Thang 1 nam 2021

Hudng dan S&r dung QlAamp®
DSP DNA Blood Mini Kit (S0 tay)

2

Phién ban 2
IVD

Cho muc dich str dung chan doan trong 6ng nghiém

61104

QIAGEN GmbH, QIAGEN Strasse 1, D-40724 Hilden
Dién thoai: +49-2103-29-0

KA
5 ™

Ban sira d6i 2
1122788VN

5

_ 00000
— Sample to Insight QIAGEN —







Muc luc

MUC GICH STP AUNG .. eeeieiiiiee ettt e e et e e e e e s st e e e e saeeesnseaeesnseeens 5
MO 18 VA NGUYBN tAC ... n e en e e e 6
PhaN GIdi 18 DAO MAU ..ottt 6
Lién két DNA bd gen v&i mang cot quay QIAGMP Mini..........c.oveeveeiririierrieienee. 6
Loc tw ddng trén QlAcube/QIAcube Connect MDX .........cocoeiiiiiiiiiiiaiiiiiieeee e 7
TOM tAt VA GIAI thICH .....ecvieieeeeeeeeeccee et 10
CAC VAL U AIO'C CUNG CAP ... ettt 11
ThANK PRAN DO KIt ..o e 11
Cac vat lieu yéu cu nhwng khong dUWo'c CUNG CAP .....veveveeeccececeee e 12
CANh DA0 VA ThAN trONG . ....eii ettt e et e e et e e e et e e e aneeeeanns 14
THONG tiN @N TOAN ...eiiiiee e 14
B0 QUAN VA XU 1Y TRUBC thTP.......cvovieieeeeeeeeeeee e 16
B0 QUAN VA XU 1Y MAU ..ot 16
Loai bd Cac chat NhIEM DAN TN AU ..o e 18
Rera gidi DNA b gen tinh Khiét.............cccoovovovivieieeeccceeee e 18
LU Y QUEN TTONG .ttt 18
Nhikng diém quan trong trwéc khi bt d&u giao thirC .........ocoeveeieeieeeeeeeeeee 18
Chuan bi thudc thlr va ChAE GBM ..........c.ciiiiiieeeeee e 19
X ly cac cot quay QIAGMP MiNi.cc..eiiiiiiiiieiee e 20
RPa Gidi DNA DO GEN ... ettt 21
Nang suét va chat lwong cla DNA DO GeN......oovivieieeeeeeeeeeeeeee e 21
Thiét Iap hé théng chan khong QIAVAC 24 PIUS ..........c.cevveeeeeeeeeeeeeeeeereneneen, 21

Huwéng dan St dung QIAamp DSP DNA Blood Mini Kit (S6 tay) 01/2021 3



(O 10V (4 o] o PSSO PPPPRRP 24

Giao thirc: Phan lap va loc DNA bd gen tir cac mau mau bang hé thdng

ChAN KNONG....e et e e 24
Giao thtrc: Phan 1ap va loc DNA bd gen tir cadc mau mau bang may ly tam nhé hodc
QIACcUbe/QIACUDE CONNECE IMDIX........eierieiiieeieeesie et nee e 28
KIi&M SOAL ChAL IPONT ...ttt 31
HAN CRE ...ttt n e e 31
Pactinh HIBU NANG ... 32
BIU tIOING ..ottt 37
ThONG tiN DAt NANG ... ceeeeee et e e e e 39
Lich ST ST @81 TAI HBU.......eeeveeeeeeeeeecececeeee et e e ee e s st en s 41

4 Hwéng dan St dung QlAamp DSP DNA Blood Mini Kit (S tay)  01/2021



Muc dich st dung

QlAamp DSP DNA Blood Mini Kit 1a mét hé théng st dung céng nghé mang silica (céng
nghé QlAamp) dé phan lap va loc DNA bd gen tir cac mau sinh hoc.

San phdm nay dv dinh sé dwoc st dung b&i ngudi dung chuyén nghiép, vi du nhw ky thuat

vién va bac si dwoc dao tao vé ky thuat sinh hoc phan tc.

QlAamp DSP DNA Blood Mini Kit dwgc str dung dé& chan doan trong 6ng nghiém.
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M0 ta va Nguyén tac

Méi quy trinh ctia QlAamp DSP DNA Blood Mini bao gém 4 bwéc:

e Phan giai cac té bao trong mau mau

e Lién két DNA bd gen trong chat phan giai t& bao véi mang cla cot quay QlAamp Mini
e Rra mang

® Rdra gidi DNA bd gen khéi mang

Sé tay nay bao gdm cac giao thtrc cho 2 quy trinh thay thé cia QlAamp DSP DNA Blood
Mini: quy trinh quay cin cé may ly tam va quy trinh hit chan khéng can cé may ly tam va hé
théng chan khong (xem so dd, trang 9). Quy trinh quay cé thé dwoc ty dong héa trén
QlAcube va QlAcube Connect MDx.

Phan giai té bao mau

Céc mau duoc phan giai trong diéu kién bién tinh & nhiét d6 cao. Qua trinh phan giai duwoc
thwe hién khi c6 QIAGEN Protease (QP) va Chat dém Phan giai (AL).

Lién két DNA bo gen v&i mang cot quay QlAamp Mini

Dé téi wu hoa sw lien két cia DNA bd gen véi mang cot quay QlAamp Mini, truéc tién,
ethanol dwoc thém vao chat phan gidi. Sau d6, méi chat phan giai dwoc dwa vao cot quay
QlAamp Mini va DNA bd gen dwoc hap thu vao mang silica khi chat phan giai dwoc hat qua

béng 4p suét chan khéng hoac lyc ly tam.
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Loc tw dong trén QlAcube/QlAcube Connect MDx

QlAcube va QlAcube Connect MDx thwe hién viéc phéan 1ap va loc tw ddéng cac axit nucleic.

Thiét bi c6 thé xt ly tdi da 12 mau méi 1an chay.

Chuan bj mau béng QlAcube va QlAcube Connect MDx tuan theo cac budc twong tw nhw
quy trinh thai céng (t&rc 1a phan giai, lién két, riva va rira gidi), cho phép ban tiép tuc s dung
QlAamp DSP DNA Mini Kit d& loc DNA chét lwgng cao.

Néu tw dong hoa QlAamp DSP DNA Blood Mini Kit trén cac dung cu QlAcube hoac QlAcube
Connect MDx, chuiing c6 thé xt ly it hon 50 mau do thé tich chét, bay hoi va st dung thém
thuéc thir bang cach hat pipet tw dong. QIAGEN chi dam bao 50 1&n chuén bi mau khi st
dung thd cong QlAamp DSP DNA Blood Mini Kit.

QlAcube

Hinh 1. QlAcube.
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‘QlAcube Connect MDx

Hinh 2. QlAcube Connect MDx.
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Cac Quy trinh Quay va Hut chan khong
ctia QlAamp DSP DNA Blood Mini

Quy trinh Quay
QlAamp

Quy trinh Hat
chan khéng
QlAamp

Phan giai

— <l — §
c

Lién két

ot

Hut chan
khéng

) 9 Gl -} ) — <=b — F

Rira
(Buffer AW1)
Hut chan
khéng
¥
Rira
(Buffer AW2)
Huat chan
khéng

<}

|’

Vv \

DNA bd gen hoéc vi-rit tinh khiét

Doc ky cac giao thirc (trang 24 va 28) trwée khi bat
dau.

Trong LT, thém 20 pL QP, 200 uL mau va 200 uL AL
Xoay trong 15 giay.

U trong 10 phat (£ 1 phit) & 56°C (+1°C)

Thém 200 pL ethanol.

Xoay trong 15 giay.

Chuyén chét phan giai sang c6t quay QlIAamp Mini.
Quy trinh Quay: Ly tam trong 1 phut & 6.000 x g.

Quy trinh Hat chan khéng: Thwe hién hat chan
khéng.

Quy trinh Quay: Pat cét quay QlAamp Mini trong

WT méi, thém 500 uL AW1 va ly tam trong 1 phut &
6.000 x g.

Quy trinh Hat chan khéng: Thém 750 yL AW1 va
thwc hién hat chan khong.

Quy trinh Quay: dat cét quay QlAamp Mini vao WT
méi, thém 500 uL AW2 va ly tam trong 1 phut & toc
do téi da (khoang 20.000 x g hoéc 14.000
vong/phut).

Quy trinh Hat chan khéng: Thém 750 yL AW2 va
thwe hién hat chan khong.

bat cot quay QlAamp Mini trong WT.

Ly tam trong 3 phit & téc do t6i da (khoang 20.000
x g hoac 14.000 vong/phat).

Dat cot quay QlAamp Mini trong ET.
Thém 50-200 uL AE va u trong 1 phut.

Ly tam trong 1 phut & 6.000 x g.
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Tém tat va giai thich

QlAamp DSP DNA Blood Mini Kit str dung cong nghé da dwoc chirng minh dé cung cip mot
cach thtrc nhanh chéng va d& dang nhdm phan 1ap va loc DNA bd gen tlr 200 pL mau toan

phan.

Céac quy trinh cla QlAamp DSP DNA Blood Mini, dwgc thiét k& dé& xir ly ddng thei nhiéu
mau mau, thu v& DNA da loc s&n sang st dung. Quy trinh nay phu hop dé s dung véi mau
toan phan twoi hodc déng lanh va mau da dwoc xt ly bang citrate hodc EDTA.

Quy trinh quay va hat chan khéng QlAamp DSP 1a quy trinh don gian, phu hop dé x& ly
ddng thei nhidu mau. M6t sb quy trinh quay QlAamp cé thé chay hoan toan tw dong trén
QIlAcube hodc QlAcube Connect MDx d@é tang mirc d6 chuén hda va dé st dung (trang 7).

Khéng can tach bach cau trwde. Quy trinh nay khéng yéu cau chiét xuét phenol/chloroform
ho&c két tha cbn va chi can mirc dd twong tac tdi thidu tlr ngwdi st dung, cho phép xi ly an
toan cac mau cé kha nang lay nhiém. Cac quy trinh duoc thiét ké dé& gidm thidu viéc lay
nhiém chéo gitra cac mau. DNA di loc sén sang dé s dung trong PCR hoéc céc trng dung
khac, ngoai ra con c6 thé duwoc bao quan & nhiét dd —25°C dén —15°C dé s dung sau nay.
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Céc vat liéu dwoc cung cap

Thanh phan bé kit

QlAamp DSP DNA Blood Mini Kit

Hwéng dan S dung (S tay)

QPROT

m
—
c

S catalog 61104
S6 lweng chuén bi 50*
5 QlAamp Mini Spin Columns with Wash COL 50

Tubes (QlAamp Mini Spin Columns cé -

Ong riva (WT)) (2 ml)
ET Elution Tubes (Ong Rera giai) (1,5 ml) ELU | TUBE 50
VvC VacConnectors CON 50
LT Lysis Tubes (Ong phan giai) (1,5 ml) TUBE 50
WT Wash Tubes (Ong ria) (2 ml) w TUBE 3 x50
AL Lysis Buffer (Chat dém Phan giai)t BUF 12 ml
AW1 Wash Buffer 1 (Chat dém riva 1) (co dac) WASH [ BUFT 1 JCONC 19 ml
AW2 Wash Buffer 2 (Chat dém rira 2)* (co dac) I WASH I BUF I 2 I CONCI 13 ml
AE Elution Buffer (Chat dém Rira giai)* 25 ml
PS Protease Solvent (Dung moi Protease)* QPROT] SOLV 2ml
QP QIAGEN Protease’ 1lo

* Néu tw dong héa QIAamp DSP DNA Blood Mini Kit trén dung cu QlAcube hodc QlAcube Connect MDx, dung cu cé
thé xt ly it hon 50 mau do thé tich chét, bay hoi va s dung thém thudc thir bang cach hut pipet tw dong. QIAGEN

chi d@m bao 50 1&n chuan bj mau khi s dung thi cdng QlAamp DSP DNA Blood Mini Kit.

T Chtra guanidine hydrochloride. Khéng twong thich véi chét khir triing chiva thudc tiy. D& biét thém thong tin, hay xem

Théng tin an toan trén trang 14.
* Chira sodium azide 1am chét bao quan.
§ Thé tich tai huyén pht 1,2 ml. Xem “Chuén bj thubc thtr va chat dém” trén trang 19.
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Céc vat liéu yéu cau nhuwng khéng duoc cung cap

Khi lam viéc vé&i hda chét, ludn mang 4o choang phong thi nghiém, gang tay dung mét lan
va kinh bao ho phu hop. D& biét thém thong tin, hay tham khdo bang chi dan an toan
(Safety Data Sheet, SDS) thich hop, c6 san tir nha cung cap san pham.

Déi v&i quy trinh quay va hat chan khéng

e Ethanol (96-100%)

e Pipet* va dau tip pipet (d& ngan ngtira lay nhidm chéo, ching téi dac biét khuyén ban
nén str dung cac dau tip pipet cé tAm chan sol khi)

e Ging tay dung mét lan

e Khéi gia nhiét* d& phan gidi mau & 56°C (chung t6i khuyén nghij dung Eppendorf®
Thermomixer® comfort v&i khéa nhiét cho cac 6ng nghiém siéu nhé 1,5 mit)

e May ly tdm nhé*

e Xy lanh do (50 ml)

e May xoay

Chi danh cho quy trinh hut chan khéng

Hé théng chan khéng QlAvac 24 Plus (sb catalog 19413) hodc twong dwong
e VacConnectors (sb catalog 19407)

e VacValves (sb catalog 19408)

e QIAvac Connecting System (sb catalog 19419)

e Vacuum Pump (sb catalog 84020)

e Vacuum Regulator (s6 catalog 19530)

* P& dadm bao cac mau duoc xt ly dung theo quy trinh clia QIAamp DSP DNA Blood Mini, ching téi d&c biét khuyén
nghi réng céc dung cu (vi du: pipet va khéi gia nhiét) phai duoc hiéu chuan theo khuyén nghi clia nha san xuét.

T Danh sach nay chwa bao gdm day dd cac nha cung c&p va khong bao gdm nhiéu nha cung cép vat tw sinh hoc quan
trong.
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Chi danh cho quy trinh tw doéng

e Rotor Adapters, sb catalog 990394

e Rotor Adapter Holder, sé catalog 990392

e Sample Tubes CB, sé catalog 990382 (6ng nap mau)
e Shaker Rack Plugs, sb catalog 9017854

e Reagent Bottles, 30 ml, sé catalog 990393

e Filter Tips, 1000 pl, sb catalog 990352

e Filter Tips, 200 pl, sb catalog 990332

e SafeSeal Tube, 1.5 mL, Sarstedt® (s6 catalog 72.706)
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Canh bao va Than trong

Xin lvu y rdng ban c6 thé dwoc yéu cau bao cao cac sw cb nghiém trong da xay ra lién quan

dén thiét bi cho nha san xuét va co quan quan ly noi ngwdi ding va/hodc bénh nhan cw tru.
Thong tin an toan

Khi lam viéc v&i hoa chét, lubn mang 4o choang phong thi nghiém, géng tay dung moét lan
va kinh bao hd phiu hop. D& biét thém thong tin, vui lIdng tham khao cac bang chi dan an
toan (Safety Data Sheet, SDS) phu hop. Céc bang nay c6 sén truc tuyén & dinh dang PDF
thuan tién va nhé gon tai www.giagen.com/safety, noi ban cé thé tim, xem va in SDS cho
mdi bo dung cu QIAGEN va thanh phan ctia bd dung cu.

THAN TRONG: KHONG thém thubc tdy hodc dung dich axit trwc tiép vao
chét thai chuan bj mau.

Chét dém Phan giai (AL) va Chéat dém rra 1 (AW1) chira guanidine hydrochloride, c6 thé
tao thanh cac hop chat phan (ng cao khi két hop véi thude tdy. Néu chét 16ng chira cac
chat d&ém nay bi d8, hay lam sach béng nwéc va chat tdy phi hop trong phong thi nghiém.
Néu chét Idng bi d6 c6 chira cac tac nhan cé kha nang lay nhiém, trudc tién hay vé sinh khu
vwc bi anh hwéng bang chét tdy va nwéc trong phong thi nghiém, sau d6 véi sodium
hypochlorite 1% (thé tich/thé tich). Néu chai dwng chat dém bi hw héng hodc rd ri, hay deo
géng tay va kinh bao ho khi vt bd chai dé tranh gay thwong tich cho ban than hodc thwong

tich cho nguw&i khac.

QIAGEN chuwa kiém dinh cac chét 1ay nhiém tdn dw trong chét thai 16ng dworc tao ra tir cac quy
trinh ctia QlAamp DSP DNA Blood Mini. Viéc nhiém chéat thai 16ng cé cac chét lay nhiém ton
du 1a khé xay ra, nhung khéng thé loai trir hoan toan. Do d6, chét thai 16ng phai duoc coi la
c6 kha nang lay nhiém va dwoc x ly va loai b theo cac quy dinh an toan cla dia phwong.
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http://www.qiagen.com/Support/MSDS.aspxsafety

Cac cum tlr v& rdi ro va an toan sau day duwgc ap dung cho cac thanh phan ciia QlAamp DSP

DNA Blood Mini Kit.

Chét dém Phan giai (AL) va Chat dém rira 1 (AW1)

Chura: guanidine hydrochloride. Canh bao! Cé hai néu nuét phai ho&c néu hit
phai. Gay kich (rng da. Gay kich (rng méat nghiém trong. Deo géng tay bao

hd/ quan 4o bao hd/ dd bao vé mat/ bao vé mét.

QIAGEN Protease (QP)

Chtra: subtilisin. Nguy hiém! C6 hai néu nubt phai. Gay kich rng da. Gay tén
thwong mat nghiém trong. Co thé gay ra cac triéu ching di (ing hodc hen
suyén hodc kho thd néu hit phai. Co thé gay kich (rng dwdng hé hap. Tranh
hit bui/khéi/khi/swong/hoi/bui nwéc. Deo gang tay bao hd/ quan 4o bao
ho/ dd bao vé mat/ bao vé mat. Peo thiét bj bao vé dwérng ho hdp. NEU TIEP
XUC VOI MAT: Rira can than véi nwdc trong vai phat. Thao kinh ap trong,
néu co va dé dang thwe hién. Tiép tuc riva. NEU tiép xtc hodc dinh vao: Goi
‘ ngay cho TRUNG TAM CHONG DOC hoac bac si y khoa/bac si. Di chuyén

nan nhan dén noi thoang khi va cho nghi ngoi & tw thé dé thd.
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B&o quan va X ly Thudc thir

Cot quay QlAamp Mini nén dugc bdo quan & nhiét do 2-8°C khi dén noi va cé thé duwoc st

dung cho dén ngay hét han ghi trén hop bd dung cu.

T4t ca cac chat dém c6 thé duoc bao quan & nhiét d6 phong (15-25°C) cho dén ngay hét

han ghi trén hdp bd dung cu.

QIAGEN Protease (QP) dong khé c6 thé dwoc bao quan & nhiét dd phong (15-25°C) cho
dén ngay hét han clia bé dung cu ma khéng anh huéng dén hiéu ning. QIAGEN Protease
hoan nguyén én dinh trong th&i han téi da 1 ndm khi duwgc bdo quan & 2-8°C, nhung chi cho

dén ngay hét han ctia bd dung cu.

Chét dém rira 1 (AW1) hodn nguyén va Chat dém rlra 2 (AW2) hoan 6n dinh trong thei han
téi da 1 ndm khi dwoc bao quan & nhiét dd phong (15-25°C), nhwng chi cho dén ngay hét
han cla b dung cu.

B&o quan va X ly Mau

Cac két tha lanh hinh thanh trong qué trinh rd déng cac mau déng lanh sé lam tic nghén
mang cot quay QlAamp Mini. Néu cé thé nhin thay cac chét két tia lanh, tranh hut ching
trong qua trinh hat mau. Anh hwéng cla viéc déng lanh va ra dong mau mau déi véi qua
trinh loc DNA bang QlAamp DSP DNA Blood Mini Kit da dwoc xac dinh (xem Hinh 3).
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Hinh 3. Anh hwéng cta viéc dong lanh va ra déng mau mau. Mau da qua x Iy bang EDTA dwoc dong lanh va ra
déng t6i da 3 1&n, sau d6 dwoc loc DNA béng QlAamp DSP DNA Blood Mini Kit. Nang sudt DNA da tinh dwgc chuén
héa v& nang suét tir mau mai (100%). MGi thanh trén biéu dd dai dién cho két qua tlr 32 1an I3p lai (trung binh * d6
léch chuén).

Lweng DNA dwoc loc trong quy trinh ciia QlAamp DSP DNA Blood Mini phu thuéc vao ham
lwong bach ciu ctia méi m&u mau. St dung quy trinh quay hodc hit chan khéng, DNA bd
gen dwoc loc tir 200 yL m&u mau t&r nhivng ngwdi hién khée manh. Nhidu 6ng nghiém so
cAp va chét chbng ddng mau khac nhau c6 thé dwoc str dung dé thu thap mau mau cho cac
quy trinh cta QlAamp DSP DNA Blood Mini (Bang 1).

Bang 1. Ning suét twong déi trung binh cia DNA tir cac mau mau dwerc thu thap bang cach sir dung cac éng
nghiém so’ cap va chat chong dong mau khac nhau

Thé tich danh Ning suét
Ong nghiém so cap Nha san xuat S6 catalog nghia trung binh*
BD® Vacutainer® 9NC BD 366007 9ml 6,4 ug
BD Vacutainer K3E BD 36847 10 ml 6,6 ug
BD Vacutainer K2E BD 367864 6 ml 6,4 g
S-Monovette® EDTA Sarstedt® 02.1066.001 9 ml 6,5 ug
S-Monovette CPDA1 Sarstedt 01.1610.001 8,5ml 6,3 ug
Vacuette® K3E Greiner Bio-One® 455036 9ml 6,5 ug
Vacuette 9NC Greiner Bio-One 454382 2ml 6,3 ug

DNA b gen dworc loc tir 200 uL mau méu ctia nhitng ngudi hién khée manh (4,0 dén 9,0 x 10° té bao trén méi ml).
* Pdi véi mbi 6ng nghiém so cp, néng suét trung binh dwoc xac dinh tir 11 m&u gdm ba ban sao.
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Loai bd cac chat nhiém ban ton dw

Trong khi DNA bo gen van lién két véi mang QlAamp Mini Spin Column, cac chét nhiém ban

dwoc riva troi mot cach hiéu qua béng cach st dung Chat dém rira 1 (AW1) trwéc hét, sau
do la Chéat dém riva 2 (AW2).

Rlra giai DNA bd gen tinh khiét

DNA bd gen duwgc rira gidi tr mang QlAamp Mini Spin Column, st dung 50-200 pL

Chét dém Rra giai (AE). DNA d3 rtra gidi sdn sang dé s dung trong cac xét nghiém xudi

dong khéc nhau, bao gdm nhiéu loai xét nghiém xudi dong chan doan trong 6ng nghiém.

Lwu y Quan trong

Nhirng diém quan trong trwdc khi bat dau giao thire

Sau khi nhan dwoc bd dung cu, hdy kidm tra cac thanh phan clta bd dung cu xem ¢ bi
huw héng khong. Néu goi x6p hodc chai dwng chét dém bi hdng, hay lién hé véi bd phan
Dich vu Ky thuat QIAGEN hodc nha phan phéi tai dia phwong clia ban. Trong trwéong
hop chét 16ng bi vy dd, hay tham khao “Théng tin an toan” (trang 14). Khong st dung
cac thanh phan bj hw héng ctia bd dung cu vi viéc st dung ching c6 thé dan dén bo
dung cu hoat déng khéng chinh xac.

Ludn thay dau tip pipet gitra cac 1an chuyén chét Idng. D& gidm thiéu viéc lay nhiém
chéo, ching tdi khuyén ban nén str dung céac dau tip pipet c6 tdm chan sol khi.

T4t ca cac budc ly tam dwoc thwe hién & nhiét do phong (15-25°C).

Ludn str dung géng tay dung mét 1an va thwong xuyén kiém tra d& dadm béo réng ching
khéng bi nhiém ban tir vat liéu mAu. Thai bd gang tay néu ching bi nhiém bén.

Dé giam thidu lay nhiém chéo, chi m& mot 6ng méi 1an.

Khéng st dung cac thanh phan ctia bd dung cu khac véi bd ma ban hién dang st dung,

triv khi chuing c6 s6 16 gidng hét nhau.

18
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e Tranh gay nhiém bén vi sinh vat cho cac thubc thr ctia bd dung cu.

e Dé giam thiéu nguy co lay nhiém tir vat liéu c6 kha néng lay nhiém, ching t6i khuyén nghi
ban nén Iam viéc trong phong c6 thdi gié tirng I&p cho dén khi mau dwoc phan giai.

e BO6 dung cu nay chi nén dwoc st dung bdi nhan vién da dwoc dao tao vé thwc hanh
chan doan trong dng nghiém ctia phong thi nghiém.

Chuén bj thubc thir va chat dém

e Chuan bj QIAGEN Protease
Thém 1,2 ml Dung méi Protease (PS) vao lo QIAGEN Protease (QP) dwoc déng kho va

tron ky. Dé tranh tao bot, trén bang cach dao ngwoc lo nhiéu 1an. Bam bao rang QIAGEN
Protease (QP) dwoc hoa tan hoan toan.

Quan trong: Khéng thém QIAGEN Protease (QP) truc tiép vao Chat dém Phan giai (AL).

e Chuan bj Chat dém rira 1

S dung mét xy lanh do, thém 25 ml ethanol (96-100%) vao chai chiva 19 ml Chat dém
riva 1 (AW1) c6 déc. Bdo quan Chét dém riva 1 (AW1) d& hoan nguyén & nhiét do phong
(15-25°C).

Quan trong: Ludn trén Chét dém rira 1 (AW1) da hoan nguyén bng cach dao ngwoc

chai nhiéu 1an trwéc khi bat dau quy trinh.

® Chuan bj Chat dém rira 2
S dung mét xy lanh do, thém 30 ml ethanol (96-100%) vao chai chi¥a 13 ml Chat dém
rira 2 (AW2) c6 déc. Bdo quan Chét dém riva 2 (AW2) d& hoan nguyén & nhiét do phong
(15-25°C).
Quan trong: Ludn tron Chét dém rira 2 (AW2) da hoan nguyén bng cach dao ngwoc

chai nhiéu 1an trwéc khi bat dau quy trinh.
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Chuan bj Chét dém Riva giai

Mot chai Chat dém Rira giai (AE) dwoc cung cip kém theo bd dung cu. D& ngan chin
nhiém ban Chat dém Rera gidi (AE), chiing ti khuy&n ban nén str dung cac dau tip pipet
c6 mang chan sol khi khi hat Chat dém Rwra giai (AE) tlr chai va day nap chai lai ngay
sau do.

Quan trong: Ch4t dém Rira giai (AE) chira chat bao quan sodium azide, cho thay d6 hap
thu & 260 nm. Do do, khi dinh lwong DNA trong chét rira gidi bdng phép do dd hap thu &
260 nm, khi xac dinh d6 tinh khiét ctia DNA trong chét riva giai bang phép do dé hap thu &
260 nm va 280 nm hodc khi quét dd hap thu trong khoang tlr 220 nm dén 350 nm, dam
bao réng dung dich trdng chira cting ndng d6 sodium azide vé&i chét rira gidi. Vi dy, néu
chuan bj chét rira gidi cho cac phép do d6 hap thu béng cach pha lodng 50 uL chét riva
gidi v&i 100 pL nwéc, thi ban nén chuén bj dung dich trdng bang cach pha lodng 50 uL
Chét dém Rlra gidi (AE) v&i 100 uL nwéc. St dung nuwéc cit méi dé pha loang.

X ly cac cot quay QlAamp Mini

Do dd nhay ctia cong nghé khuéch dai axit nucleic, cac bién phap phong ngtra sau 1a can

thiét khi xt ly cac cot quay QlAamp Mini dé tranh lay nhiém chéo gitra cac 1an chuén bj mau:

e Duwa mau hodc dung dich vao cot quay QlAamp Mini mét cach can than. Hut pipet mau
vao cdt quay QlAamp Mini ma khdng lam wét vanh cét.

e Lubdn thay dau tip pipet gitra cac 1an chuyén chét Idng. Ching tdi khuyén ban nén st
dung céc dau tip pipet cé tAm chén sol khi.

e Tranh cham mang cot quay QlAamp Mini vao dau tip pipet.

® Sau tat ca cac bwéc tao xody xung, ly tam cac éng ly tam nhd trong mét thdi gian ngén
dé loai bd cac giot tir bén trong nap.

e Mai Ian chi m& mét cot quay QlAamp Mini va can than dé tranh tao ra sol khi.

e Mang gang tay trong suét quy trinh. Trong trwéng hop gang tay tiép xuc véi mau, hay
thay gang tay ngay lap tic.

20 Hudéng dn St dung QlAamp DSP DNA Blood Mini Kit (S tay) 01/2021



Rtra giai DNA b6 gen

Thé tich DNA dwoc rira gidi tir cdt quay QlAamp Mini c6 thé nhé hon dén 20 pL so véi thé
tich ciia Chat dém Rera giai (AE) dwoc st dung cho cot. Thé tich chét riva giai thu hdi phu
thudc vao tinh chat cia mau. Chat dém Rva giai (AE) phai dwoc can bang vé nhiét dd phong
(15-25°C) trwére khi st dung cho cot. DNA riva gidi dwoc thu thap trong cac 6ng rira gidi
(ET). Néu bao quan DNA trong t6i da 4 tuan, chung t6i khuyén ban nén bdo quan & 2-8°C.
Dé& bao quan lau dai, nén bao quan & nhiét d6 —30 dén —15°C.

Nang suét va chat lwong ciia DNA bd gen

N&ng suét va chat lwgng cia DNA bd gen dwoc phan lap phu hop véi nhiéu loai quy trinh
phat hién xudi dong trong chin doan phan ttr. Cac xét nghiém chan doan phai dwoc thyc
hién theo huwéng dan clia nha san xuét.

Thiét lap hé théng chan khéng QlAvac 24 Plus

Dam béo réng ban da thiét 1ap cot quay QlAamp Mini, VacConnector (VC) va VacValve mét
cach chinh xac (xem Hinh 4).
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Hinh 4. Lip rap cac thanh phan ctia QlAamp DSP DNA Blood Mini Kit dé xt ly chan khéng cac mau.
(1) VacValve (2) VacConnector (VC) (3) Cot quay QlAamp Mini

Néu str dung quy trinh hat chan khéng véi hé thédng chan khéng QlAvac 24 Plus, chuing t6i
khuyé&n ban nén dan nhan cac éng phan giai (LT), éng rtra gidi (ET) va c6t quay QlAamp
Mini theo so' dd trong Hinh 5 (xem trang tiép theo) dé tranh trén 1an cac mau. Hinh nay c6
th& dwoc sao chup va dan nhan tén cia cac mau. Chung toi khuyén ban nén s dung so dd
twong tw néu st dung cac hé thdng chan khéng khac hodc néu str dung quy trinh quay.
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Hinh 5. So’ d6 dan nhan cho éng phan giai (LT), ng riva giai (ET) va cot quay QlAamp Mini dé str dung trén

hé théng chan khéng QlAvac 24 Plus.
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Quy trinh

Giao thirc: Phan 1ap va loc DNA bé gen tir cac mau mau béng hé
théng chan khong

Dé phan Iap va loc DNA b gen tir 200 uL m&u méau toan phan da duwoc xt ly bing EDTA

hoac citrate v&i hé thdng chan khéng nhw hé thdng chan khéng QlAvac 24 Plus.

Nhirng diém quan trong trwéc khi bat dau

Quy trinh dwéi day cung cip cac hwéng dan dé xd ly mét mau mau. Tuy nhién, cé thé xir
ly t6i da 24 m&u cling mét e trén hé thdéng chan khong QlAvac 24 Plus.

Nhirng viéc can lam trwéc khi bat dau

e Can bdng mau mau vé nhiét d6 phong va dam bao réng ching dwoc tron kY.

e Néu chét két tiia da hinh thanh trong Chat dém Phan giéi (AL), hoa tan bing céach G & 56°C.

e Dam bao ring Chét dém rira 1 (AW1), Chat dém rira 2 (AW2) va QIAGEN Protease (QP) da
dwoc chudn bi theo hwéng dan trong “Chuan bj thudc thtr va chat dém” trén trang 19.

e Can bang Chat dém Rira giai (AE) vé nhiét dd phong dé& s dung trong buéc 14.

e Dat khéi gia nhiét dén 56°C dé str dung trong buéc 4.

e D4 giadm thiéu lay nhidm chéo, hay I&p VacConnector (VC) vao mdi bo diéu hop luer clia
hé théng chan khéng.

® Quy trinh kiém soat chat lwong tai QIAGEN st dung thir nghiém phat hanh bd dung cu
chtrc ndng cho tirng 16 bd dung cu riéng 18. Do do, khang tron 1&n thube thir tir cac 16 bo
dung cu khac nhau va khong két hop thudc thir tir cac 16 thude thir khac nhau.

e Dam bao rang binh chira chét thai ctia hé théng chan khong réng va tat c& cac khép nbi
dwoc két ndi chinh xac.

e Dé biét chi tiét v& hoat dong ctia hé théng chan khong, déc biét la bao tri, hdy tham khao

s6 tay dwoc cung cip kém theo.
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Quy trinh

1.

Hut 20 L QIAGEN Protease (QP) vao dng phan giai (LT).
Lwu y: Kidm tra ngay hét han clia protease da hoan nguyén trwéc khi st dung.
Thém 200 uL mAu mau vao éng phan giai (LT).
Thém 200 pL Chat dém Phan gidi (AL) vao éng phan giai (LT), day ndp va tron bang
cach xoay xung trong 15 giay.
Dé& dam bao phan giai hiéu qua, didu quan trong la mau va Chat dém Phan giai (AL)
dwoc tron ky dé tao ra mot dung dich déng nhét.
Lwu y: Vi Chat dém Phan gidi (AL) c6 d6 nhét cao, hdy dadm bao thém dung thé tich Chéat
dém Phan giai (AL) bang cach hut pipet k§ hodc bang cach st dung pipet thich hop.
Lwu y: Khong thém QIAGEN Protease (QP) trwc tiép vao Chat dém Phan giai (AL).
U & 56°C (+ 1°C) trong 10 phut (£ 1 phut).
Ly tam &ng phan gidi (LT) trong =5 gidy & tdc do t6i da dé loai bd cac giot tir bén trong nép.
Thém 200 pL ethanol (96-100%) vao éng phan giai (LT), day nap va trén kj bang xoay
xung trong =15 giay.
Ly tam éng phan giai (LT) trong =5 gidy & tbc do toi da dé loai bd cac giot tlr bén trong nap.
L&p cot quay QIAamp Mini vao VacConnector (VC) trén hé théng chan khéng. Bam béo
réng van chan khang chinh (gitra hé théng chan khong va éng gép chan khéng) va van
nép van (trén 6ng goép chan khéng) déng. Bat bom chan khéng.
Thai bé &ng rira (WT) (2 ml) trong dé cot quay QlAamp Mini dwoc dat trong xbp.
Chan khéng chi dwoc 4p dung cho hé théng két néi (néu dwoc str dung) va khong
dwoc dung cho dng gép chan khong.
Can than st dung toan bd chét phan giai tir bwéc 7 cho c6t quay QlAamp Mini ma khéng
lam wét vanh. Tranh cham mang cot quay QlAamp Mini vao dau tip pipet.

Lwu y: Néu xtr ly mot vai mau, chi mé& mot 6ng phan giai (LT) mét 1an.
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10.

11.

12.

Mé& van chan khéng chinh. Sau khi chét phan giai dwoc hat qua cot quay QlAamp Mini,
déng van chan khong chinh va mé van ndp van trén 6ng gép chan khéng dé thong hoi
cho éng gép. Déng van nap van sau khi chan khéng duoc xa ra khdi éng gop.

Sau khi déng van chan khéng chinh, chan khéng chi dwoc ap dung cho hé théng két nbi
(néu duoc st dung) va khdng dwoc dung cho ng gép chan khéng.

Lwu y: S dung van nap van clia 6ng gop chan khéng dé xa chan khéng nhanh chéng.
Lwu y: Néu x@ ly nhiéu cot quay QlAamp Mini cing mét Idc, chung t6i khuyén ban nén
doéng VacValve clia mbi cot sau khi chat phan giai di qua dé& giam thoi gian cla bwéc
chéan khéng nay.

Lwu y: Néu chat phan gidi van chwa hoan toan di qua mang sau 10 phut, dat cot quay
QlAamp Mini vao mét éng rira (WT) sach, déng nap va ly tdm & 6.000 x g (8.000
vong/phut) trong 3 phat hodc cho dén khi chat phan gidi da hoan toan di qua. Dat cot
quay QlAamp Mini vao mét éng rira (WT) sach khac va tiép tuc véi buéc 10 cla giao
thirc trén trang 30.

Lwu y: Néu chét phan giai van khong di qua mang trong khi ly tam, hay loai bd mau va
I&p lai qua trinh phan 14p va loc bang vat liéu mau mai bat diu tir buwéc 1 trén trang 29.
DPuwa 750 uL Chét dém rira 1 (AW1) vao cot quay QlAamp Mini ma khong lam wét vanh.
Tranh cham mang cot quay QIAamp Mini vao dau tip pipet. D& ndp c6t mé va mé van
chan khéng chinh. Sau khi Chat dém rira 1 (AW1) d& duwoc hit qua cot quay QlAamp
Mini, déng van chan khéng chinh va mé van ndp van dé théng hoi cho éng gép. Béng
van ndp van sau khi chan khéng dwoc xa ra khdi 6ng gop.

DPuwa 750 pL Chét dém riva 2 (AW2) vao cot quay QlAamp Mini ma khéng lam wét vanh.
Tranh cham mang cot quay QlAamp Mini vao dau tip pipet. D& ndp c6t mé& va mé van
chan khéng chinh. Sau khi Ch4t dém rira 2 (AW2) da dwoc hat qua cot quay QlAamp
Mini, déng van chan khéng chinh va mé van nép van dé théng hoi cho 6ng gop. Béng
van nép van sau khi chan khéng dwoc xa ra khéi dng gop.
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13.Déng nap clia cot quay QlAamp Mini, thao né ra khdi hé théng chan khéng va thai bd
VacConnector (VC). D&t cot quay QlAamp Mini vao éng rira (WT) sach va ly tam & téc
d6 t6i da (khoang 20.000 x g hodc 14.000 vong/phut) trong 3 phut dé lam khé mang hoan
toan.
Lwu y: Viéc bd qua qua trinh ly tam khd c6 thé dan dén sw &rc ché xét nghiém xudi dong.
14. Dat cot quay QlAamp Mini vao éng rtra giai (ET) sach va thai bd 6ng rira (WT) chira chét
loc. Can than m& nap cua cot quay QlAamp Mini va dwa 50 dén 200 uL Chat dém Rira
gidi (AE) vao tam ctia mang. Day nép va G & nhiét dd phong trong 1 phat. Ly tam & 6.000
x g (8.000 vong/phut) trong 1 phut dé riva gidi DNA.
Lwu y: Lam theo quy trinh bao tri cho hé théng chan khéng sau khi thuc hién giao thirc

nay (xem s tay dwgc cung c&p cling vai hé thdng chan khong dé biét thém chi tiét).
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Giao thirc: Phan 1ap va loc DNA bé gen tir cac mau mau béng may
ly tdm nhé hoac QlAcube/QlAcube Connect MDx

Dé phan Iap va loc DNA b gen tir 200 uL mau mau toan phan da duwoc xt ly bang
EDTA hoac citrate v&i may ly tdm nhd hoac tw déng trén QlAcube hodc QlAcube
Connect MDx.

Nhirng diém quan trong trwdc khi bt dau

Quy trinh dwéi day cung cép cac hwéeng dan dé xd ly mot mau mau. Tuy nhién, mot sb
mau cé thé dwoc x ly cing mét Iic; sb lwgng phu thudc vao cdng suét clia may ly tam
nhoé dwoc st dung.

Qua trinh xt ly tw dong tlr 2-10 hodc 12 mau cé thé dwoc thuc hién trén cac dung cu
QIAcube hoac QlAcube Connect MDx.

Pé tw dong hda, hay lam theo hwéng dan tir Bang giao thirc (QlAcube) hodc trén man
hinh phdn mém (QlAcube Connect MDx) va Huéng dén st dung QIAcube hodc QlAcube
Connect MDx.

Nhirng viéc can lam trwéc khi bat dau

Can bang mau mau v& nhiét dd phong va dam bao rang ching dworc tron ky.

Néu chét két tGia d& hinh thanh trong Chét dém Phan giai (AL), hoa tan béng cach G & 56°C.
Dam bao rang Chéat dém rira 1 (AW1), Chat dém riva 2 (AW2) va QIAGEN Protease (QP) da
dwoc chudn bi theo hwéng dan trong “Chuan bj thudc thtr va chat dém” trén trang 19.

Can bang Chat dém Ruira giai (AE) vé nhiét dd phong dé siv dung trong buéc 15.

Dat khéi gia nhiét dén 56°C dé str dung trong buéc 4.

Quy trinh kiém soat chat lwgng tai QIAGEN s dung thir nghiém phat hanh bd dung cu
chtrc ndng cho tirng 16 bd dung cu riéng 18. Do do, khang tron 1an thube thir tir cac 16 bo

dung cu khac nhau va khong két hop thudc thr tir cac 16 thude thir khac nhau.
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Quy trinh

e DA véi quy trinh thd cdng véi may ly tam nhé, hay lam theo cac bwéc 1 - 15.

® Quy trinh nay c6 thé dwoc tw dong héa trong 3 phién ban khac nhau:

O Thé tich rira giai: Tw ddng hoa hoan toan 100 uL véi thé tich rira giai 100 L (bat dau
twr bwoc 1)

O Thé tich rira giai: Tw ddng hoa hoan toan 200 L véi thé tich rira giai 200 L (bat dau
twr bwoc 1)

O Phan giai tha cdng: Ty ddng mot phan véi phan gidi tht céng ngoai hé thdng (bt dau
sau buéc 5)

1. Hat 20 pL QIAGEN Protease (QP) vao 6ng phan giai (LT).

Lwu y: Kiém tra ngay hét han clia protease da hoan nguyén trwéc khi st¢ dung.

2. Thém 200 pL mau mau vao dng phan giai (LT).

3. Thém 200 pL Chat dém Phan giai (AL) vao 6ng phan giai (LT), day ndp va trén bang
cach xoay xung trong 15 giay.

Dé& dam bao phan gidi hiéu qua, didu quan trong |& mau va Chat dém Phan giai (AL)
dworc tron k§ dé tao ra dung dich ddng nhét.

Lwu y: Vi Chat dém Phan gidi (AL) c6 dd nhét cao, hdy dam bao thém ding thé tich
Chéat dém Phan giai (AL) bang cach hut pipet kj hodc bang cach str dung pipet thich hop.
Lwu y: Khéng thém QIAGEN Protease (QP) tryc tiép vao Chat dém Phan giai (AL).

4. U & 56°C (+ 1°C) trong 10 phut (+ 1 phut).

5. Ly tam éng phan giai (LT) trong =5 giay & toc do tbi da dé loai bd cac giot tir bén trong nap.
Lwu y: Néu phan giai thd cong (buéc 1 - 5) da dwoc thie hién ngoai hé théng, cac bwéc
sau (buéc 6 - 15) c6 thé duwoc tw dong hoéa trén QlAcube hoac QlAcube Connect MDx
bang cach st dung giao thirc cho phan giai thd cong.

6. Thém 200 uL ethanol (96-100%) vao éng phan giai (LT), day nép va tron k§ béng xoay
xung trong =15 giay.

7. Ly tam 6ng phan gidi (LT) trong =5 giay & toc do tbi da dé loai bd cac giot tir bén trong nép.
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8.

10.

11

12.

13.

14.

15.

Can than st dung toan bd chét phan gii tir bwée 7 cho cot quay QlAamp Mini ma khong
lam wét vanh. Tranh cham mang cot quay QlAamp Mini vao dau tip pipet.

Lwu y: Néu xir ly mot vai mau, chi mé& mot 6ng phan giai (LT) mét 1an.

Day nép cot quay QlAamp Mini va ly tm & khoang 6.000 x g trong 1 phat. D&t cot quay
QlAamp Mini vao mét 6ng rira (WT) sach va thai bd 6ng c6 chiva chét loc.

Lwu y: Néu chét phan giai khong hoan toan di qua mang sau khi ly tam & 6.000 x g
(8.000 vong/phat), ly tam lai & tbc do téi da (1&n téi 20.800 x g) trong 1 phut.

Lwu y: Néu chét phan giai van khong di qua mang trong khi ly tdm, hay loai bé mau va
I&p lai qua trinh phan 1ap va loc bang vat liéu mau mai bt diu tir buwéc 1 trén trang 29.
Céan than mé cot quay QlAamp Mini va thém 500 uL Chét dém rira 1 (AW1) ma khong

lam wét vanh. Tranh cham mang cot quay QlAamp Mini vao dau tip pipet.

.Pay nap cot quay QlAamp Mini va ly tam & khodng 6.000 x g trong 1 phut. Bat cot quay

QlAamp Mini vao mét éng riva (WT) sach va thai bd éng c6 chira chat loc.

Can than mé& cot quay QlAamp Mini va thém 500 uL Chét dém riva 2 (AW2) ma khéng
lam wét vanh. Tranh cham mang cot quay QlAamp Mini vao dau tip pipet.

Day nép cot quay QlAamp Mini va ly tam & téc do téi da (khoang 20.000 x g hodc 14.000
vong/phut) trong 1 phut. D&t cot quay QlAamp Mini vao mét éng rira (WT) sach va thai
bd 6ng c6 chira chét loc.

Ly tam & téc do téi da (khoang 20.000 x g hodc 14.000 vong/phut) trong 3 phat dé lam
khé mang hoan toan.

Lwu y: Viéc bé qua qua trinh ly tam kho cé thé dan dén sw trc ché xét nghiém xudi dong.
Dat cot quay QlAamp Mini vao bng rira giai (ET) sach va thai bd éng riva (WT) chira chét
loc. Can than mé nép cua codt quay QlAamp Mini va dwa 50 dén 200 pL Chat dém Rira
gidi (AE) vao tam clia mang. Day nép va 0 & nhiét do phong trong 1 phat. Ly tm & gan
6.000 x g (8.000 vong/phuit) trong 1 phut dé rtra giai DNA.

Lwu y Quan trong: Trong trudng hop tat ca cac quy trinh tw dong, hay loai bé cac chét

rta gidi khéi dung cu ngay sau khi chay xong va bdo quan ching dung céach.

30

Hwéng dan Str dung QIAamp DSP DNA Blood Mini Kit (Sé tay) 01/2021



Kiém soat Chat lwong

Theo Hé théng Quan ly Chét lwgng dwoc chirng nhan 1SO cla QIAGEN, méi 16 QlAamp
DSP DNA Blood Mini Kit dwoc thtr nghiém theo cac thong sé ky thuat da dwoc xac dinh
trwéc dé& bado ddm chét lwong sédn pham ddng nhét.

Han ché

Hé théng cho thay hiéu nang khi st dung mau toan phan dé phan lap DNA bd gen.

Trach nhiém ctia ngwdi ding la xac nhan hiéu ndng cla hé thdng déi véi bat ky quy trinh
nao dwoc st dung trong phong thi nghiém ctia ho ma khéng dwoc dé cap trong cac nghién
ctru vé& hiéu nang ctia QIAGEN.

D& giam thidu nguy co tac dong tiéu cuc dén két qua chdn doan, can s dung cac bién phap
kiém soat thich hop cho cac tng dung xudi dong. Dé xac nhan thém, chung tdi khuyén nghi
xem cac huwéng dan cla International Conference on Harmonization of Technical
Requirements (ICH) trong ICH Q2(R1) Validation Of Analytical Procedures: Text And
Methodology.

BAt ky két qua chan doan nao duoc tao ra phai dwoc gidi thich két hop véi cac két qua 1am
sang hoac thi nghiém khac.
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Dac tinh Hiéu nang

Nang suat DNA duoc loc

Pham vi tuyén tinh cia nang su&t DNA thu dwoc bang quy trinh hit chan khéng ctia QlAamp
DSP DNA Blood Mini da dwoc xac dinh cho mau tlr nhitng ngwdi hién khée manh cé sb
lwong bach cau la 3,8 x 10° - 1,34 x 107 t& bao/ml (xem Hinh 6).

14 -
s 12 =

%3

NANG SUAT (ug/m
N A O 6

I I 1 1 1 1
2 4 6 8 10 12 14

S6 lwong bach cau
(x 105 t& bao/ml)

Hinh 6. Pham vi tuyén tinh cda nang suat DNA s dung quy trinh hut chdn khéng QlAamp DSP DNA Blood
Mini v&i thé tich rira giai 200 pL. S6 lwgng bach ciu cia nhivng nguoi hién khde manh duoc xac dinh va ndm trong
khoang 3,8 x 10° - 1,34 x 107 t& bao/ml. DNA duoc loc tir cac mau ' mau st dung quy trinh hat chan khdng QlAamp
DSP DNA Blood Mini vé&i thé tich riva giai 200 uL. Tam muwoi bay mau gébm ba ban sao da dwoc xi ly.

Hiéu nang trong cac xét nghiém xudi dong

DNA bd gen da rira giai sdn sang d& st dung trong cac xét nghiém xudi dong khac nhau,
bao gdm nhiéu loai xét nghiém xudi dong chan doan trong 6ng nghiém (Bang 2 dén Bang
6). Anh huéng ctia thé tich rira gidi va thé tich chét rlra giai dwoc st dung trong PCR dén
hiéu nang ctia PCR da dwoc xac dinh (xem Bang 7).
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Bang 2. Dinh kiéu HLA bing cach sir dung Xét nghiém Dynal® AliSet'™ SSP HLA-A “Low Resolution”,
HLA-B “Low Resolution”, DR “Low Resolution” va DQ “Low Resolution”

HLA locus A HLA locus B HLA locus DR HLA locus DQ
Kiéu gen S6 Kiéu gen Sé Kiéu gen Sé Kiéu gen Sé
A2/A3 2 B51, B51/B13 1 DR1/DR3 1 DQ2 1
hodac B51/B27
A3/A1 1 B13/B35 1 DRS3 hoac 1 DQ2/DQ3 2
DR3/DR13
A3/A25 1 B8/B27 1 DR3/DR7 1 DQ6 1
A2/A24 2 B7/B13 hoac 1 DR7/DR15 2 DQ2/DQ5 1
B7/B15
A1/A2 2 B7/B18 1 DR4/DR15 1 DQ2/DQ5 2
A30/A68 1 B7/B44 1 DR4/DR7 1 DQ3 1
A2/A32 1 Khac 0 DR4 1 DQ3/DQ6 2
Khac 0 DR15 1 Khac 0
DR1/DR7 1
Khac 0

Mau toan phan dwoc thu thap tir nhirng ngudi hién riéng 18 va DNA bd gen dwoc loc ttr 200 uL

mau toan phan béng cach st dung QlAamp DSP DNA Blood Mini Kit. St dung Xét nghiém

Dynal AllSet" SSP (Thermo Fisher Scientific hodc cac cong ty con clia ho), cac alen dwoc xac

dinh tai cac locus dworc chi dinh trong sb lwong ca thé nhat dinh. S6: sb lwong ca thé.

Bang 3. Pinh kiéu gen Yéu té V Leiden (Factor V Leiden, FV) sir dung Bo dung cu Phat hién Dot bién

LightCycler® Factor V Leiden

Kiéu gen S6 lwgng
Kiéu tw nhién 17

FV G16191 A thé di hop tor 13

FV G16191 A thé ddng hop ter 0

Mau toan phan dwoc thu thap tlr 30 ngwdi hién riéng 1é va DNA bo gen dwoc loc tir 200 L

méau toan phan béng céach s dung QlAamp DSP DNA Blood Mini Kit. Trang thai alen tai

FV G1691 A locus dwoc xac dinh béng cach st dung B6 dung cu Phat hién Dot bién

LightCycler Factor V Leiden (Tap doan Roche).
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Bang 4. Dinh kiéu gen yéu t6 V Leiden (Factor V Leiden, FV) sir dung phan tich PCR diém cudi va
Pyrosequencing® v&i PSQ-96 SNP-Reagent Kit trén Pyrosequencing PSQ 96MA

Kiéu gen S6 lwong
Kiéu tw nhién 17

FV G16191 A thé di hop tir 13

FV G16191 A thé ddng hop ter 0

Mau toan phan dwoc thu thap tir 30 nguoi hién riéng Ié va DNA bd gen dwgrc loc tir 200 pL
mau toan phan bang cach str dung QlAamp DSP DNA Blood Mini Kit. Trang thai alen tai
FV G1691 A locus dwoc xac dinh bang cach si dung phan tich PCR diém cudi va
Pyrosequencing v&i PSQ-96 SNP-Reagent Kit trén Pyrosequencing PSQ 96MA (Biotage).

Bang 5. Dinh kiéu gen prothrombin (PT) bang cach sir dung phan tich PCR diém cudi va Pyrosequencing v&i
PSQ-Q96 SNP Reagent Kit trén Pyrosequencing PSQ 96MA

Kiéu gen S6 lwong
Kiéu tw nhién 30

PT G20210A thé di hop ter 0

PT G20210A thé ddng hop tir 0

Mau toan phan dwoc thu thap tlr 30 ngwdi hién riéng 1é va DNA bd gen dwoc loc tlr 200 pl
mau toan phan béng cach s dung QlAamp DSP DNA Blood Mini Kit. Trang thai alen tai
PT G20210A locus dwgc xac dinh bdng cach st dung phan tich PCR diém cudi va
Pyrosequencing v&i PSQ-96 SNP Reagent Kit trén Pyrosequencing PSQ 96MA (Biotage).

Bang 6. Phan tich Pa hinh ApoE T112C va C158T béng cach str dung PCR diém cubi v&i giai trinh tw clia san

phdm khuéch dai bang BigDye® v1.1 Ready Reaction Cycle Sequencing Kit va tach trén ABI PRISM® 3100
Genetic Analyzer

Kiéu gen S6 lwgng
ApoE*3/*3 5
ApoE*3/*4 5
Khac 0
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Mau toan phan dwoc thu thap tir 10 ngwdi hién riéng Ié va DNA bd gen duorc loc tir 200 uL méau
toan phan béng cach s dung QlAamp DSP DNA Blood Mini Kit. Phan tich da hinh ApoE T112C
va C158T duoc thuc hién bing cach st dung PCR diém cudi v&i giai trinh tw clia sdn phdm
khuéch dai bang BigDye v1.1 Ready Reaction Cycle Sequencing Kit va Tach trén
ABI PRISM 3100 Genetic Analyzer (Thermo Fisher Scientific hodc cac cong ty con clia ho).

Bang 7. Anh hwéng ctia thé tich riva giai va thé tich chét riva giai dwoc stv dung trong PCR dén hiéu nang PCR

Thé tich rira giai Thé tich chét riva giai trén mdi 50 yL PCR*

2L 5uL 10 pL
50 pL 100% 100% 100%
100 pL 100% 100% 97%
200 uL 100% 100% 100%

* Gié tri hién thi ty su&t dung PCR va dai dién cho gia tri trung binh cGa 48 mau.

Do bn dinh clia chét riva gidi

Trong cac xét nghiém bao quan vé&i chét riva gidi dwoc tao ra bang cach str dung QlAamp
DNA Blood Mini Kit, mét bé dung cu dung trong phong thi nghiém théng thwong st dung
céng nghé giéng nhau cho thdy DNA dwoc riva gidi tlr cac QlAamp Mini Spin Columns trong
Buffer AE &n dinh trong 8 nam khi dwoc bdo quéan & 2 dén 8°C hodc —30 dén —15°C (Hinh
7). Tuy nhién, cac nghién ctru dai han vé& dod &n dinh clia cac chét rira giadi thu dwoc bang
céach str dung QlAamp DSP DNA Blood Mini Kit dang dwoc tién hanh.
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M 2-8°C -20°C M

Hinh 7. D3 6n dinh lau dai ciia DNA dwoc phan Iap va loc bing cét quay QlAamp Mini. DNA duoc loc bing cach
st dung QlAamp DNA Blood Mini Kit, dwoc rira gidi trong 200 pL Buffer AE va dwoc béo quan & 2-8°C hodc
—20°C trong 8 nam. Cac mau DNA dwoc phan tich trén gel agarose nhuém ethidium-bromide. M: chat chi thj.
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Biéu twong

Céc biéu twong sau day cé thé xuét trong cac huéng dan st dung trén bao bi va nhan dan:

@©
o
c
—
I
Q
=
«Q

Dinh nghia biéu tuwong

<

P4
Y

= Rt 4

-~

LOT

GTIN

~rEEERE

Chtra thuéc thir di cho <N> phan (rng

Han st dung

Thiét bi y t& chan doan trong dng nghiém
Khi dén noi

M@ ra khi van chuyén; bdo quan cac cot quay
QlAamp Mini & 2-8°C

S6 catalog

S6 16

S4 vat liéu (nghia la nhan thanh phan)
Thanh phan

Bao gém

Sé lwong

Ma s6 Thuong phadm Toan ciu

R la stra d6i Hwéng dan S dung va n la sb stra dbi

Gi¢i han nhiét d6
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Biéu tuong Dinh nghia biéu tuwong
‘ Nha san xuét
:]1] Tham khao hwéng dan st dung
VOL Thé tich
Ghi lai ngay hién tai sau khi thém ethanol vao chai
[ EtOH | _
ADD Thém
LYOPH Dong kho
RCNS Hoan nguyén trong
Ethanol
GuHCI Guanidine hydrochloride
SUBT Subtilisin
— Dan dén

1]
®

Tham khéo hwéng dan s dung

Lwu y quan trong
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Thong tin DBat hang

San phadm Muc luc S6 catalog
QlAamp DSP DNA Blood Cho 50 14n chuan bj DNA: Cét quay 61104
Mini Kit (50) QlAamp Mini, VacConnectors,

QIAGEN Protease, Thubc thir,
Chéat dém va 6ng thu gom
Cdc san pham lién quan
QIAcube Connect MDx* Dung cu va bao hanh 1 ndm ddi v&i 9003070
cac bo phan va tay nghé
Phu kién
QIAvac 24 Plus vacuum Ong gép chan khéng dé xa ly 19413
manifold® 1-24 cot quay: Ong gép chan khéng
QlAvac 24 Plus, Miéng bit Luer,
Khép ndi nhanh
Vacuum Pumpt Bom chan khéng thong thwong 84020
VacConnectorst 500 dAu ndi dung mot 1an dé st 19407
dung v&i cot quay QlAamp trén dau
ni luer
Rotor Adapters Cho 240 1an chuan bj: 240 B6 tiép 990394
hop Réto Dung mét lan va 240 Ong
rtra giai (1,5 ml); d& s dung véi
QlAcube
Rotor Adapter Holder Gia d& cho 12 bo tiép hop réto dung 990392
mot 1an; dé str dung véi QlAcube
Sample Tubes CB 1.000 dng c6 ndp van hinh nén khong 990382

c6 dé vién (2 ml) dé st dung véi
QIAcube va QlAcube Connect MDx
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San phadm Muc luc S6 catalog

Shaker Rack Plugs Dé nap gia d& may hap lic QlAcube 9017854

Reagent Bottles, 30 ml Chai Thudc thtr (30 ml) ¢6 nép; goi 990393
6 chai; dé sir dung v&i QlAcube

Filter-Tips, 1000 pl Dau tip bo loc dung mot 1an, cé gia 990352
de; (8 x 128). Bé str dung voi
QlAcube

Filter-Tips, 1000 pl, wide-bore  pAy tip bo loc diing mét I13n, 16 rong, 990452

c6 gia d&; (8 x 128); khong bat budc
ddi véi tat ca cac giao thirc. Dé st
dung v&i QlAcube
Filter-Tips, 200 pl Dau tip bo loc dung mot 1an, cé gia 990332
de; (8 x 128). D& str dung véi cac
dung cu QlAcube va QlAsymphony
SP/AS

* QIAcube Connect MDx khong c6 sén & tat ca cac qudc gia. D& biét thém chi tiét vui long lién hé véi bd phan dich
vu k¥ thuat QIAGEN.
T D& s dung véi cac giao thirc chan khong.

D& biét thong tin cap nhat vé cap phép va tuyén b tir bd trach nhiém cu thé theo san pham,
xem s tay hodc hudng dan s dung bd dung cu QIAGEN twong (ng. Sé tay va hwéng dan
st dung bod dung cu QIAGEN c6 sén tai www.qiagen.com hodc c6 thé dwoc yéu cau tir bd
phan Dich vy Ky thuat cia QIAGEN ho&c nha phan phéi tai dia phuong cla ban.
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Lich str Stra ddi Tai liéu

Stra déi M6 ta
Ban stra dbi 2, Cap nhat cac Phan Loc tw dong trén QlAcube/QlAcube Qonnect MDx, Céanh bao va Than
01/2021 trong va Giao thirc: Phan 13p va loc DNA bd gen tlr cdc mau mau bang may ly tdm nhé hoac

QlAcube/QlAcube.

D4 thém cac tham chiéu dén QlAcube Connect MDx va cac phu kién ctia né.
Da xéa tham chiéu dén CD trong phan Thanh phan b kit.

Thay ddi vé bién tap va bd cuc.
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Trang nay dworc dé trong cé cha y.
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Trang nay dworc dé trong cé cha y.
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Théa thuan Cép phép Han ché cho QlAamp DSP DNA Blood Mini Kit

Viéc st dung san pham nay biéu thj théa thuan cta bat ky nguei mua hodc ngudi ding san phadm nao véi céc dieu khoan sau:

1. San pham chi ¢é thé dwoc sir dung theo céc giao thirc dwoc cung cap kém theo san pham va s tay nay va chi dwec sir dung véi cdc thanh phan cé trong bang.
QIAGEN khéng cdp gidy phép theo bt ky tai san tri tué nao dé si dung hoic két hop cac thanh phan kém theo cia bang nay véi bat ky thanh phan nao khéng cé trong
bang nay trir khi duoc mé ta trong céc giao thire duoc cung cap cuing véi san pham, sé tay nay va cdc giao thire bs sung cé sén tai www.qiagen.com. Mot s6 giao thire
bé sung ndy da dugc ngusi dung QIAGEN cung cip cho ngusi dung QIAGEN. Céc giao thirc nay chua dugc QIAGEN kiém tra k§ luéng hojc t6i vu héa. QIAGEN
khéng bao hanh ching ciing khéng dam bao réng ching khéng vi pham cdc quyén cta bén thr ba.

2. Ngoai céc gidy phép dugc néu rd rang, QIAGEN khdng bao dam rang bang nay va/hosc (cac) céng dung clia bang khéng vi pham cdc quyén caa bén thi ba.
3. Bang nay va cdc thanh phan cia bang dugc cap phép sir dung mét lan va khéng duoc tai sir dung, tén trang hoc ban lai.

4. QIAGEN dic biét tir chéi bat ky gidy phép nao khéc, duoc thé hién ré rang hodc ngu y ngoai nhirng gidy phép duoc néu.

5. Nguai mua va ngusi dung bang nay dang y khang thuc hién hodc cho phép bat ky ai khac thuc hién cac budc cé thé dan dén hosc tao diéu kién cho bat ky hanh
Vi n&o bi cdm & trén. QIAGEN c6 thé thyc thi céc 1énh cdm cia Théa thuan Cap phép Han ché nay tai bat ky Toa én ndo va sé thu hai tat ca cac chi phi dieu tra va Toa
an, bao gém phi luat su, trong bat ky hanh déng nao dé thuc thi Théa thuan Cap phép Gigi han nay hoic bat ky quyén sé& hitu tri tué ndo lién quan dén bang va/hodc
cac thanh phan cia bang.

DE biét cac digu khoan cap phép duoc cap nhat, hay truy cap www.qgiagen.com.

Thuong hiéu: QIAGEN®, QlAamp®, QlAcube®, artus®, Pyrosequencing® (Tap doan QIAGEN); BD®, Vacutainer® (Becton, Dickinson and Company); Bio-One®,
Vacuette®, Greiner Bio-One® (Greiner Bio-One GmbH); Eppendorf®, Thermomixer®(Eppendorf AG); LightCycler® (Tap doan Roche); Monovette®, Sarstedt® (Sarstedt
AG & Co.); ABI PRISM®, AliSet'™, BigDye®, Dynal® (Thermo Fisher Scientific hodc céc céng ty con cia ho). Céc tén, thuong higu, v.v. d& ding ky duoc sir dung
trong tai liéu nay, ké ca khi khéng dugc danh dau cu thé nhu vay duoc coi la dugc bao vé vé phép ly.

01/2021 1122788 HB-1205-002 © 2021 QIAGEN, tét ca quyén dugc bao luu.
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