thé didu chinh ty I& cda truc X va truc Y bang cach st dung @ bd chon mau xanh dwong
trén mdi truc. Nhan va gitr mot bd chon mau xanh dwong va sau dé di chuy&n né dén vi tri
mong mudn trén truc. Di chuyén b6 chon mau xanh dwong dén gbc truc dé tré vé cac gia tri
mac dinh.
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Xem chi tiét xét nghiém

Nhén El Test Details (Chi tiét Xét nghiém) trong thanh Tab Menu (Menu Tab) & phia dudi
cuiing man hinh cdm &ng dé xem lai két qua chi tiét hon. Cudn xudng dé& xem bao cdo day
da.

Test Details (Chi tiét Xét nghiém) sau day dwoc hién thj & gitka man hinh (Hinh 19):

User ID (ID Ngw¢&i dung)
e Cartridge SN (SN Hop) (sb sé-ri)
e Cartridge Expiration Date (Ngay hét han ctia Hop)
e Module SN (SN M6-dun) (s6 sé-ri)
e Test Status (Trang thai Xét nghiém) (Completed (Hoan thanh), Failed (L6i) hoac
Canceled (Da hly) b&i ngwdi van hanh)
e Error Code (M4 16i) (néu cd)
e Test Start Date and Time (Ngay va Gi& Bat dau Xét nghiém)
® Test Execution Time (Thoi gian Thwc hién Xét nghiém)
® Assay Name (Tén Xét nghiém)
® TestID (ID Xét nghiém)
e Test Result (K&t qua Xét nghiém):
O Positive (Dwong tinh) (néu it nhAt mét mam bénh viém mang nao/viém ndo dwoc
phat hién/xac dinh)
O Negative (Am tinh) (khéng phat hién mam bénh viém mang nao/viém nao)
O Failed (L&i) (da xay ra 16i hodc xét nghiém da bj ngudi dung hay)
e Danh sach cac chét phan tich dwoc xét nghiém trong xét nghiém, v&i Cr va huynh
quang diém cudi trong trwdng hop c6 tin hiéu dwong tinh

e Internal Control (Mau chirng noi), véi Cr va huynh quang diém cubdi
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- - o x

administrator Test Details 10:06 2019-12-05
_I Available °
Run Test
TEST DATA TEST DETAILS
sample 1D User ID administrator
491970342 e
AsEayTypE Cartridge SN 491970342 e
ME Cartridge Expiration Date  2019-12-25 00:00 Results
Sample Type Module SN 1024
©
Test Status Completed
Error Code 0x0 Qekene

Test Start Dateand Time ~ 20719-11-08 12:08

5 summary S Amplificatior e [A Vet e [E] Test Details @

— _ - Log Out
[ Print Report E Save Report

Hinh 19. Vi du v& man hinh hién thj Test Data (Di¥ liéu Xét nghiém) trong bang diéu khién & bén trai va Test
Details (Chi tiét Xét nghiém) trong bang diéu khién chinh.

Duyét két qua tir cac xét nghiém truéc

D& xem két qua tr cac xét nghiém truwdc dwoc lwu trik trong kho két qua, nhan @ view
Results (Xem Ké&t qua) trén thanh Main Menu (Menu Chinh) (Hinh 20).

™ - o x
administrator Test Results 10:122019-12-05
_I Available °

Run Test
° Sample ID Assay Operator ID Mod  Date/Time Result
491970342 ME administrator 1 2019-12-05 09:57 e pos e
491730233 ME administrator 1 201911180958 @ neg View
Results
491730221 ME administrator 1 2019-11-1809:56 @ neg
491730213 Gl administrator 1 2019-11-18 09:18 e pos @
Options
492280659 Gl administrator 1 2019-11-1516:10 e pos
hhhhhhhhh N T AATA aa A A An A
K < Page 1 of 153 > A
= Log Out
JU Remove Filter [} Print Report [E] save Report £ search

Hinh 20. Vi du vé man hinh View Results (Xem Két qua).
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Théng tin sau day c6 san cho moi xét nghiém dwoc thwe hién (Hinh 21):

Sample ID (ID M&u)

Assay (Xét nghiém) (tén xét nghiém la “ME”, cho Meningitis/Encephalitis Panel)
Operator ID (ID Ngw&i van hanh)

Mod (M6&-dun) (M6-dun Phan tich trén d6 xét nghiém duwoc thwe hién)

Date/Time (Ngay/Gi®) (ngay va gi¢ khi xét nghiém két thuc)

Result (K&t qua) (két qua clia xét nghiém: positive [pos] (dwong tinh), negative [neg] (&m
tinh), failed [fail] (16i) hoac successful [suc] (thanh céng))

Lwu y: Néu User Access Control (Kiém soat Truy cap Nguwdi dung) duwoc bat trén QlAstat-

Dx Analyzer 1.0, di¥ li&u ma ngudi diing khdng cé quyén truy cap sé duoc 4n béng dau hoa

thi.

Chon mét ho&c nhidu két qua xét nghiém bang cach nhan vao vong trén mau xam & bén trai

cta ID mau. Mot ddu kiém sé xuét hién bén canh cac két qua dwoc chon. B chon két qua

xét

nghiém bang cach nhan vao dau kiém nay. Cé thé chon toan bd danh sach két qua bang

cach nhan vao @ vong tron dau kiém & hang trén cung (Hinh 21).

- o x

administrator Test Results 10:17 2019-12-05
ko
_I Available °
Run Test
° Sample ID Assay Operator ID Mod  Date/Time Result
491970342 ME administrator 1 2019-12-05 09:57 e pos e
491730233 ME administrator 1 2019-11-1809:58 neg View
Results
491730221 ME administrator 1 2019-11-18 09:56 neg
491730213 Gl administrator 1 2019-11-18 09:18 e pos @
Options
492280659 Gl administrator 1 2019-11-1516:10 e pos
Page 1 of 1563 > A
_ Log Out
Remove Filter = Print Report [E] save Report £ search

Hinh 21. Vi du vé chon Test Results (Két qua Xét nghiém) trong man hinh View Results (Xem Két qua).
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Nh&n bét cr noi ndo trong hang xét nghiém dé& xem két qua cho maét xét nghiém cu thé.

Nhan mot tiéu dé& cot (vi du: Sample ID (ID M&u)) dé sép x&p danh sach theo the tw ting

da&n hodc giam dan theo tham sb dé. Danh sach chi cé thé dwoc sdp xép theo mot cot tai

mot thoi diém.

Cot Result (K&t qua) hi&n thj k&t qua cla tirng xét nghiém (Bang 2).

Bang 2. M6 ta két qua xét nghiém trén Man hinh View Results (Xem Két qua)

Két qua

Két qua

Mo ta

Hanh déng

Positive (Dwong
tinh)

Positive with warning
(Dwong tinh cé canh
bao)

Negative (Am tinh)

Failed (L3i)

Successful (Thanh
cong)

Opos

|
0- pos*

neg

afail

GSuc

it nhat mot mam bénh 1a dwong
tinh

it nh&t mot mam bénh la dwong
tinh, nhwng Mau ching ndi
khong thanh cong

Khéng co chét phan tich dwoc
phat hién

Xét nghiém khong thanh céng do
xay ra I6i, xét nghiém bi ngudi
dung huy hoac khong phat hién
thdy mam bénh va mau ching
ndi khong thanh cong.

Xét nghiém la dwong tinh hoac
am tinh, nhwng nguwdi dung
khdng c6 quyén truy cap dé xem
két qua xét nghiém.

Tham khdo Man hinh Summary Result
(Két qua Tém tat) hodc Result Printout
(Ban in Két qua) dé biét két qua cu thé
vé& mam bénh.

Tham khao Man hinh Summary Result
(Két qua Tom tét) hoac Result Printout
(Ban in Két qua) dé biét két qua cu thé
vé& mam bénh.

Tham khao Man hinh Summary Result
(K&t qua Tom tét) hoac Result Printout
(Ban in Két qua) dé biét két qua cu thé
vé& mam bénh.

Lap lai xét nghiém béng cach st dung
hép mai.

Chap nhan két qua clia xét nghiém lap
lai. Néu 16i van con, lién hé véi Bo phan
Dich vu Ky thuat QIAGEN dé dwoc
hwéng dan thém.

Dang nhap tir hd so ngudi dung voi
quyén xem két qua.

Nhan Save Report (Lwu Bao cdo) dé lwu (cac) bao cdo cho (cac) két qua da chon & dinh

dang PDF vao thiét bj lwu trir USB bén ngoai.

Chon loai bao cao: List of Tests (Danh sach Xét nghiém) hoac Test Reports (Bao cao Xét

nghiém).
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Nhan Search (Tim kiém) dé& tim kiém két qua xét nghiém theo Sample ID (ID MAau), Assay
(Xét nghiém) va Operator ID (ID Ngwoi van hanh). Nhap chudi tim kiém bing ban phim ao
va nhan Enter d& bat dau tim kiém. Chi cac ban ghi chva 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.

Nhén va gitr mot tiéu dé cot dé ap dung bd loc dwa trén tham sé d6. Déi véi mot sé tham sé,
chang han nhw Sample ID (ID M&u), ban phim do sé& xuét hién dé& cé thé nhap chubi tim

kiém cho bd loc.

Déi v&i cac tham sb khac, chdng han nhw Assay (Xét nghiém), mot hop thoai s& mé ra véi
danh sach cac xét nghiém dwoc lwu triy trong kho Iwu trie. Chon mdt hodc nhiéu xét nghiém

dé chi loc cac xét nghiém dworc thwe hién véi cac xét nghiém da chon.
Biéu twong T & bén trai cla tiéu d& cot biéu thi rang bd loc cha cot dang hoat ddng.

Co6 thé x6a bd loc béng cach nhan vao Remove Filter (Xéa B6 loc) trong thanh Submenu

(Menu con).

Xuét két qua sang 6 USB

T b4t ky tab nao trén man hinh View Results (Xem Két qua), chon Save Report (Luu Bao
céo) dé xuét va lwu ban sao két qua xét nghiém & dinh dang PDF vao 6 USB (Hinh 22 dén
Hinh 24). Céng USB duwoc dat & phia trwdc clia QlAstat-Dx Analyzer 1.0. Phan gidi thich

cac két qua trong tép PDF dworc trinh bay trong Bang bén duwéi.
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Bang 3. Giai thich két qua xét nghiém trén cac bao cao PDF.

Két qua Biéu twong M6 ta
Detected 0 Phat hién thay mam bénh
(Phat hién)

Két qua vé mam Not Detected Khoéng co Khoéng phat hién mam bénh

be a (Khong Phat bidu trong

énh a

hién)
Invalid Khéng cé Mé&u chirng ndi khong dat; khong co két qua hop 1&

(Khéng hop 1&) biéu twong

Trang thai Xét Completed
nghiém (Pa hoan thanh)

Failed (L&i) g
M&u chirng ndi  Passed (Pat)

Failed (L&i) g

cho dich nay va mau can dwoc xét nghiém lai

Xet nghiém dé hoan thanh va da phat hién Mau
chirng ndi va’/hodc mot hodc nhiéu dich

Xét nghiém khong dat
MA&u chirng néi dat

MA&u ching n6i khéng dat
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prerty ansms

QlAstat-Dx® Meningitis/Encephalitis Panel P

| TEST REPORT

Patient ID Sample ID M30-3x Test Time 2021-12-08 09:53
Detected @ Enterovirus
© Human herpes virus 6
User administrator ~ Test Status Completed
Internal Controls Passed
Viruses @ Detected Enterovirus 19.5 f 651,083
Mot detected Herpes simplex virus 1
Mot detected Herpes simplex virus 2
Mot detected Human parechovirus
@ Detected Human herpes virus 6
Mot detected Varicella zoster virus
Bacteria Mot detected Streptococcus pneumonise
Mot detected Neisseris meningitidis
Not detected Streptococcus agalsctiae
Mot detected Listeria monocytogenes
Mot detected Haemophilus influenzae
Mot detected Escherichis coli K1
Mot detected Streptococcus pyogenes
Mot detacted Mycoplasma pneumonize -I-
Fungi & Yeast Not detected Cryptococcus neoformans, gathii -f-
Gontrols @ Detected IC 31.8 /368,769

Hinh 22. Bao cao xét nghiém mau

Assay ME Cartridge SN 512900123 SN Operational module 20719052
vio Cartridge LOT 210290 SN Analytical module 10221072
Sample CSF Expiration Date 2022-03-09 SW Version 1.4.0build5
Error None

Hinh 23. B4o céo xét nghiém mau thé hién chi tiét v& xét nghiém
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Hinh 24. B4o céo xét nghiém mau thé hién di liéu xét nghiém.
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In két qua

Dam bdo may in dwoc két ndi véi QlAstat-Dx Analyzer 1.0 va trinh diéu khién thich hop
duwoc cai dat. Nhan Print Report (In Bao cao) dé gtri ban sao két qua xét nghiém dwéi dang
PDF dé&n may in.

Giai thich két qua

Két qua ddi voi vi khudn gay Viém mang ndo/Viém nao dwoc hidu 1a Positive (Dwong tinh)

khi xét nghiém PCR twong (rng la dwong tinh.
Giai thich M3u chirng ndi
Két qua Mau chirng ndi sé dwoc giai thich theo Bang 4.

Bang 4. Giai thich két qua Mau ching noi

Két qua mau

chirng Giai thich Hanh déng
Passed (Dat) MA&u chivng noi dwoc khuéceh dai thanh Luot chay d& hoan thanh thanh cong. Tt ca cac
cong két qua hop 1& va co thé dwoc bao cao. Cac

mam bénh da phat hién duwoc bao cao la
positive (dwong tinh) va cac mam bénh khong
dwoc phat hién dwgc bao cao la negative (&m
tinh).

Failed (L6i) Méu chirng ndi khéng dat (Cac) mam bénh duwoc phat hién dwong tinh
dwoc bao cao, nhung tat ca cac két qua am tinh
(da xét nghiém nhung khéng phat hién mam
bénh) la khong hop 1é.
L&p lai xét nghiém bang cach st dung QlAstat-
Dx Meningitis/Encephalitis Panel Cartridge m&i.
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Kiém soat Chat lwong

Theo Hé théng Quén ly Chéat lwong dwoc ching nhan I1SO cia QIAGEN, méi 16
QlAstat-Dx ME Panel dwoc kiém tra theo cac quy cach da duoc xac dinh trwdc dé bao dam

chét lwgng san phdm phu hop.

Han ché

Két qua tir QlAstat-Dx ME Panel khéng dwoc st dung lam co' s& duy nhat dé& chan
doan, diéu tri hodc cac quyét dinh quan ly bénh nhan khac.

Két qua duong tinh khéng loai trir ddng nhiém cac vi khun khong cé trong QlAstat-Dx ME
Panel. Tac nhan hodc cac tac nhan dwoc phat hién cé thé khong phai 1a nguyén nhan chac
chén gay ra bénh. Két qua am tinh khdng loai trir kha ndng c6 tinh trang nhiém triing & hé
than kinh trung wong (Central Nervous System, CNS), vi xét nghiém khong thé phat hién tat
¢ cac tac nhan gay bénh tiém an va cac mam bénh ma QlAstat-Dx ME Panel nham dén cé
thé hién dién & néng d6 thap hon gidi han phat hién ctia hé théng

Khong phai tit ca cac tac nhan gay nhidm trung CNS déu dwoc phat hién bang xét
nghiém nay va dd nhay trong st dung Iam sang c6 thé khac véi mé ta trong tai liéu
hwdng dan.

QlAstat-Dx ME Panel khéng nhdm muc dich xét nghiém bénh phém thu dworc tlr cac
thiét bi y t& CNS dwa vao trong co thé.

Mét két qua am tinh v6i ME Panel khdng loai trir tinh chét truyén nhiém ctia hoi chirng.
Cac két qua xét nghiém am tinh cé thé bat ngudn tir mot sb yéu t6 va két hop cac yéu
t6 d6, bao gdm 18i xtr ly mau, thay ddi trinh tw axit nucleic dich ctia xét nghiém, lay
nhi&m cac vi khuan khéng cé trong xét nghiém, mirc dd vi kun ctia cac vi khuan dwoc
bao gdm duéi gi¢i han phat hién cho xét nghiém va st dung mét sé loai thubc, liéu
phép hoac tac nhan.

QlAstat-Dx ME Panel khéng nham muc dich xét nghiém cac mau khac véi cac mau
dwoc md ta trong Hwéng dan Str dung nay. Cac déc tinh hiéu suat xét nghiém chi
dwoc thiét lap véi CSF.
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e QlAstat-Dx ME Panel dwoc st dung cling véi tiéu chuan chdm séc (vi du: nuéi cly
danh cho phuc hdi sinh vat, kiéu huyét thanh va xét nghiém dé nhay véi thuée chdng vi
trung). Két qua tir QlAstat-Dx ME Panel phai dwoc gidi thich bdi mét chuyén gia chdm
séc slic khde dwoc dao tao trong bdi canh tat ca cac phat hién lam sang, trong phong
thi nghiém va dich t& hoc cé lién quan.

e QlAstat-Dx ME Panel chi c6 thé dwoc sir dung véi QlAstat-Dx Analyzer 1.0

e QlAstat-Dx ME Panel Ia xét nghiém dinh tinh va khéng cung cp gia tri dinh lwgng cho
cac vi khudn dwoc phat hién.

e Axit nucleic clia vi khuan, vi-rit va ndm c6 thé tén tai trong co thé sbéng, ngay ca khi vi
khuén khong ton tai hodc lay nhiém. Viéc phat hién moét chi thj dich khéng ngu y rang vi
khuan twong (ng 13 tac nhan gay nhidm triing hodc cac triéu chirng 1am sang.

e Viéc phat hién axit nucleic vi khuén, vi-rGt va ndm phu thudc vao viéc thu thap, xt ly,
van chuyén, bao quan va nap mau thich hgp vao QlAstat-Dx ME Panel Cartridge. Cac
hoat dong khéng dung cach cho bat ky quy trinh nao néi trén co thé gay ra két qua
khéng chinh xac, bao gdm két qua dwong tinh gia hodc am tinh gia.

e Do nhay va tinh dic hiéu cla xét nghiém, déi véi cac vi khuan cu thé va dbi véi tat ca
céc vi khuén duoc két hop, 1a cac tham sé hiéu suét ndi tai ciia mot xét nghiém nhét
dinh va khong thay ddi tly theo mic d6 phd bién. Nguoc lai, ca gia tri tién doan am
tinh va dwong tinh cla két qua xét nghiém déu phu thudc vao mirc dd phd bién cla
bénh/vi khuén. Xin lu y réng mirc dd phd bién cao hon thién vé gia tri tién doan
dwong tinh cta két qua xét nghiém, trong khi mirc dé phd bién thap hon thién vé gia tri
tién doan am tinh cla két qua xét nghiém.

e Viéc vo tinh [am mau CSF nhiém Propionibacterium acnes — mot vi khun thwc vat hdi
sinh thwdng gép ngoai da — cé thé tao ra mét tin hiéu khéng mong muén (dwong tinh
thap) dbi v&i dich Mycoplasma pneumoniae trong QlAstat-Dx ME Panel. Quy trinh xt

ly mau CSF tiéu chuan phai ngan ngira sy lay nhiém tiém &n nay.

" C6 thé st dung cac dung cu DiagCORE Analyzer chay phadn mém QIAstat-Dx phién ban 1.4 tré 1&n thay thé cho
QlAstat-Dx Analyzer 1.0.
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e K&t qua thu dwoc tir nghién clru ddng nhidm trong qué trinh xac minh phan tich cho
thay viéc phat hién HSV1 c6 kha néng bi trc ché khi S.pneumoniae tén tai trong cuing
m6t mau. Vi anh hwéng nay dwoc quan sat ngay ca khi S.pneumoniae cé nbng do
thap, nén két qua HSV1 am tinh trong cac mau dwong tinh véi S.pneumoniae ciing
can dwoc giai thich mét cach than trong. Khéng quan sat thdy c¢é anh huéng trai
ngwoc (viéc phat hién S.pneumoniae bi (e ché khi cé6 HSV1 trong cling mét méu) &
ndng d6 HSV1 cao nhét dwoc xét nghiém (1,00E+05 TCIDso/mL).
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Pac tinh Hiéu suat

Hiéu suat 1am sang

Céac dac tinh hiéu suét clia QIAstat-Dx Meningitis/Encephalitis (ME) Panel dwgc danh gia

b&ng mdt nghién ctvu hiéu suat lam sang quan sat, hdi ctu, bao gdbm xét nghiém 584 bénh

ph&m con lai ctia dich nao tdy (Cerebrospinal Fluid, CSF) da didu kién thu dwoc bang cach

choc do thét lwng tir nhirng bénh nhan cé dau hiéu va triéu chirng cGa bénh viém mang nio

va/hodc viém nao, sir dung QlAstat-Dx ME Panel trén 3 dia diém xét nghiém lam sang &

Chau Au (Bang 5).

Bang 5. S6 lwong ngwi tham gia trén moéi dia diém xét nghiém 1am sang

Dia diém S6 lwong bénh phdm du diéu kién
buc 200
Phap 193
bPan Mach 191
Téng sb/Téng 584

Bang 6 tom tat thong tin nhan khau hoc cho bénh pham trong nghién ctu.

Bang 6. Tom tat thong tin nhan khau hoc cho nghién ctru hiéu suat 1am sang

Bién s6 Phan nhém Sé lwong %
<2 tudi 9 1,54
2 — 17 tubi 24 4,11
Nhém tudi 18 — 64 tudi 319 54,62
65 tudi tré lén 211 36,13
N.S. 21 3,60
N gioi 281 49,91
Gi¢i tinh Nam giéi 282 50,09
N.S. 21 3,60
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Hiéu suat cta QlAstat-Dx ME panel dwoc danh gia béng cach so sanh két qua xét nghiém
cla QlAstat-Dx ME Panel v&i FilmArray Meningitis/Encephalitis Panel. Khi cd sy khong
khép gitka cac phwong phap, sw bat can xirng dwoc gidi quyét bang cach xem xét két qua
xét nghiém theo tiéu chuén chdm séc cho dia diém (RT-PCR hoac nudi cay).

Trong sb 583 bénh pham [am sang du diéu kién, 578 cho két qua c6 thé danh gia dwoc. Cac
mau gid (n=367) duoc dwa vao dé danh gia hiéu suét ctia cac mam bénh cé ty 1& hién mac thap
(Neisseria meningitidis, Streptococcus agalactiae, Enterovirus, Vi-rit Herpes Simplex 1 va
Parechovirus & Ngudi) va Mycoplasma pneumoniae va Streptococcus pyogenes. Di véi méi
mam bénh gid, cac ching da chon dwoc dwa vao chat ndn Iam sang am tinh trong it nhét 10
mau khac nhau hodc nhém CSF am tinh. Sau khi dwgc chudn bi, cac mau gid dwoc chon ngau
nhién va &n thong tin, sau dé dwoc glri dén tirng dia diém Iam sang dé& xét nghiém trong quy trinh

lam viéc tiéu chuan. Bang 7 hién thi cac mau dwoc dwa vao tinh toan hiéu suét.

Bang 7. Phan phéi cac mau lam sang dwgc phan tich

Bién s6 Phan nhém S6 lwong %
Lam sang 578 61,16
Loai mau
Gia Téng thé 367 38,84
Neisseria meningitidis 65 6,88
Streptococcus agalactiae 61 6,46
Streptococcus pyogenes 61 6,46
Mycoplasma pneumoniae 61 6,46
Enterovirus 60 6,35
Parechovirus & nguoi 59 6,24

Dinh chudn ty 1& phan trdm dwong tinh (Positive Percent Agreement, PPA) duoc tinh 1a 100% x
(TP/TP + FN)). Két qué dwong tinh that (True Positive, TP) cho thay ca hai phwong phap
QlAstat-Dx ME Panel va phwong phép tham chiéu/so sanh déu c6 két qua dwong tinh véi chét
phan tich cu thé, trong khi két qua am tinh gia (False Negative, FN) cho thdy két qua clia QlAstat-
Dx la am tinh trong khi két qua clia phuong phap so sanh la duong tinh. Binh chuan ty 1& phan
tr&m am tinh (Negative Percent Agreement, NPA) dwoc tinh [a 100% x (TN/(TN + FP)). Két qua
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am tinh that (True Negative, TN) cho thay ca hai phwong phap QlAstat-Dx ME Panel va phwong

phap tham chiéu/so sanh déu cé két qua am tinh, trong khi két qua duong tinh gia (False Positive,

FP) cho thay két qua clia QlAstat-Dx ME Panel 1a duong tinh nhung két qué ctia phuong phap

so sanh la am tinh. Khodng tin cdy 95% hai bén nhi thirc chinh xac da dwoc tinh. Bang 8 cho
biét hiéu suét tng thé (PPA va NPA) dbi voi tht ca cac mam bénh trong QlAstat-Dx ME Panel,
bd sung cac két qua mau lam sang va gid. Bang 8 liét ké cac két qud PPA va NPA cho QlAstat-

Dx ME Panel. Béi véi PPA, méi dich chi rd viéc tinh toan hiéu suét dua trén cac mau lam sang,

cac mau gia hay két hop ca hai. NPA chi dwoc bao cao dwa trén cac mau lam sang.

Bang 8. Danh gia tiéu chi chip nhan Higu suit Lam sang vé dé nhay va tinh dac hiéu - sau khi giai quyét sw
khac biét doi v&i Xét nghiém SoC

PPA NPA
Loai Pich Ngudn Xét
3 o TP/ 0 0 TN/ 9 C1 95%
an;m nghiém (TP+FN) % Cl1 95% (TN+FP) % o
- o 99,34%
Escherichia coli Lam sang 11 100,00% 21%‘(()350(?"/ 578/578 100,00% —
K1 U7 100,00%
98,74%
Haemophilus | am sang 4/4 100,00% 2101% = 579574 99,65% .
influenzae ' 100,00% ‘ 9
99,90%
99,34%
Listeria Lam sang " 10000% 2085%~  srmsrr q00,00% -
monocytogenes 100,00% 100,00%
Mycoplasma 2 o 94,08% — Khoéng ap Khéng Khéng
vi pneumoniae cia 61/61 100,00% 100,00% dung apdung  apdung
khuén o 99,34%
Neisseria Két hop 66/66  10000% +5%- 577577 100,00% =
meningitidis ' 100,00% 100,00%
’ o 99,34%
Streptococcus  Kgthop 63064 9844%  garle.  STSISTS  10000% -
agalactiae ’ 100,00%
99,32%
Streptococcus | am sang 15/15  100,00% 79'61%{ 563/563  100,00% -
pneumoniae 100,00% 100,00%
Streptococcus ‘2 o 94,08% — Khong ap Khéng Khong
pyogenes Gia 61/61  10000%  00,00%  dung  &pdung  4p dung
Tiép tuc & trang sau
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Bang 8. (tiép tuc tir trang trwéec)

PPA NPA
Loai Pich Nguén
Mam Xét TPI/(TP+FN) % C195%  TN/(TN+FP) % C195%
bénh nghiém
. % — % —
Enterovirus Két hop 66/69 95,65% 8&9;3 1/3/0 569/569 100,00% 3%3 %é’%
Vi-rat herpes A
h Lam 83,89% — 99,32% —
(s;gsh:))( 1 sang 20/20 100,00% 100,00% 560/560 100,00% 100,00%
Vi-rut herpes a o _ o _
simplex N ,00% e ,00% 0 000
implex 2 S 23/25 9200% O0%% " ssas54  10000% SO
(HSV-2) sang 5 (] f (
Vi-rat Parechovirus
o e . 93,89% — 99,34% —
mﬁg\l;’)m Giad 59/59 100,00% 100,00% 578/578 100,00% 100,00%
Vi-rat herpes o 567/568 99,82%
onguoi b Lam 1011 90,00% 02:26% - " 99.01% -
sang by (] b (4
(HHV-6) 3 ’ 98,38% 99,97%
Vi-rat A
. Lam o 85,15% — o 98,62% —
Zg:t(:;"a sang 52/55 94,55% 98,13% 522/524 99,62% 99,90%
Nim Cryptococcus
gattii/ Lam 20,65% — 99,34% —
MmN Cryptococcus  sang Gl 100,00% 40000 ~ S77/577  100,00% 44 009
neoformans

C6 muwdi chin (19) hdp (trong s 597 14n chay hdp) khong cho két qua hop 1&, mang lai ty 1é

thanh cong 96,82% khi chay hop.

Két luan

QlAstat-Dx Meningitis/Encephalitis Panel d& chirng minh cac dac tinh hiéu suét Iam sang

manh mé d& hd tro chan doan cac tac nhan cu thé ciia viém mang néo va/hodc viém néo

va két qua phai dwoc sir dung cung v&i cac div liéu 1am sang, dich t& hoc va thi nghiém

khac.
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Hiéu suét phan tich
D06 nhay (Gidi han phat hién)

Do nhay Phan tich hoac Gidi han Phat hién (Limit of Detection, LoD) dwoc dinh nghia la

ndng do thap nhat ma tai d6 295% mau dwoc xét nghiém cho két qua dwong tinh.

LoD cho tirng mam bénh QIAstat-Dx Meningitis/Encephalitis Panel dwoc danh gia bang cach
phan tich cac dung dich pha lodng cla cac mau phan tich dwoc chuan bij tir cac lwong dw
l4y tr cac nha cung cip thwong mai (ZeptoMetrix® va ATCC®).

Néng d6 LoD dwoc xac dinh cho téng sb 40 ching mam bénh. LoD ctia QlAstat-Dx
Meningitis/Encephalitis Panel dwgc xac dinh trén mdi chat phan tich bang cach str dung cac
chding dwoc chon dai dién cho cac mam bénh riéng 1é c6 thé phat hién dwoc véi QlAstat-Dx
Meningitis/Encephalitis Panel. Tat c& cac dung dich pha lodng mau dwoc chudn bi bing
céach s dung CSF lam sang am tinh. D& xac nhan néng dd LoD da thiét lap, ty 1& phat hién
can thiét cla tt ca cac ban sao 1a 295%.

it nh&t 4 16 hop khac nhau va it nhat 3 QlAstat-Dx Analyzers khac nhau d& dwoc st dung dé

xac dinh LoD cho moi mam bénh.
Céc gia tri LoD riéng cho tirng dich ctia QlAstat-Dx ME Panel dwoc hién thj trong Bang 9.

Bang 9. Két qua gié¢i han phat hién

Mam bénh Chiing Nha cung cép Pon vi LoD

HSV1 HF ATCC TCIDso/ml 2,81E+02

HSV1 Macintyre ZeptoMetrix TCIDso/ml 3,38E+02

HSV2 G ATCC TCIDso/ml 2,81E+01

HSV2 HSV-2. (Chlng: MS) ZeptoMetrix U/ml 1,26E+01

. . Chuing C5 [Bort];
Escherichia coli K1 018ac:K1:H7 ATCC CFU/mI 3,48E+02
Escherichia coli K1 NCTC 9001. Serovar 1 CFU/ml 7,86E+02
01:K1:H7

Haemophilus loai b (bao nang) ATCC CFU/mi 3,16E+02

influenzae

l.-IaemophlIus Loai e [chung AMC ATCC CFU/mI 2.54E403

influenzae 36-A-7]

Tiép tuc & trang sau
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Bang 9 (tiép tuc tir trang trwérc)

A24. Starin DN-19

Mam bénh Ching Nha cung cép Pon vi LoD

Listeria Loai 1/2b ZeptoMetrix CFU/m 5,80E+02

monocytogenes

Listeria . s . CFU/ml

monocytogenes Loai 4b. Ching Li2 ATCC 6,64E+03

Neisseria meningitidis ~ Kiéu huyét thanh CFU/ml

(bao nang) B. M2092 ATCC 8,288-02

Neisseria meningitidis ~ Kiéu huyét thanh CFU/ml

(bao nang) Y.M-112[B0-6)  ATCC etz

Streptococcus 2019 ZeptoMetrix CFU/mI 1,75E+03

agalactiae

B G19 nhom B ATCC el 3,38E+03

agalactiae

Streptococcus 19F ZeptoMetrix CFU/ml 7,14E+02

pneumoniae

Streptococcus Kiéu huyét thanh 1. CFU/mI

pneumoniae NCTC 7465 e S22

Streptococcus Z472; Kidu huyét . CFU/ml

pyogenes thanh M1 ZeptoMetrix 1,80E+03

Streptococcus Bruno [CIP CFU/ml

pyogenes 104226] e Enils

Mycoplasma Pl 1428 ATCC CFU/mI 9,48E+01

pneumoniae

BB M129 ZeptoMetrix et 9,99E+01

pneumoniae

Cytomegalovirus AD-169 ZeptoMetrix TCIDso/ml 2,45E+00

Cytomegalovirus Davis ATCC TCIDso/ml 1,00E+01

Enterovirus A QoxsackieVilus  ZeptoMetrix TCIDso/m 3,79E+00

Enterovirus A A8, loaiA. Ching  srcc TCIDso/ml 1,60E+02
Gdula

Enterovirus B Coxsackievirus B5  ZeptoMetrix TCIDso/ml 8,91E+01

Enterovirus B voxsackievirus A9, zeptoMetrix TCIDso/mi 4,36E+01
Coxsackievirus

Enterovirus C A17, loai C. Chung ATCC TCIDso/ml 1,58E+01
G-12

Enterovirus C Coxsackievirus ATCC TCIDso/ml 4,99E+00

Tiép tuc & trang sau
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Bang 9 (tiép tuc tir trang trwérc)

Mam bénh Chiing Nha cung cap Bon vi LoD
. EV 70, loai D, chung
Enterovirus D 1670171 ATCC TCIDso/ml 4,99E+01
Enterovirus D68.
Enterovirus D Chung US/MO/14- ATCC TCIDso/ml 5,06E+02
18947
HHV-6A. )
HHV6 (Chiing: GS) Chatly  ZeptoMetrix ban sao/ml 3,13E+04
giai
HHV-6B. . o
HHV6 (Chiing: Z29) ZeptoMetrix ban sao/ml 7,29E+04
Kiéu huyét thanh 1. )
HPeV Chang Harris ZeptoMetrix TCIDso/ml 1,07E+03
HPeV Kiéu huyét thanh 3  ZeptoMetrix TCIDso/ml 3,38E+01
vzv Ellen ZeptoMetrix ban sao/ml 1,71E+02
vzv Oka ATCC TCIDso/ml 5,00E-02
Cryptococcus Kiéu huyét thanh D CFU/ml
vp chiing WM629, loai ~ ATCC 2,21E+03
neoformans
VNIV
CpRlocoses C. neoformans H99  ATCC S 1,64E+02
neoformans
Kiéu huyét thanh B CFU/mI
Cryptococcus gattii ching R272, loai ATCC 1,32E+04
VGlIb
Cryptococcus gattii ??212]3 Jfiee ATCC Al 2,60E+03

Tinh gép (Phan (rng Phan tich)

Nghién ctru tinh gop (phan (ng phan tich) d& mé rong danh sach cac ching mam bénh
dwoc xét nghiém trong Nghién ctru Gidi han Phat hién (Limit of Detection, LoD) clia QlAstat-
Dx Meningitis/Encephalitis dé& xac nhan kha néng phan &ng ctia hé théng phat hién khi c6

céc chiing khac nhau clia ciing mét sinh vat & néng dd gan Giéi han Phat hién twong tng.

Mét loat cac chiing cé lién quan vé mét |am sang cla ting vi khuan dich cla QlAstat-Dx ME
Panel (Chaing gop) dai dién cho cac phan loai vi khuan, chiing va kiéu huyét thanh ciia méi
chét phan tich & cac thoi gian va dia diém khac nhau dwoc dwa vao nghién ciru. Phan trng
Phan tich (Tinh gop) dwgc thwe hién theo hai buwdc:
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e Xét nghiém trong éng nghiém: cac mau phan tich ciia moi dich c6 trong QlAstat-Dx ME
Panel dwoc xét nghiém dé& danh gia kha nang phan trng cltia xét nghiém. M6t tap hop
gdm 178 mau dai dién cho cac chiing, kiéu phu, kiéu huyét thanh va kiéu gen lién quan
cho céac sinh vat khac nhau (vi du: mot loat cac chiing viém mang nao/viém nao khac
nhau dwoc phan 1ap tir khdp noi trén thé gidi va trong cac ndm dwong lich khac nhau)
dwoc dwa vao nghién clru.

e Phan tich trén méy tinh: dé dwa ra dy doan vé kha ndng phan (ng xét nghiém cua tt
ca céc trinh tw oligonucleotide doan mdi-doan do c6 trong bang dwa trén co sé di liéu
trinh tw c6 s8n cong khai d& phat hién b4t ky phan (rng chéo nao cé thé xay ra hodc
phat hién bat ky bd doan méi khdng mong muébn nao, phan tich trén may tinh da dwoc
thwe hién. Ngoai ra, cac chiing khdng coé sin dé xét nghiém trong éng nghiém dwoc
bao gébm trong phan tich trén may tinh d& xac nhan tinh gdp da dw doan ctia cac ching
khac nhau clia cung vi khuan.

Bang 10. Cac chiing/kiéu phu cé lién quan vé mét lam sang dwoc phat hién trén méi mam bénh

Mam bénh

Céc chung/kiéu phu c6 lién quan vé mét 1am sang dwoc phat hién

Neisseria meningitidis
(bao nang)

Cryptococcus gattii/
Cryptococcus
neoformans

Parechovirus & ngwoi
Listeria monocytogenes
Vi-rut herpes & ngwoi 6

Haemophilus influenzae

Enterovirus

Escherichia coli K1

Kiéu huyét thanh bao nang (A, B, C, D, E, H, I, K, L, NG, W, W135, X, Y, Z, 29E)

Kiéu huyét thanh A (C. neoformans var neoformans), kiéu huyét thanh D (C.
neoformans var grubii), kiéu huyét thanh B va C (C. gattii bao gom tat ca cac loai
phan t& VGI, VGII, VGIIl, VGIV)

T4t ca cac ching Parechovirus A & ngudi ¢6 trinh tw 5-UTR ¢cé san (1, 2, 3, 4, 5,
6,7,8, 14,16, 17, 18 va 19), bao gém echovirus 22 (HPeV 1) va echovirus 23
(HPeV 2). Mac du cd trinh tw polyprotein cho cac chiing HPeV A 9, 10, 11, 12, 13
va 15, khéng ¢6 sén trinh tw 5-UTR nao

Kiéu huyét thanh 1/2a,1/2b, 1/2c, 3a, 3b, 3c, 4a, 4b, 4c, 4d, 4e, 7
HHV6a va HHV6b

Tét ca cac kiéu huyét thanh bao nang (a, b, ¢, d, e, f) va céc chiing khéng bao
nang (khdng thé phan loai, NTHi) bao gém var. H. aegyptus

Coxsackievirus A (tr CV-A1 dén CV-A24), coxsackievirus B (tr CV-B1 dén CV-
B6), Echovirus (tir E-1 dén E-33), Enterovirus A (tir EV-A71, EV-A76, EV-A89 dén
EV-A92, EV-A119, EV-A120), Enterovirus B (tr EV-B69, EV-B73 dén EV-B75,
EV-B79, tir EV-B80 dén EV-B88, EV-B93, EV-B97, EV-B98, EV-B100, EV-B101,
EV-B106, EV-B107, EV-B111), Enterovirus C (EV-C96, EV-C99, EV-C102, EV-
C104, EV-C105, EV-C109, tir EV-C116 dén EV-C118), Enterovirus D (EV-D68,
EV-D70, EV-D94), Poliovirus (tr PV-1 dén PV-3)

Céc chung K1

Céc chiing dwgc xét nghiém vé tinh gop dworc trinh bay chi tiét trong Bang 11.
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Bang 11. Cac chiing dwoc xét nghiém vé tinh gop

Mam bénh

Chung/Kiéu huyét thanh

Nha cung cap

Escherichia coli K1

Chuing C5 [Bort]; O18ac:K1:H7
NCTC 9001. Serovar O1:K1:H7
Chung Bi 7509/41; O7:K1:H-

NCDC Bi 7509-41
Kiéu huyét thanh O7:K1(L):NM

NCDC F 11119-41
0-2, U9-41*
0-16, F1119-41*

ATCC
ATCC
NCTC

ATCC

ATCC
BEI Resources

BEI Resources

Z136 CTX-M-15 ZeptoMetrix

Sc15 02:K1:H6 NCTC

Chung H61; 045:K1:H10 NCTC

loai b (bao nang) ATCC

Loai e [ching AMC 36-A-7] ATCC

ﬁc\(;zng] thé phan loai [ching Rd ATCC

Khong thé phan loai [ching 180-a] ATCC
Haemophilus influenzae Loai a [ching AMC 36-A-3] ATCC

Loai b [chiing Rab] ATCC

Loai ¢ [ching C 9007] ATCC

Loai d [ching AMC 36-A-6] ATCC

Loai f [chiing GA-1264] ATCC

L-378 ATCC
Listeria monocytogenes Loai 1/2b ZeptoMetrix

Loai 4b. Chuing Li 2 ATCC

Loai 1/2a. Ching 2011L-2676 ATCC

Loai 1/2a. Chung Li 20 ATCC

Loai 4b ZeptoMetrix

Tiép tuc & trang sau
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Bang 11 (tiép tuc tir trang trwéc)

Mam bénh

Chung/Kiéu huyét thanh

Nha cung cap

Escherichia coli K1

kiéu huyét thanh 4b. Chiing 1071/53
[LMG 21264, NCTC 10527]

Li 23. Kiéu huyét thanh 4a

ATCC

ATCC

FSL J2-064 BEI Resources

Gibson ATCC

EGDe ATCC

Pl 1428 ATCC

M129 ZeptoMetrix
MycopIaS{na Chuing FH cla Tac nhan Eaton [NCTC ATCC
pneumoniae 10119]

UTMB-10P ATCC

MAC ATCC

Gonriem e M2IOP oo

Kiéu huyét thanh Y. M-112 [BO-6] ATCC

[\’l\lhg_rpcqté)(lgg]hanh A, M1027 ATCC

Nhém huyét thanh C, M1628 ATCC
?L‘:":Snea’:‘z ;"e"""g""'d"s Kiéu huyét thanh D. M158 [37A] ATCC

trinh tw véi gen ctrA bién thé IDT

W135 ATCC

MC58 ATCC

79 Eur. Nhém huyét thanh B ATCC

Kiéu huyét thanh B. M997 [S-3250-L] ATCC

Z019 ZeptoMetrix

G19 nhém B ATCC
Streptococcus Kiéu huyét thanh IIl. Phan loai chiing ATCC
agalactiae D136C(3) [3 Cole 106, CIP 82.45]

loai 11I-ST283 ATCC

MNZ929 BEI Resources

Tiép tuc & trang sau
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Bang 11 (tiép tuc tir trang trwéc)

Mam bénh Chuing/Kiéu huyét thanh Nha cung cap
Phan loai chiing H36B - loai Ib ATCC
Streptococcus CDC SS700 [A909; 5541], loai 1c ATCC
agalactiae 3139 [CNCTC 1/82] Kidu huyét thanh IV ATCC
2023 ZeptoMetrix
19F ZeptoMetrix
Kiéu huyét thanh 1. NCTC 7465 ATCC
Kiéu huyét thanh 4. TIGR4 [JNR.7/87] ATCC
Iﬂ)é]u huyét thanh 5. SPN1439-106 [Colombia 5- ATCC
Streptococcus Kiéu huyét thanh 11A. Loai 43 ATCC
pneumoniae Kiéu huyét thanh 14. VH14 ATCC
Kiéu huyét thanh 19A. Hungary 19A-6 [HUN663]  ATCC
Z319; 12F Zeptometrix
?éiz(ggg]ccus pneumoniae; Loai 3. Chiing [CIP ATCC
DCC1476 [Thuy Dién 15A-25] ATCC
ZA472; Kidu huyét thanh M1 ZeptoMetrix
Bruno [CIP 104226] ATCC
Z018; Kidu huyét thanh M58 ZeptoMetrix
Kiéu huyét thanh M1. MGAS 5005 ATCC
Nhom A cla Lancefield//C203 S ATCC
Streptococcus
pyogenes NCTC 8709 (Loai 6 bong) ATCC
glt';c:‘r’;]a, loai 12. Phéan loai ching T12 [F. Griffith ATCC
Nhoém a, loai 14 ATCC
Nhém a, loai 23 ATCC
C203 -Loai 3 ATCC

Tiép tuc & trang sau
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Bang 11 (tiép tuc tir trang trwérc)

Mam bénh

Chuing/Kiéu huyét thanh

Nha cung cép

Coxsackievirus A16 ZeptoMetrix

A8, loai A. Ching Gdula ATCC

A10. M.K. (Kowalik) ATCC

Enterovirus 71. Chung H ATCC
e Iéggg)A Kiéu huyét thanh EV-A71 (Phan lap ZeptoMetrix

Tainan/4643/1998 BEI Resources

A2 Fl [Fleetwood] ATCC

A7 - 275/58 ATCC

A12 - Texas 12 ATCC

EV-A71. Ching BrCr ATCC

Coxsackievirus B5 ZeptoMetrix

Coxsackievirus A9, loai B ZeptoMetrix

é?ﬁj’lnt! CK;[;E]Suyet thanh CV-B1, ATCC

é(')%lnt, g;ﬁg_?uyet thanh CV-B2. ATCC
Enterovirus B Coxsackievirus B4 ZeptoMetrix

Echovirus 6 ZeptoMetrix

Echovirus 9 ZeptoMetrix

Coxsackievirus B3 ZeptoMetrix

Echovirus 18 NCPV

Loai B, Kiéu huyét thanh E-11 ATCC

Coxsackievirus A17, loai C. Ching G-12 ATCC

Coxsackievirus A24. Starin DN-19 ATCC
Enterovirus C [C\:/%Zi(_:g&v _'8‘1'32];\ 21. Chiing Kuykendall ATCC

A11 - Bi-1 ATCC

A13 - Flores ATCC

Tiép tuc & trang sau
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Bang 11 (tiép tuc tir trang trwéc)

Mam bénh Nha cung cdp 1D Danh muc Chung/Kiéu huyét thanh
ATCC VR-182* A22 - Chulman
ATCC VR-178* A20 - IH Nhém 35
Enterovirus C ATCC VR-176* A18 - G-13
NCTC 0812075v CV-A21. Ching H06452 472
NCTC 0812074v CV-A21. Chung H06418 508
ATCC VR-836 EV 70, loai D, chiing J670/71
ATCC VR-1823 Enterovirus D68. Ching US/MO/14-
18947
ZeptoMetrix 0810237CF Enterovirus 68. Phan lap 2007
ATCC VR-1824 Enterovirus D68. Ching US/IL/14-18952
ATCC VR-1197 D68. Chung F02-3607 Corn
Enterovirus D ) . i o
ZeptoMetrix  0810302CF* '63?2'5184')“0“" chinh (Phan ap 2
ATCC VR-1825 Enterovirus D68. Ching US/KY/14-18953
ATCC VR-1826 Enterovirus D68. Ching Fermon
BEI Resources NR-49130 Enterovirus D68. US/MO/14-18949
BEI Resources NR-51998 Enterovirus D68. USA/2018-23089
ATCC VR-260 HF
ZeptoMetrix 0810005CF Macintyre
ATCC VR-733 F
ATCC VR-1493* KOS
Vi-riit Herpes ATCC VR-1778* ATCC-2011-1
Simplex 1 ATCC VR-1789" ATCC-2011-9
NCPV 0104151v 17+
NCTC 1806145v P5A
NCTC 1806147v P6
ZeptoMetrix 0810201CF* Phan lap 20

Tiép tuc & trang sau
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Bang 11 (tiép tuc tir trang trwéc)

Chung/Kiéu huyét

Mam bénh thanh Nha cung cép
G ATCC
HSV-2. (Chiing: MS) ZeptoMetrix
ATCC-2011-2 ATCC
131596 NCPV
HG52 NCPV

Vi-rat herpes simplex 2
Phan lap 1 ZeptoMetrix
132349 ACV-res NCPV
Phan lap 11 Zeptometrix
Phan lap 15 Zeptometrix
Phan lap 20 Zeptometrix

HHV-6A. (Ching: GS) ZeptoMetrix

HHV-6B. (Chuing: Z29) ZeptoMetrix

6B — ching SF ATCC
Vi-rat herpes & ngwoi 6 6B — chiing HST NCPV

Vi-rat B-lymphotropic

& nguwdi ching GS ATCC

6A — ching U1102 NCPV

Kiéu huyét thanh 1. )

Chiing Harris ZeptoMetrix

Kiéu huyét thanh 3 ZeptoMetrix

Kiéu huyét thanh 2. .

Chung Williamson ZeptoMetrix

Kiéu huyét thanh 4 ZeptoMetrix
Parechovirus & nguei i

Kiéu huyét thanh 5 ZeptoMetrix

Kiéu huyét thanh 6 ZeptoMetrix

loai 3. Chiing US/MO-

KC/2014/001 ATCC

Parechovirus A3. Ching ATCC

US/MO-KC/2012/006

Tiép tuc & trang sau
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Bang 11 (tiép tuc tir trang trwéc)

Mam bénh Chuing/Kiéu huyét thanh Nha cung cép
Ellen ZeptoMetrix
Oka ATCC
Phan lap A ZeptoMetrix
Phan lap B ZeptoMetrix
Vi-rat varicella-zoster Ching 275 ZeptoMetrix
Webster ATCC
Chung 82 ZeptoMetrix
Phéan lap D ZeptoMetrix
Chuing 9939 ZeptoMetrix
Chuing 1700 ZeptoMetrix
Kiéu huyét thanh D chiing WM629, loai VNIV ATCC
H99 ATCC
Chuing, CBS 132 ATCC
Kiéu huyét thanh A chiing WM148, loai VNI~ ATCC
M2092 ATCC
Cryptococcus Kiéu huyét thanh AD ching WM628, loai ATCC
neoformans VNII
Kiéu huyét thanh A ZeptoMetrix
NIH9hi90 BEI Resources
NIH306 BEI Resources
Var grubiiYL99a BEI Resources
Kiéu huyét thanh B chiing R272, loai VGlIb ATCC
ABMR38 ATCC
Kiéu huyét thanh B ching WM179, loai VGI ATCC
Kiéu huyét thanh B chiing WM161, loai VGIII  ATCC
Kiéu huyét thanh C chiing WM779, loai
VGIV ATCC
Cryptococcus gattii
A1M R265 ATCC
110 [CBS 883] ATCC
AIR265 BEI Resources
Alg166 BEI Resources
Alg254 BEI Resources

60

Hwéng dan Str dung QlAstat-Dx Meningitis/Encephalitis (ME) Panel (S6 tay) 01/2022




TAt ca cac ching gdp dwoc xét nghiém trong nghién clru déu dwoc bang phat hién, ngoai
trir séu chang. Cac chdng nay dwoc trinh bay chi tiét trong Bang 12.

Bang 12. Cac Chung gop Khong dwoc Phat hién béi QlAstat-Dx ME Panel

Mam bénh Chuing/Kiéu huyét thanh

Vi-rut herpes simplex 1 ATCC-2011-1

Escherichia coli K1 NCDC Bi 7509-41 Kiéu huyét thanh O7:K1(L):NM

Escherichia coli K1 Z136 CTX-M-15

Enterovirus C CV-A21. Ching H06452 472

Enterovirus C CV-A21. Ching H06418 508

Streptococcus agalactiae Kiéu huyét thanh I1l. Phan loai chiing D136C(3) [3 Cole 106, CIP 82.45]

Tinh loai tri

Nghién ctru tinh d&c hiéu phan tich dwoc thuc hién bang xét nghiém trong éng nghiém va
phan tich trén may tinh d& danh gia kha nang phan (rng chéo va tinh loai trir ctia QlAstat-
Dx ME Panel. Céac vi khuan trén bang dwoc xét nghiém dé danh gia kha nang phan (ng
chéo trong bang va céac vi khuan Ngoai bang dwoc xét nghiém dé& danh gia phan (rng chéo

v&i cac vi khuan khéng dwoc bao gdm trong thanh phan bang.

Két qua xét nghiém trén may tinh

Két qua phan tich trén may tinh dwoc thuwe hién cho tat ca cac thiét ké doan mdi/doan do c6
trong QlAstat-Dx Meningitis Encephalitis Panel d4 chi ra 6 phan (rng chéo tiém &n véi cac
dich ngoai bang (dworc liét ké trén Bang 13)

Bang 13. Cac phan (ng chéo tiém an tir phan tich trén mdy tinh

Vi khuén ngoai bang Vi khuén trén bang
Streptococcus pseudopneumoniae* S. pneumoniae

Listeria innocua* L. monocytogenes
Haemophilus haemolyticus H. influenzae

Cryptococcus amylolentus

Cryptococcus depauperatus™ Cryptococcus neoformans/gatti
Cryptococcus wingfieldii

*Nguy co phan (rng chéo trén may tinh khong dwoc xac nhan bing xét nghiém trong éng nghiém.

T4t ca céc sinh vat trén Bang 13 déu dwoc xét nghiém trong nghién cteu tinh déc hiéu phan
tich trong 6ng nghiém.
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Két qua xét nghiém trong éng nghiém

D& chirng minh hiéu nang tinh d&c hiéu phan tich ctia QlAstat-Dx Meningitis Panel di v&i

cac mam bénh co thé hién dién trong mau |am sang nhwng khéng duwoc bao gdm trong

thanh phan bang, mot sb mam bénh cé phan (ng chéo tiém &n da dwoc chon dé xét nghiém

(xét nghiém ngoai bang). Ngoai ra, tinh dac hiéu va viéc khdng cé phan rng chéo véi cac

mam bénh co trong QlAstat-Dx Meningitis Panel da dwoc danh gia & chudn do6 cao (xét

nghiém trén bang).

Cac mau dwoc chudn bi bdng cach pha cac sinh vat ¢ kha nang phan (rng chéo vao chét
nén CSF nhan tao & 10° TCIDso/ml dbi v&i dich vi-rut va 108 CFU/mI déi vai dich vi khuén

va ndm hodc ndng dd cao nhat cé thé dwa trén lwgng dw sinh vat.

TAt ca cac ching dwoc xét nghiém vé tinh loai trlr dworc trinh bay chi tiét trén Bang 14. Di

v&i cac mam bénh dwoc danh diu * thi DNA téng hop dinh lwgng hodc vat liéu bt hoat da

dwoc sty dung.

Bang 14. Cac mam bénh dwoc xét nghiém vé tinh loai triv

18947

Mam bénh Chiing Nha cung cap ID Danh muyc
Escherichia coli K1 Chung C5 [Bort]; O18ac:K1:H7 ATCC 700973
Haemophilus influenzae Loai e [ching AMC 36-A-7] ATCC 8142
Listeria monocytogenes Loai 4b. Chling Li 2 ATCC 19115
Mycoplasma pneumoniae M129 ZeptoMetrix 801579
Neisseria meningitidis Kiéu huyét thanh Y. M-112 [BO-6] ATCC 35561
Streptococcus pneumoniae 19F ZeptoMetrix 801439
Streptococcus agalactiae Z019 Zeptometrix 801545
Streptococcus pyogenes Z472; Kiéu huyét thanh M1 Zeptometrix 804351
Enterovirus A A8, loai A. Chung Gdula ATCC VR-1801
Enterovirus B Coxsackievirus B5 ZeptoMetrix 0810019CF
Enterovirus C Coxsackievirus A17, loai C. Chiling ATCC VR-1023
G-12
Enterovirus D Enterovirus D68. Ching US/MO/14-  ATCC VR-1823

Tiép tuc & trang sau
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Bang 14 (tiép tuc tir trang trwéc)

Mam bénh Chung Nha cung cap ID Danh muc
Vi-rat herpes simplex 1 Macintyre ZeptoMetrix 0810005CF
Vi-rat herpes simplex 2 HSV-2. (Chuing: MS) ZeptoMetrix 0810006CF
Vi-rat herpes & nguoi 6 HHV-6B. (Chuing: Z29) ZeptoMetrix 0810072CF
Parechovirus & ngudi Kiéu huyét thanh 3 ZeptoMetrix 0810147CF
Vi-rut varicella-zoster Ellen ZeptoMetrix 0810171CF
Cryptococcus neoformans WM629 [CBS 10079] ATCC MYA-4567
Cryptococcus gattii Kiéu huyét thanh B chiing R272, loai VGIlb ~ ATCC MYA-4094
Adenovirus A12 Huie ATCC VR-863
Adenovirus C2 Adenoid 6 (NIAID 202-001-014) ATCC VR-846
Adenovirus D20 AA ATCC VR-1090
Adenovirus E4 RI-67 ATCC VR-1572
Adenovirus F41 Tak ZeptoMetrix 0810085CF
Vi-rat BK polyoma Khéng ap dung ATCC VR-837
Vi-rat corona 229E 229E ATCC VR-740
Vi-rat corona NL63 NL63 (Amsterdam I) BEI Resources NR-470
Vi-rat corona OC43 0C43 ATCC VR-1558
Vi-rit sét xuét huyét (Loai 2)*  New Guinea C ZeptoMetrix 0810089CFHI
Vi-rut Epstein-Barr B95-8 ZeptoMetrix 0810008CF
Vi-rat viém gan B (Hepatitis ~ Khong ap dung ZeptoMetrix 0810031C
B Virus, HBV)*

Vi-rat viém gan C (Hepatitis ~ Khoéng ap dung ZeptoMetrix 0810032C
C Virus, HCV)*
Vi-rat herpes & nguoi 7 SB ZeptoMetrix 0810071CF
Vi-rat herpes & ngudi 8 Khéng ap dung ZeptoMetrix 0810104CF
Vi-rat gay Suy giam Mién RNA Vi-rit gay suy gidm mién dich & nguwdi  ATCC VR-3245SD
dich & Nguoi* 1 (Human Immunodeficiency Virus 1, HIV-1)
Téng hop Binh lvong

Rhinovirus A1b & ngwoi 2060 ATCC VR-1559
Rhinovirus A16 & nguoi 11757 ATCC VR-283
Rhinovirus B3 & nguoi FEB ATCC VR-483
Rhinovirus B83 & nguoi Baylor 7 [V-190-001-021] ATCC VR-1193
Vi-rat JC polyoma MAD-4 ATCC VR-1583

Tiép tuc & trang sau
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Bang 14 (tiép tuc tir trang trwéc)

Mam bénh Chung Nha cung cép ID Danh muc
Vi-rat Séi Edmonston ATCC VR-24
Vi-rat Quai bi Jones ATCC VR-1438

Vi rat West Nile* 1986 ZeptoMetrix VR-3274SD
Vi-rat parainfluenza 2 Greer ATCC VR-92
Vi-rat parainfluenza 4 Khéng ap dung ZeptoMetrix 0810060CF
Parvovirus B19 B19 ZeptoMetrix 0810064C
Vi-rut Hop bao Ho6 hép A2 ATCC VR-1540
Rotavirus RRV (Rhesus Rotavirus) ZeptoMetrix 0810530CF
Vi-rat Rubella Khéng ap dung ZeptoMetrix 0810048CF
Vi-rat Viém ndo St. Louis*  Parton ZeptoMetrix 0810080CFHI
Candida glabrata CBS 138 ATCC 2001
Candida krusei Khéng ap dung ATCC 14243
Candida lusitaniae Z010 ZeptoMetrix 801603
Candida metapsilosis MCO429 ATCC 96143
Candida orthopsilosis MCO471 ATCC 96140
Candida viswanathii PK 233 [NCYC 997, pK233] ATCC 20336
Candida parapsilosis CBS 604 ATCC 22019
Candida tropicalis Vitek #8935 ATCC 750
Cryptococcus albidus AmMS 228 ATCC 66030
Cryptococcus NRRY Y-7784 ATCC 56469
amylolentus

Cryptococcus laurentii CBS 139 ATCC 18803
Cryptococcus AmMS 234 ATCC 66033
uniguttulatus

Cryptococcus adeliensis Cryptococcus adeliae ATCC 201412

= Cryptococcus adeliae =

Naganishia adeliensis

Cryptococcus flavescens  Cryptococcus laurentii var. flavescens ATCC 10668

= Papiliotrema flavescens  (Saito) Lodder et Kreger-van Rijj

Cum AH1N1 AJ/Florida/3/2006 ATCC VR-1893
Cum A H1N1-2009 A/California/08/2009 (H1N1pdm) ATCC VR-1895

Tiép tuc & trang sau
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Bang 14 (tiép tuc tir trang trwéc)

Mam bénh Chung Nha cung cép ID Danh muc
Cum A H3N2 A/Port Chalmers/1/73 ATCC VR-810
Cum B B/Virginia/ATCC4/2009 ATCC VR-1784
Cryptococcus wingfieldii = OTU 26 Collection Belga CBS 7118
Tsuchiyaea wingfieldii

Cryptococcus depauperatus = K [ARSEF 2058, CBS 7842] ATCC 64866
Aspergillus depauperatus =

Filobasidiella depauperata

Filobasidium capsuligenum ML-186 ATCC 22179
Naeglaria fowleri* DNA b gen tr Naegleria fowleri ATCC 30174D
Toxoplasma gondii Nhoém Haplo 2 ATCC 50611
Aspergillus fumigatus 2014 ZeptoMetrix 801716
Candida albicans CBS 562 ATCC 18804
Candida dubliniensis Z145 ZeptoMetrix 801915
Bacillus cereus 2091 ZeptoMetrix 801823
Citrobacter freundii [ATCC 13316, NCTC 9750] ATCC 8090
Corynebacterium striatum CDC F6683 ATCC 43751
Corynebacterium urealyticus 3 [chiing Garcia] ATCC 43044
Cronobacter (Enterobacter)  cpc 4s62-70 ATCC 20544
Enterobacter aerogenes 2052 ZeptoMetrix 801518
Enterobacter cloacae CDC 442-68 ATCC 13047
SR 2003-3055 ATCC BAA-2212
Escherichia fergusonii 2302 ZeptoMetrix 804113
Escherichia hermannii CDC 980-72 ZeptoMetrix 804068
Escherichia vulneris CDC 875-72 ATCC 33821
Haemophilus ducreyi CF101 ATCC 33940
Haemophilus haemolyticus NCTC 10659 ATCC 33390
;’:;’,’;;’gf’;{(’)‘;;ﬁcus 536 [NCTC 8479] ATCC 10014

Tiép tuc & trang sau
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Bang 14 (tiép tuc tir trang trwéc)

Mam bénh Chuing Nha cung cap ID Danh muc
Haemophilus parainfluenzae ~ NCTC 7857 ATCC 33392
Klebsiella pneumoniae Bl\l%?cgggg_sa NCDC 410-68] ATCC 13883
Listeria innocua SLCC 3379 ATCC 33090
Listeria ivanovii Li 1979 ATCC 19119
Morganella morganii AM-15 ATCC 25830
Streptococcus salivarius C699 ATCC 13419
Streptococcus sanguinis DSS-10 ATCC 10556
,f;;efég,i%ﬁﬁomae CDC-8S-1757 ATCC BAA-960
Mycoplasma genitalium M30 ATCC 49895
Neisseria lactamica NCDC A7515 ATCC 23970
Neisseria mucosa AmMS 138 ATCC 49233
Neisseria sicca AMC 14-D-1 ATCC 9913
Neisseria gonorrhoeae 2017 ZeptoMetrix 801482
Pantoea agglomerans Enterobacter agglomerans ATCC 27155
Proprionibacterium acnes NCTC 737 ATCC 6919
Proteus mirabilis LRA 08 01 73 [API SA, DSM 6674] ATCC 7002
Pseudomonas aeruginosa ESP&;B][CIP 103467, NCIB 10421, ATCC 15442
Saccharomyces cerevisiae NRRL Y-567 ATCC 9763
Salmonella bongori CIP 82.33 ATCC 43975
Salmonella enterica CDC K-1891 [ATCC 25928] ATCC 13076
Serratia marcescens PCI 1107 ATCC 14756
Shigella boydii CDC C-123 ATCC 12033
Shigella flexneri 2046 ZeptoMetrix 801757
Shigella sonnei AMC 43-GG9 ATCC 9290
Staphylococcus aureus FDA 209 ATCC CRM-6538
Staphylococcus capitis PRA 360 677 ATCC 35661

Tiép tuc & trang sau
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Bang 14 (tiép tuc tir trang trwéc)

Mam bénh Chung Nha cung cép ID Danh muc
Staphylococcus epidermidis ~ FDA ching PCI 1200 ATCC 12228
Staphylococcus

haemolyticus SM 131 ATCC 29970
Staphylococcus hominis Z031 ZeptoMetrix 801727
Staphylococcus lugdunensis ~ LRA 260.05.79 ATCC 49576
Staphylococcus

saprophyticus NCTC 7292 ATCC 15305
Streptococcus anginosus NCTC 10713 ATCC 33397
Streptococcus bovis 2167 ZeptoMetrix 804015
Streptococcus dysgalactiae Chuing phan nhém C74 ATCC 12388
Streptococcus intermedius 2126 ZeptoMetrix 801895
Streptococcus oralis Z307 ZeptoMetrix 804293
Streptococcus mitis A A1 A N .

(tigurinus) Phéan lap Lam sang ZeptoMetrix 801695
Streptococcus mutans LRA 28 02 81 ATCC 35668

TAt ca cac sinh vativi-rit dwoc xét nghiém déu cho két qua am tinh trong ca ba ban sao dwoc

xét nghiém (khdng phat hién tin hiéu duwong tinh khéng mong mudn), ngoai trir cac mam bénh

dworc trinh bay trong bang dudi day. Cac mam bénh thé hién kha nang phén (rng chéo véi bang

va ndng do thap nhét khi phat hién phan (rng chéo dworc liét ké trong Bang 15.

Bang 15. Cac mau cho thay phan (ng chéo vé&i bang

Dich QlAstat-Dx Meningitis

Vi khuan phan trng chéo tiém an’

Néng do phan tng
chéo trong IFU dwgc
tuyén bo

Mycoplasma pneumoniae
Mycoplasma pneumoniae

Haemophilus influenzae

Cryptococcus neoformans/gattii
Cryptococcus neoformans/gattii

Cryptococcus neoformans/gattii

Propionibacterium acnes*
Mycoplasma genitalium
Haemophilus haemolyticus

Cryptococcus wingfieldii = Tsuchiyaea wingfieldii

Cryptococcus flavescens = Papiliotrema

flavescens
Cryptococcus amylolentus

21,00E+04 CFU/ml
21,00E+06 CFU/ml
21,00E+03 CFU/ml
21,00E+01 CFU/ml
24,00E+03 CFU/ml

21,00E+01 CFU/ml

*

-+

Propionibacterium acnes khong dwgc dy doan c6 phan trng chéo véi Mycoplasma pneumoniae.
Kha nang phan &rng chéo dugc dw doan trén may tinh cho Listeria innocua v&i xét nghiém Listeria
monocytogenes va Cryptococcus depauperatus v&i xét nghiém Cryptococcus neoformans/gattii khong dwgc xac

nhan trong éng nghiém
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DPdng nhiém

Cac mau két hop cé chiva hdn hop hai dich khac nhau duwgc pha & cac ndng dd thap va cao

vao CSF nhan tao da dwoc xét nghiém. Cac dich vi khun, vi-rat va ndm men dwoc dwa vao

va cac vi khudn dwoc phat hién trong cting mét budng phan tng dwoc chon dé& chuén bi va

xét nghiém mau. Viéc lwa chon va két hop cac dich dé xét nghiém dwa trén sy lién quan vé

mat lam sang. Ba ban sao duwgc xét nghiém dbi véi méi mau.

Ban tém tat vé& cac hdn hop ddng nhiém cudi cling, theo d6 Chét phan tich Ty & phan tram

Cao (High Percentage Analyte, HPA) khong (rc ché Chét phan tich Ty 1é phan trdm Thap

(Low Percentage Analyte, LPA) dwoc trinh bay trong Bang 16.

Bang 16. Cac hén hop BPong nhiém trong d6 ndng do HPA khéng (rc ché LPA

LPA HPA*

Mam bénh Néng do Ponvi  Mam bénh Néng do Pon vi

Escherichia coli K1~ 3,30E+02  CFuUml  (1aemophilus 1,00E+06 CFU/mI
influenzae

Haemophilus 9,48E+02 CFU/ml  Escherichia coli K1~ 1,00E+06 CFU/ml

influenzae

Mycoplasma 2,84E+02 CFU/ml  HSV1 1,00E+05 TCIDso/ml

pneumoniae

HSV1 267E+02  TCIDsg/mi Mycoplasma 1,00E+03 CFU/mI
pneumoniae

Haemophilus 9.48E+02  CFUml  HSV2 1,00E+02 TCIDso/mI

influenzae

HSV2 3,78E+01  TCIDso/ml 1aemophilus 1,00E+06 CFU/ml
influenzae

HHV6 9,30E+04  CFum|  Listeria 1,00E+06 CFU/m
monocytogenes

Listeria 558E+03  CFUmI  HHV6 1,00E+05 ban sao/ml

monocytogenes

HSV1T 267E+02  TCIDsyiml Streptococeus 1,00E+02 CFU/ml
pneumoniae

Tiép tuc & trang sau
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Bang 16. (tiép tuc tir trang trwéc)

LPA HPA*

Mam bénh Néng do Ponvi  Mam bénh Néng do Pon vi

Streptococcus

proamonias 6,78E+02 CFU/mI  HSV1 1,00E+05 TCIDso/m

Haemophilus Streptococcus

Pl 9,48E+02 CRUmI e oniae 1,00E+06 CFU/mI

SEICETIETIE 6,78E+02 Sl BERTRIS 1,00E+06 CFU/mI

pneumoniae influenzae

Listeria Streptococcus

monotytogenes 5,58E+03 CRUmI O oniae 1,00E+06 CFU/mI

Streptococcus 6,78E+02  CFU/ml  Listeria 1,00E+06 CFU/mI

pneumoniae monocytogenes

Cryptococcus 6,63E+03 CFumi  Streptococcus 1,00E+06 CFUmI

neoformans pneumoniae

Streptococcus Cryptococcus

preumonias 6,78E+02 CFUml BB 1,00E+05 CFU/mI

Neisseria 3,99E+01 CFU/mI  Haemophilus 1,00E+06 CFU/mI

meningitidis influenzae

Haemophilus Neisseria

influenzae 9,48E+02 CRUMI attiis 1,00E+05 CFU/mI

vzv 1,62E+02 CFu/mi ~ Neisseria 1,00E+05 CFU/m
meningitidis

Neisseria

moningitidis 3,99E+01 CFUmI  VzV 1,00E+05 CFU/mI

Enterovirus 480E+02  TCIDs/m Stréeptococcus 1,00E+06 CFU/ml
pyogenes

SUEICEIETIE 1,71E+03 CFUml  Enterovirus 1,00E+05 TCIDso/ml

pyogenes

Parechovirus 1,01E+02 CFU/mI Enterovirus 1,00E+05 TCIDso/ml

Enterovirus 4,80E+02 CFU/ml Parechovirus 1,00E+05 CFU/ml

HHV6 9,39E+04 ban HSV1 1,00E+05 TCIDso/ml

sao/ml

HSV1 2,67E+02  TCIDso/ml HHV6 1,00E+05 ban sao/ml

Streptococcus 5,25E+03 CFU/ml  HSV2 1,00E+05 TCIDso/ml

agalactiae

*

-+

Néng do thap nhét khong trc ché LPA

Nong dd HPA (S. pneumoniae) khdng rc ché LPA (HSV1) dwoc xac dinh la 1,00E+02 CFU/ml. Tuy nhién, ndng
d6 nay thap hon mac LoD xét nghiém da xac dinh déi véi S. pneumoniae (7,14E+02 CFU/ml) va da quan sat thay
sy sut gidam HPA. (Lwu y: phat hién két qua twong duwong khi S. pneumoniae duoc xét nghiém & 6,78E+02
CFU/ml va HSV1 duoc xét nghiém & 1,00E+05 TCIDso/ml. Nhw vay c6 vé nhu néng dé HSV1 cao khéng cé anh
hwéng dén viéc phat hién S. pneumoniae, nhung S. pneumoniae c6 anh hudng dén viéc phat hién HSV1).
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Céc chéat Gay nhiéu

Anh hwéng cta cac chét gay nhiéu tiém an dbi véi kha nang phat hién cac sinh vat cua

QlAstat-Dx ME Panel d& dwoc danh gia. Cac chat dwoc xét nghiém trong nghién cteu (31)

bao gdm cac chét ndi sinh ciing nhw chat ngoai sinh thwérng dwoc tim thdy va’hoac dwa vao

bénh phdm CSF trong qua trinh thu thap bénh pham.

TAt ca cac sinh vat dich ctia QlAstat-Dx ME Panel déu dwoc xét nghiém & 3x LoD trong chét

nén CSF nhan tao va xét nghiém dwoc thuc hién véi ba ban sao. Cac chét gay nhiéu tiém

4n dwoc pha vao mau & mirc dwoc dw doan la cao hon ndng dd cuia chat co thé dwoc tim

thay trong mau CSF.

Bang 17. Tém tét cac chat gay nhiéu dwoc xét nghiém

Tén Néng do dwoc Xét nghiém Do nhiéu
Cac chét néi sinh

Mau ngudi 10% (thé tich/thé tich) Khong
gDNA 20 pg/ml Co
gDNA 2 pg/ml Khéng
D(+)Glucose 10 mg/ml Khéng
L-lactate (Na) 2,2 mg/ml Khoéng
Immunoglobulin G (& ngudi) 20 mg/ml Khéng
Albumin (& nguoi) 30 mg/ml Khéng
Té bao don nhan mau ngoai bién 10.000 té bao/ul Khong
Cac chéat ngoai sinh

Chlorhexidine 0,4% (trong lwong/thé tich) Khéng
Ethanol 7% (thé tich/thé tich) Khong
Chét tay 1% (thé tich/thé tich) (o
Chét tay 0,1% (thé tich/thé tich) Co
Chét tay 0,01% (thé tich/thé tich) Khéng
Acyclovir 69 pg/ml Khong
Amphotericin B 5,1 pg/mi Khéng

Tiép tuc & trang sau
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Bang 17 (tiép tuc tir trang trwérc)

Tén Noéng do Xét nghiém Chét gay nhiéu
Ampicillin 210 pg/ml Khéng
Ceftriaxone (aCSF) 840 pg/ml Khéng
Ceftriaxone (PBS) 840 ug/ml Khéng
Cefotaxime 645 pg/ml Khoéng
Ganciclovir 25 pg/ml Khéng
Gentamicin 30 pg/ml Khéng
Meropenem 339 pg/ml Khoéng
Vancomycin 180 pg/ml Khéng
Voriconazole 11 pg/ml Khéng
Oseltamivir 0,399 pg/ml Khéng

Vi sinh vat khong dich

Vi-rat Epstein-Barr 1E+05 ban sao/ml Khéng
Cum A H1N1-2009 1E+05 CEID50/ml Khong
Cutibacterium acnes 1E+06 CFU/ml Khong
Staphylococcus epidermidis 1E+06 CFU/mI Khéng
Escherichia coli (khong phai K1) 1E+06 CFU/mlI Khéng
Staphylococcus aureus 1E+06 CFU/ml Khoéng
Vi-rat Séi 1E+05 TCID50/ml Khéng

Lwu y: Bat ky dung méi hogic chat dém nao dugc siv dung dé chuén bj cac chat gay nhiu ciing da duoc xét nghiém
ve kha nang gay nhiéu, khong tim thay kha nang gay nhiéu nao.

TAt c& cac chat ndi sinh va chat ngoai sinh ¢é kha naéng gay nhidu da dwoc danh gia va
duoc xac nhan 1a khdng anh hwéng dén bét ky xét nghiém dich nao clia bang & cac néng
dd c6 thé tim thay trong cac mau lam sang. Diéu nay khong dung véi Chat thy va gDNA, tai
d6 cac chét ndi sinh va chat ngoai sinh ¢ kha ndng gay anh nhiéu va nhw vay ndng d6 thap
nhét cGa chat gay nhidu da dwoc xac dinh.
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Chuyén sang

M6t nghién ctvu chuyén sang da duoc thwe hién dé danh gia kha néng xay ra nhiém ban
chéo gitra cac 1an chay lién tiép khi str dung QlAstat-Dx Meningitis Encephalitis Panel trén
QlAstat-Dx Analyzer 1.0. Cac mau CSF gay bénh c6 cac mau dwong tinh cao (10° — 10° vi
khuén/ml) va am tinh xen k& dugc thwe hién trén hai dung cu QlAstat-Dx Analyzer 1.0.
Khéng quan sat thdy hién twong chuyén sang gitta cac mau trong QlAstat-Dx
Meningitis/Encephalitis panel, chirng té réng thiét k& hé théng va cac phwong phap x& ly va
xét nghiém mau dwoc khuyén nghi cé hiéu qua trong viéc ngan ngira cac két qua khong
mong muén do chuyén sang ho&c nhiém ban chéo gitra cac mau.

Tinh lap lai va Tinh tai lap

Dé& danh gia kha nang tai 1ap, mét gidn dé da dia diém dwoc trién khai, sau dé xét nghiém
c& mau am tinh va mau dwong tinh tai hai dia diém nghién ctvu khac nhau véi cac bién quy
trinh lam viéc khac nhau cé thé anh hudng dén do chinh xac clia hé théng, chang han nhw
dia didm, ngay, dung cu, ngudi van hanh va 16 hop. Cac mau am tinh bao gdm CSF nhan
tao. Cac mau két hop dwong tinh bao gdm CSF nhan tao dwoc pha véi mot nhém mam
bénh dai dién bao gbm tat ca cac loai ma QlAstat-Dx ME Panel nham dich (trc 1a vi-rut DNA,
vi-rat RNA, vi khudn gram (+), vi khuan gram (-) va ndm men) & mirc gi¢i han phat hién
(1x LoD) va 3x LoD. Béi véi mbi dia diém, xét nghiém dwoc thue hién trong 5 ngay khéng
lién tuc cho mdi hén hop véi 9 ban sao mi ngay cho méi hdn hop (dan dén téng sb 45 ban
sao cho méi dich, néng dé va dia diém), tbi thidu 9 QlAstat-Dx Analyzers khac nhau trén méi
dia diém va it nhat 3 ngwoi van hanh mdi ngay xét nghiém.

Xét nghiém do tai lap duoc thiét ké dé danh gia cac bién sé quan trong cé thé anh hwéng
dén hiéu nang ctia QlAstat-Dx ME Panel trong bdi canh sir dung thudng quy va theo dung
muc dich thiét ké.

DPoi voi nghién ctru dd 13p lai, cing mét bang mau da dugc xét nghiém theo gian dd mét dia
diém. Thtr nghiém d6 13p lai dwoc thiét k& dé danh gia d6 chinh xac cla QlAstat-Dx ME
Panel Cartridge trong cac diéu kién twong tw (trong phong thi nghiém). Nghién ctru kha ning
I&p lai dwoc danh gid véi cling cac mau dwoc stv dung dé& xét nghiém Kha néng tai lap st
dung Dia diém 1.
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Bang 18. Ty lé Két qua Kha néng lap lai Chinh xac

Gi¢i han Tin cay

(Céc) Bién Phan nhém Ty lé 95% Hai bén
Cryptococcus 1x LoD 60/60 100,00% 94,04% 100,00%
Zg‘t’t,fl?’ mans/ 3x LoD 61/61 100,00% 94,13% 100,00%
Enterovirus 1x LoD 60/60 100,00% 94,04% 100,00%

3x LoD 61/61 100,00% 94,13% 100,00%
Listeria 1x LoD 60/60 100,00% 94,04% 100,00%
monocytogenes
3x LoD 61/61 100,00% 94,13% 100,00%
Mycoplasma 1x LoD 60/60 100,00% 94,04% 100,00%
pneumoniae 3x LoD 61/61 100,00% 94,13% 100,00%
Am tinh Am tinh 60/60 100,00% 94,04% 100,00%
Streptococcus 1x LoD 60/60 100,00% 94,04% 100,00%
agalactiae
3x LoD 61/61 100,00% 94,13% 100,00%
Vi-rut varicella 1x LoD 51/60 85,00% 73,43% 92,90%
zoster
3x LoD 60/61 98,36% 91,20% 99,96%
Bang 19. Ty lé Két qua Kha ning tai lap Chinh xac
] Gi¢i han Tin cay 95% Hai
(Cac) Bién Phan nhém Ty lé bén
R Dia ] Ty lé phan
DPich Nong do diém Phan so6 tram Dwé&i Trén
Cryptococcus 1 45/45 100,00% 92,13% 100,00%
neoformans/
gattii 1x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
1 45/45 100,00% 92,13% 100,00%
3x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
Enterovirus 1 45/45 100,00% 92,13% 100,00%
1x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
1 45/45 100,00% 92,13% 100,00%
3x LoD 2 45/45 100,00% 92,13% 100,00%
Tat ca 90/90 100,00% 95,98% 100,00%

Tiép tuc & trang sau
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Bang 19 (tiép tuc tir trang trwéc)

(C4c) bién Phan nhém Ty le Gi6i han Tin cay 95% Hai bén
. Pia . Ty lé phan
bich Nong do diém Phan s6 tram Dwé&i Trén
1 45/45 100,00% 92,13% 100,00%
1x LoD 2 44/45 97,78% 88,23% 99,94%
. Téat ca 89/90 98,89% 93,96% 99,97%
Listeria 1 45/45 100,00% 92,13% 100,00%
monocytogenes et e e
3x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
1 45/45 100,00% 92,13% 100,00%
1x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
Mycoplasma 1 45/45 100,00% 92,13% 100,00%
pneumoniae
3x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
1 44/44 100,00% 91,96% 100,00%
Am tinh Am tinh 2 45145 100,00% 92,13% 100,00%
Tatca 89/89 100,00% 95,94% 100,00%
1 45/45 100,00% 92,13% 100,00%
1x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
Streptococcus
agalactiae 1 45/45 100,00% 92,13% 100,00%
3x LoD 2 45/45 100,00% 92,13% 100,00%
Tatca 90/90 100,00% 95,98% 100,00%
1x LoD 1 39/45 86,67% 73,21% 94,95%
2 38/45 84,44% 70,54% 93,51%
_— . Tatca 77/90 85,56% 76,57% 92,08%
Vi-rat varicella
Zzoster 3x LoD 1 44/45 97,78% 88,23% 99,94%
2 45/45 100,00% 92,13% 100,00%
Tatca 89/90 98,89% 93,96% 99,97%

Két luan, kha nang tai lap va do 1ap lai clia cac xét nghiém dwoc thuc hién véi QlAstat-Dx

Meningitis Panel da dwoc dap tng.
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Phu luc A: Cai dat Tép binh nghia Xét nghiém

Tép Dinh nghia Xét nghiém cla QlAstat-Dx ME Panel phai dwoc cai dat trén QlAstat-Dx
Analyzer 1.0 trwdc khi xét nghiém véi QlAstat-Dx ME Panel Cartridges.

Lwu y: B4t ct khi ndo mét phién ban méi clia xét nghiém QlAstat-Dx ME Panel dugc phat
hanh, Tép Dinh nghia Xét nghiém mé&i clia QlAstat-Dx ME Panel phai dwoc cai dat trwéc
khi xét nghiém.

Lwu y: Cac Tép Dinh nghia Xét nghiém co sén tai www.qiagen.com. Tép Dinh nghia Xét
nghiém (loai tép .asy) phai dwoc lwu vao O USB trudc khi cai dat trén QlAstat-Dx Analyzer
1.0. O USB nay phai dwoc dinh dang béng hé théng tép FAT32.

pé nhap cac xét nghiém vao QlAstat-Dx Analyzer 1.0, hay thwc hién cac buéc sau:

1. C&m thiét bi lwu trir USB chira Tép Binh nghia Xét nghiém vao mét trong cac cdng
USB trén QlAstat-Dx Analyzer 1.0.

2. Nhén nat Options (Tuy chon), sau d6 chon Assay Management (Quan ly Xét nghiém).
Man hinh Assay Management (Quan ly Xét nghiém) xuét hién trong viing Content
(N&i dung) ctia man hinh hién thj (Hinh 25).

Assay MGMT 20:22 2022-01-09

_‘ Available °
un Test

»
5
5
2

AVAILABLE ASSAYS ME
> Assay Active CD e
Assay ID View
04053228034858 Results

Assay Description

QIAstat-Dx® Meningit..

Assay Version

1.0
LIS assay name > @

E mport e @ concel

Hinh 25. Man hinh Quan Iy Xét nghiém.
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Nhén biéu tweng Import (Nhap) & phia dudi bén trai man hinh.
Chon tép twong trng voi xét nghiém sé dwoc nhap tir & USB.

Mot hop thoai sé& xuét hién dé& xac nhan tai tép 1én.

o o ko

Néu phién ban trwédc ctia QlAstat-Dx ME Panel da dwoc cai dat, mot hop thoai sé xuét
hién dé ghi d& phién ban hién tai bang phién ban mai. Nhan Yes (C6) dé ghi dé.
7. Xét nghiém sé& hoat dong bang cach chon Assay Active (Xét nghiém Hoat déng) (Hinh 26).

- o x

administrator Assay MGMT 20:25 2022-01-09
(==
_I Available °
Run Test
AVAILABLE ASSAYS ME
ME > Assay Active e
Assay ID View
04053228034858 fseutts
Assay Description
QlAstat-Dx® Meningit...
Assay Version Betions
1.0
LIS assay name > @
> Log Out
[& mport save ® cancel

Hinh 26. Kich hoat xét nghiém.
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8. Chidinh xét nghiém hoat ddng cho nguwdi dung béng cach nhan nut Options (Tuy chon),
sau d6 nhan nut User Management (Quan ly Ngudi ding). Chon ngudi ding sé dwoc
phép chay xét nghiém. Tiép theo, chon Assign Assays (Chi dinh Xét nghiém) tir User
Options (Tuy chon Ngudi diing). Bat xét nghiém va nhan nut Save (Lwu) (Hinh 27).

™ - o ox

administrator User MGMT 09:42 2021-11-18
‘I Available °

Run Test

USER USER OPTIONS ASSAYS
administrator > ME e
labuser > View
S Results
- >assword
technician > aewer
User Active ) Options
Assign user profile >
Assign Assays > S
Log Out
20 Adduser E] save ® cancel

Hinh 27. Chi dinh xét nghiém hoat dong.
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Phu luc B: Bang chu giai

Pwong cong khuéch dai: Biéu di&én d6 hoa cta di liéu khuéch dai real-time RT-PCR da
kénh.

Mé-dun Phan tich (Analytical Module, AM): M&-dun phan cirng chinh clia QlAstat-Dx
Analyzer 1.0, phu trach thwc hién cac xét nghiém trén QlAstat-Dx Meningitis/Encephalitis
Panel Cartridges. N6 dwoc didu khién béi Mé-dun Hoat dong. Mét s Mé-dun Phan tich ¢
thé dwoc két ndi véi mot Mé-dun Hoat dong.

QlAstat-Dx Analyzer 1.0: QlAstat-Dx Analyzer 1.0 bao gdm mét Mé-dun Hoat dong va Mo-
dun Phan tich. M6-dun Hoat dong bao gdm cac yéu td cung cap két néi véi Mé-dun Phan
tich va cho phép ngu&i dung twong tac véi QlAstat-Dx Analyzer 1.0. Mé-dun Phan tich chira
phan ctng va phan mém dé xét nghiém va phan tich mau.

QlAstat-Dx ME Panel Cartridge: Mot thiét bj bing nhwa dung mét I1an doc Iap voi tat ca cac
thudc thtr dwoc nap sén can thiét dé thuc hién hoan toan cac xét nghiém phan t& tw déng
d& phat hien mam bénh viém mang nao/viém nao.

IFU: Hwéng dan Str dung.

Céng chinh: Trong QlAstat-Dx ME Panel Cartridge, day la 16 nap cac mau chét 1éng cla
maéi trwéng van chuyén.

Axit nucleic: Polyme sinh hoc hodc cac phan tir sinh hoc nhé bao gdm céc nucleotide, 1a
cac don phan dwoc tao thanh tir ba thanh phan: mét dwéng cac-bon 5, mot nhém phosphat
va mét bazo nito.

Mé-dun Hoat ddng (Operational Module, OM): Phan ciing QlAstat-Dx Analyzer 1.0 chuyén
dung cung cép giao dién ngudi ding cho 1-4 Mé-dun Phan tich (Analytical Modules, AM).

PCR: Phan (rng Chudi Polymerase.
RT: Phién ma Nguworc.

Ngwoi dung: Mot ngudi van hanh QlAstat-Dx Analyzer 1.0/QlAstat-Dx ME Panel Cartridge
theo cach dv dinh.
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Phu luc C: Khuwéce tir bao hanh

NGOAI TR BUQC QUY BINH TRONG CAC BIEU KHOAN VA BIEU KIEN BAN HANG
CUA QIAGEN BOI VOI QlAstat-Dx ME Panel Cartridge, QIAGEN KHONG CHIU TRACH
NHIEM PHAP LY VA TU BO BAT KY BAO BPAM RO RANG HOAC NGU Y NAO LIEN QUAN
DEN VIEC SU DUNG QlAstat-Dx ME Panel Cartridge BAO GOM TRACH NHIEM PHAP LY
HOAC BAO HANH LIEN QUAN BEN KHA NANG BAN BUQC, SU PHU HOP VOI MOT
MUC DICH CU THE, HOAC VI PHAM BAT KY QUYEN SANG CHE, BAN QUYEN, HOAC
QUYEN SO HI*U TRi TUE NAO & BAT KY BAU TREN THE GIOI.

Hwéng dan Str dung QlAstat-Dx Meningitis/Encephalitis (ME) Panel (Sb tay) 01/2022 79



Tai liéu tham khao

1. Meningitis and Encephalitis Fact Sheet. https://www.ninds.nih.gov/disorders/patient-

caregiver-education/fact-sheets/meningitis-and-encephalitis-fact-sheet

2. Meningitis. https://lwww.cdc.gov/meningitis/index.html
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Biéu twong

Bang sau mé ta cac biéu twong cé thé xuét hién trén nhan hodc trong tai liéu nay.

<N>

Chura thudc thtr d cho <N> phan trng

x| 9

Han s dung

Thiét bi y t& ch&n doan trong éng nghiém

DAu CE cho Tuan thd Chau Au

S6 danh muc

o)

Sé 16

Sé vat liéu (trc 1a nhan thanh phan)

R la 1&n stra dbi SO tay va n 13 sb stra doi

Gidi han nhiét do

Nha san xuét

Tham khao huéng dan s dung

Than trong

S6 sé-ri

MELSEIL N

Khéng st dung lai
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Tranh xa anh sang mat troi

Khéng st dung néu géi bi héng

M4 sé Thwong phdm Toan cau

Dé& chay, nguy co chay

An mon, nguy co bdng héa chét

Nguy hiém cho strc khde, nguy co man cam, gay ung thw

slelolelgle

Nguy co gay hai
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Lich st Stra d6i Hwéng dan St dung (S tay)

Ngay Stra dbi

Lan stra ddi 1 Phat hanh 1an dau.
Thang 1 nam 2022

Théa thuan Cép phép Han ché danh cho QlAstat-Dx ME Panel

Viéc st dung san phdm nay biéu thj thda thuan clia bat ky ngwdi mua hodc ngudi diing san phadm nao vai cac didu khoan sau:

1. San ph&m chi co thé dugc st dung theo céc giao thire dugc cung cap kem theo san phdm va sd tay nay va chi duoc st dung voi cac thanh phén co trong
bd dung cu. QIAGEN khdng cap giay phép theo bat ky tai san tri tug nao dé s dung hoac két hop cac thanh phan keém theo cda bé dung cu nay voi bat ky
thanh phan nao khéng cé trong bd dung cu trir khi dwoc mé ta trong cac giao thirc dwoc cung cap cung véi san pham, sé tay nay va cac giao thirc bd sung
c6 sén tai www.qiagen.com. Mét sb giao thirc bd sung nay da duoc ngudi dung QIAGEN cung cap cho nguoi dung QIAGEN. Céc giao thirc nay chwa duwoc
QIAGEN kiém tra k¥ lwéng hoac tdi vu hda. QIAGEN khéng bao hanh ching cting khéng dam bao rang ching khéng vi pham céc quyén clia bén thi ba.

2. Ngoai céc gidy phép dwoc néu ré rang, QIAGEN khéng bao dam rang bd dung cu nay va/hodc (cac) cong dung clia né khéng vi pham cac quyén ctia bén
& ba.

3. B6 dung cu nay va cac thanh phan clia bo dung cu duoc cép phép st dung mét 1an va khong duwoc tai st dung, tan trang hodc ban lai.

4. QIAGEN dac biét tir chéi bat ky gidy phép nao khéc, dugc thé hién rd rang hodc ngu ¥ ngoai nhiing gidy phép duoc néu.

5. Nguwoi mua va ngudi diing bd dung cu nay déng y khdng thuc hién hodc cho phép bét ky ai khac thuc hién cac budc co thé dan dén hoac tao diéu kién cho
bét ky hanh vi nao bi cdm & trén. QIAGEN c6 thé thuc thi cac Iénh cdm clia Thoa thuan Cap phép Han ché nay tai bat ky Toa an nao va sé thu hdi tat ca cac
chi phi diéu tra va Toa an, bao gém phi luét sw, trong bat ky hanh dong nao dé thyc thi Théa thuan Cép phép Han ché nay hoac bét ky quyén s& hivu tri tug
n&o lién quan dén bo dung cu va/hodc cac thanh phan cla né.

D& biét cac didu khoan cp phép duoc cap nhat, hay truy cap www.giagen.com.

Nhan hiéu: QIAGEN®, Sample to Insight®, QlAstat-Dx®, DiagCORE® (Tap doan QIAGEN); AirClean (AirClean Systems, Inc.); Bel-Art Scienceware® (San pham Bel-
Art); Clinical and Laboratory Standards Institute® (Clinical Laboratory and Standards Institute, Inc.). Cac tén, nhan hiéu, v.v. da dang ky duoc st dung trong tai liéu
nay, ké ca khi khéng dwoc danh dau cu thé nhw vay duoc coi la dwgc bdo vé vé phap ly.

HB-3002-002 1126985VN R1 01/2022 2021 QIAGEN, tat ca quyén duoc bao luu.
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