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AltoStar® Purification Kit 1.5

1. Vé cac hwéng dan str dung nay

Hwéng dan st dung nay huéng dan ngudi dung cach st dung AltoStar® Purification
Kit 1.5 két hop v&i AltoStar® Internal Control 1.5 trén hé théng AltoStar® Automation
System AM16 (Hé théng tw dong AltoStar® AM16) (Hamilton; sau day goi tat 1a
AltoStar® AM16) v&i phdn mém AltoStar® Connect (Hamilton).

Cac buéc chinh dé& van hanh AltoStar® AM16, phdn mém AltoStar® Connect va
AltoStar® Internal Control 1.5 trong khi thwe hién chu trinh tinh sach dwoc mé ta dé
hiéu.
D& biét thém thong tin chi tiét v& cac san pham nay, vui long tham khao hwéng dan
str dung twong trng duwoc liét ké bén dwdi:

+ Hé thdng tw dong hoa AltoStar® Automation System AM16 - Huwéng dan van

hanh IVD (Hamilton)
+ IVD hwéng dan van hanh AltoStar® Connect Software (Hamilton)

»  Huwdng dan s dung AltoStar® Internal Control 1.5

Trong hwéng dan nay, cac cum t THAN TRONG va LUU Y co nghia nhw sau:

Néu ré cac hwéng dan hodc quy trinh van hanh, néu khéng dwoc tuan

tht moét cach chinh xac, cé thé dan dén cac van dé thwong tich vé ngudi

hodc anh hwéng dén hiéu suét ctia sadn pham. Lién hé v&i bo phan hd
~ tro k¥ thuat clia altona Diagnostics dé dwoc hd tro.

LUU Y

: Thoéng tin cung c&p cho ngwdi dung la hivu ich nhwng khdng can thiét
1 cho nhiém vu hién tai.

Doc kj hwéng dan st dung trwde khi st dung san pham.
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2. Muc dich str dung

AltoStar® Purification Kit 1.5 st dung cong nghé hat tir va dwoc st dung dé phan
lap va lam tinh sach tw déng cac axit nucleic tr cac mau cu thé & ngwdi cho muc
dich chan doan in vitro.

San phadm duoc thiét k& d& s dung voi AltoStar® Automation System AM16,
AltoStar® Internal Control 1.5 va hda chét va bo kit xét nghiém ctia altona Diagnostics
dworc chi dinh str dung cung voi AltoStar® Purification Kit 1.5.

AltoStar® Purification Kit 1.5 dwoc thiét ké danh cho cac chuyén vién da qua dao tao
vé ky thuat sinh hoc phan ti va quy trinh chan doan in vitro.

3. Cac thanh phan cua bo kit
AltoStar® Purification Kit 1.5 dwgc déng trong 2 hop riéng 1é Hop 1 va Hop 2 (xem
bang 1 va 2).

Bang 1: Thanh phan b kit Hop 1

Dung tich trén méi thung dwng
[mI]

Thanh phan S6 lwong trén méi thing

Lysis Buffer (Bém ly

6 190
giai)
VYash Buffer 1 (Bém 6 175
riea 1)
V\!ash Buffer 2 (Bém 6 175
rtra 2)
Wash Buffer 3 (Bém 6 175

rira 3)

Container Re-Sealing
Foil (Gidy bac niém 120 n.a.
phong vat chira)
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Bang 2: Thanh phan b kit Hop 2

Dung tich trén méi ong

Thanh phan S6 lwong dng mi]
Enhancer (Chét tdng cwong) 24 1,4
Magnetic Beads (Hat ttr) 24 1,6
Elution Buffer (Bém rira giai) 12 8,3

Truwdc khi str dung 1&n dau tién, hay kiém tra sdn phdm va cac thanh
phan clia san phdm vé sé lvgng, loai va dung tich bén trong. Khong st
dung san phdm bi 18 hodc khdng hoan thién do hiéu suat ctia san phdm
c6 thé bj anh hudng.

AltoStar® Purification Kit 1.5 chtva lwgng hoa chét da cho 1152 chu trinh tinh sach
mau khi st dung chi 500 pl dung tich mau hodc cho 576 chu trinh tinh sach khi st
dung chi 1000 pl dung tich mau.

Khi nhan va trudc khi stv dung 1&4n dau, hay kiém tra san phdm va cac thanh phan
nham dam bao:

e Sw nguyén ven
+  Dusb lwong, loai va dung tich
* Ghinhan chinh xac
+  Ngay hét han
+ D06 sach, khéng 1&n cac hat
Truwdng hop bat ky thanh phan ndo cla bd kit bj anh hwéng trong qua trinh van

chuyén hoadc bi thiéu, vui Iong lién hé v&i bé phan ho tro ky thuat cua altona
Diagnostics dé& dwoc hd tro (tham khao chwong 13. HS tro ky thuat).
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4. Bao quan va xw ly
Tét ca cac hda chét trong AltoStar® Purification Kit 1.5 déu la dung dich sén sang
st dung.

4.1 Bao quan

AltoStar® Purification Kit 1.5 dwoc van chuyén trong diéu kién nhiét do phong.
Hép 1 phai duwoc bao quan trong diéu kién nhiét dé tr +15 °C dén +30 °C va Hop 2
phai dwoc bdo quan trong didu kién nhiét do tir +2 °C dén +8 °C tai thdi diém nhan
(tham khao bang 3). Cac éng va thung dwng hoa chét phai dwoc bdo quan theo
hwéng thdng ding.

Bang 3: Diéu kién bdo quan déi véi Hop 1 va Hop 2

Diéu kién bao quan

+15 °C dén +30 °C +2 °C dén +8 °C

Diéu kién bao quan khéng phu hop cé thé anh hwéng dén hiéu suét clia
san pham.

>

Khong st dung san phdm hét han st dung Viéc st dung cac san phadm
hét han c6 thé anh hwéng dén hiéu suat ctia sdn pham.

l>
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4.2 Xt ly

Cac hoa chat trong AltoStar® Purification Kit 1.5 hoat dong 6n dinh trong vong

14 ngay ké tir 1An m& nap dau tién néu duoc day ndp ngay sau mdi lan st dung

va dwoc bdo quan theo dling cac hwdng dan sau: Hat tlr, chat tdng cwdng va dém

rira gidi cAn dwoc day bang ndp ban dau sau khi str dung va duwoc bao quan trong

khoang tir +2 °C dén +8 °C. Dém ly giai va chat dém riva 1, 2 va 3 can duoc niém

phong lai bing gidy bac niém phong vat chira chwa qua st dung va dwoc bdo quan
& nhiét do tr +15 °C dén +30 °C.

Khdng dé lo hoa chat mé gitra cac lan st dung, diéu nay co thé anh
hwéng dén hiéu suét ctia san pham.

Khéng tai st dung gidy bac niém phong vat chira dé tranh nhiém bén
héa chat, gay anh hwéng dén hiéu suét ctia san pham.

Viéc xt ly cac thanh phan va mau san phadm khoéng dung cach cé thé
gay 6 nhiém va c6 thé anh huwéng dén hiéu suat ctia san pham:

Khéng thay ddi nap lo hodc nap chai.

Bao quan vat liéu dwong tinh va/hodc cé kha nang la dwong tinh tach
biét v&i cac thanh phan bd kit.

St dung cac khu vire lam viéc riéng biét cho cac hoat dong chuan bi/
dat phan trng va khuéch dai/nhan dién mau.

Ludn bd gang tay sau khi xt ly vat liéu dwong tinh va/hodc cé kha
nang la vat liéu dwong tinh.

Khéng mé cac dia PCR va/hodc cac éng sau khi khuéch dai.

st dung nay vi diéu nay c6 thé anh huwéng dén hiéu suét ctia san pham.

é Khéng xt Iy viot qua thei gian xir ly dwoc chi dinh trong cac hwéng dan

10
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/ Khoéng tron cac thanh phan tir cac 16 bd kit khac nhau vi diéu nay co thé
. anh hwéng dén hiéu suat ctia sdn pham.

5. Mo ta san pham
Bang 4: M6 ta thanh phan bo kit

Thanh phan bd
kit

Pém ly giai chira mudi chaotropic va chat hoat dong bé mat

BEEEINEABENE (guanidine thiocyanate, Octoxynol 9) dé pha vé té bao hoac virion vé

ly giai) mat hoa hoc. Bém ly giai gitip 6n dinh axit nucleic va bao vé ching

khéi cac nuclease trong dung dich.

Wash Buffer 1 Pém rira 1 chira cac loai mudi va dung méi hitu co' (guanidine

- thiocyanat va etanol) khac nhau gitip loai b protein va cac tap chét
(Pém rera 1) khac

Wash Buffer 2 Dém rira 2 chira cac loai dung méi hiru co (etanol) gitp loai bd
(Pém rira 2) protein va cac tap chéat khac.

Wash Buffer 3 DPém rira 3 chlva cac loai mudi khac nhau gitp lam tinh sach axit
(Pém rtra 3) nucleic.

LR CEAEIE IR Chit tang cwéng gidp 6n dinh va béo vé axit nucleic khdi cac
tang cwong) nuclease c6 trong dung dich.

Hat tir dwoc phd mét I6p silica méng dé lién két cac axit nucleic tw do
trong dung dich. Tt tinh cho phép tach cac hat ra khéi chat Iéng trong
t trwong.

Magnetic Beads
(Hat twr)

Elution Buffer Pém rira giai 1a mot chat dém lwong mudi thap gitip gidi phong cac
(Bém rira giai) axit nucleic khéi hat tlr cho hoat dong phan tich phia sau.

Container Re-

Gidy bac niém phong vat chira |a gidy bac niém phong bang béng
dinh dwoc st dung dé déng lai cac thiing dwng AltoStar® Purification
Kit 1.5 (Bém ly gidi va dém rtra 1, 2 va 3) sau khi st dung.

Sealing Foil (Gidy

bac niém phong

vat chira)

11
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5.1 Nguyén ly hoat dong

AltoStar® Purification Kit 1.5 dung dé& phan 1ap va tinh sach tw dong RNA va DNA tw
cac mau cu thé & ngudi (tham khao chwong 6. Loai mau) nhdm muc dich chdn doan
in vitro két hop véi AltoStar® AM16, AltoStar® Internal Control 1.5 va cac héa chét
va bo kit ctia altona Diagnostics dwoc chi dinh dé st dung véi AltoStar® Purification
Kit 1.5. AltoStar® Purification Kit 1.5 dwa trén cong nghé hat tr, st¢ dung cac hat tw
ph silica cé thé lién két va gidi phong axit nucleic trong cac didu kién cu thé [1,2,3].

Chu trinh tinh sach bao gdm 3 bwéc ty dong véi AltoStar® AM16 (tham khao hinh 1).

1. O buwéc dau tién, cac axit nucleic dwoc gidi phong bang cach ly giai té bao hoa
hoc va co hoc trong diéu kién mudi chaotropic cao. Cac diéu kién nay gitp 6n
dinh axit nucleic trong dung dich va cho phép ching lién két véi cac hat silica
tlr tinh. AltoStar® Internal Control 1.5 dwgc thém ty ddng bdi AltoStar® AM16.

2. Trong cac bwéc rira phia sau, cac chat dém rira khac nhau dwoc st dung dé
loai bé protein va cac tap chat khac.

3. Cuéi cung, cac axit nucleic dwoc giai phong khoi cac hat tir véi dich dém rira
giai va dwoc chuyén dén dia rira giai.

12
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+
bém ly giai '
Hat tw
Chét téng cwong @

ndi chuan

’ \\En
PIAXULY M

+

QO
c

Ma

l

LY GIAI MAU +

LIEN KET DNA / RNA

+

Dém rira giai

RUA GIAI

DIA RUA GIAI

Hinh 1: Minh hoa chu trinh tinh sach st dung AltoStar® Purification Kit 1.5 v&i AltoStar®
AM16
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6. Loai mau

Cac loai mau sau dwoc xac minh dé stv dung véi AltoStar® Purification Kit 1.5:

«  Ma&u ngudi toan phan trong citrate va EDTA

«  Huyét twong ngudi toan phan trong citrate va EDTA
+  Huyét thanh nguoi

+  Nuwéc tidu nguoi

e Phan nguoi

* Dich nao tay (CSF) nguoi

+ Dich que phét (swab) mau ngudi trong méi trwérng van chuyén virus

Khoéng st dung cac loai mau khac! Viéc st dung cac loai sdn pham
y \ khac co thé anh hudng dén hiéu suét ctia san phadm.

Sw xuét hién ctia chat trc ché PCR (vi du nhw heparin) cé thé gay ra két
) \ qua am tinh gid hoac khéng hop 1é.

LUU Y

®  Viécbao quan lanh mau khéng anh hwdng dén hiéu suét ctia san pham.
1 Khi lam viéc vé&i cac loai mau déng lanh, can ddm bao mau dwoc ra
déng hoan toan hoéc trén mau ding cach trwéc khi st dung.

LUUY

@  Dé biét thong tin lién quan dén viéc l&y, x& Iy va béo quan mau, vui long
1 tham khao hwéng dan st dung héa chét va b kit xét nghiém cla altona
Diagnostics dwoc chi dinh dé& st dung véi AltoStar® Purification Kit 1.5.

LUU Y

C6 thé xtv ly ddng thoi tat ca cac loai mau trong mét chu trinh tinh sach
1 voi AltoStar® Purification Kit 1.5.

14
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7. Canh bao, than trong va han ché

GHS05

GHS07

&

GHS09

Nguy hiém!

H302+H312+H332

Nguy hai khi tiép xtic v&i da, hit phai hodc nudt phai.

H314

Gay béng da nang va tén thwong mét.

H318

Gay tén thwong mat nghiém trong.

H411

Gay doc cho thly san va dé lai &nh hwéng trong thei gian dai.

EUH032

Giai phéng khi cuc doc khi tiép xdc véi axit.

EUHO071

An mon duong hé hép.

P260

Khong hit khi, hoi nwéc, swong phun.

P264

Rra ky tay sau khi xtr ly s&n pham.

P270

Khéng &n, udng hoéc hut thube khi str dung sa&n pham nay.

P271

Chi st dung ngoai tr&i hodc khu vuc thang gié tét.

P273

Khong thai ra méi truong.

P280

Mang géng tay béo vé, db bao vé mat, bdo vé mat.

P301+P330+P331

TRUONG HOP NUOT PHAI: riva sach miéng. KHONG nén ra

P303+P361+P353

TRUONG HOP TIEP XUC VO DA (hosc téc): Cdi ngay tét ca
céac do bi nhiém hda chat. Rira sach vung da bang nwéc hodc
voi nwéc.

P304+P340

TRUONG HQP HIT PHAI: Bua nan nhan ra khu virc thoang khi
va dé nan nhan & tw thé thoai mai, dé hit thé.

P305+P351+P338

TRUONG HOP DINH VAO MAT: Rira ky béng nuéc trong vai
phut. Thao kinh ap trong néu cé deo va dé thuc hién. Tiép tuc
réra.

P310

Goi ngay cho TRUNG TAM CHONG DOC, béac si.

P362+P364

Ca&i céc do bi dinh hoa chéat va giat trudc khi stv dung lai.

P405

Khoa khu vire bao quan.

P501

Thai bd cac thanh phan bén trong/thiing dwng tai diém thu gom
chét thai nguy hai hoac dac biét.

Thanh phan:

Guanidine thiocyanate (CAS 593-84-0) 50-70 %.

Octoxinol (CAS 9036-19-5) 2,5-5 %.

2-Morpholinoethanesulfonic acid (CAS 4432-31-9) 1-2,5 %.

4-Nonylphenol (CAS 127087-87-0) 0,11 %.

15




AltoStar® Purification Kit 1.5

GHS02

GHS05

Nguy hiém!

H226

Chét 18ng va hoi dé chay.

H303

C6 thé doc hai néu nubdt phai.

H313

C6 thé doc hai néu tiép xdc véi da.

H314

Gay béng da nang va tén thwong mét.

H318

Gay tén thwong mat nghiém trong.

H412

Gay doc cho thily san va dé lai anh huwéng trong thoi gian dai.

EUH032

Giai phong khi cwc doc khi tiép xuc vai axit.

EUHO071

An mon duong hé hép.

P210

Tranh xa nguon nhiét, b& mat néng, tia Itva, ngon Itva truc tiép
va cac nguon bét Itra khac. Khong hut thudc.

P233

Doéng chat thung dwng.

P240

N6i tiép dat thung dwng va thiét bi thu.

P241

S dung thiét bi dién/thdng gié/chiéu sang/... / chéng chay nd.

P242

St dung céac cong cu khong phat tia Itra dién.

P243

Thuce hién hanh déng dé ngan tinh trang phong dién.

P260

Khéng hit khi, hoi nwéc, swong phun.

P264

Rra k¥ tay sau khi xr ly san pham.

P273

Khong thai ra méi trwong.

P280

Mang géng tay bao vé, do bao ho, dé bao vé mét, bao vé mat.

P301+P330+P331

TRUONG HOP NUOT PHAI: riva sach miéng. KHONG nén ra

P303+P361+P353

TRUQNG HOP TIEP xpc VOl DA (ho&c téc): Cé&ingay tat ca
cac do bi nhiém hda chat. Rira sach viing da bang nwéc hoac
voi nwéc.

P304+P340

TRUONG HOP HIT PHAI: Bwa nan nhan ra khu vic thoang khi
va dé& nan nhan & tw thé thoai mai, dé hit thé.

P305+P351+P338

TRUONG HOP DiNH VAO MAT: Rtva ky bang nwéc trong vai
phut Thao kinh ap trong néu cé deo va dé thuc hién. Tiép tuc
rira.

P310

Goi ngay cho TRUNG TAM CHONG BQC, bac si.

P363

Giat quan 4o dinh héa chéat truwdc khi st dung lai.

P370+P378

Trwdng hop hda hoan: Str dung cac phwong tién khac ngoai
nwéc dé dap Itva.

P403+P235

Bao quan & khu vuc théng gié tét. Bao quan mat.

P405

Khoa khu vire bao quan.

P501

Thai bo cac thanh phan bén trong/thung dung tai diém thu gom
chat thai nguy hai hodc dac biét.

Thanh phan:

Guanidine thiocyanate (CAS 593-84-0) 25-50 %.

Ethanol (CAS 64-17-5) 25-50 %.

16
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GHS02

GHS07

Nguy hiém!

H226

Chét I6ng va hoi dé chay.

H319

Gay kich (rng mét nghiém trong.

P210

Tranh xa ngudn nhiét, bé mat néng, tia Itra, ngon Ia trurc tiép
va cac nguon bat Itra khac. Khong hat thuoc.

P233

Bong chat thung dwng.

P240

Néi tiép dat thung dwng va thiét bj thu.

P241

S dung thiét bi dién/thdng gié/chiéu sang/... / chéng chay nd.

P242

St dung céac cong cu khong phat tia Itra dién.

P243

Thwe hién hanh dong dé ngan tinh trang phéng dién.

P280

Mang géng tay bao vé, dd bao ho, db bao vé mat, bao vé mat.

P303+P361+P353

TRUONG HOP TIEP XUC VO DA (hosc toc): Cdi ngay tét ca
céac do bi nhiém hda chat. Rira sach ving da bang nwéc hodc
voi nwéc.

P305+P351+P338

TRUONG HOP DINH VAO MAT: Rira ky béng nuéc trong vai
phut. Thao kinh ap trong néu c6 deo va dé thwc hién. Tiép tuc
réra.

P337+P313

Trwéng hop bi kich (ing mét: Xin y kién bac si.

P403+P235

Bao quan & khu vuc thdng gié tét. Bao quan mat.

P501

Thai bd céac thanh phan bén trong/thiing dwng tai diém thu gom
chét thai nguy hai hoac dac biét.

Thanh phan:

Ethanol (CAS 64-17-5) 50-70 %.

g

GHS05

Nguy hiém!

H314

Gay béng da nang va tén thwong mét.

H318

Gay tén thwong mat nghiém trong.

P260

Khéng hit khi, hoi nwéc, swong phun.

P264

Rra k¥ tay sau khi x(r Iy san pham.

P280

Mang géng tay bao vé, dd bao ho, dd bao vé mét, bao vé mat.

P301+P330+P331

TRUONG HOP NUOT PHAI: riva sach miéng. KHONG nén ra

P303+P361+P353

TRUONG HOP TIEP XUC VO DA (hosc téc): Cdi ngay tét ca
cac do bj nhiém hda chat. Rira sach viing da bang nwéc hoac
voi nwéc.

P304+P340

TRUONG HOP HIT PHAI: Bua nan nhan ra khu vire thoang khi
va dé nan nhan & tw thé thoai mai, dé hit thé.

P305+P351+P338

TRUONG HOP DINH VAO MAT: Rira ky béng nuéc trong vai
phut. Thao kinh ap trong néu c6 deo va dé thwc hién. Tiép tuc
réra.

P310

Goi ngay cho TRUNG TAM CHONG DOC, béc si.

P363

Giat quan 4o dinh héa chét trwec khi st dung lai.

P405

Khoa khu vire bao quan.

P501

Thai bo cac thanh phan bén trong/thung dung tai diém thu gom
chat thai nguy hai hoac dac biét.

Thanh phan:

Tris(2-carboxyethyl)phosphine (CAS 51805-45-9) 10-20 %.
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LUU Y

3
1 D& biét thém thong tin, vui long tham khao bang di liéu an toan (SDS).

«  Trwde khi str dung 14n dau tién, hay kiém tra san phdm va cac thanh phan cta
san pham vé sb lwong, loai va dung tich bén trong. Khéng str dung san pham
bi 16i hodc khéng hoan thién do hiéu suat ctia sdn pham c6 thé bi &nh hwdéng.

+  Diéu kién bao quan khong phu hop co thé anh huwéng dén hiéu sut clia san
pham.

«  Khong str dung san phdm hét han st dung. Viéc str dung cac san pham hét
han c6 thé anh hwéng dén hiéu suét ctia san pham.

«  Khong dé lo hda chat mé gitra cac 1an st dung, diéu nay cé thé anh hudng
dén hiéu suat clia san pham.

« Khong tai st dung gidy bac niém phong véat chira dé tranh nhidm ban hoa
chét, gay anh hwéng dén hiéu suét ctia san pham.

+  Viéc xt ly cac thanh phan va mau san pham khong dung cach cé thé gay 6
nhi&m va c6 thé anh huwéng dén hiéu suat ctia san pham:
o Khéng thay dbi nap lo hodc nap chai.

> Bao quan vat liéu dwong tinh va’/hodc c6 kha nang la dwong tinh tach biét
v&i cac thanh phan bo kit.

o Str dung cac khu virc lam viéc riéng biét cho cac hoat déng chuan bi/dat
phan &ng va khuéch dai/nhan dién mau.

o Ludn bd gang tay sau khi xtr ly vat liéu dwong tinh va/hodc cé kha nang la
vat liéu dwong tinh.

o Khéng mé cac dia PCR va/hodc cac 6ng sau khi khuéch dai.
+  Khéng x ly vwot quéa thei gian x& ly dwoe chi dinh trong cac hwéng dan st
dung nay vi didu nay co th& anh hudng dén hiéu suét ctia san phadm.

« Khoéng tron cac thanh phan tir cac 16 khac nhau vi diéu nay co thé anh hwéng
dén hiéu suat clia san pham.

« Khéng str dung cac loai mau khac! Viéc st dung céac loai sdn phdm khac c6
th& anh hwéng dén hiéu suét cia san pham.

«  Sw xuét hién ctia chat trc ché PCR (vi du nhuw heparin) c6 thé gay ra két qua
am tinh gia hodc khong hop I€.
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Ludn st dung ding "Sample Type" (Loai mau) va "Sample Volume" (Thé
tich mau) khi thiét lap mot 1an chay AltoStar®, néu khéng, hiéu suét clia san
pham c6 thé bi anh huédng.

Khéng s dung mau cé chira chat ran va cac thanh phan cé d6 nhét cao vi
diéu nay cé thé anh hwéng dén hiéu suét ctia san pham.

Ludn st dung it nhat 500 pl hodc 1000 pl thé tich mAu céng véi thé tich chét
can thiét trong 6ng mau thich hop. Khéi lwong mau khong da sé khién mau
bi loai trtr.

Viéc tron khéng ding cach mau mau toan phan trong qua trinh chuan bi cé thé
gay ra két qua am tinh khéng hop 1é hoac am tinh gia.

Khéng vwot qua thei gian G déi vai chu trinh xt ly trwdc mau mau toan phan
vi diéu nay c6 thé anh hudng dén hiéu suét clia san pham.

Viéc chuan bi khéng dlng cach hoéa chét (vi du nhw dém ly gidi va hat tir) cé
thé gay ra két qua am tinh khong hop I& hodc am tinh gia.

Khong thay ddi ndp dng khi day cac thanh phan cta san pham sau khi s
dung @& tranh nhiém ban héa chét, didu nay cé thé anh hwéng dén hiéu suét
clia san pham.

Ludn coi mau I3 vat liéu lay nhiém va nguy hiém (v& mat sinh hoc) theo quy
trinh an toan va phong thi nghiém. Khi xay ra sy ¢ tran vat liéu mau, ngay lap
tirc st dung chét khi triing thich hop. X ly cac vat liéu bi 6 nhiém nhw cac
vat liéu nguy hiém sinh hoc.

Viéc bdo quan chat rira gidi khdng dung didu kién cé thé gay hao hut thé tich
rira gidi va/hodc lam suy gidm trinh tw muc tiéu cu thé cta tac nhan gay bénh
va co thé anh hwéng dén hiéu suét ctia san pham.

Viéc xtr ly chét thai nguy hai va chét thai sinh hoc phai tuan theo cac quy dinh
cta dia phwong va quéc gia dé tranh 6 nhiém mai trudng.
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8. Cach str dung AltoStar® Purification Kit 1.5

Céc chuwong sau mo ta viéc st dung AltoStar® Purification Kit 1.5.

8.1 Thé tich mau

AltoStar® Purification Kit 1.5 cho phép lam tinh sach 500 pl hodc 1000 pl m&u.
Lwong mau thém vao can dwoc tinh dén ca thé tich chét clia ng mau s dung
(tham khao chwong 8.2 Ong mau).

8.2 Ong mau
Ong méau phii hop dé st dung véi AltoStar® AM16 dwoc ban tai altona Diagnostics
(6ng 7 ml éng nép, 82 x 13 mm, Pon dat hang s6 VK000010).

Cac éng mau dap (rng cac yéu cau sau cd thé dwoc ngwdi siv dung kiém tra kha
nang tng dung:

+  Chiéu cao dwdi 100 mm
*  DPuwong kinh trong trén 9 mm

«  Duwong kinh ngoai trong khoang 11-14 mm khi st dung khay chira 6ng hoéa
chét 32

«  Duwong kinh ngoai trong khoang 14,5-18 mm khi str dung khay chtva éng hoa
chét 24

Tuy vao thé tich mau dwoc chon, 500 pl hodc 1000 ul mau duoc tw dong chuyén
tr 6ng mau sang chu trinh tinh sach. Can cho thém mau dé tinh dén phan thé tich
chét ctia 6ng mau. Lwong thé tich vwot qua tiy thudc vao ddc diém hinh hoc cla
6ng dwng mau.

Thé tich dwoc néu & bang 5 1a diém ban dau d& dadm bao tinh phu hop gitra éng
mau va thé tich chét.
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D& mot lwong 16n cac dng mau bang vat liéu mau thich hop khong chiva chét ran
va cac thanh phan c6 d6 nhét cao theo thé tich quy dinh tai bang. St dung cac 6ng
mau da dwoc dbé day nay trong qua trinh tinh sach thtr nghiém. Trudng hop quy
trinh chuyén déi véi mot hodc nhiéu mau khéng thanh céng, vui long 1&p lai chu trinh
tinh sach thtr nghiém b&ng cach tang lwong mau thém vao.

Bang 5: Téng thé tich mau khuyén nghi di v&i tirng loai dng khac nhau

Pwéng kinh ngoai Tdng thé tich [pl] can thiét cho 500 pl / 1000 pl thé tich xiv ly

Khéng phu hop 900/ 1400 Khéng phu hop
700/ 1300 900 / 1400 700/ 1300
700/ 1300 900 / 1400 900 / 1400
700/ 1300 900 / 1400 1000 / 1500
800/ 1300 900 / 1400 1000 / 1500
1300/ 1900 900 / 1400 1000 / 1500
1300/ 1900 1600 / 2200 1000 / 1500
1300/ 1900 1600 / 2200 1000 / 1500
1400/ 1900 1700 / 2200 1000 / 1500
1500 / 1900 Chua thir nghiém 1000 / 1500
1500/ 1900 Chuwa th&r nghiém 1000 / 1500
1500 / 1900 Chuwa thtr nghiém Chuwa thtr nghiém

D& biét thém thong tin va dworc tro gilp, vui long lién hé véi bd phan hé tro k§ thuat
cla altona Diagnostics (tham khao chwong 13. H6 tro ki thuat).
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8.3 Ma vach mau
Dé thyc hién nhan dang mau tw déng bang AltoStar® AM16, cac 6ng mau phai duwoc
dan nhan bang ma vach pht hop (xem hinh 2).

D& biét thong sb k§ thuat ma vach chung, vui ldng tham khao hwéng dan st dung
AltoStar® AM16.

Trong méi lan chay tinh sach, cdn dam bao rang m&i ma vach mau |1a duy nhat. Ma
vach mau phai chira tlr 1 dén 20 ky tw. C6 thé st dung sé (0-9) va chiy cai (A - Z,
a — z). Nhan ma vach phai dwoc dan cb dinh vao 6ng trong khoang tir 20 mm dén
100 mm twr day éng.

Nhan phai khép véi dng mot goc xap xi 90°. Nhan phai dwoc dan khit theo toan bo
chiéu dai. Lwong mau thém vao can dwoc tinh dén ca thé tich chét ctia 6ng mau st
dung (tham khao chwong 8.2 Ong mau).

1m||l||
110 rnny

20 rm
30rm

SMP-CAR-24 \
SMP-CAR-12 N
—

[TTTTTes /7771

Hinh  2: Vi tri cia ma vach trén éng mau
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8.4 Vat liéu va thiét bi can thiét nhwng khéng dwoc cung cap

Tai liéu va thiét bi thé hién & bang 6 phai do altona Diagnostics chi thi.

Bang 6: Vat liéu va thiét bi can thiét

Vat liéu Mo ta

Go6i san phdm cé chira AltoStar®

AltoStar® Molecular Diagnostic ~ Automation System AM16, phan mém AMA6

Workflow AltoStar® Connect (Phién ban 1.7.4 tré&
I&n) va phan ctrng CNTT
Kiém soat phat hién va khuéch dai PCR 1C15-16/

AEEERIERE COMEITE e s oot e IC15-46

AltoStar® Whole Blood P x . N A

Pretreatment Buffer 1.5 Dém xir ly trwdc mau mau toan phan WBPB15-46

s e Dia 96 gleng sau c6 danh ma vach dwoc VK000001
boc hoan toan

Eluate Plate Dia 96Ada ?leng c6 danh ma vach duwoc VK000003
boc mét ntra

Eluate Plate Sealing Foil Gidy bac niém phong cho dia rira giai VK000004

' Tip c6 loc 1000 pl dé st dung voi
1,000 il CO-RE Tips AltoStar® Automation System AM16 VK000007
) Tip c6 loc 300 pl dé st dung véi AltoStar®

300 ul CO-RE Tips At S A VKO000008
Tui vo triing co thé hap tiét tring dé st

Waste Bag dung véi AltoStar® Automation System VKO000009
AM16
Giay bac niém phong vat chira dém ly

Container Re-Sealing Foll giai va cac dém rira 1, 2, 3 cua AltoStar® VK000021
Purification Kit 1.5
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Bang 7: Tailiéu va thiét bj phong thi nghiém bd sung

Vat liéu o ta S6 don hang
Ong méu Vi du: 6ng 7 ml c6 ndp 82 x 13 mm VK000010
N&p 6ng mau VD: N&p vén c6 ranh cho 6ng mau VK000011
VD: AltoStar® Plate Sealer VK000023

May niém phong dia
VD: PX1 Plate Sealer (Bio-Rad) VK000033

8.5 Toéng quan tai liéu va thiét bi
* May vortex
+ Gang tay khong bét (dung mét 1&n)
« Ly tam dé x ly trwéc mau
+  Pipet (c6 thé diéu chinh, d& chuan bi mau)
+  Dau pipet c6 bd loc (dung mét Ian, dé& chuén bi mau)

* Dung dich NaCl (0,9 %)*

* P& lam tinh sach mau phan
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8.6 Quy trinh

8.6.1 Téng quan Quy trinh lam viéc cta AltoStar®

Céc buéc clia chu trinh tinh sach bdng cach s dung AltoStar® Purification Kit 1.5
v&i AltoStar® AM16 dwoc tom tat tai bang 8.

Bang 8: Tong quan chu trinh tinh sach
Hanh dong

1. Khéi dong - BatAltoStar® AM16.
AltoStar® AM16 e Bat may tinh va man hinh.
«  Kh&i ddng phan mém AltoStar® Connect.

2. Thwc hién bao tri + Tai thanh menu, nhidp vao Application — Instrument
Maintenance (ng dung — Bao tri thiét bj).

> Néu dén han bao tri hang tuan, nhap vao Start Weekly
Maintenance (Bat dau bao tri hang tuan).

o Néu dén han bao tri hang ngay, nhap vao Start Daily
Maintenance (Bat dau bao tri hang ngay).

+ Lam theo hwéng dan trén man hinh dé nam dwoc quy trinh
bao tri.

3. Lap trinh mét lan + Tai thanh menu, nhdp vao Program Run — Program
Run (AltoStar® Purification) [Chay chwong trinh — Chay
chay AltoStar®
Y chuwong trinh (AltoStar® Purification)]. Cach khac la quay lai
Start screen (Man hinh khéi déng) va nhap vao nut Program
Run (Chay chwong trinh).

»  Nhap mau ho&c nhap tir LIMS.
+  Chon cac xét nghiém cho mau trr khi da dwoc nhap tir LIMS.

+  Nhép vao nat Create Run (Tao mé chay) dé tao mé chay
trén AltoStar®.
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Hanh doéng

4. Kh&i dong mot +  Tai thanh menu, nhap vao Purification — Start Purification
(Tinh sach — Khai dong chu trinh tinh sach). Cach khac la
quay lai Start screen (Man hinh khéi dong) va nhép vao nat
Start Purification (Kh&i dong chu trinh tinh sach).

+  Chon lan chay tinh sach chan bi bat dau dé hién thj cac mau
dwoc bao gdm trong Ian chay tinh sach da chon.

lan chay tinh sach

«  Chuén bj hoa chét tinh sach:

o Pam bao réng hoa chat tinh sach str dung c6 cling sb tai
(ngoai trir AltoStar® Internal Control 1.5) va khong bi hét
han.

o Trwdng hopnhinthay kéttdatrong démly gidi, cAn dunnéng
(€ +50 °C) cho dén khi tan hoan toan.

o Ra dong IC (AltoStar® Internal Control 1.5) va trén trong
5 giay.
o Tron cac hat tir trong 5 gidy va khéng dé wét nép.
+  Chuan bi cac mau dé bat dau Ian chay tinh sach nhu mo ta
trong chwong 8.6.6.1 Chuan bi mau.
+ Nhép vao nat Start Run (Bat dau chay) tai thanh cong cu.
+ Lam theo hop thoai tai va tai thiét bi cho phu hop.
+  Xac nhan thong bao Hoan thanh tai bang nut OK hodc cho
10 giay.
Ldc nay, hé thdng sé tw dong thwe hién Ian chay tinh sach.
5. Hoan thanh lan + Dam béo khay tai tréng va xac nhan hop thoai Két thuc 1an
chay béng nut OK.
+ Lam theo hwéng dan trong hop thoai Bao tri va xac nhan
b&ng nut OK.
+ Niém phong va bao quéan céac thanh phan clia AltoStar®
Purification Kit 1.5 d& c6 thé tai st dung.

chay tinh sach

«  Trwong hop lan thiét 1ap PCR chwa bat dau ngay, can bit kin
dia rira giai béng gidy bac niém phong dia rira giai va bao
quan & nhiét do tir +2 °C dén +8 °C trong vong tdi da 24 gio'.

«  Xem két qua chay tinh sach d& xac nhan qua trinh x( ly thanh
cong tirng mau.

G EELGEN S Bl Tham khao hwéng dan st dung hoa chét va bo kit xét nghiém
PCR twong (rng cua altona Diagnostics dwoc chi dinh dé st dung véi
AltoStar® Purification Kit 1.5.
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8.6.2 Khéi dong AltoStar® AM16

1.

Bat AltoStar® AM16 bang cong tdc mau xanh la cay phia trwéc bén tréi va khéi
dong may tinh bang cach nhan nat nguon.

Cho cho dén khi Windows khéi dong.

Khéi dong phan mém AltoStar® Connect bang biéu twong a* trén man hinh
Windows, thanh tac vu Windows hodc trong menu kh&i dong ciia Windows.

Man hinh kh&i déng ctia phan mém AltoStar® Connect dwoc hién thi (xem hinh 3)

hién thj 3 nat dai dién cho cac bwdc ctia Quy trinh 1dm viéc clia AltoStar® sé duoc
thwe hién trén AltoStar® AM16:

Program Run (Lap trinh 1&n chay): D& liéu mau dwoc nhap, trong truong
hop s dung phuong phap thiét 1ap PCR ty dong, xét nghiém sé dwoc chi
dinh cho cac mau. Mau da dwoc 1ap trinh sé dwoc chi dinh cho mét 1&n chay
AltoStar® (tham khao chwong 8.6.5 Tao mdt mé chay trén AltoStar®, trong do
bao gém mot 1an chay tinh sach va trwdng hgp cac xét nghiém da dwoc chi
dinh, mot hodc nhiéu I1an thiét 1ap PCR. C6 thé Iap trinh trwdc vai mé chay
trén AltoStar®.

Start Purification (Kh&i dong chu trinh tinh sach): Mét 1&n chay tinh sach
theo lap trinh dwgc chon va khéi ddng nhw mo ta tai chwong 8.6.6 Khéi dong
chu trinh tinh sach.

Start PCR Setup (Bat dau thiét lap PCR): M6t 1an thiét lap PCR dugc chon
va bat dau nhw duwoc md ta trong huwdng dan sir dung hda chét va bo kit xét
nghiém twong &ng cla altona Diagnostics dwoc chi dinh d& st dung v&i
AltoStar® Purification Kit 1.5.
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(=] B
soplkalon PogamAun  Pufckn  PORSelp  Comguatan  Hep cealtonae BEA

Program Run Start Purification Start PCR Setup

Hinh  3: Man hinh kh&i déng phan mém AltoStar® Connect
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8.6.3 Thwc hién bao tri

1. Truy cap man hinh B&o tri (xem hinh 4) bang cach nhép vao Application —
Instrument Maintenance (Ung dung — Bao tri thiét bi) tai thanh menu.
Trang thai hop |1é cla Daily Maintenance (Bdo tri hang ngay) va Weekly
Maintenance (B3o tri hang tudn) dwoc thé hién bang dau kiém mau xanh 14 cay
tai cot Status (Trang thai) (xem hinh 4). Vong tron gach chéo mau do thé hién quy

trinh bao tri twong (rng can thwc hién.

Truwdng hop can thwe hién chu trinh bao tri hang ngay hodc hang tuan:

1. Nhép vao ndt twong &ng trén thanh cong cu.

2. Lam theo hwéng dan trén man hinh dé& hoan tat quy trinh bao tri. Tham khao
hwéng dan st dung AltoStar® AM16 va phan mém AltoStar® Connect dé biét
thong tin chi tiét.

Quy trinh bao tri nhdm xac nhan chirc nang phu hop cla thiét bj va gidp nhéc nhé
cac hanh dong ngudi ding can thuc hién, bao gdm ca viéc vé sinh thiét bj.

LUU Y

Verification (Xac minh) 1a quy trinh bao tri nd)a ndm moét 1an duoc thuc
] hién b&i cac ky sw bao tri tai chd da qua dao tao cia Hamilton. Hang
1 Verification (Xac minh) phai thé hién d&u kiém mau xanh la cay tai cot
Status (Trang thai). Néu khong, thiét bi s& khdng xt Iy bt ky mau hodc

hoa chét nao.
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oealtonae BB

Application  ProgramRun  Purification  PCRSetup  Configuration  Help

Hinh 4: Man hinh bao tri v&i trang thai bao tri hop 1&

8.6.4 Tao chwong trinh cho mét mé chay trén AltoStar®

Qua trinh nhap dt¥ li&u mau va chi dinh xét nghiém c6 thé dwoc thuc hién thi cdng
(tham kh&o chuwong 8.6.4.1 Lap trinh thi cong) hodc bang cach nhap tir Hé théng
quan ly théng tin phong thi nghiém duwoc két néi (LIMS). Trwéng hop khong can
chay chwong trinh tht cong, tiép tuc véi chwong 8.6.4.2 Nhap tir LIMS.
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8.6.4.1 Lap trinh tha cong

1. Nhép vao Program Run — Program Run (AltoStar® Purification) [Chay
chwong trinh — Chay chwong trinh (AltoStar® Purification)] tai thanh menu.
Cach khac 1a quay lai Start screen (Man hinh kh&i dong) cla phan mém
AltoStar® Connect va nhép vao nut Program Run (Chay chwong trinh).

Man hinh Lap trinh dwoc hién thi (xem hinh 5) thé hién bdng mau & cudi man hinh
v@&i cac cot:
+ Dac tinh ctia m3u: Sample Name (Tén mau) (tuy chon), Sample Barcode
(Ma vach méau), Sample Type (Loai mau) va Predilution (Tién pha lodng)
+ Cai d3t mau: Process Sample (Mau st dung cho chu trinh), Sample
Priority (m4u wu tién)

+ Théng tin mau: Sample Volume (Thé tich mau) cho Ian chay tinh sach
(khéng tinh dén thé tich chét), Eluate left (chat rira gidi con lai) (dwa trén
chi dinh xét nghiém)

+  Chi dinh xét nghiém dbi v&i méu: Programming (Chay chuong trinh)

LUU Y

Cac ndi dung thiét 1ap d6i véi mau nhw Process Sample (M&u dung cho
[ chu trinh) va Sample Priority (M3u wu tién) dwoc chon thi cong trong
1 khi cac théng tin mau nhuw Sample Volume (Thé tich mau) va Eluate
left (chét riva gidi con lai) dworc thiét [ap tw dong khi chi dinh xét nghiém

PCR cho méu.
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X
Application Program Run Purification PCR Setup Configuration Help o0 altona L] u B .

DIAGHOSTICS.

Sample Sample  Sample Sample Sample Eluate
Name Barcode  Type Priority Volume left

Prediluion Programming Programming

Hinh 5: Man hinh chay chwong trinh

2. Nhép vao nit Add Samples (Thém mau) d& thém mau vao bang mau theo
céach thi cong. Hop thoai Thém mau s& xuét hién (xem hinh 6).
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oealtonae

DIAGNOSTICS

Add Samples

i Close

Hinh 6: Hop thoai thém mau

3. Chon loai mau dwoc yéu cau tai trwdng Sample Type (Loai mau).

Déi v&i cad mau huyét twong va huyét thanh ngudi, chon loai mau “Huyét twong”.

(Thé tich m&u) khi thiét Iap mét I1an chay AltoStar®, néu khéng, hiéu suét

f Ludn s dung ding "Sample Type" (Loai m&u) va "Sample Volume"
4 » clia san phdm c6 thé bj anh hudng.

Tuy chon: Tai trwéng Sample Name (Tén méau), chon tén mau.

Tai truong Sample Barcode (Ma vach mau), nhap ma vach qua may quét ma
vach cam tay. Can cé méa vach duy nhat cho méi 6ng mau.

P

6. Kiém tra tirng loai mau xem c6 thé tich mau bat budc 1a 500 pl hodc 1000 pl
cong véi thé tich chét ctia dng mau hay khéng.
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LUU Y

1

LUU Y

Khi tinh toan thé tich mau can thiét cho cac mau mau toan phan, can lwu
y réng thé tich mau ctia cdc mau mau toan phan sé luén tang gap doi
bang cach thém AltoStar® Whole Blood Pretreatment Buffer 1.5 (Chét
dém tién x& Iy mau mau toan phan) trong quy trinh chudn bi mau duoc
chi dinh (xem phan M&u toan phan tai chwong 8.6.6.1 Chuan bj mau).

i

Thé tich mau khéng du (chéng han do thiéu thé tich chét can thiét cta
6ng mau) sé khién mau bi loai trong qua trinh tinh sach.

7. Nhép vao hop kiém Predilution (Tién pha loang) néu can pha loang mau trong
qué trinh chudn bi mau (tham khado chwong 8.6.6.1 Chudn bj mau) dé& cho
lwong mau can thiét.

Trudng Sample Volume (Thé tich mau) va Added Diluent (Thé tich chét
pha lodng thém) s& xuét hién (xem hinh 7), thé tich d&t s&n 13 1000 pl mdi
loai.

Thay ddi thé tich dat s&n la 1000 l tai trudng Sample Volume (Thé tich
mau) va Added Diluent (Thé tich chat pha lodng thém) cho khép véi thé
tich s& s dung trong qua trinh chuan bi mau.

Déi v6i cac mAu mau toan phan, hop kiém Predilution (Tién pha lodng)
sé& dwoc chon tw dong dé thé hién buéc pha loang béng AltoStar® Whole
Blood Pretreatment Buffer 1.5 (Ch4t dém tién xr Iy mau mau toan phan)
trong qua trinh chuan bi mau. Thay dbi thé tich dat san la 1000 pl tai trwdng
Sample Volume (Thé tich mau) va Added Diluent (Thé tich chat pha
lo&ng thém) cho khép véi thé tich s& st dung trong qua trinh chuén bi
mau, ddng thdi duy tri ty 1& 1 phan thé tich mau toan phan véi 1 phan thé
tich dung dich pha loéng [AltoStar® Whole Blood Pretreatment Buffer 1.5
(Chéat dém tién xt& ly mau mau toan phan)].

Ludn s dung ding "Sample Type" (Loai m&u) va "Sample Volume"
(Thé tich m&u) khi thiét 1ap moét 1an chay AltoStar®, néu khong, hiéu suét

- clia san pham c6 thé bi anh huéng.
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eealtonae

DIAGNOSTICS

Add Samples

Close

Hinh 7: Hop thoai thém mau: Hop kiém pha lodng sé&n da dwoc chon

LUU Y

®  Phan pha lodng s&n sé& co trong Hé s6 ndng d6 da tinh dén su thay
1 ddi ndng do so voi mau ban déu trong chét rira gidi trong qua trinh tinh
sach. Théng s6 nay c6 trong bao cao lan chay tinh sach.

LUUY
[ Co thé chinh stra thong s6 pha lodng san mau sau khi déng hop thoai
Thém méu bang cach danh déu vao hop kiém trong cot Predilution
(Tién pha lodng) ctia bang mau.

N
>
>
>
I
Q
i3
N
>

8. Nhap vao nit Add (Thém) dé thém mau vao bang mau.
9. Lap lai cac budc trén cho dén khi tht ca cac mau dwoc thém vao bang mau.

10. Khi tt ca cac mau duwoc thém vao, nhap vao nut Close (Dong) dé doéng hop
thoai Thém mau. Mau da thém dwgc hién thj trong bang mau cta man hinh
Chay chwong trinh (xem hinh 8).
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X
Application Program Run Purification PCR Setup Configuration Help ® altona. ! E .

DIAGHOSTICS.
= 2
o +
Save List Import File Add samples | Delete Create Run

AltoStar AltoStar
MV alpha Herpesvirus
PCRKit 1.5 PCR Kit 1.5
+ Standards and Controls
AltoStar Purification
Wells used: 10
Process Sample Sample _ Sample Sample ‘Sample Eluate _— "
Sample ana Barcode Type Priority Volume left Predilution Programming Programming
[ | | 4]
[ " |sample2 00000002 | Plasma (] 500 pl 45pl (]
v] Sample3 | 00000003 |Plasma ] 500 ul 45l ]
Sample4 | 00000004 |Plasma [] 500 pl 45l []
Sample5 | 00000005 | Plasma [] 500 pl 45l []
] Sample 6 | 00000006 | Plasma (] 500 pl 50 (]
] Sample 7 | 00000007 |Plasma (] 500 pl a5pl (]
[v] Sample 8 | 00000008 |Plasma [] 500 ul 45l []
Sample@ | 00000009 |Swab [] 500 pl 45l []
Sample 10 | 00000010 | Swab [] 500 pl 45l []

Hinh  8: Man hinh Chay chwong trinh véi cac mau duoc thém vao

LUU Y

C6 thé sép xé&p danh sach mau theo tirng cot bang cach nhép vao tiéu
. d& cot. C6 thé chon nhiéu maAu bang cach bam gitr phim Shift-Key hodc
Ctrl-Key trong khi nhap vao cac dong mau. C6 thé chinh slra ddng thoi
1 cac mau dugc chon béng cach nhép vao biéu twong cd 18 trong tiéu dé
c6t thich hop. C6 thé xéa cac mau khadi danh sach bang cach chon mau

va nhap vao nut Delete (X6a) tai thanh cong cu.

11. Néu st dung chu trinh thiét 1ap PCR tw doéng, chi dinh xét nghiém thich hop
cho cac mau cu thé bang cach nhap vao 6 ndm trong hang cia mau twong
(rng va trong cot clia xét nghiém twong (ng (xem hinh 9). Dé biét thém chi tiét,
vui Idng tham khao hwéng dan st dung héa chét va bo kit xét nghiém twong
(rng ctia altona Diagnostics dwoc chi dinh dé& st dung véi AltoStar® Purification
Kit 1.5.

12. Chon muc quantitative (dinh lwgng) hoac qualitative (dinh tinh) tai menu xuét
hién trén man hinh.
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w, ®®@altonae BBER

DIAGNOSTICS

Application Program Run Purification PCR Setup Configuration

alpha Herpesvirus
PCRKit 1.5

AltoStar Purification

Wells used: 10

Sample Sample  Sample Sample Sample Eluate
left

Name Barcode Type Priority Volume FYOaRUBOn | FrograTNng Frogranmming

Plasma

) ) |
L RO OO

N

| qualitative

| 00000010 | Swab> E|

z
E
5

9: Man hinh chay chwong trinh: Chi dinh xét nghiém PCR

Bo Standards and Controls (Tiéu chuan va Kiém chuén) dwoc chon ty dong dbi
v&i rng dung xét nghiém dinh tinh va dinh lwvong.

Ngoai ra, thé tich mau can thiét cho qua trinh tinh sach (khéng tinh dén thé tich
chét) va thé tich rira giai van cd sdn dé gan cho cac xét nghiém khac duoc tw dong
didu chinh trong cdt danh sach mau Sample Volume (Thé tich mau) va Eluate left
(Chét rira giai con lai) twong &ng.

LUU Y

®  Néu khong thé chon xét nghiém PCR cho mot mau, kiém tra cot Eluate
1 left (Chat riva gidi con lai) ciia bAng mau xem cé thay thé tich riva giai
can thiét cho xét nghiém nay hay khéng.
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8.6.4.2 Nhap tw LIMS

C6 thé nhap ca thudc tinh mau va chi dinh xét nghiém tr LIMS. Dé thwc hién, nhap
vao nut Import File (Nhap tép di liéu) tai thanh cong cu Tai hdp thoai mé ra, chon
nhap tép di¥ liéu (.psv) co chira thdong tin bat budc.

D& biét thong tin vé cach tich hop LIMS, vui Idng lién hé bo phan hé tro ki thuat ctia
altona Diagnostics (tham khdo chuwong 13. Hé tro ki thuat).

8.6.5 Tao mot mé chay trén AltoStar®

Dé& x® ly, phai chi dinh cac mau trong bang mau cho mot 1an chay AltoStar®, trong
do6 bao gdm mét 1an chay tinh sach va trong trwéng hop xét nghiém dwoc chi dinh
cho cac mau - mét hodc nhiéu ndi dung thiét Iap PCR va chay PCR.

Tét ca cac loai mau dwoc chi dinh tai chwong 6. Loai mau cé thé dwoc x& ly ddng
thoi trong mét 1an tinh sach.

1. Nhép vao hop kiém Sample Priority (Mau wu tién) ddi véi cac mau can dwoc
sép xé&p vé cung mot dia PCR dé x& ly nhanh.
+  Ban d4u, tit ca cac mau dwoc danh dau vao cot Process Sample (Mau
duing cho chu trinh) dé thé hién cac mau twong (ng sé& co6 trong mé chay
trén AltoStar® dworc tao tiép theo.

+ Phia trén bang méau trong man hinh Chay chwong trinh (xem hinh 9) la
Wells used (Giéng st dung) (sb lwgng giéng ctia Bia xr ly can thiét dé
x@ ly cadc mau hién dwgc danh déu trong cot Process Sample (Mau dung
cho chu trinh).

« C6thé str dung téi da 96 giéng trong mét Ian chay tinh sach.

LUuUY

Dia x(r ly la vat tw tiéu hao cho cac Ian chay tinh sach va chira 96 giéng
®  c6 thé st dung cho viéc xt ly mau. Cac mau cé thé tich xtr ly 1a 1000 pl
1 can 2 giéng dia xt ly. Do d6, s lwong mau tbi da cé thé dwoc xt Iy
trong moét 1an tinh sach la khac nhau va phu thuéc vao sé lwong mau cé

thé tich xt ly 1 1000 pl.

«  Néu vuot qua sé lwong 96 giéng, khong thé tao mé chay trén AltoStar® va
Wells used (Giéng str dung) s& c6 mau do.
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2. Trong trwdng hop nay, vui long bd chon cac méau trong cot Process Sample
(Mau dung cho chu trinh) cho dén khi Wells used (Giéng st dung) 1a 96 hoac
it hon. Cac mau con lai vn dwoc danh diu vao cot Process Sample (Mau
duing cho chu trinh) s& dwgc chi dinh cho mé chay trén AltoStar® tiép theo.

3. Nhép vao nut Create Run (Tao mé chay) tai thanh céng cu trén Man hinh chay
chwong trinh. Xuét hién hop thoai Save Run Definition (Lwu dinh dang mé
chay) (xem hinh 10).

LUU Y

. Sau khi nhap vao nut Create Run (Tao mé chay), sé khong thé chinh
stra mau thém. Trwdng hop can thay dbi dbi vai mé chay trén AltoStar®,

1 can x6a mé chay trén AltoStar® va tao chwong trinh theo cach thii cong
hoac lap lai qua trinh nhap ttr LIMS.

4. Nhap Run Name (Tén mé chay) khong tring va nhap Description (M6 ta) tuy
chon d& xac dinh mé chay trén AltoStar® vé sau.

5. Nhap vao nit OK d& lwu mé chay trén AltoStar®.

ealtonae

DiAthOsflCS
Save Run Definition

The number of required PCR Plates is 1.
e Please enter a name and description for this run definition.
Run Name: AltoStar Run 1
Description: ||

o, W oo |

Hinh 10: Lwu hop thoai Save Run Definition (Lwu dinh dang mé chay)

Céac mau da dwoc chi dinh cho mét mé chay trén AltoStar® sé bi xda khdi bang mau
ctia man hinh chay chwong trinh. D& tao thém cac mé chay trén AltoStar® cho cac
mau con lai trong badng mau:
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6. Chon t6i da 96 mau con lai trong cot Process Sample (Mau dung cho chu
trinh).

7. Nhap vao nut Create Run (Tao mé chay) va I&p lai cac buwéc 4 va 5.

8.6.6 Khé&i dong chu trinh tinh sach

1. Taithanh trinh don, chon Purification — Start Purification (Tinh sach — Kh&i
doéng chu trinh tinh sach). Cach khac la quay lai Start screen (Man hinh khé&i
dong) clia phan mém AltoStar® Connect va nhap vao nut Start Purification
(Kh@i dong chu trinh tinh sach).

«  Xuét hién man hinh Khéi déng chu trinh tinh sach (xem hinh 11). M&i mé
chay dwoc chay chwong trinh trén AltoStar® bao gdm moét 1an chay tinh
sach.

« Céc lan chay tinh sach dang chd thyc hién dwoc hién thi tai bang
Programmed Purification Runs (Lan chay tinh sach da chay chwong
trinh) & phia bén trai man hinh.

X
Application ~ ProgramRun  Purification ~ PCRSetup  Configuration  Help oo aIEgD‘g [} apa

Hinh 11: Man hinh bat dau chu trinh tinh sach
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2. Chon lan chay tinh sach can bat dau tai bang Programmed Purification Runs
(L&n chay tinh sach d& chay chwong trinh). Cac mau trong 1an chay tinh sach
dwoc chon duoc hién thi tai bang & phia bén phai cia man hinh Samples in
selected Purification Run (Cac mau trong mé chay da chon thiét 1ap tinh sach).

Trwéc khi nhap vao nat Start Run (Bat dau chay) tai thanh cong cu, chuén bi mau
cho lan chay tinh sach d& chon va cac héa chét nhu mo ta tai chwong 8.6.6.1
Chuan bi mau va 8.6.6.2 Chuén bj hda chat cho mét Ian chay tinh sach.

8.6.6.1 Chuan bj mau

Dé thu duwoc két qua chinh xac, cac thdng s k¥ thuat vé loai mau, cach ldy mau,
thé tich mau, 6ng mau va ma vach mau (xem cac chwong 6. Loai mau, 8.1 Thé tich
mau va 8.3 Ma vach mau) ciing nhw qua trinh chudn bi mau phai dwoc tuan tha
nghiém ngat.

1. Chuan bj t&t c& cac mau sé s dung trong Ian chay tinh sach tiép theo. Cac
mau can thiét cho qua trinh chay tinh sach da chon dwoc liét ké trong bang
Samples in selected Purification Run (Cac mau trong mé chay da chon thiét
lap tinh sach) & phia bén phai cia man hinh Khéi dong chu trinh tinh sach.

2. S dung it nhat 500 pl hodc 1000 pl thé tich mau céng véi thé tich chét can
thiét trong dng mau thich hop.

Khong st dung mau cé chira chat rn va cac thanh phan cé do nhét cao
vi didu nay c6 thé anh hwéng dén hiéu suét cia san pham.

chét can thiét trong 6ng mau thich hop. Khdi lwgng mau khong di sé

: Ludn st dung it nhat 500 pl hodc 1000 pl thé tich mau cong véi thé tich
khién mau bi loai triv.

LUU Y

- Hé théng khong kiém tra thé tich mau trwére khi xt ly. Cac mau khong cé
1 dt thé tich sé& khong duoc x( Iy va bi gan ¢ 16i trong budc chuyén mau.
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LUU Y

®  Truong hop mdu phéi duoc tién pha lodng: Mau duoc tién pha loang
khong twong thich véi ’ng dung nay cé thé anh hwéng dén dd 6n dinh
clia axit nucleic, hiéu suat chuyén va tinh sach mau.

Mau toan phan

1.

Chuyé&n mét lwgng can thiét mau toan phan khong chira chét rdn va cac thanh
phan cé dd nhét cao tir 6ng chinh sang 6ng mau dwoc dan nhan ma vach
thich hop (tham khao chwong 8.2 Ong mau) va thém cung mét lwong AltoStar®
Whole Blood Pretreatment Buffer 1.5 (Chat dém tién xt ly mau mau toan phan)
(Pon hang s& WBPB15-46) vao mau dé& dam bao ty 1& thé tich 1:1.

Ngay lap ttrc tron ki béng cach vortex trong 10 gidy. Thoi gian tron khong da
c6 thé khién mau khong pht hop cho qua trinh x& ly do téng d6 nhét hodc
dong tu.

Lwu y, tranh tao bot. Néu bij tao bot trong qua trinh trén, co thé loai bo bot sau
2-3 phit bang cach gé nhe vao 6ng mau mét cach can than. Khong ly tam mau.

Bét dau lan chay tinh sach trén AltoStar® AM16 ddi véi cac m&u mau toan phan
da dwoc tién x& ly trong vong 60 phut ké tir khi bat dau xt ly truéc.

Q Viéc tron khdng ding cach mau mau toan phan trong qua trinh chuan bi

c6 thé gay ra két qua am tinh khong hop 1& hodc am tinh gia.

é Khoéng vwot qua thoi gian G déi véi chu trinh xt Iy trwéc mau méu toan

phan vi diéu nay cé thé anh hwdng dén hiéu suat ctia san pham.

Huyét twong va huyét thanh

MAu huyét twong khdng chira chat rén va cac thanh phan cé dd nhét cao c6 thé tién
hanh trén AltoStar® AM16 ma khong can tién xt ly.
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Nwérc tiéu
MAu nuwéc tiéu khong chira chat rén va cac thanh phan cé d6 nhét cao co thé tién
hanh trén AltoStar® AM16 ma khong can tién xu ly.

Phan
Céac mau phan phai dwoc xr ly trwdc dé tao ra chét 16ng khong chira chét ran, co
dd nhét thdp phu hop cho qua trinh xt ly chét 1dng trén AltoStar® AM16.

1. Thém 1 phan thé tich phan vao 25 phan thé tich dung dich NaCl 0,9 % (khéng
cung cép kém).

2. Tron k§ bang cach vortex dé dat dwoc hdn dich ddng nhét.

3. Lytam & 500 x g trong vong 1 phat. Chuyén phén nbi khong cé chét rén sang
mot ng mau c6 ma vach thich hop (tham khao chwong 8.2 Ong mau).

Dich que phét (swab) trong méi tredng van chuyén virus

MA&u trong mdi trwérng van chuyén virus khéng chira chét rén va cac thanh phan c6
dd nhét cao co thé tién hanh trén AltoStar® AM16 ma khong can tién xa ly.

LUU Y

e
1 B bong ngody truéc khi dwa dng mau vao AltoStar® AM16.

Dich nao tay (CSF)
MA&u dich n&o tiy khong chira chat ran va cac thanh phan cé d6 nhét cao c6 thé tién
hanh trén AltoStar® AM16 ma khong can tién xa ly.

8.6.6.2 Chuan bj hoa chat cho mét 1an chay tinh sach
1. Dam bao chuan bi di lwgng hoa chat khong bi hét han cé cung tai sb (LN).

Tai sb (LN) bao gdbm 4 chir s6 cudi cuing clia 16 ctia cac vat chira dém riva va dém
ly gidi va cac éng dwng hat tir, chét tdng cwéng va dém riva giai.
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LUU Y

s Dé thuan tién cho quy vi, phia bén ngoai mdi hop dwng thanh phan cé
1 ghi tai s6 (LN) gdm 4 ch sb (xem hinh 12).

N

Wash Buffer 1
» Loading Number

always a drop ahead.

Hinh 12: Tai sb (LN)
LUU Y
Truwéce khi bat dau xtr ly, AltoStar® AM16 sé tw ddng xac minh xem

® . 6 du thé tich héa chat dbi véi cac thanh phan cla AltoStar®
1 Purification Kit 1.5 va cta AltoStar® Internal Control 1.5 hay chuwa.

- tai sb (LN) ctia cac thanh phan cua AltoStar® Purification Kit 1.5 dwoc
nap co6 twong dwong hay khéng.

44



AltoStar® Purification Kit 1.5

2. Kiém tra triec quan dém ly giai dé kiém tra tinh trang két tGa. Trwdng hop nhin
thay két tha, dun néng dén nhiét d6 dwéi +50 °C. Xoay vat chiva lién tuc mot
cach nhe nhang sao cho khong lam wét mang niém phong cho dén khi két tha
du’cyc hoa tan hoan toa. C6 thé c6 mét chut thay dbi khong dang ké vé mau
sac dbi voi bém ly giai. Nhung thay ddi khéng dang ké v& mau sic nay khong
ddng nghia vai su thay dbi vé chat lwong clia dém.

3. Vortex cac 8ng hat tr trong vong 5 gidy. Tranh lam wét ndp. Khong ly tam hat
tee.

4. Ra dong hoan toan mét lwong dng IC can thiét (AltoStar® Internal Control 1.5)
va vortex trong vong 5 giay.

Viéc chudn bi khéng ding cach héa chét (vi du nhuw dém ly gidi va hat
tr) c6 thé gay ra két qua am tinh khéng hop 1& hodc am tinh gia.

Khoéng trdn cac thanh phan tir cac 16 khac nhau vi diéu nay cé thé anh
hwéng dén hiéu suat ctia san pham.

8.6.6.3 Nap AltoStar® AM16 cho mét lan chay tinh sach

1. Nhép vao nat Start Run (B4t dau chay) tai thanh céng cu ctia Man hinh Khéi
déng chu trinh tinh sach dé 1am xuét hién hop thoai tai (xem hinh 13).

Hop thoai Loading bao gdm hinh anh dién giai trwc quan san AltoStar® AM16 & trén
cuing va mét bang chi dinh khay chira, cac ray twong tng déi véi bo AltoStar® AM16
cho tlrng khay chira, vat liéu cho khay chtva va nhan xét vé viéc nap khay chira.
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ealtonae

DIAGNOSTICS

Loading
Please load the following labware:

Carrier Track Matenial Comment

Trpr 1000 pl Replace empty Tip Racks with completely filled new ones

-— Ry T acs i ety i i e

Lysis Buffer

Wash Buffer 1
Wash Buffer 2
Wash Buffer 3

One or several containers of each buffer anywhere on these carriers

18-23 [somples___[10samples onvptobcaies |
2 oa-30 ____[TipParkPite _[One new Processing Plate

[J Reset 1000yl tip counter
[] Reset 300pl tip counter

Hinh 13: Hop thoai Loading
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LUU Y

D& hinh dung vi tri ciia mot vat trén khay chtra va vi tri ctia khay chira
trén san AltoStar® AM16, chon hang twong (rng cla bang trong hop
A thoai Loading. Vi tri clia vat va khay chira twong &rng dwgc thé hién truc

1 quan nhw sau:
- Mau dd 13 dién giai trwc quan cla san hé théng.

- Trén AltoStar® AM16 béng cach nhap nhay dén tai phia trén ray, noi
can dat khay chira da chon.

2. Cho vatliéu, héa chat da chuén bi va cac mau da chudn bi vao cac khay chira
thich hgp nhw sau:

M6 ta khay chira Nguyén liéu can nap

5 x gia dau tip 1000 pl

1 khay chitra dau tip

+ Chidung gia d4u tip 1000 pl tréng hoan toan dé thay thé cho gia dau tip
1000 pl day trén khay chura tip.

LUU Y

®  Viéc thay cac gia dau tip chwa tréng hoan toan ciing nhu x& ly cac dau
tip riéng 18 c6 thé anh hwéng dén viéc quan ly tw dong dau tip va lam
dirng may.
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M6 ta khay chira Nguyén liéu can nap

3 x gia d4u tip 300 pl

1 x dia rlra gidi

1 dau tip va khay chiva dia

+ Chidung gia d4u tip 300 pl trédng hoan toan dé thay thé cho gia dau tip
300 ul day déi véi khay chira dia va dau tip.

+ Dat dia rira giai c6 giéng A1 & bén trai vi tri dia den. Vi tri dia & phia truéc
khong dwoc str dung trong cac 1an chay tinh sach.

LUU Y

®  Viéc thay cac gia dau tip chwa trong hoan toan cling nhu x( Iy cac dau
tip riéng 1& c6 thé anh hwdng dén viéc quan ly tw dong dau tip va 1am
dirng may.

Mb ta khay chira Nguyén liéu can nap

T4i da 8 vat chiva:
bém ly giai
13-16 DPém rira 1
DPém rira 2

Dém rira 3

1 hoac 2 khay dwng vat chira
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« Nap 1 hodc 2 khay dwng vat chiva véi t6i da 8 vat chiva dém ly giai, dém
riva 1, dém rira 2 va dém rira 3.

+ An nhe céac vat chira xubng day khay.

+  G& ra va thai bd toan bo gidy bac niém phong khai vat chira.

LUU Y

- Khé&i déng chu trinh tinh sach khi vat chira van con gidy bac niém phong
1 c6 thé lam dirng may trong khi chay.

LUU Y
[ ]

1 Vi tri clia cac vat chira trén cac khay twong (rng la tuy vy.

Mb ta khay chira Nguyén liéu can nap

Téi da 24 bng:
IC (N6i chuén)
17 Hat tr

Chét ting cudng

Dém rira gidi

1 khay chira 24-16

+  Nap vao mot khay chira 24-15 téi da 24 6ng IC, hat tlr, chat ting cwdng va
dém rlra giai.

+ An nhe cac 6ng xuong day cla khay chtva va xoay cac 6ng cho dén khi
nhin thay ma vach éng qua cac clra s clia khay chiva.

+  Thao toan bd nap khéi cac 6ng va bao quan dé tai st dung.

« Ba&o quan ndp dé tai str dung trong khdng gian sach sé.
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LUU Y

1 Viéc st dung lai cac ndp cho cac 6ng khac véi 6ng ban dau cé thé gay

ra tinh trang nhiém chéo.

LUU Y

1 Vi tri ctia cac &ng trén cac khay chira twong trng la tay y.

LUU Y

1 Khéi ddng chu trinh tinh sach khi 6ng van dang day nap cé thé lam dirng

may trong khi chay.

M6 ta khay chira

Nguyén liéu can

nap

18-23

1-6 khay chiva 3215 1-6 khay chtra 2418
d6i véi cac éng doi v&i cac ong mau
mau c6 dwong kinh c6 dudng kinh
11=14 mm 14,5—18 mm

Cac mau da chuan bj
dé bat dau lan chay
tinh sach

+  Cho m&u da chudn bi cho 14n chay tinh sach vao téi da 1a 6 khay chira mau.
C6 thé str dung song song 2 loai khay chtva trong mét Ian chay:
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o Dbi v&i cac dng mau cé dwdng kinh ngoai 11-14 mm s dung khay
chtra 32-16.

o Pbi v&i cac bng mau cé dwdng kinh ngoai 14,5-18 mm s dung khay
chtra 24-16.

+ An nhe céc 6ng xubng day clia khay chira va xoay cac 6ng cho dén khi
nhin thay mé vach éng qua céac clra sb cla khay chiva.

LUU Y
[ ]

1 Vi tri clia cac dng mau trén cac khay chira twong trng 1a tly .

LUU Y

i Khai dong chu trinh tinh sach khi dng mAu van dang day np c6 thé 1am

dirng may trong khi chay.

M6 ta khay chira Nguyén liéu can nap

1 x Bia xtr ly

24-30 1 x dia d&t dau tip

1 x gia d&t dau tip
Khay chtra bo 4 l&c

Khay chtra nay khong thé
thao g&. Cac muc dwoc dat
thd céng vao khay chira clia

thiét bi.

«  Dat mot dia d&t dau tip chua qua st dung & dwéi cling cla vi tri phia truéc
va mot gia dat dau tip chwa qua st dung & trén cling clia vi tri phia trudc va
d&m béo c& hai thanh phan nay déu duoc chét vao dung vi tri twong tng.
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« Pat dia xr I)'/, chwa qua st dung & vi tri th(r hai tir phia trwdc va dadm bao
dia dwoc chot vao dung vi tri.
3. Cho cac khay chtva cé ma vach khay chira vé huwéng vé mat sau, phia bén
phai.
4. Cho céac khay chira da xép day vao ray twong tng gitra cac khéi lwét phia
trwéc va phia sau cta khay tai cho dén khi cham didm maéc dirng & phia xa
nhét so vai khay tai.

LUU Y

s  Viec day cac khay chiva qua diém moc dirng co thé 1am hong thiét bj va
1 lam anh huwéng dén qua trinh tai.

5. Kiém tra d& dam bao rang tdm thai dau tip va thiing cha tip thai duwoc dat &
dung vi tri va da dat s&n moét tii dwng chat thai méi trong hdp dwng.

6. Nhap vao OK trén hop thoai tai dé tiép tuc chu trinh tai.

LUU Y

®  Khi nhap vao Cancel (Huy), 14n chay tinh sach sé& bj hily nhung van
c6 thé khéi dong lai (tham khao chuong 8.6.6 Khéi déng chu trinh tinh
sach).

Xuét hién hop thoai Dia d&t dau tip (xem hinh 14).
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ealtonae

DIAGNOSTICS

Tip Park Plate

Please place a new Processing Plate under the Tip Park Position. Scan or enter the barcode of the plate twice.

Hinh 14: Hop thoai Dia d&t dau tip

7. Quét hai l&n ma vach cla dia d&t dau tip bAng may quét ma vach cam tay dé
dam bao rang dia nay chwa dwoc str dung trong cac lan chay trwéc.

8. Nhép vao OK dé xac nhan dau vao.

AltoStar® AM16 kéo cac khay chtra vao thiét bi va thwc hién xac minh ma vach va
thé tich hoa chét.
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LUU Y

AltoStar® AM16 ty dong xac minh:

- Loai va vi tri dung cla cac khay chtva da nap

- Théng tin dinh danh va vi tri chinh x&c clia cac thanh phan dwoc cho
vao khay chtra

- Sy twong ddng vé 16 ctia cac thanh phan trong AltoStar® Purification
Kit 1.5 (Bém ly gidi, Pém rira giai, Hat tir, Chéat tdng cwong va Bém
= riva gidi)
1 - Tinh trang hét han/chwa hét han cla tat ca cac loai héa chat duwoc
cho vao
- Tinh trang dd/thiéu vé thé tich hda chat
- Sy duy nh4t ctia ma vach mau
- Vi tri chinh xac cla cac thanh phan dwoc cho thi céng vao khay
chtra bo U lac
- Vi tri chinh xac cta tAm thai dau tip

Trong qua trinh xac minh, néu phat hién 18i, ngudi ding sé dwoc nhic bidng mot
hép thoai théng bao chi ra van dé va hwéng dan didu chinh van dé twong (ing. Dé
biét thém théng tin vé& cach xt ly 16i, vui 1dng tham khao huéng dan st dung phan
mém AltoStar® Connect.

LUU Y

®  Viéc thay ddi vi tri clia bat ky thanh phan nao da dwa vao sau khi khay
chira da duoc kéo vao thiét bi co thé gay dirng chu trinh chay tinh sach
va gy hu héng thiét bi.

Khi tAt c& cac budc kiém tra da hoan thanh, trén man hinh sé& xuét hién hop thoai
hoan thanh (xem hinh 15).
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oealtonae 10

DIAGNOSTICS

Loading complete

Cancel

Hinh 15: HOp thoai hoan thanh tai

9. Xac nhan hop thoai Loading complete (nap xong) bang cach nhap vao OK
hoac che 10 giay dé chu trinh tw dong khéi dong.

®  Khi nhap vao Cancel (Hly), l4n chay tinh sach sé bj hiy nhwng van
c6 thé khéi dong lai (tham khao chwong 8.6.6 Khéi dong chu trinh tinh
sach).

Chu trinh chay tinh sach sé& dwoc bt dau va sé dwoc thwe hién ma khong cé bat
ct lwot twong tac véi ngudi st dung nao.

8.6.7 Trong qua trinh chay tinh sach

Ngudi st dung khong can thém bét cr twong tac nao cho dén khi hoan tat chu
trinh chay tinh sach. Man hinh Processing Status (Tinh trang x( ly) s& dwoc hién
thi (xem hinh 16) dé thé hién trang thai cta chu trinh chay tinh sach va thoi gian
con lai wéce tinh.

55



AltoStar® Purification Kit 1.5

oealtonae BER

Application  Program Run  Purification  PCRSetup  Configuration  Help

o 1l
Abort run Unload samples

Hinh 16: Man hinh Processing Status (Tinh trang xt ly)

LUU Y

. Viéc ddy hodc kéo cac khay chiva hodc ctra sb clia AltoStar® AM16
1 trong khi chay tinh sach c6 thé gay dirng may.

LUU Y

. Viéc dirng chu trinh tinh sach sau khi xac nhan hép thoai Loading
complete (nap xong) sé lam vd hiéu qua trinh chay AltoStar®, ngan

1 khéng cho khéi dong lai. pé Iap lai cac 1an chay da hdy, vui long tham
khao hwéng dan str dung phan mém AltoStar® Connect.

LUUY

Sau khi hoan t&t qua trinh chuyén mau vao Bia x& ly, c6 thé d& khay
®  ch®a mau bat c IGc nao. NGt Unload samples (D& mau) trén thanh
1 cong cu sé duoc kich hoat, cho phép nguoi diing nh&p vao. Cac khay
chtva mau sé& dwoc d& khdi san va ngwdi dung cé thé g& cac 6ng mau

ra. Chi trinh chay tinh sach sé khong bi gian doan.
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LUU Y

Céc thanh phan can thiét cho lan thiét Iap PCR tiép theo c6 thé duoc
xem trwéc dé nguwdi dung cé thé chuan bi cac thanh phan nay trong lan
chay tinh sach trwéc do:

- Nhép vao PCR Setup — Start PCR Setup (Thiét 1ap PCR — B4t
dau thiét 1ap PCR) trén thanh menu dé truy cap man hinh Start PCR
. Setup Run (B4t dau dat phan (ng PCR).

1 - Tham khao cac bang Controls in selected PCR Setup Run (Kiém
chudn trong lan P4t phan (rng PCR da chon) va Required master
tubes for the selected PCR Setup Run (Cac 6ng chiva héa chat
phan (rng can thiét cho Ian Dat phan (r’ng PCR da chon) d& nam
dwoc thong tin vé cac thanh phan can thiét.

- Quay lai 14n chay tinh sach dang thwc hién bing cach nhap vao
Purification — Current Purification (Chay tinh sach — Lan chay
tinh sach hién tai) trén thanh menu.

8.6.8 Két thuc lan chay tinh sach

Cudi chu trinh chay tinh sach sé xuat hién hop thoai Run finished (Két thuc 1an chay)
(xem hinh 17).

ealtonae

DIAGNOSTICS

Run finished
The run has finished. Please make sure the Loading Tray is empty.

Hinh 17: Hop thoai Run finished (Két thuc lan chay)
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1. Dam bao khay nap tréng.
2. Xac nhan hop thoai Run finished (K&t thuc 1an chay) bang cach nhap vao OK.

AltoStar® AM16 sé d& céac khay chira. Lwu y khéng ding trén dwdng d& cac khay
chira.

Sau khi d& cac khay chira, hop thoai Maintenance (Bao tri) s& xuét hién (xem
hinh 18).

3. Lam theo huwéng dan ctia hop thoai Maintenance (B&o tri).

ealtonae

. DIAGNOSTICS
Maintenance

Please perform the following actions:
0 - empty the Tip Waste
- clean the Tip Eject Sheet
- clean the Deck
- check the filling level of the Liquid Waste Container

The following reagents can be used again:

Reagent Carrier Barcode  Position

Wash Buffer 1| R1700072

Wash Buffer3 | R1700072 + ]

Elution Buffer

Hinh 18: Hop thoai Maintenance (Bao tri)

Bang hop thoai hién thi cac thanh phan cla AltoStar® Purification Kit 1.5 va IC
(AltoStar® Internal Control 1.5) v&i lwong thé tich di dé st dung lai trong cac 1an
chay tinh sach tiép theo.

1. Néu qua trinh d&t phan (ng PCR st dung dia rira gidi da nap dé bat dau ngay
sau lan chay tinh sach, c6 thé giir dia rira giai tai khay chiva & nhiét do phong
(t6i da. +30 °C) trong vong téi da 4 gier. Néu qua trinh dat phan trng PCR khodng
dwoc bat ddu ngay sau lan chay tinh sach, can niém phong va bao quan dia
rtba gidi nhw mo ta tai chwong 8.6.12.1 Niém phong dia rira giai.

2. Poéng cac éng bang nép 6ng twong &ng.
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Khong dé lo héa chat mé gira cac lan st dung, diéu nay cé thé anh
hwéng dén hiéu suat ctia sdn pham.

Khong thay déi nap 6ng khi day cac thanh phan cta san phdm sau khi
A st dung dé tranh nhiém ban hoéa chét, didu nay c6 thé anh hwéng dén
hiéu suat cia san pham.
3. Day cac vat chira bang gidy bac niém phong vat chira chwa qua st dung.

Khéng tai st dung gidy bac niém phong vat chira dé tranh nhiém ban
héa chat, gay anh hwéng dén hiéu suét ctia sdn pham.

4. Bao quan hoa chét dé tai st dung theo md ta tai chwong 4. Bao quan va x ly
va theo hwéng dan str dung AltoStar® Internal Control 1.5.

5. Thai b cac thanh phan cla AltoStar® Purification Kit 1.5 va AltoStar® Internal
Control 1.5 khéng duoc liét ké trong bang cta hdp thoai Bdo tri (tham khao
chwong 10. Thai bo).

Thai bé mau va vat liéu da st dung (tham khao chuong 10. Thai bd).

6. Xac nhan hdp thoai Maintenance (Bao tri) béng cach nhap vao OK.

Ludn coi mau 13 vat liéu lay nhiém va nguy hidm (vé mat sinh hoc) theo
quy trinh an toan va phong thi nghiém. Khi xay ra sw cb tran vat liéu
mau, ngay lap tirc st dung chat khir tring thich hop. X ly cac vat liéu
bi 6 nhiém nhw cac vat liéu nguy hiém sinh hoc.
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LUU Y

. Chét thai Iong va bét ky chét 16ng nao co chiva Dém ly gidi hodc Dém
rira 1 chra guanidine thiocyanate cé thé tao thanh cac hop chét doc

1 hai, phan (rng manh va dé& bay hoi khi két hop véi thube tdy hodc axit
manh.

LUU Y

: Huwéng dan vé quy trinh bao tri hang ngay dé xtr ly chat thai Idng va vat
1 liu d& qua s dung co trong hwéng dan siv dung AltoStar® AM16.

8.6.9 Két qua cua chu trinh tinh sach

Két qua cuia chu trinh tinh sach dwoc lwu tai phan mém AltoStar® Connect.

1. Nhép vao Purification — Purification Results (Tinh sach — Két qua tinh
sach) tai thanh menu dé truy cap man hinh Két qua (xem hinh 19).
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oealtonae BEH

Application Program Run Purification PCR Setup Configuration Help R ETIoE]

F 3
— > ¥
Load Create LIMS File Create Report Repeat Run

Hinh 19: Man hinh két qua

Man hinh Két qua hién thi mot bang hién thj tAt ca cac mau dwoc si dung trong
I&n chay tinh sach ma&i nhat va mét cot Status (Tinh trang) & bén phai chi biét chu
trinh tinh sach dbi véi mét mau nhat dinh d& dwoc tién hanh hoan toan hay chua

(xem bang 9).

Bang 9: K&t qua cla chu trinh tinh sach

Tinh trang Két qua cta chu trinh tinh sach

« Mau da dwoc x& ly thanh cong trong Ian chay tinh sach.

(D3 xiv ) . ICé:t;é;(r:ﬁ: giai twvong (rng d& sén sang dé s dung trong qua trinh thiét

Processed

+  Mau chwa dwoc x ly thanh cong.
Error (L6i) «  Khéng co chét rira gidi ndo cho mau nay.
+  MAu s& duwoc tw dong bé qua sau khi chay thiét Iap PCR.
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2. Dé xem két qua clia cac 1an chay tinh sach truwéc do, nh&p vao nut Load (Tai)
trén thanh menu, chon lan chay tinh sach mong mudn tr danh sach trong hop
thoai Ké&t qua tai dang mé va nhép vao OK.

2 tép két qua chay tinh sach duoc tao tw dong béi phdn mém AltoStar® Connect:

«  Tép (.xml) chuyén théng tin chi tiét vé chu trinh tinh sach, bao gdm ca két qua
tra vé LIMS.

«  Bé&o cdo (.pdf) chira thdng tin chi tiét v& chu trinh tinh sach, bao gém ca két
qua cho cac muc dich lwu triv.

Céc tép nay duoc lwu vao vi tri dwoc chi dinh trong phan Cai dat Hé théng ctia phan
mém AltoStar® Connect.

LUU Y

e Cactép két qua chay tinh sach cé thé dwoc tao lai bang cach tai 1an
chay tinh sach twong &ng va nhép vao nut Create LIMS File (Tao tép

1 LIMS) dé tao tép LIMS hodc Create Report (Tao bao céo) dé tao bao
cao.

8.6.10 bat phan rng PCR va chay PCR

D& biét thong tin vé& cach d&t phan (ring PCR va chay PCR, tham khdo hwéng dan
st dung hda chét va bo kit xét nghiém twong (rng clia altona Diagnostics dwoc chi
dinh dé st dung vé&i AltoStar® Purification Kit 1.5.

8.6.11 D6 6n dinh rira giai

Sau khi hoan thanh chu trinh tinh sach, cac dung dich rira gidi trong dia rira giai
dwoc g& niém phong sé hoat dong &n dinh & nhiét d5 phong (t6i da. +30 °C) trong
téng 4 gio.

tich rtra giai va/hodc l1am suy giam trinh tw muc tiéu cu thé ctia tac nhan

: Viéc bao quan chét riva giai khong dung diéu kién co thé gay hao hut thé
gay bénh va co thé anh hudng dén hiéu suét ctia san pham.
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8.6.12 Bao quan chét rira giai

C6 thé bado quan chét rira gidi trong dia rra gidi da niém phong (tham khao
chwong 8.6.12.1 Niém phong dia rira giai) & nhiét do tir +2 °C dén +8 °C trong tbi
da 24 gio.

tich rra giai va/hoac lam suy gidm trinh tw muc tiéu cu thé clia tdc nhan

: Viéc bao quan chét riva giai khong dung diéu kién co thé gay hao hut thé
- gay bénh va cé thé anh hwéng dén hiéu suat ctia san pham.

8.6.12.1 Niém phong dia rtra giai

Trwéng hop can bao quan cac chét rira giai trong dia riva gidi, dia phai dwoc niém
phong bang gidy bac niém phong dia rira giai. Nén str dung AltoStar® Plate Sealer
(Méay niém phong dia) [May niém phong dia béng nhiét ban tw dong 4s3™ (4titude)]
hodac May niém phong dia PX1 PCR (Bio-Rad). Ngwoi str dung phai danh gia tinh
phu hop cla cac loai may niém phong dia khac v&i cac loai may niém phong dia
dwoc khuyén nghi.

LUU Y

J Viéc st dung may niém phong dia hodc cac théng sé niém phong khéng
pht hop cé thé lam hdng chét riva giai cling nhw dia rira giai, gidy bac
niém phong dia rira gidi va may niém phong dia.
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Truwdng hop st dung mét trong nhirtng may niém phong dia dwoc khuyén nghi dé
niém phong, can thwe hién theo cac buwéc sau:

1. Bat may niém phong dia va dam bao bod chuyén dbi dia khong con & trong
khay.

2. Dam bao thuwc hién cac cai dat sau dbi véi may niém phong dia:

Bang 10: Cai dat may niém phong dia

May niém phong dia Cai dat

Nhiét dé [°C] Thei gian [gidy]
AltoStar® Plate Sealer [4s3™

Semi-Automatic Sheet Heat 170 2
Sealer (4titude)]

PX1 PCR Plate Sealer
(Bio-Rad)

175 3

Cho cho dén khi dat dén nhiét do cai dat. Qua trinh nay cé thé mat vai phut.
4. D3t dia riva giai lén bo chuyén dbi dia clia may niém phong dia.

D&t mot chiée gidy bac niém phong dia riva giai 1&n dia riva giai sao cho dong
chi “THIS SIDE UP” (MAT TREN) c6 thé& nhin rd. Dam bao rang tat ca cac
giéng cua dia rtra giai dwoc phi gidy bac niém phong va khéng con giéng nao
bi chir viét che khuét.

LUU Y

e Viéc van hanh may niém phong dia khi khong c6 bd chuyén dbdi dia
trong khay c6 thé khién may niém phong dia khéng hoat dong. Trong

1 trwdng hop nay, vui long lién hé véi bd phan hd tre ki thuat cia altona
Diagnostics dé& duoc hé tro (tham khao chwong 13. H6 tror ky thuat).

64



AltoStar® Purification Kit 1.5

LUU Y

Néu dét sai vi tri gidy bac niém phong dia ritra giai ho&c khung, gidy bac
c6 thé dinh vao tAm gia nhiét trong may niém phong dia trong khi niém
L phong. Diéu nay sé Iam cho may niém phong khéng hoat dong Trong

1 truong hop nay, hodc néu bwéc niém phong da dwoc bat dau khi chua

10.

co glay bac niém phong dia rira gidi, @& may niém phong dia ngudi dan
xudng nhiét d6 phong va lién hé véi bd phan hd tro ki thuat cia altona
Diagnostics dé& duoc ho tro (tham khao chwong 13. H6 tro ky thuat).

L&p khung niém phong lén trén dé& &n gitr gidy niém phong.

M@& ngan bdng cach nh&n nut Operate (Van hanh)*/ &,

D4t ca cum bao gdbm bd chuyén dbi dia, dia rtva giai, gidy bac niém phong dia
rira gidi va khung niém phong vao may niém phong dia va nhan Operate (Van
hanh)*/ [&*,

Ngan kéo tw dong dong lai, niém phong trong théi gian da dat va ty dong mé
lai.

LAy dia rira gidi d& dwoc niém phong va bo chuyén ddi dia ra khéi may niém

phong dia va déng may niém phong dia béng cach nhan nat Close (B6ng)*/
&+,

* AltoStar® Plate Sealer [4s3™ Semi-Automatic Sheet Heat Sealer (4titude)]
** PX1 PCR Plate Sealer (Bio-Rad)

8.6.12.2 G& niém phong dia rira giai

1.

Ly tdm nhanh dia rtra gidi trong may ly tam dia dé loai bé b4t ky chat 1dng nao
bén trong gidy bac niém phong.

Nhén dia rira giai 1én ban dé tranh sw di chuyé&n dot ngét cla dia trong qua
trinh thao gidy bac niém phong.

Bét dau béc & mot goc va kéo tir tir, déu géc gidy bac niém phong vé& phia géc
déi dién theo dwdng chéo cho dén khi gidy bac dugc thao ra.
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9. Div liéu vé hiéu suat

Hiéu suét cha AltoStar® Purification Kit 1.5 dwoc xac nhan cung véi mdi loai hoa
chét hodc bo kit realtime PCR cuia altona Diagnostics dwoc chi dinh dé& s dung véi
AltoStar® Purification Kit 1.5. D& biét thong tin v& di¥ liéu hiéu suét, vui ldng tham
khao hwéng dan sir dung hoéa chét va b kit realtime PCR twong trng cla altona
Diagnostics.

10. Thai bo

X0 ly chat thai nguy hai va chét thai sinh hoc tuan thi cac quy dinh cla dia phuong
va quéc gia. Khéng dwoc dé cac thanh phan san phdm con sét lai va chét thai xam
nhap vao cdng ranh, cac dong nwéc hodc dat.

Ludn coi mau la vat liéu lay nhiém va nguy hiém (vé mat sinh hoc) theo

bi 6 nhiém nhw céc vat liéu nguy hiém sinh hoc.

Viéc xt Iy chat thai nguy hai va chét thai sinh hoc phai tuan theo cac quy

quy trinh an toan va phong thi nghiém. Khi xay ra sw cé tran vat liéu
‘ \ mau, ngay lap ttrc st dung chét khir triing thich hop. X ly cac vat liéu
A dinh ca dia phuong va quéc gia dé tranh 6 nhiém méi tredng.

LUU Y

. Chét thai Idng va bat ky chat Idng nao cé chira Bém ly gidi i hodc Bém
rita 1 chlra guanidine thiocyanate co th(’=7 tao thanh cép hop chat doc

1 hai, phan (rng manh va dé bay hoi khi két hop voi thubc tdy hodc axit
manh.

11. Kiém soat chat lwong

Theo Hé thédng Quan ly Chét lwgng dwoc chirng nhan EN ISO 13485 cua altona
Diagnostics GmbH, mdi 16 AltoStar® Purification Kit 1.5 déu dwoc kiém tra dwa trén
céac théng s6 kj thuat da &n dinh trwéc dé dadm bao chét lwong san phdm nhét quan.

66



AltoStar® Purification Kit 1.5

12. Hwéng dan xiv ly van dé

Van dé Két tua trong héa chat

Nguyén nhan cé thé cé Goiy

Bao quan thung dwng
dém ly gidi & nhiét do
thap hodc bao quan
trong thoi gian dai

Tinh trang bay hoi qua
murc do st dung va /
hoac niém phong khéng
ding cach cé thé dan
dén tang nong d6 mubi
trong hoa chét

Trwdng hop thung dwng dém ly gidi da bi mé, can niém phong
lai bang gidy bac niém phong lai thuing dwng. Lam néng thiing
dwng dém ly gidi (< +50 °C, ch&ng han nhw trong bé én nhiét)
b&ng cach thinh thoang lai xoay vong cho dén khi két tlia duwoc
hoa tan hoan toan.

B héa chét di. Luu y day ngay thung dwng héa chat bing gidy
bac niém phong lai thiing dwng va éng héa chét cé nap sau khi
st dung.

Van dé Ham lwong hodc do tinh khiét cta axit nucleic thap

Nguyén nhan c6 thé c6

Bao quan hoa chéat
khéng dung cach

Hoa chét khong dugc
déng va/hodc bao quan
dung cach trong thoi
gian st dung

Xt ly trwdc mau khéng
dung cach

Céac méau dong lanh
khéng dwoc ra dong
hoac trén dung cach

Chuwa ly gidi mau hoan
toan

B hoa chét di. Lwu y bao quan cac thanh phan clia san phdm
trong cac diéu kién bao quan quy dinh (tham khao chuong 4.
Bao quan va xt ly).

B hda chét di. Luu y bdo quan cac thanh phan clia san phdm
trong cac diéu kién bao quan quy dinh (tham khao chuong 4.
Bao quan va xt ly) Lwu y day ngay thuing dwng hda chat bing
gidy bac niém phong lai thuing dwng va éng hoéa chét c6 nap sau
khi str dung.

Dam bao chuan bi mau theo hwéng dan tai chuong 8.6.6.1
Chuén bj mau.

Can dam bao mau dwoc rd dong hoan toan hoac trén mau ding
cach trwge khi str dung.

Trwdce khi st dung, can kiém tra d& dam bao dém ly giai khéng
chtva chat két ta. Trweong hop thiing dwng dém ly giai da bi mé,
can niém phong lai bang gidy bac niém phong lai thing dung.
Lam néng thiing dwng dém ly giai (< +50 °C, chdng han nhw
trong bé 6n nhiét) bang cach thinh thodng lai xoay vong cho dén
khi két tia dwoc hoa tan hoan toan.

67




AltoStar® Purification Kit 1.5

Van dé Mau chwa dwoc xiv ly

Nguyén nhan c6 thé c6 Goiy

Do nhét clia mau cao
hoac c6 chét ran trong
mau

Dam bao chuan bi mau dan theo diing hwéng dan tai
chuwong 8.6.6.1 Chuan bi mau.

Cac mau khong dd thé tich sé khdng dwoc xi ly va gén co 16i
trong bué'c chuyén mau. Bam bao cho du thé tich x ly cong
v&i thé tich chét can thiét phu hop véi dng mau dwoc st dung
(tham khao chuwong 8.2 Ong mau).

Lwong mau khéng da

Van dé Mau mau toan phan chwa dwoc xi ly

Nguyén nhan cé thé cé Goiy

Do nhét clia mau

cao do U lau véi
AltoStar® Whole Blood
Pretreatment Buffer 1.5
(Chét dém tién xtr ly
mau méau toan phan)

Dam bao tuan thii cac yéu cau tron va bat dau chay tinh sach
trén AltoStar® AM16 trong 60 phut k& ti khi bt dau tién xd ly
(xem phan Mau toan phan tai chwong 8.6.6.1 Chuan bi mau).

13. H6 tro ky thuat
Dé duoc hd tro, khach hang vui ldng lién hé véi bd phan hé tro k§ thuat cda altona
Diagnostics:

Email: support@altona-diagnostics.com

Sé dién thoai: +49-(0)40-5480676-0

LUU Y

®  Moi sw cb nghiém trong xay ra lién quan dén san pham nay sé dwoc
1 bao cdo cho altona Diagnostics va co quan cé thdm quyén tai qubc gia
cla ban.
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14. Tong quan tai liéu

[11 Mark A. Lever, Andrea Torti, Philip Eickenbusch, Alexander B. Michaud, Tina Santl-
Temkiv, and Bo Barker Jgrgensen: A modular method for the extraction of DNA and
RNA, and the separation of DNA pools from diverse environmental sample types; Front
Microbiol. 2015; 6: 476.

[2] Sonja Berensmeier: Magnetic particles for the separation and purification of nucleic
acids; Appl Microbiol Biotechnol 2006 73:495-504.

[3] Peter E. Vandeventer, Jessica S. Lin, Theodore J. Zwang, Ali Nadim, Malkiat S. Johal,
and Angelika Niemz: Multiphasic DNA Adsorption to Silica Surfaces under Varying Buffer,
pH, and lonic Strength Conditions; J Phys Chem B. 2012 May 17; 116(19): 5661-5670.

15. Nhan hiéu va tuyén b6 mién trir trach nhiém
4s3™ (4titude); AltoStar® (altona Diagnostics GmbH).

Tén, nhan hiéu da dang ky v.v. dwgc st dung trong tai liéu nay, ngay ca khi khong
dwoc danh dau cu thé nhw vay, khéng dwoc coi la khéng dwoc phap luat bao vé.

AltoStar® Purification Kit 1.5 1a sdn phdm dwoc danh dau CE theo Quy dinh vé chan
doan in vitro clia Chau Au (EU) 2017/746.

San pham chwa dwgc FDA cho phép hodc phé duyét.
Khoéng c6 sén & tat ca cac qudc gia.

© 2022 altona Diagnostics GmbH; b&o lwu moi quyén.
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16. Biéu twong
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MAT

B

Thiét bj y té chan doan in vitro

Ma sé thwong phdm toan cau

Ma 16

Noi dung

S catalogue

Ma sb

Thanh phan

Tham kh&o huwéng dan s dung

Chtra dl cho "n" xét nghiém/phan trng
(rxns)

Gid¢i han nhiét dé

Han str dung

Nha san xuét

Thén trong

S6 vat lieu

Phién ban
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1 Lwuy

@ Ma dinh danh cong thirc duy nhét
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17. Lich s chinh stra

Bang 11: Lich st chinh stra

M3 dinh danh Ngay cap Céc chinh stra
’ [thang / nam]
MAN-PK1540- 04/2022 Phat hanh 1an dau
VI-S01
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trang dé tréng cé chu y
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trang dé tréng cé chu y
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always a drop ahead.

altona Diagnostics GmbH
Mérkenstr. 12
22767 Hamburg, Germany

phone +49 40 548 0676 0
fax +49 40 548 0676 10
e-mail info@altona-diagnostics.com

www.altona-diagnostics.com
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