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900601 NeuMoDx™ BKV External Control Kit

THAN TRONG: Chi danh cho Xuat khau ctia Hoa Ky

-m Cho muc dich s&r dung chan doan trong éng nghiém véi NeuMoDx™ 288 va NeuMoDx™ 96
Molecular System
I:E Phdi doc ki tai liéu hwdng ddn nay trudc khi st dung sén phdm. Phéi tudn theo chi dén trong tai liéu hwdng dén tuong trng.
Khéng thé dam bdo dé tin cdy cla két qud xét nghiém néu cd bat ky sai léch ndo so vdi chi dén trong tai liéu hudng dan nay.
Dé biét hudng dan chi tiét, tham khdo Sdch Hudng dén Van hanh NeuMoDx™ 288 Molecular System; mé b6 phin 40600108
DE biét huréng dén chi tiét, tham khdo Sdch Hudng dén Vén hanh NeuMoDx™ 96 Molecular System; mé bé phdn 40600317
Xem thém Hudng dén Stz dung NeuMoDx™ BKV Quant Test Strip (tai liéu huéng ddn)

MUC BiCH SU’ DUNG

NeuMoDx™ BKV External Control Kit dugc thiét k& dé sir dung véi NeuMoDx™ BKV Quant Test Strip dé thiét 1ap hiéu luc thoi gian chay trén
NeuMoDx™ 288 Molecular System va NeuMoDx™ 96 Molecular System ((cdc) NeuMoDx™ System) dé& xtr ly xét nghiém chan doan trong éng
nghiém dinh lvgng dé dinh lwgng DNA cla vi-rit BK (BK virus, BKV) tir mau Huyét twong/Huyét thanh va Nudrc tidu nguoi.

TOM TAT VA GIAI THiCH

NeuMoDx™ BKV External Control Kit bao gom 15 bd &ng mau ddi chitng am va dwong, mot NeuMoDx™ BKV Control Buffer va 30 6ng thir cap
réng cé nhan. Mot bé mau ddi chitng bén ngoai bao gdbm madt 6ng mau dai chirtng duong khé dugc niém phong trong tui nhém cung véi mét goi
hit &m nhd mau cam va NeuMoDx™ BKV Control Buffer dwoc st dung lam mau ddi chirng am. Mot bd mAau déi chirng bén ngoai duoc xir ly 24
gio* mot [an dé thiét 1ap tinh hop 1& trong thai gian chay cia NeuMoDx™ BKV Quant Assay. NeuMoDx™ BKV Positive Control chira mét vién axit
nucleic dich BKV t6ng hop khd & 4 logio IU/mL. NeuMoDx™ BKV Negative Control chi chira NeuMoDx™ BKV Control Buffer.

NeuMoDx™ BKV Quant Assay két hop chiét xuét, khuéch dai va phat hién DNA ty dong bang PCR thdi gian thyc dé cho phép phat hién dinh
lugng DNA BKV trong mau huyét twong/huyét thanh va nwdc tiéu nguoi. NeuMoDx™ BKV Quant Assay bao gdm Mau déi ching Quy trinh M3u
(Sample Process Control, SPC1) DNA ngoai sinh dé gitip theo ddi sw c6 mét clia cac chat e ché tiém an ciing nhu NeuMoDx™ System hodc céac I5i
thudc thir c6 thé gdp phai trong qua trinh chiét xuat va khuéch dai.

Tuy nhién, cac phong thi nghiém lam sang thuong yéu ciu két hop cac mau ddi chirng bén ngoai vao cac quy trinh xét nghiém thwong quy dé
danh gia hiéu suat xét nghiém va dam bao rang cac quy trinh xét nghiém dép (ng cac yéu cau kiém soét chat lwong dd duoc lap. NeuMoDx™
BKV External Control Kit dwoc st dung dé thiét lap hiéu lyc chay dinh ky cila NeuMoDx™ BKV Quant Assay. Viéc s& dung thuong xuyén cac mau
dé&i chirng nay cho phép céc phong thi nghiém theo ddi su thay d6i hang ngay, hiéu suat tirng 16 cta thudc thir NeuMoDx™ BKV Quant Assay va
c6 thé ho tro phong thi nghiém xac dinh 18i trudc khi bdo cdo két qua xét nghiém.

NHO'NG NGUYEN LY CUA QUY TRINH

NeuMoDx™ BKV External Control Kit cho phép xac minh quy trinh chiét xuét axit nucleic hiéu qua. Mot bd mau ddi chirng — bao gdm 1 mau déi
chitng dwong va 1 mau déi chirng &m — nén duoc x Iy mi 24 gidr. Qua trinh x ly thudng quy clia NeuMoDx™ BKV External Control Kit phép cac
phong thi nghiém dam bao hiéu qua clia két qua xét nghiém ddi véi cdc mau bénh pham lam sang clia ngudi dwoc xtr ly trong thai gian hiéu lyc
24 gio. M3u ddi chirng bén ngoai dugc xt ly tuwong ty nhu viéc xt ly cac mau bénh pham lam sang cla ngudi dung dé xét nghiém BKV dinh
lugng.

Két qua mong dgi cho ca hai mau ddi chitng bén ngoai nay duogc tich hop vao thuat toan Hiéu lyc M3u déi chirng ¢ trong phan mém
NeuMoDx™ System. Sau khi x( ly thanh cdng mau d&i chitng bén ngoai, phan mém hé théng sé tw dong ghi lai hiéu luc trong khoang thoi gian

24 gid. Phan mém hé théng ty dong canh bao ngudi dung x( Iy cdc mau d6i chirng bén ngoai khi thai gian hiéu lyc d6i chirng d3 hét.

THUOC THU'/VAT TU TIEU HAO

Vgt tw dworc cung cép

THAM CHIEU Thanh phan SO xét nghiem.tren moi T?ng sg.xeAt nghiém
don vi trén moi bo dung cu
NeuMoDx™ BKV External Control Kit
900601 B6 médu déi chirng duong tinh va Gm tinh véi BKV stz dung mét lan dé thiét Iap 1b6 -
hiéu lyc hang ngay clia NeuMoDx BKV Quant Assay (1 lo méu déi chirng dwong j
& 4 logio IU/mL v NeuMoDx™ BKV Control Buffer (mdu d6i chirng ém))
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Thuéc thir va vt tu tiéu hao dd yéu cGu nhwng khéng dwoc cung cdp (Tdch réi véii NeuMoDx)

THAM CHIEU | Thanh phan
201800 NeuMoDx™ BKV Quant Test Strip
Cdc thuéc thir PCR kho chira ddu do va méi TagMan® déc hiéu vdi BKV cling vdi ddu do va mdi TagMan® ddc hiéu vdi SPCI.
100200 NeuMoDx™ Extraction Plate
Cdc hat thudn tir khé, enzym lytic va céc mau d6i chirng quy trinh mdu
800600 NeuMoDx™ BKV Calibrator Kit
B6 mdu chudn BKV cao va thép st dung mot ldn dé thiét Iap tinh hop 18 cia dwong cong tiéu chudén
400500 NeuMoDx™ Lysis Buffer 2
400100 NeuMoDx™ Wash Reagent
400200 NeuMoDx™ Release Reagent
100100 NeuMoDx™ Cartridge
235903 Pau tip Hamilton CO-RE (300 pL) c6 cac Bo loc
235905 Pau tip Hamilton CO-RE (1000 pL) c6 cac Bo loc

Trang thiét bj can thiét
NeuMoDx™ 288 Molecular System [THAM CHIEU 500100] hodc NeuMoDx™ 96 Molecular System [THAM CHIEU 500200]

CANH BAO & THAN TRONG

NeuMoDx™ BKV External Control Kit chi danh cho muc dich sir dung chin doan trong éng nghiém vé&i NeuMoDx™ BKV Quant
Test Strip nhu @3 duoc trién khai trén cdc NeuMoDx™ System.

Khoéng st dung NeuMoDx™ BKV External Control Kit d3 qué han sl dung.

Khoéng st dung NeuMoDx™ BKV External Control Kit néu tem an toan bi rach hodc néu bao bi bi héng khi nhan.

Khéng st dung vat tu tiéu hao hay thudc thir néu tdi bao vé da mé hodc bj rach khi nhan.

Khong tron 13n thudc thir dé khuéch dai tir céc b dung cu thwong mai khac.

Giltr NeuMoDx™ BKV External Control Kit trong tui nhém cung v&i géi hit &m nhé mau cam chuyén dung dé chéng am.

Vi NeuMoDx™ BKV Positive Control cé chira vat liéu dich BKV, chiing phai duoc xt ly can than vi viéc 1ay nhiém chéo véi mau xét
nghiém c6 thé cho két qua duong tinh gia.

Ludn xtr ly cdc m3u nhu thé ching cé kha ndng lay nhiém va tuan theo cac quy trinh an toan trong phong thi nghiém, chang han
nhu cac quy trinh dwgc md ta theo Tiéu chuan cla OSHA vé Tac nhan gdy bénh Qua dudng mau?, Mirc dd An toan sinh hoc 22
hodc cac thuc hanh an toan sinh hoc thich hgp khac®* nén dugc sir dung cho céc vat liéu chira hodc nghi ngd chira céc tac nhan
lay nhiém. Khéng hut pipet bang miéng. Khong hat thudc, udng hay &n & nhitng khu vue dang x& ly mau hodc thudc thir.

Loai bé cac thudc thir chuwa sir dung va rac thai theo quy ché clia qudc gia, lién bang, tinh, tiéu bang va dia phuong.
Nén deo ging tay nitrile sach, khéng bot khi x(r ly tat cd cac thubc thir va vat tu tiéu hao NeuMoDx™.
Rira tay sach sau khi thyc hién xét nghiém.

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

M6t thanh doc & |8 vin ban cho biét nhitng thay d6i so v&i phién ban I.F.U trwdc dé.

Khong tai sit dung.

BAO QUAN, XU LY & ON BINH SAN PHAM

NeuMoDx™ BKV External Control Kit dwoc van chuyén & Nhiét d6 Phong (+15°C/+30°C).

Khuyé&n nghi NeuMoDx™ BKV External Control Kit nén duwgc bdo quan & +15°C/+30°C dé dam bao d6 6n dinh.

Cac lo mau ddi chirng bén ngoai (mau d&i chirng am, mau d6i chirng dwong d3 hoan nguyén va/hoidc 6ng nghiém rdng) chi duwoc st dung
mot Ian. Sau khi s&r dung, thai bo phan con lai cia NeuMoDx™ BKV External Control d3 hoan nguyén.

Thai boé bat ky vat liéu chua sir dung ndo sau khi s dung trong chat thai nguy hiém sinh hoc vi vat liéu cé chira DNA dich khong lay
nhiém va cé thé gay ra nguy co nhiém ban.
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1. Mét bd NeuMoDx™ BKV External Control Kit (THAM CHIEU 900601) cin duoc xtr Iy 24 gi¢r mét [an. N&u khéng c6 cac mau dai chirng xét nghiém
hop 1&, phan mém NeuMoDx™ s& c6 thdng bao nhic nhd ngudi dung xtr ly cac mau ddi chirng nay trudc khi cd thé bao co két qua mau.

2. Khican cdc mau déi chirng bén ngoai, hay xt ly cdc mau ddi chirng (1 mau ddi chirng dwong va 1 mau déi chirng &m mdi Hé thong):

NeuMoDx BKV External Control Bang mau nhan
M3u d8i chirng duwong (Positive Control, PC) Mau dé
Mau d6i chitng am (Negative Control, NC) Mau den

3. N&u can cadc mau ddi chirng bén ngoai, hdy hoan nguyén Mau ddi chirng Bén ngoai Duong tinh v&i BKV va chuan bj M3u ddi chirtng Am
theo cac budc sau.

4. Cét cac tui nhdom chira mau d6i chirng duong tai diém dugc chi bai cac vét khia bén.

5. Ly 6ng mau déi chirng duong tinh v&i BKV ra khoi tii ngay trude khi st dung.

6. Trwdc khi st dung, hay ludn dam bao rang cac tui ludn duoc bit kin va cac gdi hit &m van con bén trong. Chi st dung cac géi khdng bi hong.

7. Thai bo cac tdi nhdm va cac thanh phan bén trong néu géi hit 4m chuyén tir mau cam sang mau xanh 14 cay.

8. Ly tam 6ng mau ddi chirng duwong tinh véi BKV trudc khi md dé dadm bao rang DNA nam & déy 6ng.

9. Lic NeuMoDx™ BKV Control Buffer va hoan nguyén 6ng mau ddi ching duong tinh véi BKV véi 800 L chat dém. Nén hoan nguyén mau
d6i chirtng duwong ngay trudc khi st dung. Cac 8ng mau ddi chirng dwong d3 hoan nguyén chi duoc st dung mot [an

10. Day nap ng mau dai chirng dwong tinh véi BKV va lic trong 30 gidy cho dén khi DNA kho néi 1én lai.

11. Ly tdm tirng 8ng mau ddi chirng dwong tinh véi BKV trong vai gidy & tdc do trung binh dé loai bo chat con lai khoi nap va loai bd bong
bdng/bot.

12. U m3u d6i chirng d3 néi lai & nhiét dé phong trong 20 phut trudc khi chuyén sang budc ti€p theo.

13. Léc 8ng mau ddi chirng dwong tinh véi BKV trong vai gidy & tdc do trung binh va ly tdm 6ng trong vai gidy & tdc do trung binh.

14. Chuyén tat ca cac thanh phan trong 6ng mau d6i chirng dwong tinh véi BKV da hoan nguyén vao mot 8ng rong thi cap cé nhan (Ong
NeuMoDx™ BKV Positive Control (PC) c6 trong bd dung cu). Nén chuyén tirng m3u ddi chirng dwong vao dng rdng thir cap ngay trudc
khi str dung. Ca 6ng mau déi chitng duwong dd hoan nguyén va dng thi cap chi dwoc st dung mét lan.

15. Chuyén 800 uL NeuMoDx™ BKV Control Buffer vao mdt 8ng rong thit cdp cé nhan (6ng NeuMoDx™ BKV Negative Control (NC) cé trong
b6 dung cuy). Céc 8ng thir cap d3 day chi dwoc sir dung mot lan.

16. Nap cac 6ng mau ddi chirng vao Giad dwng mau tiéu chudn gom 32 6ng.

17. D3t Gia dung Ong nghiém Chira m3u vao gia nap tu dong va dung man hinh cdm &ng d& nap gia nay vao NeuMoDx™ System.

18. NeuMoDx™ System s& nhan dang ma vach va bat dau x{ ly cac 8ng nghiém chira mau trir khi khdng cé san thudc thir hodc vat tu tiéu
hao can thiét dé xét nghiém.

19. Tinh hop Ié clia céc mAu ddi chirng bén ngoai s& dwgc NeuMoDx™ System danh gia dya trén két qua mong doi.

NeuMoDx BKV External Control Két qua BKV Két qua SPC1
Mau d6i chitng duong (Positive Control, PC) Duong tinh véi BKV Khong ap dung
M3u d&i chirng am (Negative Control, NC) Khong phat hién BKV Hop 1é

20. Viéc x{ Iy két qua khong dong nhat d6i véi cdc mau ddi chirng bén ngoai phai dwoc thye hién nhu sau:

a) K&t qua xét nghiém Positive (Duong tinh) duoc bdo cdo cho mét mau d6i chirtng am cho thay cé van dé vé lay nhiém mau.

b) K&t qud Negative (Am tinh) duoc bao cdo cho mau d6i chirng duwong cd thé cho thdy cé van dé lién quan dén thudc thir hodc
dung cu.

c)  Khix3y ra mot trong hai truong hop trén, lam lai mau d6i chitng khong thanh cong véi (cac) lo mau ddi chirng khong dat yéu cau
xét nghiém hop Ié.

d)  N&u mau déi chitng bén ngoai Duwong tinh van tiép tuc bao két qua Negative (Am tinh), hdy lién hé v&i bd phan dich vy khach
hang cia NeuMoDx™.

e)  Né&u mau d&i chirtng bén ngoai Am tinh van ti€p tuc bao két qua Positive (Duong tinh), hdy cd géng loai bd tat ca cac ngudn lay
nhi&m tiém 4n, bao gdm viéc thay thé TAT CA céc thudc thir va I3p lai qué trinh chay trudc khi lién hé véi bd phan dich vu khach
hang ciia NeuMoDx™.

HAN CHE

e NeuMoDx™ BKV External Control Kit chi cé thé dugc st dung cung véi NeuMoDx™ BKV Quant Test Strip trén cdc NeuMoDx™ System.

e Cin hiéu chudn hop 1& NeuMoDx™ BKV Quant Test Strip bing NeuMoDx™ BKV Calibrator Kit (THAM CHIEU 800600) trudc khi cé thé xir ly
cac mau ddi chirng bén ngoai.

e K&t qua sai léch cé thé xay ra do x{ Iy, bao quan khong diing cach hodc 16i ki thuat khac.

e Chinhitng ngudi da dugc dao tao vé cach st dung NeuMoDx™ System méi dwoc 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™ |4 nhan hiéu cia NeuMoDx Molecular, Inc.

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

STAT-NAT® la nhan hiéu dd dang ky cla SENTINEL CH. S.p.A.

TAt ca céc tén san pham, nhan hiéu va cac nhin hiéu d3 dang ky khac cé thé xuat hién trong tai liéu nay I3 tai san cla cac chu s& hitu tuwong Gng.
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CAC BIEU TUONG
BIEU TUQNG Y NGHTA
Rx Only| Chi duing theo don thudc
“ Nha san xu5t
R o
W Nha phan phéi
Thiét bi y t& chan doan trong ng nghiém
SO catalog
M 16
Dﬂ Tham khao hwéng dan sir dung
& Thén trong, tham khao tai liéu dinh kém
_/Hf Gi@i han nhiét do
T Gitr khd
® Khéng tai sir dung
@ Khéng tiép xtic véi anh sang
W Chira lwgng du cho <n> [an xét nghiém
XXX
g Han s& dung
u SENTINEL CH. S.p.A. '/0. NeuMoDx Molecular, Inc.
Via Robert Koch, 2 PEHﬂ 1250 Eisenhower Place
20152 Milano, Italy Ann Arbor, MI 48108, USA
www.sentineldiagnostics.com +1 888 301 NMDX (6639)
techsupport@neumodx.com
Bdo cdo canh giac dugc: www.neumodx.com/contact-us
Bang sang ché&: www.neumodx.com/patents
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