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Hwéng dan St dung QIAsymphony®
DSP DNA Mini Kit (Bang Giao thtrc)
Giao thtrc VirusBlood200 V5 DSP
Phién ban 2

IVD

Dung cho Muc dich S&r dung Chan doan trong Ong nghiém
Pé s dung v&i QIAsymphony DSP DNA Mini Kit (192)

C€

937236

QIAGEN GmbH, QIAGEN Strasse 1, 40724 Hilden, Birc

§=E

Bang giao thirc c6 sin dudi dang dién tir va co thé dwoc tim thay trong thé tai nguyén cda trang san pham trén
www.giagen.com.
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Théng tin chung
B6 dung cu QIAsymphony DSP DNA Kit st dung dé chan doan trong 6ng nghiém.

Giao thirc nay 1a dé loc DNA vi-rat tir mau toan phan twoi clia ngudi bang cach str dung Bo dung cu QIAsymphony SP va QIAsymphony
DSP DNA Mini Kit. DNA vi-rat tir cac vi-rat phat tan ciing nhw t& cac vi-rat lién quan dén té bao dwoc cung loc véi DNA cla bd gen t
cac t& bao mau.

B6 dung cu QIAsymphony DSP DNA Mini Kit (s danh muc 937236)
VAt li6u mAu Méau toan phan ctia ngudi (EDTA hoéc citrat chéng déng mau)
Tén giao thirc VirusBlood200_V5_DSP

Bo kidm soat xét nghlém mac dinh ACS_VirusBlood200_V5_DSP_default IC

Cé thé chinh sira Thé tich rira gidi: 60, 85, 110 va 165 L
Phién ban phan mém yéu cau Phién ban 4.0 tré 1én

C4u hinh phan mém yéu cau dé st dung IVD Chuong trinh Méc dinh 1

Vat tw yéu cau nhwng khéng dwoc cung cép
Dé chuén bi hén hop mau chirng ndi-Buffer ATE

e Ong méu 2 mL (s danh muc Sarstedt® 72.693, khong c6é dudng go)
e Ong méu 2 mL (sé danh muc Sarstedt 72.694, c6 dwéng go)
e BD™ 14 ml Falcon polystyrene round-bottom tube (sé6 danh muc 352051)

Ngéan chiva “Sample” (Mau)

Loai miu Mau toan phan ctia nguoi (EDTA, citrat, hodc heparin chéng déng mau)
Thé tich mau Phu thudc vao loai 6ng mau dwoc st dung D& biét them thong tin, hay xem danh sach dung cu phong thi nghiém cé thé dwoc
tim thay trong thé tai nguyén cua trang san pham trén www.qiagen.com.

D& biét thém thong tin, hay xem danh sach dung cu phong thi nghiém cé thé dwgrc tim thay trong thé tai nguyén ctia trang san

Ong mau chinh  biet ti .
phdm trén www.giagen.com.

Ong mAu phy D& biét thém thong tin, hdy xem danh sach dung cu phong thi nghiém cé thé dwoc tim thay trong thé tai nguyén clia trang san
) pham trén www.qgiagen.com.
Miéng chén Phu thudc vao loai 6ng mau dwoc st dung; Dé biét thém thong tin, hay xem danh sach dung cu phong thi nghiém cé thé dwoc
tim thay trong thé tai nguyén cla trang san pham trén www.giagen.com.
Khac Yéu cau hdn hop mau chirng noi-Buffer ATE, khong bét budc str dung méu chirng noi

Ngan chira “Reagents and Consumables” (Thubc thtr va Vat tw tiéu hao)
Vi tri A1 valhodc A2 Hop thuéc thir (RC)
Vi tri B1 khéng c6 s&n
Gia dung gia d& dau tip 1-17 DAu tip bd loc diing mét Ian, 200 hodc 1500 ul

Gia dung hop thiét bj 1-4 Hop thiét bi chira cac hop chuan bi méu hodc 8-Rod Covers

n/a = khéng c6 san.
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Ngan chra “Waste” (Chét thai)
Gi4 dwng hop thiét bi 1-4 Céc hop thiét bi réng

Gia dng tui chét thai Tui chat thai

Gia dwng chai chét thai Idng Chai chét thai Iong réng

Ngan chira “Eluate” (Dich rtra giai)
Gia d& rlra giai (chung toi khuyén nghi st dung vi tri 1am lanh khe 1) D& biét thém thong tin, hdy xem danh sach dung cu phong thi nghiém co thé dugc

tim thay trong thé tai nguyén cla trang san phdm trén www.qgiagen.com.

Dung cu bang nhua yéu cau

‘ M6t 16 Hai 16 Balo Bén 16
Dung cu bang nhwa 24 mau* 48 mau* 72 mau* 96 mau*
Disposable filter-tips, 200 ul'* 26 50 74 98
Disposable filter-tips, 1500 plt* 98 188 278 368
Sample prep cartridges$ 21 42 63 84
8-Rod Covers' 3 6 9 12

* Viéc st dung it hon 24 mau méi 16 lam gidm sé lwong dau tip bo loc ding mét 1an yéu ciu cho méi lan chay.
t C6 32 dau tip bd loc/gia d& dau tip.

* 86 lwong dau tip bo loc yéu cau bao gdbm dau tip bd loc cho 1 1an quét kiém ké trén méi RC.

§ C6 28 hop chudn bi mau/hop thiét bi.

1 Cé muwdi hai 8-Rod Covers/hop thiét bi.

Lwu y: Sé lwong dau tip bo loc dwoc cung clp cé thé khac véi sé lwong dwoc hién thi trén man hinh cdm (ng tuy thudc vao cai dat.
Chuing t6i khuyén nghi nap sé lwong dau tip téi da c6 thé co.

Thé tich rira gidi da chon

Thé tich rira giai da chon (uL)* Thé tich rira giai ban dau (uL)t
60 90
85 115
110 140
165 195

* Thé tich rira gidi dwo'c chon trong man hinh cdm (rng. Day Ia thé tich dich rira giai tdi thidu co thé tiép can trong bng rira giai cudi cung.
T Thé tich dich riva gidi ban dau yéu cau dé dam bao thé tich dich rira giai thwe té bang thé tich da chon.
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Chuén bi hén hop mau chirng ndi—Buffer ATE

S dung giao thirc VirusBlood200 V5 DSP két hop véi cac hé thdng khuéch dai st dung mau chirng ndi c6 thé yéu ciu dwa cac mau

chng ndi nay vao quy trinh loc dé giam sat hiéu qué cla viéc chuan bi mau va xét nghiém xudi dong.

Sé lwong mau chirng noi duwoc bd sung phu thudc vao hé thdng xét nghiém va thé tich rira gidi dwoc chon trong giao thirc
VirusBlood200_V5_DSP. Viéc tinh toan va xac nhan phai do ngudi dung thwe hién. Tham khao hwéng dan ctia nha san xuét vé xét

nghiém xuéi dong dé xac dinh néng do tdi wu ctia mau ching noi.

Cac mau ching ndi phai dwoc thém cing hén hop mau chirng ndi-Buffer ATE (ATE) véi tdng thé tich 1a 60 uL. H6n hop mau ching
ndi c6 thé dwoc str dung dé phan tich cac thong sé khac nhau tlr mét dich rira giai. Kha nang twong thich ctia cac mau chirng ndi khac
nhau phai dwoc ngudi dung xac thue. Chiang téi khuyén nghij chuan bi hdn hop méi cho méi 1an chay ngay trwéc khi st dung. Néu mau

chirng ndi khéng dwoc sir dung, van yéu cau sir dung Buffer ATE.

Thé tich rira giai da chon Thé tich rira giai ban dau Thé tich mau chieng nai Thé tich Buffer ATE (ATE) Thé tich cuéi ciing trén mét
(uL) (ML) (uL)* (uL) mau (uL)
60 90 9 51 60
85 115 11,5 48,5 60
110 140 14 46 60
165 195 19,5 40,5 60

*

Tinh toan s lwong mau chirng ndi dwa trén thé tich riva giai ban dau. Thé tich 16 réng bd sung phu thudc vao loai 6ng mau dwoc st dung cho hén hop IC; dé biét chi tiét,
hay xem danh sach dung cu phong thi nghiém cé sén tai www.qgiagen.com.

Lwu y: C4c gia tri dwoc hién thi trong bang nay la dé& chuén bi hén hop mau chirng ndi-Buffer ATE cho mét xét nghiém xudi dong yéu cau 0,1 uL mau chirng néi/uL dich
rtra giai.

Cac 6ng chira hdn hop mau chirng ndi-Buffer ATE dwoc dat vao bé d& éng. Bé d& 6ng chira (cac) hdn hop mau chirng ndi-Buffer ATE

phéi dwoc dat vao khe A ctia ngan chira “Sample” (MAu).
Tuy thudc vao sé lwong mau sé dwoc xt ly, ching t6i khuyén nghi st dung cac 6ng 2 mL (Sarstedt, s danh muc 72.693 va 72.694)
hoac éng polystyrene, day tron 14 mL 17 x 100 mm (BD, sé danh muc 352051) dé pha lodng mau chirng néi, nhu dwgc md ta trong

bang bén dwdi. C6 thé chia thé tich vao 2 hodc nhiéu éng.

Tinh thé tich hén hop mau chivng noi

Loai 6ng* Tén trén man hinh cam (ng Tinh toan thé tich hén hop méu chirng néi trén
QlAsymphony mét ong

2 ml with cap; microtube 2 ml, PP, skirted, (Sarstedt, s6 danh muc SAR#72.694 T2.0 ScrewSkirt (nx 60 pL) + 360 pLt

72.694)

Microtube 2 ml with cap; microtube 2 ml, PP, non-skirted, SAR#72.693 T2.0 Screw (n x 60 pL) + 360 pLt

(Sarstedt, s6 danh muc 72.693)

Tube 14 ml, 17 x 100 mm polystyrene round-bottom (BD, s6 danh muc ~ BD#352051 FalconPP 17 x 100 (n x 60 uL) + 600 pL*

352051)

* Dé biét (cac) phu trang duwoc yéu cau, hay xem danh sach dung cu phong thi nghiém cé thé dwoc tim thay trong thé tai nguyén cta trang san pham trén www.giagen.com.
T S dung phwong trinh nay dé tinh thé tich y&u cau clia hdn hop mau ching néi (n = s lwong mau; 60 uL = thé tich hdn hop mau chirng noi-Buffer ATE; 360 pL = thé tich
16 réng yéu cau cho mdi éng). Vi du, cho 12 mau (n = 12): (12 x 60 pL) + 360 uL = 1080 L. Khong dé day 6ng véi hon 1,92 mL (nghta 14 ti da 26 mau méi 6ng). Néu cé

hon 26 mau sé dwoc xt ly, hdy st dung cac 6ng bd sung, dam bao rang thé tich 16 réng dwoc thém vao méi 6ng.
* S dung phwong trinh nay dé tinh thé tich y&u cau clia hdn hop mau chirng ndi-Buffer ATE (n = sb lwong mau;
60 L = thé tich clia hdn hop mau chirng ndi-Buffer ATE; 600 uL = thé tich 16 réng yéu cau cho méi 6ng). Vi du, cho 96 mau (n = 96): (96 x 60 pL) + 600 pL = 6360 pL.
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Chuén bj vat liéu mau

Khi lam viéc v&i héa chét, ludn mang ao choang phong thi nghiém, gang tay diing mét 1an va kinh bao hd phu hop. Dé biét thém théng
tin, hdy tham khao bang chi dan an toan (Safety Data Sheets, SDS) thich hop, c6 san tir nha cung cap san pham.

Déi v&i cac khuyén nghi vé thu thap, van chuyén va bao quan chung, hdy tham khdo huwéng dan MM13-A da dwoc phé duyét ciia CLSI
“Thu thap, Van chuyén, Chuan bj va Bao quan Bénh phdm theo Phwong phap Phan t&”. Ngoai ra, phai tuan theo cac hwéng dan cla

nha san xuét déi vai thiét bi Ay mau da chon trong qua trinh chudn bi, bdo quan, van chuyén va xt Iy mau chung.
Mau toan phan cta ngudi

D& phan tach DNA vi-rat, ching t6i khuyén nghi st dung cac mau mau toan phan dwoc x& ly bang EDTA hoéc citrat. D& bdo quan trong
thoi gian ngan lén dén 7 ngay, ching t6i khuy&n ban nén bdo quan & 2-8 °C. Pé bao quan dwoc lau hon, ching téi khuyén ban nén
déng lanh cac khodng thai gian & —20 °C trong téi da 3 thang ho&c —80 °C trong téi da 1 nam.

Lwu y: Do 6n dinh ctia mau phu thudc nhiéu vao cac yéu té khac nhau va lién quan dén tng dung xudi dong cu thé&. Do én dinh clia mau
da dwoc thiét 1ap cho QIAsymphony DSP DNA Mini Kit két hop véi cac trng dung xuéi dong mau. Ngwdi diing cé trach nhiém tham khao
hwéng dan s dung ctia (rng dung xudi dong cu thé dwoc sir dung trong phong thi nghiém va/hodc xac nhan toan bd quy trinh lam viéc

dé thiét 1ap cac diéu kién bao quan thich hop.

Néu s&r dung mau mau tuoi trong cac 6ng chinh, hay trén kj cac mau mau (vi du: bang cach dao nguoc cac dng nhiéu 1an) truéc khi
nap chuing lén QlAsymphony SP. Cac mau déng lanh nén dwoc rd déng nhanh choéng trong bé nwéc 37 °C béng cach khudy nhe dé
dam bao tron kj va sau d6 can béng dén nhiét dd phong (15-25 °C) trwde khi bat dau quy trinh. D& dam bao chuy&n mau an toan, tranh

tao bot trong éng mau. C6 géng tranh cac cuc mau déng trong mau va, néu can, chuyén mau khéng cé cuc mau déng vao mot 6ng mai.
Bao quan dich rira giai
Nén lay dia dich rira gidi ra khoi ngén chra “Eluate” (Dich rira gidi) ngay sau khi chay xong. C6 th& d& lai cac dia rira gidi trong

QIAsymphony SP sau khi chay xong qua dém (t6i da 12 gi& ké ca thoi gian chay; diéu kién méi trwéng dwoc khuyén nghi: 18-26 °C va

dé &m twong d6i 20-75%). Tuy thudc vao nhiét d6 va do am, dich rira gidi co thé bi ngwng tu hodc bay hoi.

D& bao quan dich rtra giai trong thdi gian ngan 1&n dén 7 ngay, ching téi khuyén ban nén bao quan axit nucleic da loc & 2—8 °C. Bé bao
quan trong thoi gian dai, ching téi khuyén ban nén bdo quan & nhiét d6 -20 °C hoac -80 °C.

Lwu y: D6 n dinh ctia dich rira gidi phu thudc nhidu vao céc yéu td khac nhau va lién quan dén (ng dung xudi dong cu thé. Do én dinh
clia mau da dwoc thiét 1ap cho QlIAsymphony DSP DNA Mini Kit két hop véi cac rng dung xubi dong mau. Ngwdi diing cé trach nhiém
tham khao hwéng dan st dung clia (rng dung xudi dong cu thé duwoc st dung trong phong thi nghiém va/hodc xac nhan toan bd quy

trinh 1am viéc dé thiét 1ap cac diéu kién bao quan thich hop.
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Céc chét gay nhiéu
Céac mau mau cé ndng dd triglycerid cao (>30 g/L) c6 thé dan dén giam san lwgng gDNA.

Lwu y: Xét nghiém duwoc thue hién bang cach str dung cac rng dung xudi dong mau dé danh gia chat lwong cla cac axit nucleic dwoc
tach chiét. Tuy nhién, cac (rng dung xudi dong khac nhau c6 thé cé cac yéu cau khac nhau vé& d6 tinh (ttc 1a khong cé cac chét cé kha
ndng gay nhiéu), do dé, viéc xac dinh va xét nghiém cac chét lién quan ciing can dwoc thiét 1ap nhw mdt phan cla qua trinh phat trién

ng dung xubi dong cho bat ky quy trinh lam viéc nao lién quan dén QlAsymphony DSP DNA Mini Kit.
Lwu y: Theo ISO 20186-2:2019 (E), heparin tir cac dng 1y mau c6 thé anh hwéng dén do tinh clia cac axit nucleic dwoc phan 1ap va kha

néng chuyén sang dich rira gidi cé thé gay ra (rc ché trong mét sb trng dung xudi dong. Do d6, chuing tdi khuyén nghi str dung cac mau

mau duoc xi ly bdng EDTA hodc citrate 1am chét chdng déng mau dé chuén bi huyét twong.

Hwéng dan St dung QIAsymphony DSP DNA Mini Kit (Bang Giao thirc)  06/2022 6



Biéu twong

Céc biéu twong sau xuat hién trong tai liéu nay. Dé biét danh sach day di cac biéu twong dwoc st dung trong hwéng dan s dung hoac

trén bao bi va nhan mac, vui l1dng tham khao sb tay.

Biéu twong Dinh nghia biéu twong
c € San pham nay dap (ng cac yéu cau cia Quy dinh Chau Au 2017/746 dbi voi cac thiét bi y té chan doan
trong 6ng nghiém.
IVD Thiét bi y té chdn doan trong ng nghiém
S6 danh muc
Rn R la 14n stra d6i Hwéng d&n S dung va n 1 sb stra ddi

u Nha san xuét
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Lich st stra dbi

Lan stra doi Mb ta

Lan stra déi 1, thang 6 nam 2022 Phién ban 2, Lan stra doi 1
e  Cap nhat I&n phién ban 2 dé tuan tha IVD
e B& sung phan Vat liéu bat buéc nhwng khoéng dwoc cung cap
e B6 sung phan Cac chét gay nhiéu
e B sung phan Bao quan dich rira giai
e B& sung phan Biéu twong
e Cap nhat phan Chuén bj vat liéu mau

D& biét thong tin cap nhat vé& cap phép va tuyén bd tlr b trach nhiém cu thé theo san phadm, xem sb tay hodc hwéng dan s dung bo
dung cu QIAGEN® twong (ng. Sé tay va hwéng dan s dung bod dung cu QIAGEN cé sén tai www.giagen.com hodc cé thé dwoc yéu

cau tlr bd phan Dich vu Ky thuat QIAGEN hoac nha phan phdi tai dia phwong cla ban.

Nhan higu: QIAGEN®, Sample to Insight®, QIAsymphony® (Tap doan QIAGEN); BD™ (Becton Dickinson and Company); Sarstedt® (Sarstedt AG and Co.). Cac tén, nhan hiéu, v.v. da dang ky duoc st dung trong tai liéu nay, ké ca khi khéng
duwoc danh dau cu thé nhw vay duoc coi la dwoc bao vé vé phap ly.
06/2022 HB-3029-S06-001© 2022 QIAGEN, tat ca quyén duoc bao luu.

Dbat hang www.qiagen.com/shop | Hb tro' Ky thuat support.qiagen.com | Trang web www.giagen.com
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