QIAGEN

Huwdng dan S& dung QlAsymphony’
DSP Circulating DNA Kit (Bang Quy trinh)

circDNA_1000_DSP_V?2, circDNA_2000_DSP_V4, circDNA_4000_DSP_V4,

circDNA_6000_DSP_V1, circDNA_8000 DSP_V1, circDNA_10000 DSP V1

IVD

Dung cho Muc dich St dung Chan doan In Vitro

Pé s dung vdi

N/ REF Phién ban
QIAsymphony DSP Circulating DNA Kit (192) 192 937556 V2
QIAsymphony DSP Circulating DNA Maxi Kit (192) 192 937566 V1
QlAsymphony DSP Circulating DNA Kit (96) 96 937555 Vi

u QIAGEN GmbH, QIAGEN Strasse 1, 40724 Hilden, DUC

Bang quy trinh cé san dudi dang dién tlr va cé trong thé resource (tai nguyén)
clia trang sdn pham trén www.giagen.com.

Sample to Insight




Thoéng tin chung
Dung cho muc dich st dung chan doén in vitro.

Quy trinh nay duoc dung dé tinh sach DNA lwu théng tu do clia ngudi tir huyét twong va nudc tiéu ngudi twoi hodc ddng lanh bang QlAsymphony
DSP Circulating DNA Kit va thiét bi QlAsymphony SP.

B6 héa chat QlAsymphony DSP Circulating DNA Kit (192) QlAsymphony DSP Circulating DNA Kit (96)
6 danh muc 937556 937555
VA By Y Huyét twong ngudi:

. T 6ng 18y mau cé chat 6n dinh cdu hinh ccfDNA

. T 6ng 18y méu khdéng cé chat 8n dinh c&u hinh ccfDNA
Nudc tiéu nguoi:

. C6 chat 6n dinh cdu hinh cfDNA

. Khong cé chat 6n dinh cau hinh cfDNA

Tén quy trinh circDNA_1000_DSP_V2 circDNA_2000_DSP_V4 circDNA_4000_DSP_V4
B6 D6i chirng Xét nghiém Mac dinh ACS_circDNA_1000_DSP_V2 ACS_circDNA_2000_DSP_V4 ACS_circDNA_4000_DSP_V4
Thé tich Rira giai 60 uL 60 pL 60 pL
Phién ban phin mém yéu cau Phién ban 5.0 tro 1én Phién ban 5.0 tro 1én Phién ban 5.0 tro 1én
C4u hinh ph3n mé&m yéu cau dé st dung IVD C3u hinh M3c dinh 1 Cau hinh Mi3c dinh 1 C3u hinh M3c dinh 1
B& héa chat QlAsymphony DSP Circulating DNA Maxi Kit (192) QlAsymphony DSP Circulating DNA Kit (96)

S8 danh muc 937566 937555

Vatllisumau Huyét twong ngudi:

. T 6ng 18y mau cé chat 6n dinh cdu hinh ccfDNA

. tlr 8ng 18y mau khdng cé chat 6n dinh cdu hinh ccfDNA
Nudéc tiéu nguoi:

. C6 chat 6n dinh cdu hinh cfDNA

. Khéng cé chat 6n dinh cau hinh cfDNA

Tén quy trinh circDNA_6000_DSP_V1 circDNA_8000_DSP_V1 circDNA_10000_DSP_V1

B D3i chirng Xét nghiém Mic dinh ACS_circDNA_6000_DSP_V1 ACS_circDNA_8000_DSP_V1 ACS_circDNA_10000_DSP_V1
Thé tich Rira giai 60 pL 60 pL 60 pL

Phién|ban|phan mem yeulcau Phién ban 5.0 tr& lén Phién ban 5.0 tr& 1én Phién ban 5.0 tr& 1én

C&u hinh phan mém yéu cau dé st dung IVD Cdu hinh M3c dinh 1 Cau hinh Méc dinh 1 Cé&u hinh Méc dinh 1

Khi lam viéc v&i héa chat, ludn mic do choang phong thi nghiém, deo ging tay dung mét [an va kinh bao hdé phu hop. D& biét thém théng tin, hdy

tham khao bang chi din an toan (Safety Data Sheets, SDS) thich hop, cé san tir nha cung cap san pham.
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Ngan chira “Sample” (Mau)

Loai mau Huyét tuvong va nuéc tiéu ngudi (xem “Error! Reference source not found.”)

Thé tich mau Phu thudc vao loai 6ng mau duoc st dung
DE biét thém thong tin, hdy xem danh sach dung cu phong thi nghiém cé trong thé resource (tai nguyén) cla trang san pham trén
www.qiagen.com.

Ong mAu chinh Khéng p dung

Gng miu phu DE biét thém thong tin, hdy xem danh sach dung cu phong thi nghiém cé trong thé resource (tai nguyén) cla trang san pham trén
' www.giagen.com.

Miéng chen Phu thudc vao loai 8ng mau dwoc sir dung
PE biét thém thdng tin, hdy xem danh séch dung cu phong thi nghiém cé trong thé resource (tai nguyén) cla trang san pham trén
www.qgiagen.com

Khac Proteinase K can duoc thém vao ranh A (vi tri 1, 2 va/hoéc 3)

Chuan bi Proteinase K trong ngin chira “Sample” (Mau)

QlAsymphony DSP Circulating DNA Kit chita dung dich Proteinase K sdn dung va cé thé dugc bdo quan & nhiét dd phong.

Khi st dung QlAsymphony DSP Circulating DNA Kit (96) (S8 danh muc 937555) v&i mau ddu vao 6 mL, 8 mL va 10 mL, phai dit hang thém Proteinase
K (S6 danh muc 19134) dé xtr ly tdng cdng 96 mau.

S8 lo Proteinase K b sung can dat mua dé xir ly tong cong

96 mau
Quy trinh circDNA_6000_DSP circDNA_8000_DSP circDNA_10000_DSP
Lo Proteinase K 1 2 3

Luu y: S6 lo Proteinase K yéu cau phu thudc vao c& 16 (tham khao bang bén dudi dé tinh toan thé tich Proteinase K chinh xac dwoc yéu cau).

Lwu y: Cac 8ng chira Proteinase K dwoc dit trong gid dung 6ng. Ong chira Proteinase K phai duoc wu tién dit & vi tri 1. Khi phai nap vai 6ng,
8ng phai dwoc dit & vi tri 1, 2 va/hodc 3 trong khe A clia ngén chira “Sample” (M3u). D& biét loai 6ng yéu cau, hdy xem danh sach dung cu

phong thi nghiém cé trong thé resource (tai nguyén) clia trang san pham trén www.qiagen.com.

$6 lwgng circDNA_1000_DSP (L) circDNA_2000_DSP (uL) circDNA_4000_DSP (L) circDNA_6000_DSP (L) circDNA_8000_DSP (uL) circDNA_10000_DSP (L)
mau*

8 1580 1980 2860 3740 4620 5500

24 2540 3740 6380 9020 11.660 15.400%

48 3980 6380 11.660 18.040¢ 23.320F 29.700%

72 5420 9020 18.040° 27.060*

96 6860 11.660 23.320°

* Vi mdi mau, can cé 60 pL cho circDNA_1000_DSP, 110 pL cho circDNA_2000_DSP ho#c 220 pL cho circDNA_4000_DSP, 330 pL cho circDNA_6000_DSP, 440 pL cho circDNA_8000_DSP

hodc 550ul cho circDNA_10000_DSP, cong mdt thé tich tréng bd sung 1a 1100 pL [(n x 60, 110, 220 uL, 330, 440 hodc 550 pL) + 1100 uL].

DGi vdi circDNA_4000_DSP: N&u xr ly nhiéu hon 48 mau, hay st dung &ng thi hai. Thé tich nap t&i da cho mdi 6ng 1a 11.660 pL. D3i véi 6ng thir hai, can thé tich tréng b sung 1a 1100 pL.

* PGi vai circDNA_6000_DSP and circDNA_8000_DSP: N&u xtt Iy nhiéu hon 24 mau, hay st dung 6ng thit hai (cé thé sir dung t8i da 3 6ng tly thudc vao s6 lwgng mau). Thé tich nap tdi da
cho mdi 8ng la 11.660 uL. DGi véi mbi 6ng, can thé tich tréng bé sung 1a 1100 pL.

§ PGi vai circDNA_10000_DSP: N&u x{ Iy nhiéu hon 19 mau, hay st dung 8ng thir hai (c6 thé sir dung t&i da 3 6ng tly thudc vao s6 lwgng mau). Thé tich nap t6i da cho mdi éng la 11.660 pL.
D3i véi mbi 6ng, can thé tich tréng bd sung 4 1100 pL.
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Ngan chira “Reagents and Consumables” (Thuéc thir va Vat tu Tiéu hao)

Vi tri A1 va/hoic A2 Hop thudc thir (Reagent Cartridge, RC)

Vi tri B1 Khéng dp dung

Gid dung gid d& du tip 1-18 Disposable filter-tips, 200 pL hodc 1500 pL

Gi4 dung hop phan loai 1-4 Ho6p phan loai chita céc hop chudn bi mau hodc 8-Rod Covers

Ngan chira “Waste” (Chat thai)

Gia dung hop phan loai 1-4 Hop phan loai rong

Gid dyng tdi chat thai Tui chat thai

Gia dung chai chat thai long Chai chat thai long

Ngan chira “Eluate” (Dich rira giai)

Gia d& rlra gidi (chung téi khuyén nghj str dung khe 1, vi tri lam lanh) PE biét thém théng tin, hdy xem danh sach dung cu phong thi nghiém cé trong thé
resource (tai nguyén) cla trang sdn pham trén www.giagen.com.

Dung cu nhua yéu cau

Quy trinh circDNA_1000_DSP

Mot 16 Hai l6 Balo Bé&n 16
Dung cu nhya 24 mau* 48 mau* 72 mau* 96 mau*
Disposable filter-tips, 200 pL** 28 56 84 112
Disposable filter-tips, 1500 pL™ 64 120 176 232
Hop chudn bj maus 15 30 45 60
8-Rod Covers' 3 6 9 12

*

Viéc st dung it hon 24 mau mdi |6 1am gidm s6 lwong dau tip bd loc dung mot [an yéu cau cho mai lan chay.
C6 32 dau tip bd loc/gia d& dau tip.
S6 lwgng dau tip bd loc yéu cau bao gdm dau tip bd loc cho 1 Ian quét kiém ké trén moi RC.

+

-+

@

C6 28 hdp chudn bi mau/hop phan loai.
C6 muoi hai 8-Rod Covers/hop phén loai.

-

Quy trinh circDNA_2000_DSP

Mot 16 Hai 16 Balo B6on 16
Dung cu nhya 24 mau* 48 mau* 72 mau* 96 mau*
Disposable filter-tips, 200 pL™ 28 56 84 112
Disposable filter-tips, 1500 pL™ 64 120 176 232
Hop chudn bi maus 15 30 45 60
8-Rod Covers' 3 6 9 12

*

Viéc str dung it hon 24 mau cho méi 16 1am gidm sé luong dau tip bo loc dung mét [an duoc yéu cau cho mdi [an chay.
C6 32 dau tip bd loc/gia d& dau tip.
S6 lwgng dau tip bd loc yéu cau bao gdbm dau tip bd loc cho 1 Ian quét kiém ké trén méi RC.

4

-

o

C6 28 hdp chuan bi mau/hdp phan loai.

-

C6 muoi hai 8-Rod Covers/hop phan loai.
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Quy trinh circDNA_4000_DSP

Mot 16 Hai 16 Balo Bé&n 16
Dung cu nhya 24 miu* 48 mau* 72 mau* 96 mau*
Disposable filter-tips, 200 pL™ 28 56 84 112
Disposable filter-tips, 1500 pL™ 104 200 298 394
Hop chudn bi maus 18 36 54 72
8-Rod Covers' 3 6 9 12

*

Viéc st dung it hon 24 mau cho méi 16 1am gidm s& luong dau tip bo loc dung mét [an duoc yéu cau cho mdi [an chay.
C6 32 dau tip bd loc/gia d& dau tip.

S6 lwgng dau tip bd loc yéu cau bao gdm dau tip bd loc cho 1 Ian quét kiém ké trén méi RC.

C6 28 hdp chuan bi mau/hdp phan loai.

4

-

- o

C6 muoi hai 8-Rod Covers/hop phan loai.

Luu y: Cac vat tu tiéu hao dugc yéu cau sé gidi han s& lwong mau cho mot [an chay hoan chinh ma khong can nap thi cdng (chi cé 18 Gid d&

dAu tip trong b8 cuc bé may) cho cac quy trinh circDNA_6000_DSP, circDNA_8000_DSP va circDNA_10000_DSP.

Quy trinh circDNA_6000_DSP

Mot 16 Hai 6 Balo
Dung cu nhya 24 mau* 48 mau* 72 mau*
Disposable filter-tips, 200 pL™* 28 56 84
Disposable filter-tips, 1500 uL™* 148 284 424
Hop chudn bi maus 21 42 63
8-Rod Covers' 3 6 9

* Viéc str dung it hon 24 mau cho mdi 16 1am gidm s& lvong dau tip bo loc dung mot [an duoc yéu cau cho mdi Ian chay.
* €632 dau tip bd loc/gia d& dau tip.

* 56 lwgng dau tip bo loc yéu cau bao gom dau tip bo loc cho 1 1an quét ki€ém ké trén mdi RC.

§ C6 28 hop chudn bi mau/hdp phan loai.

1 C6 mudi hai 8-Rod Covers/hdp phan loai.

Quy trinh circDNA_8000_DSP

Mét 16 Hai 16
Dung cu nhya 24 mau* 48 mau*
Disposable filter-tips, 200 pL™* 28 56
Disposable filter-tips, 1500 uL™* 184 364

Hop chudn bi maus 24 48
8-Rod Covers' 3 6

* Viéc str dung it hon 24 mau cho mdi 16 1am gidm s& lvong dau tip bo loc dung mot Ian duoc yéu cau cho mdi lan chay.
* €632 dau tip bd loc/gia d& dau tip.

* 56 lwgng dau tip bo loc yéu cau bao gom dau tip bo loc cho 1 1an quét ki€ém ké trén mdi RC.

§ C6 28 hop chudn bi mau/hdp phan loai.

1 C6 mudi hai 8-Rod Covers/hdp phan loai.
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Quy trinh circDNA_10000_DSP

Mot 16 Hai l6
Dung cu nhya 24 miu* 48 mau*
Disposable filter-tips, 200 pL™ 28 56
Disposable filter-tips, 1500 pL™ 224 448
Hop chudn bj maus 27 54
8-Rod Covers? 3 6

* Viéc str dung it hon 24 mau cho mdi 16 1am gidm s& lvong dau tip bo loc dung mat [an duoc yéu cau cho mai lan chay.
* €6 32 dau tip bd loc/gia d& dau tip.

* 56 lwgng dau tip bo loc yéu cau bao gom d3u tip bd loc cho 1 1an quét kiém ké trén mdi RC.

§ C6 28 hop chudn bi mau/hdp phan loai.

1 Cé mudi hai 8-Rod Covers/hop phan loai.

Luu y: S6 lwgng dAu tip bd loc dwoc cung cap cé thé khac vdi s6 lwong duoc hién thi trén man hinh cdm (ng tly thudc vao cai dat, vi du: s8

lvong mau chirng ndi dwoce st dung cho mdi 16. Ching t6i khuyén nghi nap s6 lwong dau tip t6i da cé thé co.
Thé tich rira giai

Thé tich rira giai da chon Thé tich rira giai ban dau

60 pL 75 L

Thé tich rira gidi dwoc chon trong man hinh cdm (ng. Thé tich rira giai cé sdn trung binh 12 260 uL. Trong cac truong hop riéng |8, thé tich dich rira
giai cudi cuing cho cdc mau riéng |é cé thé it hon t&i 5 pL so véi thé tich da chon (vi du: 55 pL). Ching téi khuyén ban nén kiém tra thé tich dich rira

giai thuc t& khi sir dung hé théng thiét 13p xét nghiém ty déng khéng xac minh thé tich dich rlra giai truwdc khi truyén.
Chuan bj vat liéu mau

Lwu y: D6 6n dinh clia bénh pham va hiéu ning tach chiét axit nucleic phu thudc nhigu vao céc yéu t khac nhau, chang han nhu thiét bj va
phuong phap thu thap bénh pham, nhiét d6 bao quan, chu ky déng lanh-ra déng, diéu kién van chuyén va lién quan dén (rng dung d4au ra cu
thé. bidu nay da duorc thiét 1ap cho QIAsymphony DSP Circulating DNA Kit két hop véi cac thiét bj thu thap bénh phdm va rng dung dau ra mau.
Nguoi dung cé trach nhiém tham khao huéng dan st dung cla thiét bi thu thap bénh pham va &ng dung dau ra cu thé dwoc st dung trong phong

thi nghiém va/hodc xac nhan toan bd quy trinh [am viéc dé thiét 1ap cac diéu kién thich hop.

DE biét cac khuyén nghij chung vé thu thap, van chuyén va bao quan, hdy tham khdo huéng dan MM13-A d3 duoc phé duyét cla CLSI “Thu thap, Van
chuyén, Chuan bi va Bao quan Bénh pham cho Phuong phép Phan ti”. Ngoai ra, phai tudn theo cac hudng dan clia nha san xuét d6i véi thiét bj thu

thap mau da chon trong qua trinh chuan bi, bao quan, van chuyén va x& Iy mau néi chung.
Huyét twong ngudi

Khi st dung céc 6ng 18y mdau cé chat 6n dinh cdu hinh ccfDNA, phai tuan theo hudng dan clia nha san xuat dé thuc hién chuan bi, bao quan, van
chuyén va xtr Iy huyét twong néi chung. Khi st dung céc ng 18y mau khong cé chat 6n dinh cau hinh ccfDNA va néu cé hwéng dan chuan bi, bao
quan, van chuyén va x{ ly huyét twong néi chung tir nha cung cap quy trinh kiém tra chuyén dung thi phai tuan thd cac hwéng dan nay. Dé biét thém
chi tiét, hdy tham khao ISO 20186-3:2019 (E) Kiém tra chan doan in vitro phan tlr — Théng s8 k§ thuat cho quy trinh trdc khi kiém tra cho mdu toan
phan tinh mach — Phan 3: DNA lwu théng ty do dwoc tach chiét tir huyét tuwong.
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Ngoai cac hwdng dan clia nha san xuat 6ng 1dy mau, can xem xét cac khia canh sau day theo 1SO 20186-3:2019 (E) dé tach chiét ccfDNA ty dong tir
huyét twong bang QlAsymphony DSP Circulating DNA Kit va thiét bj QlAsymphony SP.

Cac mau mau khdng cé chat 8n dinh cdu hinh ccfDNA cé thé duoc st dung dé chuan bi huyét tuong. Ciing cé thé sir dung huyét twong duoc chudn

bi tlr cac 6ng cé chat 8n dinh cau hinh ccfDNA.

Chung toi khuyén ban nén thyc hién phan tach huyét twong ngay sau khi hi€én mau khi s&r dung EDTA lam chat chéng déng mau.

Da8i véi mot s6 rng dung dau ra, c6 thé can phai loai trir hodc gidm thiéu axit nucleic khoi cac tdi. D8i véi nhitng tredrng hop nhu vay, nén thyc hién

buéc ly tdm t6c d6 cao & 16.000 x g trong 10 phut & nhiét d6 phong (15-25 °C) sau khi tao huyét tuwong ban dau.

Viéc déng lanh—ra déng nhiéu lan din dén sy bién tinh va két tla cac protein, cé thé lam gidm san lwong axit nucleic lwu thong ty do thu dwoc. Nén
rd dong huyét tuwong trong chau nudce & 30 °C trong 30 phdt. Néu cé thé nhin thay cac chat két tha lanh trong mau, ching phai dugc loai b trudc
khi nap mau I&n thiét bj. C6 thé hoa tan cac chat két tha lanh bing cach xody miu (dam bao loai bd bot, néu nhin thdy & phan trén clng clia mau,
trudc khi nap mau 1&n thiét bi). Ngoai ra, cac chat két tha lanh cé thé loai bd bang cach ly tdm va chuyén chat ndi trén bé mét ma khong lam xdo tron
vién sang 6ng mau phu (xem danh sach dung cu phong thi nghiém cé trong thé resource (tai nguyén) ctia trang san pham trén www.qiagen.com).

Bat dau quy trinh tinh sach ngay lap tirc.

Nudc tiéu ngudi

Do ccfDNA phan hdy nhanh chéng sau khi 18y nudc tiéu, nén 6n dinh mau nudc tidu ngay lap tirc. Cac ¢ng dung dau ra mau duoc st dung cho
QlAsymphony DSP Circulating DNA Kit dé thiét 1ap céc khuy&n nghi vé xr Iy va 8n dinh nuwéc ti€u. Mac du bd hda chat nay duoc st dung lam tién dé
cho nhiéu ng dung d3u ra, viéc xr ly nwdc tiéu can dwoc thiét 1ap cho bat ky quy trinh lam viéc ndo trong qua trinh phat trién rng dung d4u ra.

Ngoai ra, khi st dung chat 6n dinh cau hinh cfDNA cho nudc tiéu cé ban trén thj trwong, phai tuan theo hudng dan clia nha san xuat.

Nuwéc ti€u ngudi 6n dinh

MAau nuéc tiéu 8n dinh khdng doi hdi phai duoc xt ly trudc cho mau. Sau khi 6n dinh, mau nudc tiéu phai duoc ly tam & t6¢ d6 thap (1900 x g) trong
1015 phut & nhiét dd phong (15-25 °C) dé loai bo t& bao trudc khi tach chiét ccfDNA. Néu cé thé nhin thay chat két tha trong cac chat ndi trén bé
mat sau khi ly tdm, hdy lam 4m mau dén 25 °C trong chiu nuwéc dé hoa tan chat két tha. Trudc khi bat dau chay, chuyén cac mau nuéc tidu 6n dinh
sang 8ng mau phu, sau dé nap 6ng nay lén gia dwng mau (xem danh sach dung cu phong thi nghiém cé trong thé resource (tai nguyén) clia trang san
ph&m trén www.giagen.com).

Nwéc tiéu ngwoi “khong 6n dinh”

Trudc khi bat dau quy trinh yéu ciu Buffer ATL, hay kiém tra xem chat két tda da hinh thanh trong Buffer ATL hay chuwa. N&u cn, hoa tan bang cach

cap nhiét & 70 °C va khudy nhe trong chau nudc. Hut bot khdi bé mat clia Buffer ATL.
Luu y: Buffer ATL (4 x 50 mL, s& danh muc 939016) khong nam trong QlAsymphony DSP Circulating DNA Kit va phai dwoc diat mua riéng.
Nén ly tdm mau nuéc tidu ngay sau khi thu thap & téc d6 thap (1900 x g) trong 10-15 phut & nhiét d6 phong (15-25 °C) dé loai b t& bao. Mau nwédc

tiéu khong 6n dinh doi hdi phai duoc xtr Iy trwde cho mau.

Quan trong: Can bang mau vé nhiét d6 phong (15-25 °C) trudc khi bat dau xtr ly trwdce.
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Quan trong: Qua trinh ly tdm va xt Iy trwde can duoc thuc hién trong vong 4 gid sau khi 18y mau nudéc tiéu.

Tron 1500 pL nudc tiéu (circDNA_1000_DSP), 2500 pL nuwéc tiéu (circDNA_2000_DSP), 4500 uL nudc tiéu (circDNA_4000_DSP), 6500 pL nuwéc tiéu
(circDNA_6000_DSP), 8500 pL (circDNA_8000_DSP) hodc 10.500 pL (circDNA_10000_DSP) [an lwgt v&i 150 pl, 250 pl, 450 pl, 650 pL, 850 pL hodc
1050 pL Buffer ATL.

U m3u & nhiét d6 phong (15-25 °C) trong 1 gio.
Ly tdm mau & 1900 x g trong 10 phit & nhiét d6 phong (15-25 °C).
N&u c6 thé nhin thay chat két tla trong cac chat ndi trén bé mat sau khi ly tdm, hay lam &m mau dén 25 °C trong chau nudc dé hoa tan chat két tua.

Chuyén céc chat ndi trén bé mat sang 8ng mau phu, sau dé nap 6ng nay I&n gid dwng mau (xem danh sach dung cu phong thi nghiém cé trong thé

resource (tai nguyén) cla trang san pham trén www.giagen.com).

Quan trong: D6 6n dinh va tinh toan ven ctia ccfDNA bi han ché trong nwéc tiéu khdng 6n dinh. Nén nap t6i da mot 16 24 mau cho mdi [an chay

QlAsymphony dé gidm thiéu thoi gian mau nudc tiéu & trén may.
Nhirng diém quan trong trwdce khi nap mau

® Ngin chin hinh thanh bot trong ho3c trén mau.

® MAu nén duoc can bang dén nhiét dd phong (15-25 °C) trwdce khi bat dau chay.

Bao quan dich rira giai
Luwu y: D6 6n dinh cla dich rlra giai phu thudc nhiéu vao cac yéu t6 khac nhau va lién quan dén rng dung dau ra cu thé. Bidu nay d3 duoc thiét
lap cho QIAsymphony DSP Circulating DNA Kit két hop véi cac (ng dung d3u ra mau. Ngudi dung cé trach nhiém tham khao huwéng dan sir dung

cla ng dung dau ra cu thé dwoc st dung trong phong thi nghiém va/hodc xac nhan toan bd quy trinh lam viéc dé thiét [ap cac diéu kién bao

quan thich hop.
Nén |3y dia dich rira giai ra khdi ngén chra “Eluate” (Dich rlra giai) ngay sau khi chay xong. C6 thé dé lai cac dfa rlra giai trong QlAsymphony SP sau
khi chay xong qua dém (t&i da 16 gior k& ca thoi gian chay; diéu kién moi treong duoc khuyén nghi: 18-26 °C va do 4m tuong ddi 20—-75%). Tuy thudc
vao nhiét dé va d6 am, dich rira giai cé thé bi ngwng tu hodc bay hoi.

Han ché — Cac chat gay nhiéu

Mau huyét twong cé nong d6 gamma-globulin cao (>30 g/L) c6 thé dan dé&n giam kha ning thu DNA lwu théng ty do.
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Biéu twong

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

Biéu twong Dinh nghia biéu tugng

c € San pham nay dap rng cac yéu cau cla Quy dinh Chau Au 2017/746 d8i v&i cac thiét biy t& chan dodn in vitro.
IVD Thiét by t&€ chan doan in vitro

S& danh muc

Rn R 13 [an sra d6i Hwéng dan S dung va n 13 s6 stra doi

u Nha san xuat
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Lich st sra doi

Lan stra doi M6 ta

R1, thang 6 nim 2022 Phién ban 2, Lan slra d6i 1
e  (Capnhatlén phién ban 2 dé tuan tha IVDR
e  (Cap nhat ndi dung X ly bénh pham dé tinh dén I1SO 20186-3:2019 (E) Kiém tra
chan dodn in vitro phan t&r — Thdng s6 k§ thuat cho quy trinh truéc khi kiém tra
cho mdu toan phan tinh mach — Phan 3: DNA luru théng tu do duoc tach chiét tir
huyét tvong

R2, thang 1 n&m 2023 Phién ban 2, Lan sira d6i 2
e  Cap nhat dé thém BioScript cho thé tich mau 1 mL (circDNA 1000 DSP)
e  C3ap nhatlén V3 cho circDNA_2000 va circDNA_4000
e  Phién ban tai lidu d3 duwoc xda khai lich st sira ddi
e D3 thém QIAsymphony DSP Circulating DNA Maxi Kit (192) va QlAsymphony DSP
Circulating DNA Kit (96)

e  Cap nhatlén V2 cho circDNA_1000 va cap nhat lIén V4 cho circDNA_2000 va
circDNA_4000

e D3 thém BioScript cho thé tich mau 6 mL, 8 mL va 10 mL (circDNA 6000 DSP,
circDNA 8000 DSP va circDNA 10000 DSP)

R3, thang 6 nam 2024

DE biét thong tin cap nhat vé cap phép va tuyén bé tir bd trach nhiém cu thé theo sdn pham, hdy xem s6 tay hodc hwdng dan st dung bo hda chat
QIAGEN® trong (rng. S& tay va hudng dan st dung bd héa chat QIAGEN cé san tai www.giagen.com hodc cé thé duoc yéu cau tir b phan Dich vu K§

thuat QIAGEN hodc nha phan phéi tai dia phwong cta ban.
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Trang nay duoc chi dong dé tréng
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Nhan hiéu: QIAGEN®, Sample to Insight’, QIAsymphony” (Tap doan QIAGEN). Cac tén, nhan hiéu da dang ky, v.v. duoc str dung trong tai liéu nay, ngay ca khi khéng duoc dénh dau cu thé nhu véy, sé duoc coi la duoc phéap luat bao vé.
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