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Muc dich St dung

NeuMoDx LDT Master Mix, RNA 1a mét que thir 16 vi tri chira hén hop chinh RT-PCR trong
thdi gian thwe 6n dinh & nhiét dd phong, déc quyén, khi dwoc st dung két hop véi (cac)
doan mbdi va doan do déc hiéu cho xét nghiém, cho phép phong thi nghiém nhanh chéng
phat trién va thuc hién cac xét nghiém do phong thi nghiém phat trién (Laboratory Developed
Tests, LDT) trén NeuMoDx 288 Molecular System va NeuMoDx 96 Molecular System ((cac)
NeuMoDx System). Ngoai cac doan méi va (cac) doan do déc hiéu cho LDT, NeuMoDx LDT
Master Mix, RNA tich hop tAt ca cac thudc thir can thiét cho RT-PCR trong th&i gian thuc.
Sau khi dwgc phong thi nghiém ctia ngwdi dung xac nhan 1a mét phan cta LDT, thubc thiy
nay co thé dwoc st dung 1am thanh phan chinh dé& tw ddng héa nhanh chéng LDT.

Tom tat va Gidi thich

Cac xét nghiém do phong thi nghiém phat trién tich hop NeuMoDx LDT RNA Master Mix
Test Strip va duwoc trién khai trén NeuMoDx System cung cap cho cac phong thi nghiém lam
sang mot phwong thire don gian, hiéu qua va dé dang dé tich hop nhanh chéng cac LDT
cho hoat déng xt ly mau dé lay két qua. NeuMoDx System tich hop tach chiét, loc, khuéch
dai va giai thich két qua. Hé théng cho phép két hop quy trinh phan lap axit nucleic phé quat
véi viec st dung NeuMoDx LDT Master Mix, RNA va thuéc tht» PCR phién ma nguwoc
(reverse transcription, RT) trong thoi gian thye da ndng dé thu duoc cac két qua cé do chinh
xac cao cho cac LDT tir cac mau lam sang chwa xt ly. Ngwéi dung chi can cung cip cac
doan méi va (cac) doan do dic hiéu cho xét nghiém trong NeuMoDx LDT Primer/Probe Strip
[Ma san pham 100400] va xac dinh c4u hinh nhiét RT-PCR trong thoi gian thuwe mong mudn.
Khi cac bénh phém I&m sang va thudc thr dac hiéu cho xét nghiém dwoc nap dung cach

lén NeuMoDx System, Hé thdng sé tw dong bat dau x& ly mau.
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Nhirng nguyén ly cia Quy trinh

NeuMoDx Systems st dung két hop nhiét, enzym lytic va cac thudc thir tach chiét dé thuc
hién ly gidi té bao, tach chiét RNA va khir hoat tinh/loai bé cac chét (rc ché khéi cac bénh
phdm lam sang chwa qua x& ly trwéc khi dwa RNA d& tach chiét vao dé& phat hién bang
RT-PCR trong thoi gian thwe. Trong qua trinh ly gidi, cac axit nucleic dwoc gidi phéng sé
dwoc thu gilr bdi cac hat thuan tlr. Cac hat, véi cac axit nucleic lién két, sau do dwoc nap
vao NeuMoDx Cartridge, tai day cac thanh phan khong lién két/khong lién két dic hiéu dwoc
riva trdi bdng NeuMoDx Wash Reagent va RNA lién két dwoc riva gidi bdng NeuMoDx
Release Reagent. NeuMoDx System tron RNA da gidi phong véi cac doan mdi va (cac)
doan dod LDT do ngudi ding cung cap va sau d6 s dung mét phan dung dich nay dé bu
nwée cho thube thir RT-PCR khd trong NeuMoDx LDT Master Mix, RNA, cé chiva tt ca cac
thudc thr can thiét dé thwe hién RT-PCR trong thoi gian thwe: enzym phién ma nguoc, Taq
DNA polymerase, dNTP, MgCl, va cac ta dwoc va chat dém dwoc téi wu héa khac. Cac
thudc thr xét nghiém khé nay ciing chiva cac thanh phan can thiét d& khuéch dai mét phan
mau ching quy trinh mau (Sample Process Control, SPC2), cho phép ddng thoi khuéch dai
va phat hién ca trinh tw RNA dich va ching. Céac thubc thtr RT-PCR kho trong NeuMoDx
LDT Master Mix, RNA khoéng chira b4t ky doan mdi hodc doan dd nao d&c hiéu cho LDT
(thudc thir d3c hiéu cho xét nghiém) ngoai doan méi va doan dd SPC2; ngudi diing phai
thém thudc thir d&c hiéu cho xét nghiém vao NeuMoDx LDT Primer/Probe Strip. Khi tron véi
cac doan mdi va (cac) doan do do ngwdi diing cung cap va hoan nguyén thuéc thtr RT-PCR
kho, NeuMoDx System phan phéi hdn hop s&n sang cho RT-PCR dé chuan bi vao NeuMoDx
Cartridge. Qua trinh khuéch dai va phat hién cac trinh tw RNA chirng va dich (néu cé) xay
ra trong budng PCR cla Hop. Budng va Hop duoc thiét ké dé& chira san pham khuéch dai
sau RT-PCR va loai bd hau hét nguy co nhiém ban sau khuéch dai.
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Enzym phién ma ngwoc st dung doan mdi ngwoc dac hiéu cho xét nghiém ma ngudi dung
cung cép dé phién ma nguwgc RNA thanh cDNA. Sau d6, PCR trong thoi gian thuwe truyén
thdng xay ra trong cuing mét budng. Céac dich da khuéch dai dwoc phat hién trong thoi gian
thwe bang cach s dung héa hoc doan do thly phan (thuwdng duoc goi la héa hoc TagMan®)
bang cach str dung cac phan t& doan do oligonucleotide tao huynh quang dac hiéu véi cac
san phdm khuéch dai cla cac dich twong (ng. Cac doan do TagMan chra mét loai
fluorophore ddng hoa tri gdn v&i dau 5' clia doan do oligonucleotide va mét chéat thu nhan
tin hiéu & dau 3'. Trong khi doan do khéng bi anh hudéng, fluorophore va chét thu nhan tin
hiéu & gan nhau, dan dén viéc phan tt chat thu nhan tin hiéu thu nhan tin hiéu huynh quang
phat ra tir fluorophore théong qua Truyén N&ng lwong Coéng hudng Forster, (Férster
Resonance Energy Transfer, FRET).

Céc doan do TagMan duoc thiét ké dé cé thé gan mdi trong viing dich dwoc khuéch dai béi
mot bd doan mdi d&c hiéu. Khi Taq polymerase mé réng doan mdi va téng hop soi méi, hoat
tinh exonuclease 5' dén 3' exonuclease ctia Taq polymerase thoai bién doan do da gan moi
v&i mau. Qué trinh thoai bién doan do lam giai phong fluorophore va phan giai dau gan chét
thu nhan tin hiéu cta né, tlr dé vwrot qua hiéu ng thu nhan tin hiéu do FRET va cho phép
huynh quang fluorophore. Tin hiéu huynh quang dwoc phat hién trong may luan nhiét PCR
dinh lvong ty 1é thuan véi lweng fluorophore duoc gidi phdng va co thé cé twong quan véi
lwgng RNA dich ton tai.

D& phat hién Mau chirng Quy trinh Mau, doan do TagMan dwoc dan nhadn béng thuéc nhuém
huynh quang (535/556 nm) & d&u 5' va chét thu nhan tin hiéu tdi & dau 3'. NeuMoDx System
theo dai tin hiéu huynh quang phat ra tir cac doan do TagMan vao cudi mdi chu ky khuéch
dai. Khi qua trinh khuéch dai hoan tat, phdn mém NeuMoDx System dwa ra cac dudng cong

khuéch dai cOa tirng mau d& ngudi dung cudi phan tich.
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Vat tw dwoc Cung cap

Thanh phan ctia bd dung cu

. S6 bon Sé Xeét Sé Xét
NeuMoDx I:DT Master Mix, RNA vi trong nghi@m trén nghi~ém trén
Ma san pham 310100 méi Hoép méi Bo méi Hép
NeuMoDx LDT Master Mix, RNA 6 16 96

Céc thuéce thir RT-PCR khé c6 chira
doan do va ~ca’ac doan moi TaqMaq dac
hiéu cho Mau ching Quy trinh Mau 2.
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Vat tw Yéu cau nhwng Khéng dwoc Cung cap

Ma san phdm  Thanh phan

100100 NeuMoDx Cartridge

100200 NeuMoDx Extraction Plate ' ) )
Céc hat thuan ttr kh6, enzym lytic va cac mau ching quy trinh mau

khac nhau (Cac) NeuMoDx Lysis Buffer

400100 NeuMoDx Wash Reagent

400200 NeuMoDx Release Reagent

100400 NeuMoDx LDT Primer/Probe Strip

235903 Pau tip Hamilton CO- RE/ CO- RE Il (300 pL) cé céc Bé loc

235905 Pau tip Hamilton CO- RE / CO- RE Il (1000 pL) cé céac Bé loc

Thubc thar

e 10 mM Tris-HCI pH 8,0, nuéc khong chira RNase/DNase hodc TE véi EDTA thap (0,1 mM)

e Cac doan mdi va (cac) doan do LDT
Thiét bi*

e NeuMoDx 288 Molecular System [Ma san pham 500100] HOAC
NeuMoDx 96 Molecular System [Ma san pham 500200]

* Trwéce khi st dung, hdy dam bao réing cac dung cu da dwoc kiém tra va hiéu chuén theo khuyén nghj ctia nha san
Xuét.
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Canh bao va Phong ngtra
Thong tin an toan

Khi lam viéc v&i hoéa chét, ludn méc ao choang phong thi nghiém phu hop, deo gang tay
diing mét 1an va kinh bdo ho. D& biét thém théng tin, vui l1dng tham khao bang di liéu an
toan (Safety Data Sheets, SDS) phu hop. Bang di¥ liéu an toan c¢é sdn truc tuyén & dinh
dang PDF nhé gon va thuan tién tai www.giagen.com/neumodx-ifu, noi ban co thé tim thay,
xem va in SDS cho tirng bé dung cu va thanh phén bbé dung cu NeuMoDx.

Chi danh cho muc dich s& dung chan doan trong éng nghiém vé&i NeuMoDx Systems.

e Khong st dung cac loai thudc thir d& qua han s dung dwoc néu.

e Khong s dung néu bao bi bi héng hodc tui gidy bac mé hodc bi rach khi nhan.

e Khéng tai st dung bt ky vat tw tiéu hao hoac thudc thtr NeuMoDx nao.

e Thé tich bénh pham téi thidu phu thudc vao thé tich hat va kich thuéc 6ng. Xem
Hwéng dan Van hanh NeuMoDx System va Phu luc v& LDT dé biét thém chi tiét. Thé
tich nhé hon thé tich téi thidu dwoc quy dinh co thé dan dén 16i “Quantity Not
Sufficient” (S6 lwong Khong D).

e Tranh nhiém bén vi sinh vat va ribonuclease (RNase) déi v&i tit ca cac thube thir va
vat tw tiéu hao. Khuyén cao st dung pipet nhé giot dung mét 1&n vé trung khéng cé
RNase/DNase. St dung pipet méi cho méi bénh pham.

e Khuyén céo str dung dau tip pipet ding mét 14n da duoc loc, vo tring khdng co
RNase/DNase dé phan phéi thuéc thir LDT. St dung mét dau tip mai cho tirng bo
doan mdi va (cac) doan do.

e D& tranh nhiém bén, khong xt ly hay lam v& NeuMoDx Cartridge sau khuéch dai.

Khéng 14y lai NeuMoDx Cartridges t¥ Thung chira Chét thai Nguy hiém Sinh hoc

(NeuMoDx 288 Molecular System) ho&c Thung dwng Chat thai Nguy hiém Sinh hoc

(NeuMoDx 96 Molecular System) trong béat ky tinh huéng ndo. NeuMoDx Cartridge

dworc thiét ké nhdm tranh nhiém ban.
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e Trong trwéng hop phong thi nghiém ciing tién hanh cac xét nghiém PCR éng mé, phai
than trong dé& dam bao rdng NeuMoDx LDT Master Mix, RNA, cac vat tw tiéu hao va
thudc ther cAn thém dé xét nghiém, cac thiét bi bao hd ca nhan nhw gang tay va ao
choang thi nghiém va NeuMoDx System khdng bi nhiém ban.

e Nén deo gang tay nitrile sach, khdng bot khi x( ly cac thudc thir va vat tw tiéu hao
NeuMoDx. C4n than trong d& khong cham vao bé mét phia trén ctia NeuMoDx
Cartridge, bé& mat dan mang clia NeuMoDx LDT Master Mix, RNA hodc NeuMoDx
Extraction Plate hay b& mét phia trén ciia NeuMoDx Lysis Buffer; viéc xt ly cac san
pham chi nén duoc thwe hién bing cach cham vao cac bé mét bén.

e Bang D liéu An toan (Safety Data Sheets, SDS) dwoc cung c&p cho tirng loai thubc
thd» (néu co) tai www.qgiagen.com/neumodx-ifu

e Luon deo gang tay nitrile sach khong c6 bot khi xtr Iy bénh pham ho&c bat ky thudc thy
hoac vat tw tiéu hao NeuMoDx nao.

® Rra tay sach sau khi thyc hién xét nghiém.

e Khéng hut pipet bang miéng. Khéng hit thude, ubng hay an & nhivng khu vie dang xc
ly bénh phdm hoac thubc thir ctia bd dung cu.

e Luén x ly bénh phdm nhw thé ching cé kha néng lay nhiém va theo quy trinh xét
nghiém an toan nhw dwgc mo ta trong Biosafety in Microbiological and Biomedical
Laboratories? va trong Tai liéu CLSI M29-A4.2

e Khilam viéc v&i héa chét, ludn mac 4o choang phong thi nghiém phi hop, deo géng
tay dung mét Ian va kinh bao ho. D& biét thém théng tin, vui long tham khao bang di
liéu an toan (Safety Data Sheets, SDS) phu hop.

e Thai bd cac thudc thir chwa s dung va chét thai theo quy dinh cta quéc gia, lién bang,
tinh, tiéu bang va dia phuwong.
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Phong ngwa

Chtra: axit boric. Nguy hiém! Gay kich tng mét nghiém trong. C6 thé
gay t6n hai dén kha ning sinh san hoéc thai nhi. Nhan hwdng dan
dac biét trwde khi st dung. Khong xt ly cho dén khi tt ca cac phong
ngtra an toan da dwoc doc va hiéu. Peo gang tay b&o hé/quan 4o
bao hd/thiét bj bao vé mét/thiét bj bao vé mat. NEU tiép xtc hoic lo
ngai: Yéu cAu tw van/cham séc y té. Bao quan & noi co khéa. Thai
bé thanh phan bén trong/thiing chiva tai nha may x& ly chat thai
dwoc phé duyét.

Théng tin khan cap

CHEMTREC
Bén ngoai Hoa Ky & Canada +1 703-527-3887

Thai bé

San pham c6 chira nonylphenol ethoxylat héa, mét chat gay ri loan néi tiét co thé gay anh

hwéng xau dén mai trudng.

Thai bd chét thai nguy hai theo cac quy dinh ctia dia phwong va québc gia. Didu nay ciing 4p
dung cho cac san pham chwa st dung.

Khéng thai chét thai Idng vao cdng ranh.

Thuc hién theo cac khuyén nghi trong Bang D liéu An toan (Safety Data Sheet, SDS).
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Bao quan, Xt ly va On dinh San pham

e NeuMoDx LDT Master Mix, RNA 6n dinh trong bao bi chinh & 15 dén 28 °C cho dén
ngay hét han dwgc ghi trén nhan san pham truc tiép.

e Khong st dung cac thubc thir d& qua han s dung dwoc néu.

e Khong st dung néu thay san phdm hodc bao bi khéng nguyén ven.

e Sau khi dwoc nap, NeuMoDx LDT Master Mix, RNA ¢6 thé van hoat déng trong
NeuMoDx System trong 23 ngay. Thoi han st dung con lai cta Hén hop chinh da nap
dwoc theo d&i bang phdn mém va béo céo cho ngudi dung theo thei gian thye. Hé
thdng sé nhac nhé loai bé H6n hop chinh da dwoc st dung qua khoang thdi gian cho
phép.

e Phong thi nghiém ctia ngwdi diing can xac nhan tinh 6n dinh trén may clia cac doan
mdi va (cac) doan do LDT dwoc phan phdi vao NeuMoDx LDT Primer/Probe Strip.

Thu thap, Van chuyén va Bao quan Bénh pham

X ly tht ca cac bénh phdm nhw thé chiing ¢ kha nang truyén tac nhan lay nhiém.

Phong thi nghiém cltia ngwoi dung phai tién hanh xac nhan cac diéu kién van chuyén bénh
pham tdi wu va do n dinh ctia bénh pham dbi véi bang mau dwoc st dung va cho tirng loai

xét nghiém dwogrc thyc hién.
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Hwdng dan S&r dung

Chuan bj Mau

1. Dan nh&n mé vach bénh pham I&n éng bénh phdm mong muébn. C6 thé thuc hién xét

nghiém trén mot phan nhé trong éng phu hodc trc tiép tir dng bénh phdm chinh, néu

pht hop ddi v&i xét nghiém va twong thich véi NeuMoDx System. Dé biét thém chi tiét,

hay xem Huéng dédn Van hanh NeuMoDx va Phu luc vé LDT.

2. Dam bao ring tat ca cac ndp da dwoc thao ra khdi cac ng bénh pham, nap cac éng

bénh ph&dm cé dan ma vach vao Gia dwng Ong Bénh ph&m thich hop ciia NeuMoDx

System.

Dinh nghia Xét nghiém

1. Mé& Test Editor Wizard (Tién ich Chinh stra Xét nghiém) trong phan mém NeuMoDx

System bén dwdi Tab Test (Xét nghiém) trong Menu Tools (Cong cu).

2. Lam theo cac huéng dan trén man hinh cdm (rng dé nhap tat ca thong tin cu thé cho

xét nghiém.

Van hanh NeuMoDx System

1. DPat cac vat tw tidu hao sau day vao cac gia dwng cla hé thdng néu can va st dung

man hinh cdm (rng d& nap (cac) gia dwng vao NeuMoDx System:

la.
1b.
1c.
1d.

Dau tip CO-RE / CO-RE 11 1000 pL
DBau tip CO-RE / CO-RE Il 300 uL
NeuMoDx Cartridge

NeuMoDx Extraction Plate

14
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le. NeuMoDx LDT Master Mix, RNA
1f.  NeuMoDx Lysis Buffer cé lién quan
(LUU Y: loai bé mang dan gidy bac ra khéi céc thing chira truée khi nap)
2. Thay Thubc thtr Wash va Thubc thir Release , d4 hét chai Mdi Thai, néu can.
3. Db bd Chét thai Nguy hiém Sinh hoc néu can, thay gang tay trwdc khi chuyén sang
bwoc tiép theo.
4. Chuén bi hdn hop doan mbi/doan do LDT:
4a. Pha lodng cac doan modi va (cac) doan do trong nwéc, 10 mM Tris pH 8,0 hodc
1X TE v&i EDTA th4p (0,1 mM EDTA). Néng dé cudi cling ctia hén hop doan
moi/doan do phai 1a 1X sau khi trén véi 18 pL dich rira giai trong NeuMoDx LDT
Primer/Probe Strip.
Vi du: Thém 4 pL Hén hop Doan mdi/Doan dod 6X vao mét vi tri. Sau khi dich rira
giai dwoc thém vao vi tri va trén véi H8n hop Poan mdi/Doan do LDT, sé cé
24 L Hén hop Poan mébi/Doan do 1X.

4h. NeuMoDx khuyén nghi thém tr 3 uL dén 10 pL hén hop doan mbi/doan do da
chuén bi cho méi vi tri cia NeuMoDx LDT Primer/Probe Strip.

5. S dung mot dau tip pipet sach d& dam xuyén qua gidy bac trén NeuMoDx LDT
Primer/Probe Strip cho sb lwong vi tri can thiét dé chay dwoc s6 lwong xét nghiém
mong mudn.

6. Can than phan phéi hén hop doan méi/doan do LDT vao day vi tri s& dwoc st dung
trén NeuMoDx LDT Primer/Probe Strip. Khong can phai lam day tét ca cac vi tri, nhung
viéc nap phai bat dau ti vi tri dwdi cung, bén trai (xem hinh bén dudi). Dat NeuMoDx
LDT Primer/Probe Strip vao Gia dwng Que thir. Hodc gan que thlr vao vi tri trén Gia

dwng nay, sau d6 nap hdn hop doan mébi/doan do LDT vao.
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Vi tri dw6i cung bén
trai. Bat dau tir day
va nap Ién trén.

00000000
00000000

e
K
’I.

;-

Hinh 1. Thiv tw db day cac vi tri hdn hop doan méi/doan do LDT

7. Cham vao mii tén bén dwéi Gia dwng Que th&r mong mudn trén man hinh cdm trng dé
nap NeuMoDx LDT Primer/Probe Strip vao Hé théng. Céc vi tri s& hién thi mau vang.
Cham vao c4c vi tri dé xac dinh loai xét nghiém va xac dinh cac vi tri trén NeuMoDx
LDT Primer/Probe Strip c6 chtra hdn hop doan méi/doan do LDT.

8. Nap (cac) éng bénh phadm vao Gia dwng Ong Bénh pham phl hop va phai dam bao da
bd nép ra khdi tat ca cac 6ng bénh pham.

9. DPat Gia dung Ong Bénh pham vao Ké nap tw ddng va diing man hinh cam rng dé nap

gia dwng nay vao NeuMoDx System. Didu nay sé bat dau xt ly (cac) xét nghiém.
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Két qua

C6 thé xem hodc in cac két qua hién co tir thé ‘Results’ (Két qua) trong clra sé Results
(Két qua) trén man hinh cdm &ng cia NeuMoDx System.

Két qua xét nghiém dwoc tao tw ddng béi phan mém NeuMoDx System.

Déi v&i cac xét nghiém dinh lwong, néng do dich (logio 1U/mML) sé dwoc bao cao sau khi
thwe hién hiéu chuan hop 1& va phong thi nghiém da xac dinh pham vi ddng cho LDT trén
NeuMoDx System.

Vi cac xét nghiém dinh tinh, két qua xét nghiém dwoc bao céo cé thé 1a Negative (Am tinh),
Positive (Dwong tinh), Indeterminate (Khong xac dinh) hoac Unresolved (Chuwa x( ly) dwa
trén trang thai khuéch dai cta dich va mau chirng quy trinh mau. Trang thai khuéch dai
dwoc xac dinh dwa trén cac tham sb ngwdng dé& phan tich duwdng cong RT-PCR trong thoi
gian thuc dwoc xac dinh trong ADF cla LDT. Két qué dwoc bao cdo dwa trén thuat toan
quyét dinh trong Bang 1.

Bang 1. Thuat toan Quyét dinh Xét nghiém NeuMoDx LDT RNA MM Test Strip

) M3au ching Quy trinh Mau )
Keét qua bich (Sample Process Control, Sw kién Hé thong
SPC2)

Positive (Dwong tinh) Amplified N/A (Khéng ap dung) No relevant errors
(Khuéch dai) (Khong co 16i lién quan)

Negative (Am tinh) Not Amplified Amplified (Khuéch dai) No relevant errors
(Khéng khuéch (Khoéng co 16i lién quan)
dai)

Indeterminate Not Amplified Not Amplified Relevant errors

(Khdng xac dinh) (Khdéng khuéch (Khdng khuéch dai) (Cac Idi lien quan)
dai)

Unresolved (Chua xr ly)  Not Amplified Not Amplified No relevant errors
(Khoéng khuéch  (Khéng khuéch dai) (Khdng c6 16i lién quan)
dai)
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Két qua Khéng hop 1é

Néu xét nghiém dwoc thue hién trén NeuMoDx System khéng xt ly thanh céng, né sé bao
cdo la Indeterminate (Khéng xac dinh) (IND) hodc Unresolved (Chwa xt ly) (UNR) dwa trén

loai 16i xay ra.

Két qua IND sé& dwoc bao cao néu 16i dung cu/hé théng dwoc phat hién trong qua trinh xt

ly m&u. Trong trwéng hop bao cao két qua IND, cin xét nghiém lai dé c6 két qua hop l&.

Két qua UNR sé& dwoc bao cao néu khong phat hién dich va khéng khuéch dai mau ching
quy trinh mAu, thé hién kha nang c6 16i thubc thtr hodc cé mat cac chét (rc ché. Trong trwdng

hop béao céo két qua UNR, can xét nghiém lai d& co6 két qua hop lé.

18 Hwéng dan S dung NeuMoDx LDT Master Mix, RNA  07/2023



Han ché

e NeuMoDx LDT Master Mix, RNA chi cé thé dwoc siv dung trén NeuMoDx System va
khéng twong thich véi bat ky hé théng chdn doan phan t&r tw ddng nao khac. Tuy
nhién, cac que thr nay c6 thé dwoc st dung trong quy trinh tha cong trén bat ky nén
tang RT-PCR trong thoi gian thwc nao.

e Hiéu n&ng clia NeuMoDx LDT Master Mix, RNA chi dwgc xac nhan bang cach st dung
xét nghiém RNA vi-rat mé hinh NeuMoDx. Cac dac tinh hiéu nang cta cac LDT st
dung thubc thir nay chwa duoc xac dinh va phai dwoc phong thi nghiém cla ngudi
diing xac nhan truéc khi cé thé dua ra cac tuyén bd chan doan.

e Do viéc phat hién hau hét cac tac nhan gay bénh phu thudc vao sb lweng vi sinh vat cé
trong mau, két qua dang tin cay phu thudc vao viéc thu thap, xt ly va bao quan bénh
pham dung cach.

e Két qua xét nghiém sai léch c6 thé xay ra do thu thap, x& ly, bdo quan bénh pham
khéng dung cach, do 16i k§ thuat hodc do trén Ian m&u. Ngoai ra, két qua am tinh gia
c6 thé xay ra do sb lwong vi sinh vat trong bénh phdm thap hon d6 nhay phan tich cla
xét nghiém.

e (6 thé str dung mau chirng quy trinh mau (Sample Process Control, SPC2) l1am chi
bao vé I6i hé thdng cling nhw (rc ché va méau nay can dwoc theo déi cho méi xét
nghiém. Khong lam diéu nay cé thé dan dén két qua sai.

e Kha nang str dung SPC2 lam chét giam sat trc ché can dwoc phong thi nghiém xac
nhan cho tirng LDT trwée khi dwge str dung lam céng cu giam sat hodc chirng.

e Néu SPC2 khong khuéch dai va két qua dich la Negative (Am tinh), hé théng sé bao
cdo két qua Indeterminate (Khéng xac dinh) ho&c Unresolved (Chwa x( ly) va can thuc
hién lai xét nghiém.

e Nguoi dung cudi phai xac dinh va xac nhan cac tiéu chi ngudng phu hop cho méi xét
nghiém dwoc phat trién dé co két qua hop 1é.

e Chi nhitng nhan vién da dwgc dao tao vé cach st dung NeuMoDx System méi st
dung san pham.

e Cac thwe hanh phong thi nghiém tét, bao gdm thay gang tay gitra nhirng 1an xt Iy cac
bénh phadm cdia bénh nhan, dwoc khuyén cdo dé tranh nhiém ban bénh pham.
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Kiém soat Chat lwong

Cac quy dinh v& Sira dbi Cai tién Phong thi nghiém Lam sang (Clinical Laboratory
Improvement Amendments, CLIA) néu cu thé rdng phong thi nghiém chiu trach nhiém trién
khai cac quy trinh kiém soat theo déi tinh xac thuc va dd chinh xac cla quy trinh phan tich
day da va phai thiét 1ap sb lwong, chang loai va tin suét cia cac vat lieu dbi chirng diing
trong xét nghiém béng cach st dung cac théng sb k¥ thuat hiéu nang da dwoc xac minh cho
hé thdng xét nghiém khong stra ddi, da dwoc FDA phé duyét hodc théng qua (42 CFR Phan
493.1256).

1. Cac vat liéu chirng bén ngoai phai duwgc phong thi nghiém xac nhan cho méi xét
nghiém sé& dwoc thwe hién. Didu nay bao gdbm thanh phan ctia cac mau chirng, thoi
gian/tn suét chay va cac tiéu chi quyét dinh v& viéc liéu sw (khdng) hop I clia cac
mau chirng c6 lam mét hiéu lwc mot bo két qua hay khéng. NeuMoDx Molecular, Inc.
khéng cung cap cac mau chirng bén ngoai.

2. Céac doan mdi va doan do dé phat hién Mau chirng Quy trinh Mau 2 (Sample Process
Control 2, SPC2) dwgc bao gdm trong NeuMoDx LDT Master Mix, RNA. Giam sat viéc
phat hién SPC2 cho phép NeuMoDx System giam sat tinh hiéu qua clia qua trinh tach
chiét RNA va khuéch dai PCR va danh gia chat lwong két qua mét cach thich hop.
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Dac tinh Hiéu nang
Phwong thuc

Cac dac tinh hiéu nang ctia NeuMoDx LDT Master Mix, RNA dwoc xac dinh b&i NeuMoDx
Molecular, Inc. bang cach st dung mét xét nghiém RNA mé hinh d& ching minh héa hoc
phan 1ap va phat hién NeuMoDx LDT RNA tr cac bénh phdm huyét twong. Cac nghién ctu
ndi bd dwoc thuc hién trén NeuMoDx 288 Molecular System dé xac dinh do nhay phan tich
clia xét nghiém khi dwoc st dung két hop véi NeuMoDx LDT Master Mix, RNA va hiéu qua
cla quy trinh tach chiét bang cach tach chiét cac dung dich pha lodng néi tiép cua dich vi-
rat dé dac trwng cho do tuyén tinh. Sau d6, xét nghiém bd sung da duoc thuc hién dé ching
minh hiéu nang twong dwong bang cach st dung cling mét xét nghiém RNA md hinh dé
danh gia héa hoc phan lap va phat hién NeuMoDx LDT RNA tlr cac bénh phdm huyét twong
trén NeuMoDx 96 Molecular System.

Phan c6 thé dinh cAu hinh cta Tép Pinh nghia Xét nghiém (Assay Definition File, ADF) xac
dinh t4t ca cac chirc nang cu thé cho xét nghiém cho mét xét nghiém, bao gém thé tich mau,
bién dang RT-PCR trong thoi gian thuwe, tiéu chi ngwdng, thuat toan x& ly két qua va cac
chlre néng khac dwgec mo ta trong Bang 2 bén duwéi.

Bang 2. Théng s6 Tép Dinh nghia Xét nghiém dé Xac minh Hiéu niéng ctia NeuMoDx LDT RNA MM Test Strip

Théng sé ADF C6 thé Cau hinh ctia LDT

2. x Ending Fluorescence Start Cycle Peak Maximum Cycle
Sample Volume (Thé tich Maw oy, ky Bét dhu Huynh quang Cudi)  (Chu ky Cuc dai Binh)

Lysis Duration Ending Fluorescence End Cycle - £z
(Khoang thoi gian Ly giai) (Chu ky Két thuc Huynh quang Cudi) AT 21 {51 e T
Ct Calling Algorithm Fill Check Reporter o Activation
(Thuat toan goi Ct) (Trinh bao céao kiém tra d6 day) (Kich hoat)
Result Processing Algorithm Fill Check Threshold Cool Down

a . > ” A 2 ~ R 2 A A .
o
D s rn : Target Reporter (PCRtrong thoi  Cycling
(Ghu'ky Bat dau Huynh Quang (rinh bao céo Bich) gian thyc) (Chu ky) (X45)

Dbau)

Starting Fluorescence End Cycle
(Chu ky Keét thuc Huynh quang
bau)

Peak Minimum Cycle
(Chu ky Cuec tiéu Dinh)
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Tai liéu tham khao

1. Centers for Disease Control and Prevention. Biosafety in Microbiological and
Biomedical Laboratories, 5™ edition. HHS Publication No. (CDC) 21-1112, Revised
December 2009

2. Clinical and Laboratory Standards Institute (CLSI). Protection of Laboratory Workers

from Occupationally Acquired Infections; Approved Guideline — Fourth Edition. CLSI
document M29-A4; May 2014
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Ky hiéu

Cac ky hiéu sau c6 thé xuét hién trong hwéng dan s dung hodc trén bao bi va nhan dan:

2
<
=
-
c

Dinh nghia ky hiéu

4

Ei
O

LOT

T
E<

Chtra d0 thudc thtr cho <N> phan (rng

Han st dung

Thiét bi y t& chdn doan trong 6ng nghiém

Sé catalog

Nha san xuét

Gidi han nhiét do

Chi st dung theo toa

Pai dién dwoc Gy quyén ctia Cong ddng Chau Au
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Binh nghia ky hiéu

FEooambd:

Boric Acid

Khong tai str dung

D4u CE

Tham khao huéng dan st dung

Canh bao

Méi nguy hiém vé Stre khoe

Chtra

Chtra vat liéu sinh hoc c6 ngudn gbc dong vat

Chtra vat liéu sinh hoc c6 ngudn gbc con nguoi

Axit boric

24
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Thoéng tin Lién hé

D& dwoc hé tro ky thuat va biét thém thong tin, vui Iong gdp Trung tam Hb tro K§ thuat cla
chung téi tai support@giagen.com.

Hb tro ky thuat/Béo cao canh giac duwoc: support@giagen.com

BAt ky sw c6 nghiém trong ndo xay ra lién quan dén thiét bi phai dwoc bao cao cho nha san

xuét va co quan cé thdm quyé&n cia Quéc gia Thanh vién noi ngudi dung va/hodc bénh

nhan cu tra.
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Thong tin DBat hang

San pham S6 catalog

NeuMoDx LDT Master Mix, RNA 310100

Cac san pham Lién quan

NeuMoDx Lysis Buffer 1 400400
NeuMoDx Lysis Buffer 2 400500
NeuMoDx Lysis Buffer3 400600
NeuMoDx Lysis Buffer 4 400700
NeuMoDx Lysis Buffer 5 400900
NeuMoDx Lysis Buffer 6 401700
NeuMoDx Cartridge 100100
NeuMoDx Extraction Plate 100200
NeuMoDx Wash Reagent 400100
NeuMoDx Release Reagent 400200
NeuMoDx LDT Primer/Probe Strip 100400
DBAau tip Hamilton CO- RE / CO- RE 11 (300 uL) c6 cac B6 loc 235903
Pau tip Hamilton CO- RE / CO- RE Il (1000 L) ¢6 cac Bo loc 235905

D& biét thong tin cAp phép cap nhat va tuyén bd tr chéi trach nhiém cu thé dbi véi san pham,
hay xem sb tay ho&c hwéng dan van hanh bo dung cu NeuMoDx twong (rng. Sé tay bod dung
cu NeuMoDx cé sin tai www.neumodx.com hodc c6 thé duwoc yéu cau tw
support@giagen.com hodc nha phan phéi tai dia phwong cta ban.
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Lich s&r Chinh stra Tai liéu

Lan chinh stra Toém tét cac Thay dbi

A, 05/2022 Phat hanh Lan dau
Ma San pham Mai (ma bd phan 40600594) dwoc tao dé& gli IVDR v& Thudc thir chung
B, 07/2023 Da cap nhat Bia chi Emergo thanh Westervoortsedijk 60; 6827 AT Arnhem Ha Lan.

Da thay ddi www.neumodx.com/client-resources thanh www.giagen.com/neumodx-ifu.

Théa thuan Cap phép Giéi han cho NeuMoDx LDT Master Mix, RNA

Viéc st dung san pham nay thé hién sy ddng y clia bat ky ngwdi mua hodc ngudi diing san phdm nao déi véi cac didu khoan sau:

1. San phém chi cé thé dugc st dung theo céc giao thire dugc cung cAp ciing véi san phédm va sé tay nay va chi dé st dung véi céc thanh phén c6 trong bo
xét nghiém. NeuMoDx khéng cap giay phép theo bat ky tai san tri tué nao dé st dung hodc két hop cac thg‘anh phan kém theo clia bd xét nghiém nay véi bat ky
thanh phan nao khdng cé trong bd xét nghiém nay ngoai trir dwoc mé ta trong céc giao thire dwoc cung cap cling véi san phém, sb tay nay va céc giao thirc bd
sung c6 san tai www.neumodx.com. Mot s6 giao thirc bd sung nay da dwoc ngwdi ding NeuMoDx cung cap cho nguoi dung NeuMoDx. Céc giao thire nay chua
duoc NeuMoDx kiém tra ki lwdng hodc tdi wu héa. NeuMoDx khéng dam bao hay bdo hanh réing ching khdng vi pham quyén clia bén the ba.

2. Ngoai cac gidy phép da néu ré rang, NeuMoDx khéng dam bao rang bd xét nghiém nay va/hoéc viéc st dung bd xét nghiém nay khong vi pham quyén clia
bén thw ba.

3. B0 xét nghiém nay va cac thanh phén clia n6 dugc cép phép str dung mot 1an va khong duoc tai st dung, tan trang hoac ban lai.

4. NeuMoDx dac biét tir chdi bét ky gidy phép nao, dwoc thé hién hodc ngu y, khac voi nhitng gidy phép dwoc néu ré rang.

5. Nguoi mua va nguoi dung b xét nghiém déng y khong thuc hién hogc cho phép bét ky ai khac thuc hién bat ky budc nao co thé dan dén hoic tao diédu kién

cho bét ky hanh vi ngo bj cam & trén. NeuMoDx c6 thé thyc thi cac diéu cdm cla Théa thuan Cap phép Gidi han nay tai bat ky Toa &n nao va sé thu hoi tat ca cac
chi phi diéu tra va Toa an, bao gdm ca phi luat sw, trong bgt ky hanh dong nao dé thyc thi Thoa thuan Cap phép Gioi han nay hoac bat ky quyén sé hiru tri tué nao
cla no lién quan dén bd xét nghiém va/hoac cac thanh phan.

Dé biét cac diéu khoan cap phép duoc cap nhat, hay xem www.neumodx.com.

07/2023 40600594-VI_B © 2023 NeuMoDXx, bao Iwu moi quyén.
Nhan hiéu: QIAGEN®, Sample to Insight®, NeuMoDx™ (Tap doan QIAGEN); TagMan® (Roche Molecular Systems, Inc.)
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