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ExtraStar® Purification Kit 2.0

1. Vé cac hwéng dan str dung nay

Hwéng dan st dung nay chi ngudi dung st dung két hop ExtraStar® Purification
Kit 2.0 v&i AltoStar® Internal Control 1.5 trén Hé théng tinh sach KingFisher™ Flex
(Thermo Fisher Scientific).

Céac bwadc van hanh chinh cta Hé théng tinh sach KingFisher™ Flex va AltoStar®
Internal Control 1.5 trong khi thwc hién chu trinh tinh sach dwgc moé ta theo cach
dé hiéu.
Dé biét thém thong tin chi tiét vé cac san phdm nay, vui long tham khdo hwéng dan
st dung twong &ng duworc liét ké bén dudi:
+  Huwéng dan st dung Hé théng tinh sach KingFisher™ Flex (Thermo Fisher
Scientific)

+  Huwdéng dan st dung AltoStar® Internal Control 1.5

Trong hwéng dan nay, cac cum tr THAN TRONG va LUU Y ¢6 nghia nhu sau:

Néu ré cac hwéng dan hodc quy trinh van hanh, néu khéng dwoc tuan
tha moét cach chinh xac, cé thé dan dén cac van dé thwong tich vé ngudi

~ hoac anh hwdng dén hiéu suét cia san pham. Lién hé voi bd phan hd
tro ky thuét cda altona Diagnostics dé dwoc ho tro.

LUU Y

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

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

ExtraStar® Purification Kit 2.0 st dung cédng nghé hat tir va dwoc st dung dé phan
lap va lam tinh sach tw déng cac nucleic acid tir cac mau dich phét dwong hd hap
clia ngudi cho muc dich ch&n doan in vitro.

San pham duoc thiét ké d& st dung véi Hé thdng tinh sach KingFisher™ Flex
(Thermo Fisher Scientific) va cac hoa chat va bo kit xét nghiém cula altona
Diagnostics dwoc chi dinh sir dung cung v&i ExtraStar® Purification Kit 2.0.

ExtraStar® Purification Kit 2.0 dwoc thiét ké danh cho cac chuyén gia vién qua dao
tao vé& k¥ thuat sinh hoc phan t& va quy trinh chan doan in vitro.

3. Cac thanh phan cua bo kit
ExtraStar® Purification Kit 2.0 dwgc dong trong 2 hop riéng 1@ HOp 1 va Hop 2
(xem bang 1 va 2).

Bang 1: Thanh phan b kit Hop 1

Thanh phan S6 chai Dung tich méi chai [ml]
Lysis Buffer (Bém ly giai) 2 120
Wash Buffer 1 (Bém rira 1) 2 100
Wash Buffer 2 (Bém rira 2) 2 100
Wash Buffer 3 (Bém rtra 3) 2 100

Bang 2: Thanh phan b kit Hop 2

Thanh phan Dung tich méi chai [ml]
Magnetic Beads (Hat ttr) 2 5
Elution Buffer (Bém rira giai) 2 22
Enhancer (Chat ting cwong) 2 4
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Trwédc khi stv dung 1an dAu tién, hay kiém tra sdn phdm va cac thanh
phan ctia san phdm vé sé lugng, loai va dung tich bén trong. Khong st
dung san phdm bi 18 hodc khong hoan thién do hiéu suét ctia san phadm
c6 thé bj anh huéng.

ExtraStar® Purification Kit 2.0 chira hoa chat du dé 384 tinh sach mau.
Khi nhan hay kiém tra san phdm va cac thanh phan nhdm dam bao:

e Sw nguyén ven

+ B sé lwong, loai va dung tich
* Ghinhan chinh xac

+ Ngay hét han

+ Do trong subt va khong Ian cac hat

Trwong hop bat ky thanh phan nao cla bd kit bj anh huéng trong qua trinh van
chuyén hoac bi thiéu, vui Idng lién hé véi bd phan hé tro ky thuat cla altona
Diagnostics dé& dwoc hd tro (xem chwong 14. H6 tro ky thuat).

4. Bao quan va xu ly
TAt ca cac hoa chét trong ExtraStar® Purification Kit 2.0 déu 1a dung dich s&n sang
st dung.

4.1 Bao quan

ExtraStar® Purification Kit 2.0 dwoc van chuyén trong diéu kién nhiét do phong.
Hép 1 phai dwoc bao quan trong diéu kién nhiét dé tir +15° C dén +30° C va Hop 2
phai dwgc bdo quan trong didu kién nhiét do tir +2° C dén +8° C tai thoi didm nhan
(xem bang 3). Cac chai phai dwoc bdo quan theo hwéng thdng ding.
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Bang 3: Diéu kién bao quan déi v&i 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 pham hét han st dung Viéc st dung cac san pham
hét han c6 thé anh hwéng dén hiéu suat clia san pham.

4.2 Xt ly

Hoa chét ctia ExtraStar® Purification Kit 2.0 s& &n dinh trong 14 ngay ké ti khi mé,
khi dworc déng lai va bdo quan sau mdi 1&n s dung nhw sau: Hat tir, Chét tang
cwong va Bém rlra gidi phai duwoc déng kin lai bang nap gbc sau khi str dung va
bdo quan & nhiét d6 +2 °C dén +8 °C. Dung dich dém ly gidi va dung dich dém
rira 1, 2 va 3 phai dwoc dong béng ndp gbc sau khi sir dung va bdo quan & nhiét
do tir +15 °C dén +30 °C.

Khong dé lo héa chat mé gira cac lan st dung, diéu nay cé thé anh
hwéng dén hiéu suat ctia sdn pham.
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Viéc xt ly cac thanh phan cta san phadm va mau khéng ding cach cé
thé gay nhiém ban va c6 thé anh hudng dén hiéu suét ctia san pham:

- Khéng hoan déi ndp chai.

- Baoquan vatliéu duqng tinh va/hodc c6 kha nang la dwong tinh tach
f biét v&i cac thanh phan bo kit.
) , - SO dung cac khu vuc 1am viéc riéng biét cho chuén bi mau/d&t phan
&ng va cho khuéch dai/phat hién.

- Ludn bé gang tay sau khi xt ly vat liéu dwong tinh va/hoac cé kha
nang la vat liéu dwong tinh.

- Khéng mé céac dia PCR va/hoéc cac 6ng sau khi khuéch dai.

Khéng xt Iy viot qua thei gian xir ly dwoe chi dinh trong cac hwéng dan
. | st dung nay vi diéu nay c6 thé anh hwdng dén hiéu suét clia san pham.

Khoéng trén cac thanh phan tir cac 16 khac nhau vi diéu nay cé thé anh
. hwéng dén hiéu suat ctia s&n pham.

LUU Y

. Dung dich Bém ly giai c6 thé két tinh & nhiét d6 thap. Néu xuég hién két
tinh, chai dwng dung dich Bém ly giai phai dwgc lam néng bang cach

1 xoay can than (< +50 °C, vi du nhw trong bé diéu nhiét) cho dén khi cac
tinh thé hoa tan hoan toan (t6i da 30 phut).

LUUY

1 Phai lc ky cac Hat tir trwéc khi st dung (vi du: vortex trong 60 gidy).

LUU Y

®  C6thé co thay dbi mau sac khong dang ké déi véi dung dich Bém ly giai.
1 Nhirng thay dbi khong dang ké vé mau séc nay khong lam thay dbi chat
lwgng clia dung dich dém.

10
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5. M6 ta san pham

Bang 4: Thanh phan clia ExtraStar® Purification Kit 2.0

Thanh phan bb kit M6 ta

DPém ly giai chira mudi chaotropic va chat hoat dong bé mat
Lysis Buffer (guanidine thiocyanate, octoxynol) d& pha vé& té& bao hoac virion vé
(bém ly giai) mat hoa hoc. Bém ly gidi gitip 6n dinh nucleic acid va bao vé ching
khdi nucleaza trong dung dich.

Pém rira 1 chira cac loai mudi va dung moi hitu co’ (guanidine

Wash Buffer 1 ; R . .. o s e i x
4 thiocyanat va etanol) khac nhau giup loai b protein va cac tap chat

(Pém rera 1)

khac.
Wash Buffer 2 Pém rira 2 chira cac loai dung moi hiru co (etanol) gitp loai bd
(Bém rira 2) protein va cac tap chét khac.
Wash Buffer 3 Pém rira 3 chira cac loai mudi khac nhau gitp lam tinh sach nucleic
(Pém rira 3) acid.
Enhancer Chét tang cwong gitp dn dinh va bao vé nucleic acid khéi nucleaza

(Chét ting cwong) 6 trong dung dich.

Hat tir dwoc phd mét I&p silica méng dé lién két cac nucleic acid tw

Magnetic B !
SRCUE LD el e, e i e (T @ el 2 (] i

(Hat tor) I6ng trong tlr trwong.
Elution Buffer DPém rira giai 1a mot chat dém it mudi gitp giai phong céac nucleic
(Pém rtra giai) acid khai hat ttr cho hoat dong phan tich sau d6.

11
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5.1 Nguyén ly hoat dong

ExtraStar® Purification Kit 2.0 dwoc thiét ké d& phan lap va tinh sach tw déng cac
nucleic acid tir cac mau bénh phadm cu thé cia ngudi (xem chwong 6. Cac loai
mau) v&i muc dich chan doan in vitro két hop véi Hé théng tinh sach KingFisher™
Flex, AltoStar® Internal Control 1.5 va cac héa chét va b kit ctia altona Diagnostics
dwoc chi dinh d& st dung v&i ExtraStar® Purification Kit 2.0. ExtraStar® Purification
Kit 2.0 dwa trén céng nghé hat tir, str dung cac hat tlr phu silica cé thé lien két va
gii phéng nucleic acidtrong cac diéu kién cu thé [1,2,3].

Chu trinh tinh sach bao 96m 3 buwdc ty ddng voi Hé théng tinh sach KingFisher™
Flex (xem hinh 1).

1. O buwéc dau tién, cac nucleic acid dwoc giai phéng bang cach ly gidi té bao
héa hoc va co hoc trong diéu kién mudi chaotropic cao. Cac diéu kién nay gitp
4n dinh nucleic acid trong dung dich va cho phép chuing lién két v&i cac hat
silica tw tinh.

2. Trong cac buwéc rira sau, cac chat dém riva khac nhau dwoc st dung dé loai
b protein va cac tap chat khac.

3. Cudi cuing, cac nucleic acid dwoc gidi phéng khaéi cac hat tir véi mét dung dich
dém rtra gidi vao trong dia rlra giai.

12
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Lysis buffer
Magnetic beads
Internal Control

Enhancer

LY GIAI MAU +
ET DNA / RNA

LIEN K

3x ) Wash buffer
c > 1-3

RUA GIAI

Elution buffer

Hinh  1: Minh hoa quy trinh tinh sach b&ng Hé théng tinh sach KingFisher™ Flex
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6. Cac loai mau

Loai mau sau day dwoc xac nhan phu hop véi ExtraStar® Purification Kit 2.0:

« MAu dich phét dwdng hd hap clia nguwdi trong méi trwdng van chuyén

A

Khéng st dung cac loai mau khac! Viéc str dung cac loai mau khac co
thé anh hwéng dén hiéu suét ctia san pham.

LUU Y

®  Viécbao quan lanh mau khéng anh hwdng dén hiéu suét ctia san pham.
Khi lam viéc v&i cac loai mau déng lanh, can ddm bao méau dwoc ra
d6ng hoan toan hoac trén mau dang cach truwdc khi st dung.

LUU Y

®  Pé biét thong tin lién quan dén viéc 14y, xt ly va bao quan mau, vui long

1

tham khao hwéng dan st dung héa chét va bo kit xét nghiém cla altona
Diagnostics dwoc chi dinh dé st dung véi ExtraStar® Purification Kit 2.0.

7. Canh bao, than trong va han ché

&

GHS05

GHS07

&

GHS09
Nguy hiém!

H302+H312+H332

Nguy hai khi tiép xuc véi da, hit phai hodc nuét phai.

H314

Gay béng da néng va tén thuong mét.

H411

Gay doc cho thiy san va dé lai a&nh hudng trong thoi gian dai.

EUHO032

Giai phéng khi cuc doc khi tiép xdc véi axit.

EUHO071

An mon dwéng ho hap.

P260

Khéng hit khi, hoi nwéc, swong phun.

P264

Rra k¥ tay sau khi xr ly san pham.

P273

Khéng thai ra moi treong.

P280

Mé&c quéan 4o bao ho, db bao vé mat, bao vé mat, géng tay bao
hé.

P303+P361+P353

TRUQNG HOP TIEP X[.'JC VO DA (ho&c toc): Céi ngay tat ca
céac do bi nhiém hda chat. Rira sach viung da bang nwéc hodc
voi nuéc.

P310

Goi ngay cho TRUNG TAM CHONG BQC, bac si.

Thanh phan:

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

Alkylphenol ethoxylat (CAS 9036-19-5) 10-20%.

14
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GHS02

)
GHS05

Nguy hiém!

H226

Chét 18ng va hoi dé chay.

H314

Gay béng da nang va tén thwong mét.

H412

Gay doc cho thiy san va dé lai anh hudng trong thoi gian dai.

EUH032

Giai phéng khi cuc doc khi tiép xdc véi axit.

EUHO071

An mon dwéng ho hap.

P210

Tranh xa ngudn nhiét, bé mat néng, tia Itra, ngon Iva truc tiép
va cac nguon bat Itra khac. Khdng hut thudc.

P260

Khéng hit khi, hoi nwéc, swong phun.

P273

Khong thai ra méi trvong.

P280

Méc quan 4o bao hd, dd bao vé mét, bao vé mat, géng tay bao
ho.

P303+P361+P353

TRU’QNG HOP TIEP XQC VO DA (ho&c téc): Cé&ingay tht ca
céac do bi nhiém hda chat. Rira sach vung da bang nwéc hodc
voi nuéc.

P310

Goi ngay cho TRUNG TAM CHONG BQC, bac si.

Thanh phan:

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

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

GHS02

GHS07

Nguy hiém!

H226

Chét I6ng va hoi d& chay.

H319

Gay kich (rng mét nghiém trong.

P210

Tranh xa ngudn nhiét, bé mat néng, tia Itra, ngon Iva truc tiép
va cac nguon bat Itra khac. Khong hut thudc.

P233

Bong chat thung dung.

P280

Méc quan 4o bao hd, db bao vé mét, bdo vé mét, géng tay bao
ho.

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
rira.

P337+P313

Trudng hop bi kich tng mét: Xin y kién bac si.

Thanh phan:

Ethanol (CAS 64-17-5) 5070 %.

gl
GHSO05

Nguy hiém!

H314

Gay bdng da nang va tén thwong mét.

P260

Khoéng hit khi, hoi nwéc, swong phun.

P280

Méc quan 4o bao hd, dd bao vé mat, bao vé mat, géng tay bao
ho.

P303+P361+P353

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

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
rira.

P310

Goi ngay cho TRUNG TAM CHONG DOC, béc si.

Thanh phan:

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

15
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LUU Y

(]
1 D& biét thém thong tin, vui 1dng tham khao bang chi d&n an toan (SDS).

«  Trwdc khi st dung 14n dau tién, hay kiém tra san pham va cac thanh phan clia
san pham vé so lwgng, loai va dung tich bén trong. Khéng st dung sén pham
bi 16i hodc khéng hoan thién do hiéu suat clia sdn phdm c6 thé bi &nh huéng.

+  Diéu kién bdo quan khdng pht hop c6 thé &nh huéng dén hiéu suét clia sén
pham.

« Khoéng str dung san phdm hét han s dung. Viéc st dung cac san pham hét
han c6 thé anh huéng dén hiéu suét ctia sdn pham.

« Khong dé lo héa chat mé gitra cac 1an st dung, diéu nay c6 thé anh hudéng
dén hiéu suét cia san pham.

«  Viéc x ly cac thanh phan clia sdn pham va mau khong dung cach cé thé gay
nhiém ban va cé thé anh hwdng dén hiéu suét ctia san pham:
> Khoéng hoan ddi np chai.

o Bao quan vat liéu dwong tinh va’/hodc co kha nang la dwong tinh tach biét
véi cac thanh phan bo kit.

o St dung cac khu vic lam viéc riéng biét cho chuén bj mau/dat phan rng
va cho khuéch dai/phat hién.

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

o Khdng mé cac dia PCR va/hodc cac 6ng sau khi khuéch dai.
+ Khéng x ly vwot quéa thdi gian xt ly dwoc chi dinh trong cac hwdng dan st
dung nay vi didu nay cé thé anh hwéng dén hiéu suat cia san pham.

« Khéng trén cac thanh phan tir cac 16 khac nhau vi diéu nay cé thé anh hudéng
dén hiéu suat ctia san pham.

«  Khong st dung cac loai mau khac! Viéc st dung cac loai mau khac cé thé anh
hwéng dén hiéu suat ctia san pham.

*  Khdng do thém thé tich vao giéng dia nhu da chi dinh vi diéu nay c6 thé dan
dén nhiém chéo va cé thé anh hudng dén hiéu suét ctia san pham.

«  Luén s dung dung thé tich mau khi chuén bi dia mau ly giai, néu khéng hiéu
suat clia s&n pham cé thé bi &nh hwéng.

16
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Luon doé dung dung dich d&ém vao dia dém twong (rng. Viéc trén 1an dung dich
dém c6 thé anh hwéng dén hiéu suat ctia sadn pham.

Ludn kiém tra G dung dich dém cho tivng mau trwéc khi bat dau thtr nghiém.
Viéc s dung thé tich dung dich d&m it hon mirc duoc chi dinh co thé anh
hwéng dén hiéu suat cta san pham.

Ludn st dung chwong trinh KingFisher™ chinh xac cho quy trinh tach chiét,
vi cac cai dat khac co thé dan dén nhiém chéo va co thé anh hwéng dén hiéu
suat cla san pham.

Dam bao lap day cac vi tri giéng twong (rng trén méi dia. Khong trén 1an vi tri
cac mau va dung dich dém trén giéng dia vi didu nay c6 thé anh hwéng dén
hiéu suat ctia san pham.

Khéng tron I1&n céc dia giéng va huéng dia trong khi nap KingFisher™. Viéc
nap dia khéng dung cach cé thé anh hwéng dén hiéu suét ctia san pham.

Céc que phét canxi alginate, cac que phét c6 truc gb va/hodc dau bong ciing
nhw cac que phét chira thach rau cau cé thé lam gidm hiéu suat chiét.

Viéc chuan bj héa chat khéng ding cach (vi du nhw Dém ly giai va Hat tir) cé
thé gay ra két qua khong hop 1& hodc am tinh gia.

Khéng hoan ddi ndp chai khi day cac thanh phan clia san phdm sau khi s
dung @& tranh nhiém ban héa chét, diéu nay cé thé anh hwéng dén hiéu suét
clia san pham.

Khéng str dung mau cé chira chat rdn va cac thanh phan c6 do nhét cao vi
didu nay cé thé anh hudng dén hiéu suét ctia san pham.

Viéc bao quan san pham rira giai & diéu kién khong dung co thé gay hao hut
thé tich san pham rira gidi va/hodc lam suy gidm trinh tw muc tiéu dac hiéu
cho tac nhan gay bénh va co thé anh hudng dén hiéu suét clia san phadm.
Ludn coi mau la vat liéu lay nhiém va nguy hiém (vé mét sinh hoc) theo quy
trinh an toan phong thi nghiém. Khi xay ra sw cé tran vat liéu mau, ngay lap
tirc st dung chét khir triing thich hop. X& ly cac vat liéu bi 6 nhiém nhu cac
vat liéu nguy hiém sinh hoc.

Viéc x ly chat thai nguy hai va chét thai sinh hoc phai tuan theo cac quy dinh
clia dia phwong va qubc gia dé tranh & nhiém mai trudng.

17
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8. Swr dung ExtraStar® Purification Kit 2.0

Céc chuwong sau mé ta cach str dung ExtraStar® Purification Kit 2.0.

8.1 Thé tich mau
ExtraStar® Purification Kit 2.0 cho phép tinh sach mau 300 pl.

Khong d thém thé tich vao giéng dia nhw da chi dinh vi diéu nay c6 thé
dan dén nhiém chéo va cé thé anh huéng dén hiéu suét cia san pham.

Lubdn st dung dung thé tich mau khi chuan bi dia mau ly gidi, néu khong
hiéu suat clia san pham c6 thé bj anh hwéng.

8.2 Vat liéu va thiét bi can thiét nhwng khéng dwoc cung cap

« Tach chiét nucleic acid va khuéch dai PCR va phat hién chat kiém chuan
AltoStar® Internal Control 1.5 (Ma dat hang cla altona Diagnostics 1C15-46)

+ KingFisher™ 96 Flex ctia Thermo Fisher Scientific v&i 96 nam cham giéng
sau va khdi gia nhiét véi Phan mém BindIt™ 4.0 hodc cao hon (Ma dat hang
clia Thermo Fisher Scientific5400630)

+  4x KingFisher™ 96 deep-well plate (dia 96 giéng sau KingFisher™) (M4 d&t
hang ctia Thermo Fisher Scientific 95040450)

« 1x KingFisher™ 96 tip comb for deep-well magnets (lwoc dau 96 giéng
KingFisher™ danh cho nam cham giéng sau) (M& dat hang cta Thermo
Fisher Scientific 97002534)

«  2x KingFisher™ 96 plate 200 pl (dia 96 giéng 200 ul KingFisher™) (Ma d&t
hang ctia Thermo Fisher Scientific 97002540)

LUU Y

®  Dam bao réng tat ca céac thiét bj dwoc sir dung da dwoc Ip dat, hiéu
chuén, kiém tra va bao tri theo hwéng dan va khuyén nghi ctia nha san
Xuét.
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8.3 Tong quan tai liéu va thiét bi
e May vortex
+ Gang tay khéng bét (dung mét 1an)
+  Pipet (c6 thé diéu chinh, d& chuén bi hoa chat va mau)
«  Dau pipet c6 bd loc (dung mét 1an, dé& chuan bi mau)

«  Khéng béat buéc: pipet bwéc (c6 thé didu chinh, dé chuén bi hoa chét) va dau
pht hop (dung mét 1an)

9. Tinh sach bang cach st dung ExtraStar® Purification
Kit 2.0 két hop vé&i KingFisher™ Flex

Trong l&n s dung d4u tién, phai tao phwong phap dwoc chi dinh cho loai mau bang

Phan mém BindIt™ phién ban 4.0 hodc cao hon (Thermo Scientific™) dbi vai thiét

bi KingFisher™. Phwong phap nay co thé duoc st dung trén thiét bj mot cach doc

lap hodc qua két ndi vai PC. D& st dung Phan mém BindIt™ va lén chwong trinh,

hay tham khao hwéng dan st dung cé lién quan cua thiét bi.

Bang 5: Chuwong trinh KingFisher™ dé tach chiét bang ExtraStar® Purification Kit 2.0

KingFisher™ program for ExtraStar® Purification Kit 2.0 extraction

Total reagent
Name Well volume [pl] Type
volume [pl]
Lysis Buffer 500 - Reagent
Magnetic Beads 25 - Reagent
Enhancer 20 - Reagent
AltoStar®
50 - Reagent
Internal Control 1.5
Sample 300 - Sample
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KingFisher™ program for ExtraStar® Purification Kit 2.0 extraction

Wash Buffer 1 - Reagent

Wash Buffer 2 - Reagent

Wash Buffer 3 - Reagent

Elution Buffer - Reagent

Ludn db ding dung dich dém vao dia dém twong (ng. Viéc tron 1an
dung dich d&m c6 thé anh huéng dén hiéu suét ctia san pham.

nghiém. Viéc st dung thé tich dung dich dém it hon mirc dwoc chi dinh

Ludn kiém tra di dung dich dém cho tirng mau trwéc khi bat dau thir
A ¢6 thé anh hwéng dén hiéu suat ctia sdn pham.
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Khong d thém thé tich vao giéng dia nhw da chi dinh vi diéu nay c6 thé
. da&n dén nhiém chéo va cé thé anh hwéng dén hiéu suét ctia san pham.

Bang 6: Giao thirc

Precollect
Beginning of step
Release time, speed
Shake 1 time, speed
Shake 2 time, speed
Loop count
Mixing/heating
Heating temperature [°C]
Preheat
Heating during mixing
Postmix
End of step Collect count

Collect time [s]

Precollect
Beginning of step
Release time, speed
Shake 1 time, speed
Shake 2 time, speed
Mixing/heating

Loop count

Heating during mixing

No

No
00:00:30, slow
00:00:10, bottom mix
10
56
Yes

Yes

1

No
00:00:10, slow
00:00:30, slow

00:00:10, bottom mix
4
No
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Postmix No
End of step Collect count [s] 3
Collect time [s] 0
Wash 2 Wash 2 plate
Precollect No
Beginning of step
Release time, speed 00:00:05, fast
Shake 1 time, speed 00:00:05, slow
Shake 2 time, speed 00:00:30, bottom mix
Mixing/heating
Loop count &
Heating during mixing No
Postmix No
End of step Collect count &
Collect time [s] 0
Wash 3 Wash 3 plate
Precollect No
Beginning of step
Release time, speed 00:00:05, fast
Shake 1 time, speed 00:00:05, slow
Shake 2 time, speed 00:00:30, bottom mix
Mixing/heating
Loop count 2
Heating during mixing No
Postmix No
End of step Collect count 3
Collect time [s] 0
Elution Eluate plate
Precollect No

Beginning of step
Release time, speed 00:00:10, medium
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Mixing time, speed 00:10:00, slow
Heating temperature [°C] 70
Mixing/heating

Preheat No
Heating during mixing Yes

Postmix No

End of step Collect count &
Collect time [s] 0

Leave Wash 2 plate

C Ludn st dung chwong trinh KingFisher™ chinh xac cho quy trinh tach

chiét, vi cac cai dat khac cé thé dan dén nhiém chéo va co thé anh
hwéng dén hiéu suat ctia san pham.

9.1 Moi trworng van chuyén (trang que phét)

1.

Dam béo rang phuwong phap (xem bang 5) dwoc lap trinh va cai d&t trén
KingFisher™ Flex.

Chuén bi mét dia tréng [KingFisher™ 96 plate 200 pl (dia 96 giéng 200 pl
KingFisher™)] vai mét lwoc dau 96 giéng sau.

Chuan bi dia rira 1 [KingFisher™ 96 deep-well plate (d”a 96 giéng sau
KingFisher™)] bang cach thém 500 pl Bém rtra 1 vao mdi giéng dang st dung.
Chuan bi dia rlra 2 [KingFisher™ 96 deep-well plate (dia 96 giéng sau
KingFisher™)] bang cach thém 500 pl Dém rira 2 vao méi giéng dang st
dung.

Chuan bj dia rira 3 [KingFisher™ 96 deep-well plate (d"a 96 giéng sau

KingFisher™)] béng cach thém 500 ul Bém rlra 3 vao mdi giéng dang st
dung.

Chuan bj dia rira giai [KingFisher™ plate 200 I (dia 200 ul KingFisher™)]
bang cach thém 100 ul Dém rlra gidi vao méi giéng dang st dung.

Chuén bi mau cho méi trwdng van chuyén (trang que phét):
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©

9.

Chuén bi dia dung mau Ly giai [KingFisher™ 96 deep-well plate (dia 96 giéng
sau KingFisher™)] béng cach thém vao tirng giéng dang str dung theo thir tw
sau:

Dung dich Bém ly gidi 500 pl
25 ul Hat tir dworc tron déu (vi du: I&c hodc vortex trong 60 gidy)
20 pl dung dich Chét tang cuwéng

50 ul AltoStar® Internal Control 1.5: thém IC truc tiép vao chét 1dng va tranh
nhirng giot nwéc roi trén mat sau cda giéng.

300 pl mau (vi du: mai trwéng van chuyén virus)

Bé&t dau phwong phap tach chiét ngay lap tic va lam theo huéng dan bang
cach dat cac dia vao thiét bi.

B4t dAu Ian chay (mat khoang 30 phut dé& hoan thanh).

10. Sau khi két thic 14n chay, st dung dfa rira gidi cho qua trinh PCR.

BEBE PP

Ludn @b dung dung dich dém vao dia dém twong ng. Viéc tron Ian
dung dich dém c6 thé anh hwéng dén hiéu suét ctia sdn pham.

Ludn kiém tra du dung dich dém cho tirng mau truwéc khi bat dau thir
nghiém. Viéc str dung thé tich dung dich dém it hon mirc dwoc chi dinh
c6 thé anh hwéng dén hiéu suat ctia sdn pham.

Khoéng db thém thé tich vao giéng dia nhw da chi dinh vi diéu nay c6 thé
dan dén nhiém chéo va cé thé anh hwéng dén hiéu suat ctia san pham.

Dam bao I&p day cac vi tri giéng twong (rng trén mbi dia. Khéng tron 1an
vi tri cac mau va dung dich dém trén giéng dia vi diéu nay co thé anh
hwéng dén hiéu suat ctia san pham.
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Khéng tron 1an cac dia giéng va hwéng dia trong khi nap KingFisher™.
Viéc nap dia khéng ding cach co thé anh huéng dén hiéu suét clia san
pham.

Cac que phét canxi alginate, cac que phét co truc gb va’hodc diu bong
cting nhw cac que phét chira thach rau cau c6 thé lam gidm hiéu suét
chiét.

Viéc chuén bi héa chét khéng ding cach (vi du nhw Bém ly gidi va Hat
tr) c6 thé gay ra két qua khong hop 1& hodc am tinh gia.

Khoéng hoan di ndp chai khi day cac thanh phan ctia san phdm sau khi
st dung dé tranh nhiém ban hoéa chét, didu nay c6 thé anh hwéng dén
hiéu suat cia san pham.

Khoéng st dung mau c6 chira chat rn va cac thanh phan cé do nhét cao
vi dieu nay co thé anh hwdng dén hiéu suat cia san pham.

Ludn st dung ding thé tich mau khi chuan bj dia mau ly giai, néu khéng
hiéu suat ciia san pham c6 thé bi anh hwéng.

BHBHBPHBPHPHP

9.1.1 D6 6n dinh rira giai

Sau khi hoan thanh Ian chay tinh sach, cac san phdm rira gidi trong dia rira giai
chwa niém phong sé& hoat déng &n dinh & nhiét do phong (t6i da. +30 °C) trong
vong 4 gio.
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Viéc bao quan san phdm rira giai & diéu kién khong ding co6 thé gay
hao hut thé tich san pham riva giai va’hodc lam suy giam trinh tw muc
tiéu d&c hiéu cho tac nhan gay bénh va cé thé anh hwdng dén hiéu suét
cla san pham.

10. Dir liéu vé hiéu suét
Hiéu suét clia ExtraStar® Purification Kit 2.0 dwgc xac nhan cung voi mdi loai hda
chét hodc b kit PCR trong thdi gian thwe cla altona Diagnostics dwoc chi dinh dé
st dung vo&i ExtraStar® Purification Kit 2.0. D& biét thong tin vé& dir liéu hiéu suét,
vui long tham khao hwéng d&n st dung héa chét va bo kit PCR trong théi gian thuc
twong (rng cla altona Diagnostics.

11. Thai bo

X0 ly chét thai nguy hai va chét thai sinh hoc tuan tha cac quy dinh ctia dia phuong
va qudc gia. Khéng dugc dé cac thanh phan san phdm con sét lai va chét thai xam
nhap vao cdng ranh, cac ngudn nwéc hodc dat.

Ludn coi mau 13 vat lieu lay nhiém va nguy hidm (vé mat sinh hoc) theo
quy trinh an toan phong thi nghiém. Khi xay ra sw cb tran vat liéu mau,
ngay lap tirc stv dung chét khi trung thich hop. X& ly cac vat liéu bi 6
nhiém nhw cac vat liéu nguy hiém sinh hoc.

dinh cla dia phwong va quéc gia dé tranh 6 nhi&m moéi trwdng.

é Viéc x& ly chat thai nguy hai va chéat thai sinh hoc phai tuan theo cac quy

LUuUY

. Chét thai 16ng va bat ky chét 16ng nao cé chira Bém ly gidi hodc Dém
rita 1 chlra guanidine thiocyanate co thé tao thanh cac hop chat doc

1 hai, phan (r‘ng manh va d& bay hoi khi két hop véi thube tdy hodc axit
manh.
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12. Kiém soat chat lwong

Theo Hé thdng Quan ly Chét lwgng dwoc chirng nhan EN I1SO 13485 cla altona
Diagnostics GmbH, méi 16 ExtraStar® Purification Kit 2.0 déu duoc kiém tra dwa
trén cac thong sb k¥ thuat da &n dinh trwéc dé dam bao chét lwgng san pham nhét
quan.

13. Hwéng dan xtr ly van dé

Sw cé: két thia trong hoéa chat

Nguyén nhan c6 thé c6 Goiy

Néu d& mé chai dwng dung dich dém ly giai, hdy dam bao déng
nép chai béng cting mot ndp. Lam néng chai dwng dung dich
dém ly giai (< +50 °C, vi du nhw trong bé diéu nhiét) bang cach
xoay lién tuc, c&n than cho dén khi két tlia duoc hoa tan hoan
toan.

Bao quan dung dich
dém ly gidi & nhiét o
thap hodc bao quan
trong thoi gian dai

Tinh trang bay hoi qua  Thai bd héa chét. Dam bao luén déng kin cac chai dwng hoa
murc do st dung va/ chét ngay sau khi st dung.

hoac dong khéng dung

cach c6 thé dan dén

téng nong d6 muéi trong

héa chat

Sw c6: ham lwong hoadc do tinh khiét cua nucleic acid thap

Nguyén nhan cé thé cé Goiy

B6 hoa chét di. Lwu y bao quan cac thanh phan ctia san phdm
trong cac diéu kién bao quan quy dinh (xem chwong 4. Bao
quan va xt ly).

Bao quan hoa chét
khéng dung cach

Hoa chét khong dwgc  B6 hda chéat di. Lwu y bdo quan céac thanh phan cta san pham
déng valhodc bao quan  trong cac didu kién bao quan quy dinh (xem chwong 4. Bao

dung cach trong thoi quan va xt ly). Bam bao ludn déng kin cac chai dwng hoa chat
gian str dung ngay sau khi st dung.

Chuan bj mau khéng Dam bao chuan bi mau theo hwéng dan trong chuong 9.1 Méi
ding cach trwdng van chuyén (trang que phét).
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Nguyén nhan cé thé cé Goiy

Céac mau dong lanh
khéng dwgc ra déong
hoac trén dung cach

Chuwa ly gidi mau hoan
toan

Tron |&n cac dung dich
dém trong khi @ day
cac dia hoac trén cac
dia dém trong qua trinh
nap KingFisher™

D6 nhét clia mau cao
hoac c6 chét ran trong
mau

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

Trwde khi st dung, can kiém tra d& dam bao dém ly giai khéng
chtra chét két tiia. Néu da mé chai dung dung dich Bém ly giai,
hay dam bao déng chai bang ndp twong (rng va dun néng chai
(£ +50 °C, vi du, trong bé didu nhiét) dong thoi viéc lac nhe déu
dan, can than cho dén khi két tGa dwoc hoa tan hoan toan.

Dam bao db diing dung dich d&m vao céc dia twong (rng va nap
céac dia theo hwéng dan trong phuong phap hién thi trén man
hinh cta KingFisher™.

Dam bao chuén bj mau theo chuong 9.1 Méi trwéng van chuyén
(trang que phét).

14. H6 tro’ ky thuat

Dé dwoc hd tro, khach hang vui long lién hé véi bd phan hé tro ki thuat cia altona

Diagnostics:

Email:

support@altona-diagnostics.com

S6 dién thoai: +49-(0)40-5480676-0

LUU Y

®  Moi sw cb nghiém trong xay ra lién quan dén san phadm nay sé duwoc
b&o cdo cho altona Diagnostics va co’ quan cé thAm quyén tai quéc gia

cla ban.
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15. Téng 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.

16. Nhan hiéu va tuyén bd mién trir trach nhiém
AltoStar®, ExtraStar®, RealStar® (altona Diagnostics GmbH); BindIt™, KingFisher™
(Thermo Fisher Scientific).

Tén, nhan hiéu da dang ky v.v. dwoc st dung trong tai li€u nay, ngay ca khi khong
dwoc danh dau cu thé nhw vay, khéng dwoc coi 1a khong dwoc phap luat bao vé.

ExtraStar® Purification Kit 2.0 1a san phém dwoc danh dau CE theo Quy dinh vé
chén doan in vitro ctia Chau Au (EU) 2017/746.

San ph&dm chwa dwoc Bo Y té Canada c&p phép va chwa dwoc FDA cho phép hodc
phé duyét.

Khéng hién dién & tat ca cac quéc gia.

© 2023 altona Diagnostics GmbH; b&o lwu moi quyén.
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17. Biéu twong

I I S

30

IVD

> RSB J EREE B

Thiét bj y té chan doan in vitro

Ma sb giao dich toan cau

No&i dung

Sé catalogue

Thanh phan

Tham kh&o huéng dan s dung

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

Gid¢i han nhiét dé

Han st dung

Nha san xuét

Théan trong
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S6 vat liéu
D] Phién ban
°
1 Lwuy
@l M4 dinh danh céng thirc duy nhét
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18. Lich st chinh stra

Bang 7: Lich sl chinh stra

M3 dinh danh Ngay cap Céc chinh stra
’ [thang / nam]
MAN-5012040- 12/2022 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 O
fax +49 40 548 0676 10
e-mail info@altona-diagnostics.com

www.altona-diagnostics.com
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