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Gigi thiéu chung

Hé théng QlAsymphony DSP Circulating DNA tao thanh mot hé théng in vitro sdn dung dé tinh sach dinh tinh DNA Iwu théng tw do (circulating cell-

free DNA, ccfDNA) tir huyét twong va nuéc tiéu ngudi.
QlAsymphony DSP Circulating DNA Kit dugc thiét k& dé chi sir dung két hop véi thiét bi QIAsymphony SP.

QlAsymphony DSP Circulating DNA Kit cung cap thudc thir d€ tinh sach déng th&i va ty ddng hoan toan ccfDNA tir mot loat céc loai huyét twong
ngudi (v&i chat 6n dinh ciu hinh ccfDNA, vi du: PAXgene® Blood ccfDNA Tube tir PreAnalytiX; Cell-Free DNA BCT® tir Streck®, cling nhu khéng cé
chat 8n dinh cau hinh ccfDNA, vi du: 8ng EDTA) va nudc tiéu ngudi (cé va khdng cé chat 8n dinh ciu hinh ccfDNA). Tuy nhién, d3c tinh hiéu ning

cho mdi 8ng 1ay mau chua duoc thiét 1ap va phai dwoc nguoi dung xac nhan.

CcfDNA tinh sach tuong thich véi mét loat cac ing dung dau ra, chang han nhu héa hoc PCR, xét nghiém dinh lwong dua trén huynh quang hodc
NGS.

QlAsymphony SP thuc hién tat cd cac budce cla quy trinh tinh sach. Mat [an chay x& Iy dwoc téi 96 mau theo céc 16 gdm 24 mau. Mau nuéc tiéu cd

thé yéu cau xr ly mau trwdce theo céch thi cong.

Luu y: Dac tinh Hiéu ndng phu thudc nhiéu vao cac yéu té khac nhau va lién quan dén (ng dung dau ra cu thé. Didu nay da dwoc thiét 1ap cho
QS DSP Circulating DNA Kit két hop véi cac iing dung dau ra mau. Tuy nhién, cac phuong phap dé tach chiét axit nucleic tir bénh pham sinh hoc
duoc st dung lam tién dé cho nhiéu tng dung dau ra, thdng s6 hiéu ndng, vi du, 1ay nhiém chéo va dd chum cla [an chay can duwoc thiét lap
cho bat ky quy trinh Iam viéc ndo trong qua trinh phat trién (ng dung dau ra. Do d6, ngudi dung cé trach nhiém xac nhan toan bé quy trinh lam

viéc dé thiét 1ap céc thong s6 hiéu ndng phu hop.

Hiéu nang co ban
Hiéu ndng co ban clia QIAsymphony DSP Circulating DNA Kit dwoc danh gia bang cach st dung 48 ngudi hién riéng 1& dé tach chiét ccfDNA tir 4 mL
huyét tuong Streck cling nhu 4 mL nudc tiéu 6n dinh. San lvong ccfDNA da duoc xac dinh bang xét nghiém real-time PCR noi bd cho trinh ty m3

héa RNA ribosome 18S.

Su khdc biét vé san lwgng (log 10 ban sao/mL) trong Hinh 1 (4 mL huyét twong) va Hinh 2 (4 mL nwéc tiéu) phdn anh ndng d6 phu thudc nhidu vao

nguoi hién clia ccfDNA thudng duwoc tim thay trong ciing mot thé tich vat liéu mau tuong ng.
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Hinh 1. San lwging ccfDNA tir huyét twong cha 48 ngwei hién riéng 1é. Viéc hién mau tir 48 ngudi hién riéng & duoc thyc hién trong Cell-Free DNA BCT (Streck). CcfDNA duoc tach chiét tir
4 mL huyét tvong bang QlAsymphony DSP Circulating DNA Kit. San lwgng ccfDNA duoc dinh lugng bing xét nghiém real-time PCR noi bd cho trinh tw ma héa 18S. Két qua duwoc tinh todn
dudi dang ban sao dich trén méi mililit huyét twong dau vao.
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Hinh 2. San lwgng ccfDNA tir nwére tidu chia 48 nguroi hién riéng 18. Nudc tiéu |18y tir 48 ngudi hién riéng 1€ da dwoc 6n dinh bang cach sir dung Cell-Free DNA Urine Preserve® (Streck).
CcfDNA duoc tach chiét tir 4 mL nuwdce tiéu bang QIAsymphony DSP Circulating DNA Kit. San lwgng ccfDNA dwoc dinh lwgng bang xét nghiém real-time PCR noi bd cho trinh ty m3 hoéa 18S.
Két qua duoc tinh toan dudi dang ban sao dich trén mdi mililit nuwdc tiéu dau vao.

Ngoai ra, hiéu ndng co ban clia QlAsymphony DSP Circulating DNA Kit d& duoc danh gid so vdi phuwong phap tach chiét ccfDNA thi cdng, QlAamp
DSP Circulating NA Kit, s& danh muc 61504. V&i muc dich nay, huyét tvong duoc tao ra tir ng PAXgene® Blood ccfDNA (CE-IVD) tir 24 nguwdi hién
riéng 1& dé tach chiét ccfDNA tir thé tich 4 mL va ccfDNA dugc rira gidi cho ca hai bd hda chat tch chiét ccfDNA trong 75 plL. San lwvong ccfDNA d3
duwoc xac dinh bang xét nghiém real-time PCR ndi bo cho trinh tw ma hda RNA ribosome 18S. Sy khac biét vé san lwong (ban sao/mL) trong Hinh 3

phan anh ndng dd phu thudc nhidu vao ngudi hién cla ccfDNA thudng duoc tim thay trong huyét tuong.
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@® QIlAsymphony DSP Circulating DNAKit @ QlAamp DSP Circulating NA Kit
Hinh 3. Hiéu ning tach chiét ccfDNA twong dwong giira QIAsymphony DSP Circulating DNA Kit va QlAamp DSP Circulating NA Kit. Huyét twong dugc |3y tir 24 ngudi hién riéng |é duoc 6n
dinh béng 6ng PAXgene Blood ccfDNA. CcfDNA duoc tach chiét tir 4 mL huyét twong béng QIAsymphony DSP Circulating DNA Kit va QlAamp DSP Circulating NA Kit. San luong ccfDNA dugc
dinh lwgng béng xét nghiém real-time PCR ndi bo cho trinh ty ma héa 18S. Két qua dugc tinh toan duwdi dang ban sao dich trén mai mililit huyét tvong dau vao.
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Hiéu ndng clia bo hda chat tach chiét ccfDNA tu ddng va thl cong la twong duwong nhau, dugc do bang s6 ban sao tinh toan trén mililit. Ty 1& trung
binh hinh hoc clia QIAsymphony DSP Circulating DNA Kit va QlAamp DSP Circulating NA Kit dwoc thé hién trong Bang 1 (B hda chat tham chiéu |a
QlAsymphony DSP Circulating DNA Kit).

Bang 1. Ty Ié trung binh hinh hoc QlAamp DSP Circulating NA Kit/QIAsymphony DSP Circulating DNA Kit (N = 213)

Théng s& Gia tri
Ty lé trung binh hinh hoc wdc tinh, dugc tinh bang ban sao tinh todn/mL 1,074
Gidi han tin cay dudi 95% 1,048
Gidi han tin cay trén 95% 1,100

Do chum lan chay

Hé s6 bién thién (Coefficient of Variation, CV) duoc xac dinh cho tach chiét ccfDNA cla ngudi tir huyét tuvong EDTA. D& phan tich d& chum, ccfDNA
duogc dinh lugng bang xét nghiém real-time PCR ndi bo cho trinh ty m3 héa ribosome 18S. Téng cdng, 10 [an chay QlAsymphony dwoc thyc hién,

mdi [an theo 4 16 (8 an 13p lai mdi 16). Dt liéu dé chum dwoc trinh bay trong Bang 2.

Bang 2. Phén tich wéc tinh d6 chum

D6 chum CV (%)
Trong 16 11,67
D6 I3p lai 13,14
D06 chum trung gian 13,14
T6ng d6 chum 14,12

Hiéu ndng twong duwong cla cac quy trinh 2 mLva 4 mL

Hiéu ndng twong duong cla cac quy trinh cho mau d&u vao 2 mL va 4 mL duoc danh gid cho QIAsymphony DSP Circulating DNA Kit si dung ccfDNA
ndi sinh dugc tach chiét tir nhém huyét twong EDTA ngudi. Téng cdng, 8 1an chay QlAsymphony déc 1ap duwoc thuc hién, mbi [an theo 4 16 véi 8 1an
13p lai m&i 16. Pham vi tuyén tinh cla quy trinh QIAsymphony DSP Circulating DNA Kit d3 dwoc xac dinh cho trinh ty m3 héa 18S bang xét nghiém

real-time PCR ndi bd (Hinh 4). Ty 1& chénh l&ch cla céc quy trinh 2 va 4 mL dwoc thé hién trong Bang 3 (Quy trinh tham chiéu 1a 4 mL mau dau vao).
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Hinh 4. Hiéu ning twong duong stiv dung quy trinh cho miu d4u vao 2 va 4 mL. Pham vi tuyén tinh clia quy trinh ccfDNA duoc xac dinh bang cac quy trinh 2 va 4 mL. San lugng ccfDNA
duoc dinh lwgng bang xét nghiém real-time PCR ndi bd cho trinh tu ma héa 18S. K&t qua duoc tinh dudi dang tong s6 ban sao cho mdi quy trinh.
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Bang 3. Chénh léch giira cic quy trinh 2 va 4 mL (N = 256)

Théng s& Gid tri
Ty lé trung binh hinh hoc wdc tinh, dugc tinh bang ban sao tinh todn/mL 1,01
Gidi han tin cay dudi 95% 0,92
Gidi han tin cay trén 95% 1,11
T6ng d6 chum 14,12

Hiéu ndng clia cac quy trinh cho mau d4u vao 2 va 4 mL 13 twong duong nhau, dwgc do bang s6 ban sao tinh toan trén mililit.
Hiéu qua tach chiét ccfDNA tuyén tinh tir thé tich mau 1-10 mL

Hiéu ndng twong duwong clia cac quy trinh cho mau d4u vao 1-10 mL dugc danh gia cho QlAsymphony DSP Circulating DNA Kit st¢ dung ccfDNA noi
sinh dwoc tach chiét tir nhém huyét tuong va nuwdc tiéu ngudi. Huyét twong dugc tao ra tir Streck Cell-Free DNA BCT® va nuwéc tiéu dugc 6n dinh
bang Streck® Urine Preservative. Huyét twong va nuéec tiéu 6n dinh duwoc gom tir t8i thiéu 10 ngudi hién va bdo quan & nhiét dd -20 °C cho dén khi
st dung. CfDNA duorc tach chiét tir thé tich 1, 2, 4, 6, 8 va 10 mL bang QlAsymphony DSP Circulating DNA Kit két hop vdi céc quy trinh circDNA cho
thé tich mau tlr 1 mL dén t8i da 10 mL. Véi mdi thé tich ddu vao, 12 [an l3p lai dwoc tach chiét. Pham vi tuyén tinh cla quy trinh QIAsymphony DSP
Circulating DNA Kit d3 duwoc xac dinh cho trinh ty ma héa 185 bang xét nghiém real-time PCR ndi bo (Hinh 5).
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Hinh 5. Hiéu qua tach chiét ccfDNA tuyén tinh tir thé tich mau 1-10 mL. Pham vi tuyén tinh clia quy trinh ccfDNA duoc xac dinh bang cac quy trinh 1, 2, 4, 6, 8 va 10 mL. CcfDNA duoc tach
chiét tir huyét twong 6n dinh (hinh bén tréi, chim mau xanh) va nudc tiéu &n dinh (hinh bén phai, chim mau dé). San lwgng ccfDNA duoc dinh luvgng bang xét nghiém real-time PCR noi b
cho trinh ty m3 héa 18S. K&t qua duoc tinh dudi dang téng s6 ban sao cho mdi quy trinh.

Phan bé kich c&

DE danh gia sy phan bd kich c& mau dau ra, ccfDNA tir m3u d3u vao 4 mL dugc tach chiét bang QlAsymphony DSP Circulating DNA Kit, rira giai trong
75 uL va sau d6 1 pL dich rira giai dugc phan tich kich c¢& bang Agilent® 2100 Bioanalyzer st dung Agilent High Sensitivity DNA Chip. Téng cdng ¢ 5 lan
13p lai d6c 1ap duoc thue hién. Mot cAu hinh DNA dai dién dwoc trinh bay cho huyét tuong trong Hinh 6A va cho nudc tiéu trong Hinh 7.

Pién di d6 cho huyét tuwong trong Hinh 6A cho thay dinh thudng xuyén quan sit duwoc & khodng 165 c3p base, trong khodng tir 145 dén 196 cap
base, ndm trong pham vi chiéu dai ctia DNA lién két véi histone trong nucleosome. Bién di d6 cho nwdc tiu trong Hinh 7 cho thay dinh ndi bat &
khodng 160 cdp base rdng hon, trong khoang tir xap xi 145 dén 250 c3p base. Ngoai ra, d6i v&i nwdc tiéu, cé dinh thi hai trong khoang tir 20 dén
100 c3p base (& mirc cta dinh danh diu dudi) cho thdy mét phan ccfDNA ¢ mirc dd phan manh cao hon. Ngoai ra, Hinh 7 cho thdy mét s6 lugng
Ién cac manh DNA dai tir khoadng 2 kb. Thuong tim thay nhiéu manh DNA bd gen nhu vy trong mau nudc tiéu, rat cé thé 1a do gidi phdng DNA bo

gen tlr cac t& bao cé trong nwdc tidu.
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Bén canh dinh & xap xi 165 cdp base cho DNA lién két véi histone (nucleosome don), viéc tach chiét cfDNA tir thé tich mau I&n con cho thay cac
dinh cho nhiéu nucleosome & khoang xap xi 350 cap base va >500 cip base Hinh 6B). V&i muc dich nay, ccfDNA tir huyét twong 1-10 mL, dwoc tao

ra tlr PAXgene Blood ccfDNA Tube, duoc tach chiét bang QIAsymphony DSP Circulating DNA Kit, rira giai trong 75 pL va sau d6 1 pL dich rira gidi
duogc phan tich kich c& bang Agilent” Cell-free DNA Screen Tape.
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Hinh 6. Phan bd kich ¢& clia ccfDNA tir huyét twong (cau hinh Idy tir May phan tich sinh hoc). (A) CcfDNA duoc tach chiét tir 4 mL huyét twong EDTA bang QlAsymphony DSP Circulating
DNA Kit; 1 pL dich rira giai dwoc phén tich bang Agilent High Sensitivity DNA Chip. Truc x: kich c¢& cip base (base pair, bp); truc y: don vi huynh quang (Fluorescence Unit, FU). (B) CcfDNA
duoc tach chiét tir 1 mL, 2 mL, 4 mL, 6 mL, 8 mL va 10 mL huyét tuong, tao ra tir §ng PAXgene® Blood ccfDNA béng QlAsymphony DSP Circulating DNA Kit; 1 pL dich rira gidi duoc phan tich
bang Agilent Cell-free DNA Screen Tape. Sau cau hinh kich c& & cdc mau khac nhau minh hoa sy gia ting d6 nhay dé phat hién phan bd kich c& ccfDNA tly thudc vao thé tich huyét twong
dau vao tir 1-10 mL duwoc sir dung dé tach chiét. Truc x: kich c& c3p base (base pair, bp); truc y: don vi huynh quang (Fluorescene Unit, FU), dinh & 35 c3p base: diém danh dau dudi.
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Hinh 7. Phan b kich c& clia ccfDNA tir nwéc tiéu (cau hinh tir May phan tich sinh hoc). CcfDNA dugc tach chiét tir 4 mL nudce tiéu bang QIAsymphony DSP Circulating DNA Kit; 1 L dich
rlra gidi duoc phan tich bing Agilent High Sensitivity DNA Chip. Truc x: kich c& c3p base (base pair, bp); truc y: don vi huynh quang (Fluorescence Unit, FU).
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D6 6n dinh cua dich rira giai

Panh gid do 6n dinh cla dich rira giai cho QIAsymphony DSP Circulating DNA Kit bang céch s dung ccfDNA duwoc tach chiét tir nhdm huyét twong
EDTA ngudi. Dich rira gidi duoc lwu trir & 2 loai gia rira giai khac nhau: Ong QIAGEN® EMTR (Elution Microtubes CL 96; s& danh muc 19588) va &ng
Eppendorf® LoBind® Snap Cap Safe-Lock 1,5 mL. Dich rira giai dugc phan tich theo céc [an I3p lai 8 mau. D6 6n dinh cia DNA trong dich rira giai

dugc xac dinh bang xét nghiém real-time PCR ndi b6 cho trinh tw m3 héa RNA ribosome 18S.

D6 6n dinh cla dich rira gidi & 2-8 °C khéng bi anh hudng bdi thoi gian bdo quan t6i da mét thang, hodc béi hinh thirc bao quan (Hinh 8). D6 én
dinh cGia DNA trong 8ng LoBind khdng bi anh hudng bdi viéc bdo quan & nhiét dé tir —15 °C d&n —30 °C bao gdbm 3 chu ky déng lanh-rd déng sau
7 ngay, mot thang va hai thang (Hinh 9).
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Hinh 8. D6 6n dinh clia ccfDNA trong dich rira giai dwgc bdo quan & 2-8 °C trong 2 loai dng. CcfDNA duoc tach chiét tir huyét twong EDTA bang QlAsymphony DSP Circulating DNA Kit va
dugc bao quan & 2-8 °C cho céc thoi diém xét nghiém khac nhau. San lugng ccfDNA dugc dinh lugng bang xét nghiém real-time PCR ndi bd cho trinh ty ma héa 18S. K&t qua duoc tinh toan
dudi dang ban sao dich trén méi mililit huyét twong dau vao.
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Hinh 9. D6 6n dinh clia ccfDNA trong dich rira gidi dwoc bao quan & nhiét dé tir —15 °C dén —30 °C bao gom 3 chu ky dong lanh-ra dong. CcfDNA duoc tach chiét tir huyét twong EDTA
bang QIAsymphony DSP Circulating DNA Kit va dugc bdo quan & nhiét d6 tlr —15 °C dén —30 °C trong 6ng Eppendorf LoBind 1,5 mL. San luwgng clia ccfDNA dugc xac dinh tai 3 thoi diém xét
nghiém bang cach st dung cing mét dich rira giai & 3 chu ky déng lanh-ra déng. San luvgng ccfDNA duoc dinh lugng bang xét nghiém real-time PCR ndi bd cho trinh ty ma héa 18S. Két qua
duoc tinh toan dudi dang ban sao dich trén mdi mililit huyét tvong dau vao.
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Céc chat gay nhiéu

Huyét twong va nwdc tiéu ngudi dugc pha véi cac chat gdy nhidu tiém an khac nhau (xem Bang 4) dé kiém tra tdc dong clia ching déi véi hiéu
nang tach chiét ccfDNA clia QS DSP Circulating DNA Kit va kha ndng tuong thich sau dé véi cac xét nghiém dau ra mau. Dich rira giadi dugc phan tich

bang real-time PCR ndi bd ddi v&i trinh tw ma hda 18S va bang May do huynh quang Qubit® str dung xét nghiém dsDNA D6 nhay Cao.

Bang 4. Nong d6 xét nghiém cla cac chat gay nhiéu tiém an

Cac chat gay nhiéu Huyét twong Nwérc tiéu
Bilirubin 200 mg/lit* 200 mg/lit*
Hemoglobin 2 g/lit! -

BSA va Gamma-Globin T6i da 120 g/lit* 1 g/litt
Triglyceride 5 g/lit* -

Glucose 10 g/lit* 10 g/lit*

Mau - 1%"

pH - pH 4 va pH 9"

* CLSI EP7-A2 Tap 25 $6 27
* Ban thao Hudng dan cta FDA (11.05.2011)

Khéng cé chat nao duoc liét ké trong Bang 4 gay nhiéu, ngoai trir cac trwdng hop sau: mau huyét twong cé ndng dé gamma-globulin cao (>30 g/lit)

c6 thé dan dén gidm kha ndng thu DNA lvu thong ty do.

Luu y: Xét nghiém duoc thue hién bang cach sir dung céc (rng dung dau ra mau dé dénh gia chat lwgng cac axit nucleic duoc tach chiét. Tuy
nhién, cac &rng dung dau ra khac nhau cé thé cé cac yéu cau khac nhau vé do tinh sach (ttrc 1 khdng cé cac chat gay nhiéu tiém 4n), do dé, cling
can thiét 1ap viéc xac dinh va xét nghiém céc chat lién quan trong qua trinh phat trién (r‘ng dung dau ra cho bat ky quy trinh lam viéc nao lién

quan dén QlAsymphony DSP Circulating DNA kit.

Lay nhiém chéo

Nguy co lay nhiém chéo ctia hé théng QIAsymphony DSP Circulating DNA da dwoc phan tich d6i véi cac quy trinh cé thé tich mau 1 mL, 4 mL va 10
mL bao gdm mét, hai va ndm budc chuyén mAu riéng biét cho mdi thé tich 1 mL hodc 2 mL. Ba [an chay 96 mAu (1 mL va 4 mL) va sau lan chay 48
mau (10 mL) dwoc thuc hién trén thiét bi QIAsymphony SP véi cac 16 mau xen k& (mau dwong va mau am xen k&). D8i véi thé tich mau 1 mL va 4
mL, huyét twong cta phu nit (mau dm) va huyét twong clia phu nit dwoc pha véi gDNA chia nhd clia nam gidi cé ndng d6 1,0E+05 ban sao gen SRY1
trén moi mililit huyét twong (mau duong) duogc st dung lam vat lieu mau cho hé théng mo hinh. B6i véi thé tich mau 10 mL, huyét twong (mau
am) va huyét tvong dugc pha véi manh DNA 1000 cép base tir gen GFP c¢é nong d6 1,0E+05 ban sao trén moi mililit huyét twong (mau duwong)
duwoc st dung lam vat lieu mau cho hé théng mé hinh.

Kha nang nhi&m ban tiém an cla cac mau huyét twong am trong [an chay tach chiét dwoc danh gid bang cach phan tich ti€p dich rira giai sau dé st
dung real-time PCR cho gen SRY1 d&c hiéu nhiém sic thé Y (quy trinh 1 mL va 4 mL) va cho trinh ty d3c hiéu GFP (quy trinh 10 mL).

Khéng phat hién 1ay nhiém chéo gitta mau véi mau, 16 véi 16 hodc [an chay véi lan chay.
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Tach chiét ccfDNA twong duong doi véi ba QIAsymphony DSP Circulating DNA Kit

Hiéu ndng twong dwong cla QlAsymphony DSP Circulating DNA Kit (192), s& danh muc 937556, QlAsymphony DSP Circulating DNA Kit (96), s6 danh
muc 937555 va QlAsymphony DSP Circulating DNA Maxi Kit (192), s6 danh muc 937566 dugc danh gia bang cach sir dung 24 ngudi hién riéng 1& dé
tach chiét ccfDNA tir huyét twong Streck 2 mL hodc 6 mL. San luvong ccfDNA duoc xac dinh bang xét nghiém real-time PCR ndi b6 cho trinh ty m3
héa RNA ribosome 18S (Hinh 10).

Su khac biét vé san luvgng (ban sao/mL) phan dnh ndéng d6 phu thudc nhidu vao ngudi hién clia ccfDNA thudng dugce tim thay trong cing mot thé

tich huyét tuong.

Ban sao/mL huyét tuong
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@® QiAsymphony DSP Circulating DNA Kit (192) @ QIAsymphony DSP Circulating DNA Kit (96) @ QlAsymphony DSP Circulating DNA Maxi Kit (192)

Hinh 10. Hiéu qua tach chiét ccfDNA twong dwong déi véi ba QIAsymphony DSP Circulating DNA Kit. Viéc hién mau tir 24 ngudi hién riéng lé dwoc thuc hién trong Cell-Free DNA BCT
(Streck). CcfDNA dugc tach chiét tir 2 mL huyét twong bang QlAsymphony DSP Circulating DNA Kit (192) va QlAsymphony DSP Circulating DNA Kit (96) va tir 6 mL huyét twong bing
QIAsymphony DSP Circulating DNA Maxi Kit (192). D&i véi mdi bo hda chat va nguoi hién, ccfDNA dugc tach chiét tir ba Ian ldp lai, tao ra téng cong chin diém di liéu cho m&i ngudi hién. San
lwgng ccfDNA dugc dinh lrgng bing xét nghiém real-time PCR ndi bd cho trinh tw ma héa 18S. Két qua duoc tinh toan dudi dang ban sao dich trén méi mililit huyét twong dau vao.

Hiéu ndng cla ba rng dung QIAsymphony DSP Circulating DNA |a twong duong nhau, dugc do bang s6 ban sao tinh toan trén mililit. Ty 1& chénh
léch cGa QIAsymphony DSP Circulating DNA Kit (192), QIAsymphony DSP Circulating DNA Maxi Kit (192) va QlAsymphony DSP Circulating DNA Kit
(96) dwoc thé hién trong Bang 5.

Bang 5. Mirc chénh léch dugc chuyén ngugc vé ban dau va khoang tin cdy 95% hai bén dé dwa ra ty I trung binh hinh hoc (N = 216)

Gi¢i han Tin cdy Duéi Gi¢i han Tin cay Trén

Mtrc chénh léch Tinh todn Uéc tinh 95% Hai bén 95% Hai bén
QIAsymphony DSP Circulating DNA Kit (96) / QIAsymphony DSP Circulating DNA Kit (192) 1,012 0,969 1,057
QlAsymphony DSP Circulating DNA Maxi Kit (192) / QIAsymphony DSP Circulating DNA Kit (192) 1,002 0,960 1,047
QlAsymphony DSP Circulating DNA Kit (96) / QIAsymphony DSP Circulating DNA Maxi Kit (192) 1,009 0,964 1,056

Kha ndng tuong thich véi cac &ng dung dau ra khac nhau
Céc irng dung dau ra mau duoc st dung trong qud trinh phat trién QIAsymphony DSP Circulating DNA kit dé chirng minh rang cac axit nucleic duoc

tach chiét twong thich v&i mét loat cac cong nghé (rng dung dau ra khac nhau, bao gdbm Real Time-PCR (xem Hinh 1-5 va Hinh 8-10), Qubit

Fluorometer (xét nghiém protein va xét nghiém dsDNA d6 nhay cao), Library (xem Hinh 11) va Next Generation Sequencing (NGS).
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Pién di d6 trong Hinh 11 cho thdy mot vi du vé viéc gan chudi ti€p hop thanh cong va khuéch dai ccfDNA sau dé. Bén canh dinh ndi bat & 300 cidp
base d&i v&i ccfDNA nucleosome (khoang 165 cong véi khodng 70 cép base cho mdi chudi tiép hop), cling cé thé nhin thdy dinh nucleosome kép &

khoang 470 c3p base.

(Fu]
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Hinh 11. Thw vién DNA cta ccfDNA (ngwdi hién riéng 18) dwoc tach chiét bang QIAsymphony DSP Circulating DNA Kit. CcfDNA duoc tach chiét tir huyét twong Streck bang quy trinh 4 mL,

sau d6 35 pL dich rira giai dwoc chuyén vao NEBNext® Ultra DNA Library Prep Kit (Biolabs). Sau khi khuéch dai va lam sach AMPure XP, 1 uL dich rira gidi dwoc phan tich bang Agilent 7500
DNA Kit.
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Biéu twong

Céc biéu twong sau day xuét hién trong hwdng dan st dung hoic trén bao bi va nhan dén:

Biéu twong Dinh nghia biéu tugng
c € San pham nay dap ng cac yéu cau cla Quy dinh Chau Au
2017/746 d6i vdi cac thiét biy t& chan doén in vitro.
IVD Thiét bi y t& chan doan in vitro
S& danh muc
Rn R 13 [an sra d6i Hwdng dan S dung va n 13 s stra doi

Nha san xuat

Hudng dan St dung QIAsymphony DSP Circulating DNA Kit (D3c tinh Hiéu ndng) 06/2024
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Lich st Stra d6i

Lan stra doi Mb ta

R1, thang 6 ndm 2022 Phién ban 2, Lan sira d6i 1
e  Capnhat|én phién ban 2 dé tuan thd IVDR
e D3 thém phan danh cho Céc chat gay nhiéu, Lay nhidm chéo va Kha ning tuong thich vé&i cac
(rng dung daura
R2, thdng 6 ndm 2024 e  Phién ban tai liéu da dwoc xda khai lich st sira d6i

e  Cap nhat dé thém di* liéu hiéu nang cho QIAsymphony DSP Circulating DNA Maxi Kit (192) va
QlAsymphony DSP Circulating DNA Kit (96) k&t hop v&i BioScripts cho thé tich mau 6 mL, 8
mL va 10 mL.

e  Thém dit liéu hiéu ndng cho BioScript cho thé tich mau 1 mL

DE biét thdng tin cap nhat vé cap phép va tuyén bd tlr chdi trach nhiém cu thé theo sadn pham, hiy xem s6 tay hodc huéng dan st dung bo hda
chat QIAGEN tuwong ¢ng. S6 tay va hwdng dan st dung bd hda chat QIAGEN cé san tai www.qgiagen.com hodc c6 thé dwoc yéu cau tir bd phan Dich
vu K§ thuat QIAGEN hodc nha phan phéi tai dia phuong cla ban.

Nhan hiéu: QIAGEN', Sample to Insight” (Tap doan QIAGEN); Cell-Free DNA Urine Preserve’, Cell-Free DNA BCT', Streck” (Streck); Agilent’, Bioanalyzer” (Agilent Technologies, Inc.); dorf’, LoBind" (Eppendorf AG); NEBNext' (New England Biolabs, Inc.); Qubit"

(Thermo Fisher Scientific hodc cic cong ty con clia Thermo Fisher Scientific); PAXgene® Blood ccfDNA Tube, PreAnalytiX;. Cac tén, nhan hiéu d dang ky, v.v. dwoc sir dung trong tai liéu nay, ngay ca khi khéng duwoc danh dau cu thé nhu vay, sé duoc coi la dugce phap
luat bdo vé.
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