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Hwéng dan St dung QIAsymphony® DSP
Circulating DNA Kit (Danh sach Dung cu
phong thi nghiém)

Céc 6ng/gia d& mau va dich rira gidi co6 dwoc sir dung véi QIAsymphony DSP Circulating DNA Kit va dung cu QIAsymphony SP (phan
mém phién ban 5.0 tré 1én; géi dung cu phong thi nghiém SOW-516-8)

Phién ban 2
IVD
Dung cho Muc dich St dung Chén doan trong Ong nghiém
D& s dung v&i QlAsymphony DSP Circulating DNA Kit

C€

937556
u QIAGEN GmbH, QIAGEN Strasse 1, 40724 Hilden, Birc
R1 Danh sach Dung cu phong thi nghiém cé sdn duéi dang dién t&r va co thé dwoc tim thdy trong tab tai nguyén cuia trang san phadm trén www.qgiagen.com.

Sample to Insight


http://www.qiagen.com/

Thdéng tin chung
QIAsymphony DSP Circulating DNA Kit str dung dé& chan doan trong édng nghiém.

Quan trong: Trwéc khi str dung Danh sach dung cu phong thi nghiém nay, hay xac nhan rng né pht hop véi géi dung cu phong thi nghiém dwoc cai dat trén hé théng QIAsymphony
cua ban.

Chu giai

B Duoc khuyén nghi: Cac 6ng nay duoc st dung két hop voi giao thire nay.

|:| Do ngwdi dung xac dinh: Ngwdi dung chiu trach nhiém xac dinh va/hodc xac thuce khi théy phu hop.

I Khong duoc khuyén nghi: Céac 6ng nay khong dwoc st dung két hop voi giao thire nay.

x/m Thé tich mau téi thiéu (uL) yéu ciu cho mét mau cho méi giao thire (biéu thi bang x)/cé thé phat hién cuc mau dong.
x/o Thé tich mau tdi thiéu (uL) yéu cau cho mét mau cho méi giao thirc (biéu thi bing x)/khong thé phat hién cuc mau déng.

Lwu y: Lwu y rdng c6 cac éng khac co thé dwoc st dung két hop véi cac Bo dung cu QIAsymphony khac, nhung khong duoc khuyén nghi cho bét ky giao thirc nao cé thé duoc st dung véi bd dung cu nay.
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Ngéan chtva “Sample” (Mau), bé d& 6ng

Lwu y: Dam bao rang ban loai bd miéng gac truéc khi str dung cac éng trén QIAsymphony SP.

Giao thirc
i ) Tén trong man hinh cam ) circDNA_2000_DSP circDNA_4000_DSP
Nha cung cap Vat liéu S6 danh muc mau rng Mieng chén
14 ml Falcon® polystyrene round-bottom BD#352051 . Az N
®x
e tube 17 x 100 mm Eea FalconPP 17x100 e T Tl Gl
BD* 14 ml Falcon polystyrene round-bottom 352051 BD_FIX_#352051 Khong cAn miéng chén

tube 17 x 100 mm FalconPP 17x100

BD la nha cung cép trudc day ctia dng nay va Corning® Inc hién 1a nha cung cap méi.

T Thé tich mau it hon so véi danh sach dan dén viéc dan nhan “unclear” (khdng rd rang) cho cac mau (ma I6i 140043 Enable Less Sample mode (Ché dd Cho phép it mau hon). Ché do Enable Less Sample (Cho phép it mau hon)
duoc thiét ké dé st dung tat ca chat 16ng c6 sén két hop véi phat hién mirc chat 1dng va phat hién cuc mau déng trong trudng hop phat hién thay it thé tich hon so véi danh sach & trén trong qua trinh chuyén mau (thé tich ti
thiéu: 1,4 mL cho circDNA 2000, 3,6 mL cho circDNA 4000). Thé tich dwoc hut pipet it hon (chénh 1&ch so véi thé tich ban dau 2,0 va 4,0 mL) dwoc hién thi trong tép két qua cho cac mau bi anh huéng.

Néu c6 it thé tich mau theo y&u cau cho ché do Enable Less Sample (Cho phép it mau hon), thi cac mau sé& duoc dan nhan “invalid” (khong hop 18) (mé 16i 140036 MinPresenceHandling). Tham sé nay xac dinh thé tich mau phai
dwoc phat hién bdi dung cu QS dé bét dau xt Iy mau. Néu phat hién thay it thé tich hon, mau sé dwoc dan nhan khong hop 18 ngay khi bat dau 1an chay va thé tich m&u hoan chinh vaAn con trong éng nap mau dé c6 kha nang 1&p
lai 14n chay sau khi di&u chinh thii cong thé tich db day. “Not enough liquid available” (Khéng c6 di chat Idng) dwoc hién thi trong tép két qua cho cac mau bi anh hwéng.

Giam thé tich mau t6i thidu (uL) d& giam thidu thé tich chét. Dung cu phong thi nghiém FIX da dwoc thiét ké cho muc dich nay va khang hd trg phat hién mirc chét 1dng hodc phat hién cuc mau déng. Cac éng mau FIX dét ra gi6i
han hut; mau dwoc hat & d6 cao xac dinh trong ng. D6 cao nay duoc xac dinh bai thé tich mau sé dwoc chuyén. Vi vay, can dam bao réng thé tich dwoc liét ké trong bang duoc st dung.

Lwu y: B&i vi hé théng s& khong phat hién thay khong da thé tich mau, hé thdng c6 thé hat khong khi thay vi chét 16ng, khéng thé chuyén mau hodc khéng thé chuyén dd mau.

Lwu y: C6 thé xir ly cac dng dé str dung co va khong cé phat hién mirc chét 1dng trong cting mét 16/1an chay.

++

@
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Khe A cla ngan chira “Sample” (Mau), bé d& 6ng (proteinase K)

QIAsymphony DSP Circulating DNA Kit bao gdm dung dich proteinase K s&n dung.

Lwu y: Cac 6ng chira proteinase K dwoc dat trong gia dung éng. Cac éng chira proteinase K phai dwoc dét & cac vi tri 1, 2 va’hodc 3 trong ranh A ctia ngan chra “Sample” (Mau).
Lwu y: Chuan bj thé tich proteinase K theo sé lwvgng mau dwoc mé ta trong bang giao thirc twong trng.

Giao thirc

Nha cung Tén trong man hinh circDNA_2000_DSP circDNA_4000_DSP
cap Vat liéu S6 danh muc mau Danh muc cam (rng B6 tiép hop mau

. 14 ml Falcon® polystyrene BD#352051 ) Khong can bd tiép hop
8D round-bottom tube 17 x 100 mm 352051 FalconPP 17x100 No insert needed

* BD la nha cung cap trwdc day clia ng nay va Corning Inc. hién 14 nha cung cip méi.
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Ngan chira “Eluate” (Dich rira giai)

Giao thirc
Sé danh circDNA_2000_DSP circDNA_4000_DSP
Nha cung muc i
cap Vat liéu mau Danh muc  Tén trong man hinh cam rng  B6 tiép hop trén cac khe Rira giait
. . . Elution Microtube Rack QS, 96 lo, s6 danh muc
QIAGEN Elution Microtubes CL 96 19588 Deep Well  QIA#19588* EMTR 9020730 (khe am lanh 1)
1.5 ml Eppendorf LoBind Snap Cap EP#0030108.051* T1.5 Snap Micro Tube Snap Cap, 24-lo, s6 danh muc
Eppendor® o e ock tube UISOIEOS] TR IS Gy 9020731 (khe lam lanh 1) T
. Tube ) «

® 1.5 ml Micro tube, PP, ’ . Micro Tube Screw Cap QS, 24 lo, s6 danh muc

Sarstedt NON-SKIRTED 72607 1A‘§arp?tler v SAR#72.607* T1.5 Screw 9020674 (khe 13m lanh 1)

* Cho biét dung cu phong thi nghiém cé thé dwoc 1am lanh bang cach st dung bd néi 1am lanh c6 ma vach.
T B6 tiép hop khong tw dong chuyén va st dung dwoc trén QIAsymphony AS.

D4 biét thong tin dat hang, hay truy cap www.giagen.com.
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Biéu twong

Céc bidu twong sau day xuét hién trong cac huéng dan st dung hoac trén bao bi va nhan dan:

Dinh nghia biéu twong
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Han st dung

San pham nay dap (ng cac yéu cau ctia Quy dinh Chau Au 2017/746 dbi véi céc thiét bi y té chan doan trong dng nghiém.
Thiét bj y té chan doan trong éng nghiém

S6 danh muc

LO S616
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Dinh nghia biéu twong
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Proteinase K
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M& dinh danh thiét bi duy nhat
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Lich st stra ddi

Lan stra doi M6 ta
Lan stra dbi 1, thang 6 ndm 2022 Phién ban 2 Lan slra dbi 1

e  Cap nhat I&n phién ban 2 dé tuan tha IVDR

e Phan ngan chira “Sample” (Mau), bé d& 6ng: Thém lwu y v& rii ro chat 1&ng khi st dung éng FIX

D& biét thong tin cap nhat vé cip phép va tuyén bd tlr bé trach nhiém cu thé theo san pham, xem sb tay hodc hwéng dan s dung bé dung cu QIAGEN® twong (ng. Sé tay va huéng

dan str dung bd dung cu QIAGEN c6 sdn tai www.qgiagen.com hodc cé thé dwoc yéu ciu tir bd phan Dich vu K§ thuat cia QIAGEN hodc nha phan phéi tai dia phwong cla ban.

Nhan higu: QIAGEN®, Sample to Insight®, QIAsymphony?®, (Tap doan QIAGEN); BD® (Becton, Dickinson and Company); Corning®, Falcon® (Corning, Inc.); Eppendorf® (Eppendorf AG); Sarstedt® (Sarstedt AG and Co.). CAc tén, nhan hiéu, v.v. da dang ky dwoc st dung trong tai liéu nay, ké ca khi khéng duoc danh déu cu thé
nhw vay dwoc coi la duoc bado vé vé phap ly.
06/2022 HB-3034-L01-001 © 2022 QIAGEN, tat ca quyén dugc béo Iuwu.
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Trang nay duwoc dé tréng cé cha y
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