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900901 NeuMoDx™ HSV 1/2 External Controls

THAN TRONG: Chi danh cho xuat khau ctia Hoa Ky

Cho Muc dich St dung Chan doan In Vitro vdi NeuMoDx™ HSV 1/2 Quant Test Strip trén
NeuMoDx™ 288 va NeuMoDx™ 96 Molecular Systems

I:Ii] Phdi doc k tai liéu hudng dén nay trudce khi stk dung sén phdm. Phdi tudn theo chi dén trong tai liéu hwéng dan tuong tng.
Khéng thé dém bdo do tin cdy cta két qué xét nghiém néu cé bét ky sai léch ndo so vdi chi déin trong tai liéu hudng dén nay. C €
DE biét huéng dén chi tiét, tham khdo Huwdng dén Vdn hanh NeuMoDx™ 288 Molecular System; md bg phdn 40600108
DéE biét huéng dén chi tiét, tham khdo Hudng ddn Van hanh NeuMoDx™ 96 Molecular System; md b6 phdn 40600317
Xem thém Huwdng dan Str dung NeuMoDx™ HSV 1/2 Quant Test Strip (tdi liéu hudng dén)

MUC DiCH SU DUNG

NeuMoDx™ HSV 1/2 External Controls duoc thiét k& dé sir dung véi NeuMoDx™ HSV 1/2 Quant Test Strip dé thiét |ap tinh hop 1& thai gian chay
trén NeuMoDx™ 288 Molecular System va NeuMoDx™ 96 Molecular System ((cdc) NeuMoDx™ System) dé xtr ly xét nghiém chan dodn in vitro
dinh lvgng dé dinh lwgng va phan biét DNA Vi-rat Herpes Simplex typ 1 & ngudi (Herpes Simplex human Virus type 1, HSV-1) va/ho3c DNA Vi-rit
Herpes Simplex typ 2 & ngudi (Herpes Simplex human Virus type 2, HSV-2).

TOM TAT VA GIAI THiCH

NeuMoDx™ HSV 1/2 External Controls dugc cung cap trong mét bd dung cu bao gébm 15 lo dwong tinh, hai 6ng NeuMoDx™ HSV 1/2 External
Control Buffer va 30 8ng rdng phu c6 nhan. Mdt bd mau chirng bén ngoai bao gdbm mdt 8ng mau chirng duong khd dwoc niém phong trong tui
nhom cling véi mot géi hit &m nhd mau cam va NeuMoDx™ HSV 1/2 External Control Buffer dwoc st dung lam mau chirng 4m. Mdt bé mau
chitng bén ngoai dugc xir ly 24 gidr mot [an dé thiét 1ap tinh hop 1é cla thoi gian chay ciia NeuMoDx™ HSV 1/2 Quant Assay. Mau chirng duong
NeuMoDx™ HSV 1/2 chira mdt vién axit nucleic dich HSV-1 va HSV-2 téng hop, sdy khd & 4 logio ban sao/mL. Mau chitng am NeuMoDx™ HSV-1/2
chi chira NeuMoDx™ HSV 1/2 External Control Buffer.

NeuMoDx™ HSV 1/2 Quant Assay két hgp tach chiét, khuéch dai va phat hién DNA ty ddng béng PCR trong thoi gian thuc dé cho phép phat hién
dinh lwgng DNA HSV-1 va/hodc HSV-2 trong huyét twong ngudi. NeuMoDx™ HSV 1/2 Quant Assay bao gébm Mau chirng quy trinh mau
(Sample Process Control, SPC1) DNA ngoai sinh nham gitp theo d&i sy cé mat clia cac chat (rc ché tiém an va cac 16i cia NeuMoDx™ System hoéc
thudc thir c6 thé g&p phai trong qua trinh tach chiét va khuéch dai.

Tuy nhién, cac phong thi nghiém lam sang thwong yéu cau két hop cdc mau chirng bén ngoai vao cac quy trinh xét nghiém thudng quy dé danh
gia hiéu ndng xét nghiém va dam bao rang cac quy trinh xét nghiém dap (rng cac yéu cau kiém sodat chat lvgng da duoc thiét 1ap. NeuMoDx™
HSV 1/2 External Controls dugc st dung dé thiét |1ap tinh hop | cla Ian chay thudng quy d6 cla NeuMoDx™ HSV 1/2 Quant Assay. Viéc st dung
thwong quy cac mau chirng nay cho phép cac phong thi nghiém theo ddi sw thay d8i hang ngay, hiéu néng tirng 16 clia thudc thir NeuMoDx™ HSV
1/2 Quant Assay va c6 thé ho tro phong thi nghiém xac dinh 18i trudc khi bao céo két qua xét nghiém.

NHO'NG NGUYEN LY CUA QUY TRINH

NeuMoDx™ HSV 1/2 External Controls cho phép xac minh quy trinh tach chiét hiéu qua va quy trinh khuéch dai axit nucleic. Mt bé mau chirng —
bao gém 1 mau chirng dwong va 1 mau chirng am — nén duoc xir Iy sau mdi 24 gio. Viéc xt ly thuwong quy nhu vay véi NeuMoDx™ HSV 1/2
External Controls cho phép cac phong thi nghiém dadm bao tinh hiéu qua clia két qua xét nghiém déi vdi cdc bénh phdm l1am sang cla ngudi dugc
xt ly trong khodng thdi gian hop |& 24 gid. Cac mau chirng bén ngoai dwoc x{ Iy gidng védi viéc x Iy cac bénh phdm 1am sang clia ngudi, dung dé
xét nghiém dinh lugng HSV-1 va HSV-2.

Két qua dy ki€n cho ca hai mau chirng bén ngoai dugc tich hop vao thuat toan Control Validity (Tinh hop & clia Mau chirng) c6 trong phan mém
NeuMoDx™ System. Sau khi x(r ly thanh cong mau chirng bén ngoai, phan mém hé théng s& ty dong ghi lai tinh hop 1é trong khoang thoi gian 24
gi®. Phan mém hé théng tu dong canh bao ngudi dung x Iy cdc mau chirng bén ngoai khi khoang thoi gian hop 1& clla mau chirng d3 hét.

THUGC THU/VAT TU TIEU HAO

Vgt tw duorc cung cép

. . Téng s8 xét
SO xét &

M3 sén phdm | Thanh phan nghigm nghlen:.
A o trén moi
trén moi bo A
hép

NeuMoDx™ HSV 1/2 External Controls

B6 Mdu chirng Duong tinh va Am tinh vdi HSV-1 va HSV-2 st dung mét lan dé thiét Idp tinh hop 1é
900901 hang ngdy cia NeuMoDx™ HSV 1/2 Quant Assay (1 lp méu chirng dwong & 4 logio bén sao/mlL va 1bd 15
NeuMoDx™ HSV 1/2 External Control Buffer (mdu ching ém))
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Thuéc thir va V@t tw Tiéu hao Bdt buéc nhung Khéng dworc Cung cdp (Pwoc Cung cdp Riéng biét véii NeuMoDx)

x Thanh phan

NeuMoDx™ HSV 1/2 Quant Test Strip
202400 Thuéc thir PCR déng khé chira doan do va mdi TagMan® déc hiéu véi HSV-1, doan do va mdi TagMan”® déc hiéu véi HSV-2 ngoadi
doan do va méi TagMan® déc hiéu vdi SPCI.

NeuMoDx™ Extraction Plate

100200 Cdc hat thudn tir khé, Enzym lytic va cdc mdu chirng quy trinh mau

NeuMoDx™ HSV 1/2 Calibrators

800900 B6 Mdu chudn Cao va Thap HSV-1 va Mdu chudn Cao va Thdp HSV-2 diing mét lan dé thiét Iap cdc dudong chudn.

400400 NeuMoDx™ Lysis Buffer 1

400100 NeuMoDx™ Wash Reagent

400200 NeuMoDx™ Release Reagent

100100 NeuMoDx™ Cartridge

235903 Pau tip Hamilton CO-RE (300 pL) cé cac Bo loc

235905 Pau tip Hamilton CO-RE (1000 pL) c6 cac Bd loc

DE biét chi tiét vé thudc thir va vat tu tiéu hao, vui long tham khao tai liéu hudng dan lién quan

Trang thiét bj Cén thiét
NeuMoDx™ 288 Molecular System (MA SAN PHAM 500100) hoic NeuMoDx™ 96 Molecular System (MA SAN PHAM 500200).

CANH BAO & PHONG NGUA

e NeuMoDx™ HSV 1/2 External Controls chi dwgc dung cho muc dich s dung chan dodn in vitro véi NeuMoDx™ HSV 1/2 Quant
Test Strip nhu d3 duwoc trién khai trén NeuMoDx™ Systems.

e Khong str dung NeuMoDx™ HSV 1/2 External Controls d& qua han s& dung dwoc néu.

e Khong sir dung NeuMoDx™ HSV 1/2 External Controls néu tem an toan bj rach hodc néu bao bi bi hdng khi nhan.

e Khong s dung vat tu tiéu hao hay thudc thir néu tii bao vé d3 md& hodc bi rach khi nhan.

e Khong tron lan thudc thir dé khuéch dai tir cac bd dung cu thuong mai khac.

e  Khéng tai st dung.

e  Gilr t4t cd NeuMoDx™ HSV 1/2 External Controls trong tdi nhém cung v&i géi hdt &m nhéd mau cam chuyén dung dé chéng 4m.

e Vicac mau chitng duong NeuMoDx™ HSV 1/2 ¢é chira vat liéu dich HSV-1 va HSV-2, ching phai dwoc xr Iy can than vi viéc lay
nhi&m chéo véi mau xét nghiém cd thé cho két qua dwong tinh gia.

e Ludn x ly bénh pham nhu thé chiing cé kha ning lay nhiém va theo quy trinh xét nghiém an toan nhu dugc mé ta theo Tiéu
chudn clia OSHA vé T4c nhan gay bénh Qua dudng mau'. Mdc dé An toan sinh hoc 22 hodc céc bién phéap thyc hanh an toan sinh
hoc thich hop khac** nén duoc st dung cho céc vat liéu cd chira hodc nghi ngd cé chira tac nhan lay nhiém.

e Khoéng hut pipet bang miéng. Khong hut thudc, udng hay &n & nhitng khu vire dang x{ Iy bénh pham hodc thudc thir.
e Thaibd cic thudc thir chuwa st dung va chat thai theo quy dinh clia quéc gia, lién bang, tinh, tiéu bang va dia phuong.
e Nén deo gang tay nitrile sach, khong bét khi x{r ly tat ca cac thubc thir va vat tu tiéu hao NeuMoDx™.

e  Bang Dit liéu An toan (Safety Data Sheets, SDS) duoc cung cap cho tirng loai thudc thir (néu cd) tai www.neumodx.com/client-resources.

e M0t thanh doc & 12 van ban cho biét nhitng thay ddi so v&i phién ban tai liéu hwéng dan trudce do.

e  Rlratay sach sau khi thuc hién xét nghiém.

BAO QUAN, XU’ LY & ON DINH SAN PHAM
e NeuMoDx™ HSV 1/2 External Controls dwoc van chuyé&n & Nhiét dé Phong (+15 °C/+30 °C).
e NeuMoDx™ HSV 1/2 External Controls Kit phai duoc bdo quan & nhiét dé +15 °C/+30 °C d& dam bao d6 6n dinh.
e  Céclo Mau chi*rng Bé&n ngoai (mau chitng 4m, mau chitng dwong d3 hoan nguyén va/hoic 8ng nghiém rdng) chi dwoc st dung mét lan.
Sau khi st dung, thai bé phan con lai cia NeuMoDx™ HSV 1/2 External Controls d3 hoan nguyén.
e Thai bo bat ky vat lidu chuwra s dung nao sau khi sir dung trong chat thai nguy hiém sinh hoc vi vat liéu cé chira DNA dich khéng lay
nhi&m va cé thé gay ra nguy co nhiém ban.
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1. Mot bd NeuMoDx™ HSV 1/2 External Controls (M3 san phdm 900901) phai dugc xt ly 24 gid mot Ian. Néu khdng ¢é cac mau chirng
xét nghiém hop 1&, phan mém NeuMoDx™ s& cé thong bao nhic nhd xir Iy cdc mau chirng nay trudc khi co thé bao cao két qua mau.

2. Khican cdc mau chirng bén ngoai, hay x{ Iy cdc mau chirng (1 mau chirng dwong va 1 mau chirng am mdi Hé thong):

NeuMoDx™ HSV 1/2 External Controls Bang mau nhin Ma vach
Mau chitng duong (Positive Control, PC) Mau dé HSVPC
Mau chitng am (Negative Control, NC) Mau den HSVNC

3. Néu can c6 mau chirng bén ngoai, hdy hoan nguyén HSV-1/HSV-2 External Controls (1 mau chitng duwong) va chudn bi mau chirng am
theo cac buwdc bén dudi.

4.  Cit cac tti nhdm chira mau chirng dwong tai diém duwoc chi bdi cac vét khia bén.

5. Lay 8ng mau chirng duwong tinh véi HSV-1/HSV-2 ra khoi tui ngay trudce khi st dung.

6.  Trudc khi sir dung, hdy dam bao ring cac tli dugc bit kin va cac géi hit 8m van con bén trong. Chi st dung cac géi khong bj hong.

7. Thaibd cac tdi nhém va céc thanh phan bén trong néu géi hit 4m chuyén tlr mau cam sang mau xanh 13 cay.

8. Ly tam 8ng mau chirng dwong tinh véi HSV-1/HSV-2 trudc khi m@ dé dam bao rang DNA ndm & day dng.

9. Lic NeuMoDx™ HSV 1/2 External Control Buffer va hoan nguyén 6ng mau chirng dwong tinh véi HSV-1/HSV-2 véi 800 pL chat dém.
Céc 6ng mau chirng duwong da hoan nguyén chi dwoc st dung mot lan.

10. Pay ndp 6ng mau chirng duong tinh v&i HSV-1/HSV-2 d3 hoan nguyén va lac trong 30 gidy cho dén khi DNA khé ndi [én lai.

11. Ly tdm 6ng mau chirng duong tinh véi HSV-1/HSV-2 trong vai gidy & tdc do trung binh dé loai bd chat con lai khdi nép va loai bd bong
béng/bot.

12. U it nhat 20 phat & nhiét d6 phong trudc khi sir dung.

13. Lic 8ng mau chirng duong tinh v&i HSV-1/HSV-2 trong vai gidy & téc dd trung binh va ly tam &ng trong vai gidy & tdc do trung binh.

14. Chuyén tat cd cac thanh phan trong 8ng mau chirng duwong tinh véi HSV-1/HSV-2 d3 hoan nguyén vao mét 6ng rdng phu cé nhan
(6ng NeuMoDx™ HSV 1/2 Positive Control (PC) c6 trong bd dung cu). Nén chuyén mau chitng duwong vao &ng rdng phu ngay trudc khi
st dung. C3 8ng mau chirng dwong d3 hoan nguyén va éng phu chi dugc st dung mot [an.

15.  Chuyén 800 uL NeuMoDx™ HSV 1/2 External Control Buffer vao mdt 6ng rdng phu cé nhan (6ng NeuMoDx™ HSV 1/2 Negative Control
(NC) c6 trong bd dung cu). Céc 8ng phu d3 day chi duoc sir dung mét lan.

16. Nap cac 8ng mau chirng vao Gia dung Bénh phim 32 Ong tiéu chuin.

17. D3t Gia dung Ong Bénh ph3m vao Ké nap Ty déng va dung man hinh cdm tng dé nap gid nay vao NeuMoDx™ System.

18. NeuMoDx™ System s& nhan dang ma vach va bat dau x ly cac 6ng bénh pham trir khi khéng cé san thudc thir hodc vat tu tiéu hao
can thiét dé xét nghiém.

19. Tinh hop |é clia cac mAu ching bén ngoai s& dwgc NeuMoDx™ System danh gia duwa trén két qud mong doi.

NeuMoDx™ HSV 1/2 External Controls
Mau chitng duong (Positive Control, PC)
M3u chirng am (Negative Control, NC)

Ké&t qua HSV-1/HSV-2
Duong tinh véi HSV-1 va HSV-2
Am tinh v&i HSV-1 va HSV-2

Két qua SPC1
Khong ap dung
Hop 1€

20. Viéc xtr ly két qua khong dong nhat d6i véi cdc mau chirng bén ngoai phai dwoc thyc hién nhu sau:

a) K&t qua xét nghiém Positive (Duong tinh) dwgc bao cado cho mot mau chirng am cho thady cé van dé vé nhiém ban bénh pham.

b) K&t qua Negative (Am tinh) duoc bao cdo cho mét mau chitng duong cé thé cho thay cé van de lién quan dén thubc thir hodc dung cu.

c) Khi xay ra mot trong hai truong hop trén, hiy xét nghiém lai mau chirng khong thanh céng véi (cac) lo méi dung mau chirng khong

dat yéu cau xét nghiém tinh hop lé.

d) Néu mau chirng bén ngoai Positive (Duong tinh) van tiép tuc bao két qua Negative (Am tinh), hdy lién hé vé&i bo phan hd tro ki thuat

cta QIAGEN

e) N&u mau chirng bén ngoai Negative (Am tinh) van tiép tuc bao cdo két qua Positive (Dwong tinh), hdy c6 géng loai bo tat ca cac ngudn
nhiém b3n tidm &n, bao gdm viéc thay thé TAT CA cic thudc thir va 13p lai qua trinh chay trudc khi lién hé véi bd phan hd tro ki thuat

cla QIAGEN.

HAN CHE

. Chi c6 thé st dung NeuMoDx™ HSV 1/2 External Controls cing v&i NeuMoDx™ HSV 1/2 Quant Test Strip trén NeuMoDx™ Systems.

. Can hiéu chuan hop 1é NeuMoDx™ HSV 1/2 Quant Test Strip bang cach s&r dung NeuMoDx™ HSV 1/2 Calibrators (Ma sdn pham 800900)

NeuMoDx Molecular, Inc.

trudre khi cé thé xtr ly cdc mau chirng bén ngoai.
K&t qua sai léch cé thé xay ra do x{ Iy, bao quan khong ding cach hodc 16i ki thuat khéc.
Chi nhi*ng ngudi da dwoc dao tao vé cach sir dung NeuMoDx™ System md&i dugc van hanh NeuMoDx™ System.
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TAI LIEU THAM KHAO

1. US Department of Labor, Occupational Safety and Health Administration. 29 CFR Part 1910.1030. Bloodborne Pathogens,
https://www.osha.gov/lawsregs/regulations/standardnumber/1910/1910.1030.

2. US Department of Health and Human Services. Biosafety in Microbiological and Biomedical Laboratories, 5th Ed. Washington,DC: US
Government Printing Office,December 2009.

3.  World Health Organization. Laboratory Biosafety Manual, 3rd ed.Geneva: World Health Organization, 2004.

4. CLSI. Protection of Laboratory Workers from Occupationally Acquired Infections; Approved Guideline — Fourth Edition (M29-A4). Clinical
and Laboratory Standards Institute, 2014.

NHAN HIEU

NeuMoDx™ la nhan hiéu cia NeuMoDx Molecular, Inc.

TagMan® la nhan hiéu da dang ky cla Roche Molecular Systems, Inc.

T4t ca cac tén san pham, nhin hiéu va cac nhin hiéu d3 dang ky khac cé thé xuat hién trong tai liéu nay |3 tai san cla cac chu s& hitu tuwong Gng.
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BIEU TUONG
BIEU TUQNG Y NGHTA
Rx Only| Chi duing theo don thudc
“ Nha san xuat
s 1
FEa‘ﬂ Nha phan phéi
IVD Thiét bi y t& chan doan in vitro
S6 catalog
M3 16
[:m Tham khao hwéng dan sir dung
A Thén trong, tham khao tai liéu dinh kém
/H/ Gi@i han nhiét do
T Gitr kho
® Khéng tai sir dung
@ Khéng tiép xtic véi anh sang
W Chira lwgng dd cho <n> xét nghiém
XXX
g Han s& dung
u SENTINEL CH. S.p.A. ’/0. NeuMoDx Molecular, Inc.
Via Robert Koch, 2 PEHG 1250 Eisenhower Place
20152 Milano, Italy Ann Arbor, MI 48108, USA
www.sentineldiagnostics.com +1 888 301 NMDX (6639)
HO tro ky thuat: support.qiagen.com
Béo cdo canh giac dugc: support.giagen.com
Bang sang ché&: www.neumodx.com/patents
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