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1. Vé cac hwéng dan str dung nay
Céac hwdng dan st dung nay huéng dan ngwdi ding trong viéc st dung AltoStar®
Whole Blood Pretreatment Buffer 1.5 két hop véi AltoStar® Purification Kit 1.5.

AltoStar® Whole Blood Pretreatment Buffer 1.5 dwoc dung trong chu trinh tinh sach
axit nucleic t mau mau nguwdi toan phan két hop véi AltoStar® Purification Kit 1.5.
Dé biét thong tin chi tiét vé cach s dung san pham d6, vui long tham khao huéng
dan sl dung AltoStar® Purification Kit 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

~ hoac anh hwdng dén hiéu suét cia san pham. Lién hé voi bd phan hd
tro ky thuat 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

AltoStar® Whole Blood Pretreatment Buffer 1.5 dung dé& én dinh va hoéa 1éng mau
mau nguwdi toan phan cho qua trinh phan 1ap va tinh sach axit nucleic sau d6 nhdm
muc dich chan doan in vitro.

San pham dwoc thiét k& dé& sir dung v&i hda chét va bo kit clia altona Diagnostics
dwoc chi dinh dé st dung véi AltoStar® Whole Blood Pretreatment Buffer 1.5.

AltoStar® Whole Blood Pretreatment Buffer 1.5 dwoc thiét ké danh cho cac chuyén
vién da qua dao tao v& k¥ thuat sinh hoc phan tt va quy trinh chan doan in vitro.

3. Cac thanh phan cuaa bé kit
AltoStar® Whole Blood Pretreatment Buffer 1.5 bao gdm cac thanh phan sau:
Bang 1: Thanh phan bo kit

Dung tich trén méi ong
[mi]

Thanh phan S6 lwong dng

WBPB* 48 4,9

* Whole Blood Pretreatment Buffer (Ch4t dém tién x( Iy mau mau toan phan)

Trwédc khi st dung 1an dAu tién, hay kiém tra s&n phdm va cac thanh
phan clia san pham vé sé lweng, loai va dung tich bén trong. Khéng st
dung san phdm bi 16i hodc khong day du, hiéu suét clia sdn phadm c6
thé bi anh huéng.



AltoStar® Whole Blood Pretreatment Buffer 1.5

AltoStar® Whole Blood Pretreatment Buffer 1.5 chira dd héa chéat cho qua trinh tién
Xt ly 576 mau mau nguwdi toan phan.

Khi nhan va trwéc khi st dung 1an dau, hay kiém tra san phdm va cac thanh phan
nham dam bao:

e Sw nguyén ven

«  DPusb lwong, loai va dung tich
*  Ghinhan chinh xac

+ Ngay hét han

« Do sach, khdng lan cac phan tir

Néu cé tir mot dng bi héng trong qua trinh van chuyén hoéc bi thiéu tré 1&n, vui long
lién hé v&i bd phan hd tro ki thuat cda altona Diagnostics d& dwoc hd tro (tham
khao chwong 11. Hb tro ky thuat).

4. Bao quan va xw ly

WBPB (Chét dém tién xr ly mau mau toan phan) la dung dich s&n sang dé st dung.

4.1 Bao quan
WBPB phai dwoc bdo quan & nhiét do tir +15 °C dén +30 °C tai thdi diém giao dén.

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

Khong st dung san pham hét han str dung. Viéc str dung cac san pham
hét han c6 thé anh hwéng dén hiéu suét ciia sdn pham.
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4.2 Xwly

WBPB hoat déng 6n dinh trong vong 14 ngay ké ti 1an mé nép dau tién néu duoc
day nép ngay sau méi lan st dung va dwoc bao quan trong diéu kién sau: cac éng
dwoc day bang nap ban dau sau khi st dung va dwoc bdo quan trong didu kién
nhiét do ttr +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.

Viéc x& ly cac mau va cac thanh phan clia san phdm khéng ding cach
c6 thé gay & nhiém va cé thé anh hudng dén hiéu suét ctia san phdm:

- Khéng thay dbi nép lo hodc nép chai.

- Bao quan vat liéu dwong tinh va/hoac cé kha nang la dwong tinh tach

c biét v&i cac thanh phan bd kit.
- S dung cac khu virc lam viéc riéng biét cho cac hoat déng chuan bi/

dat phan ng va khuéch dai/nhan dién mau.

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

- Khéng mé céac dia PCR va/hoédc cac éng sau khi khuéch dai.

Khéng xtr ly vwot qua thoi gian x& ly dwgre chi dinh trong cac hudng dan
str dung nay vi diéu nay co thé anh hudng dén hiéu suét ctia sdn pham.

l>

Khéng trén cac thanh phan tir cac 16 khac nhau vi diéu nay c6 thé anh
hwéng dén hiéu suét ctia san pham.

>
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5. M6 ta san pham

AltoStar® Whole Blood Pretreatment Buffer 1.5 diing dé& én dinh va hoa Iédng cac
mau mau ngudi toan phan cho qué trinh phan 1ap va tinh sach axit nucleic sau dé
cho cac muc dich chan doan in vitro.

Bang 2: M6 ta thanh phan bd xét nghiém

Thanh phan b xét

nghiém

Chtra chat hoat dong b& mat va mudi dé &n dinh va hoéa Iéng cac
WBPB* mau mau toan phan cldy tlr ngudi cho qua trinh phan 1ap va tinh
sach axit nucleic sau dé

* Whole Blood Pretreatment Buffer (Chat dém tién x( Iy mau mau toan phan)

5.1 Mau

5.1.1 Cac loai mau

Céac loai mau sau dwoc xac minh dé& st dung véi AltoStar® Whole Blood
Pretreatment Buffer 1.5:

«  Mau ngudi toan phan trong EDTA

+  Ma&u ngudi toan phan trong citrate

Khoéng st dung cac loai mau khac! Viéc st dung cac loai sdn pham
khac c6 thé anh hwdng dén hiéu suét clia san pham.

Sw xuét hién ctia chat (e ché PCR (vi du nhw heparin) cé thé gay ra két
qua am tinh gia hoac khong hop 1€.

10
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5.1.2 Thu nhan va xtr ly mau

Mau phai dwoc Iy béng cac hé théng 1dy mau tiéu chuén cé ban trén thj trwdng (vi
du: Sarstedt, Becton Dickinson, Greiner hodc twong dwong). Cac thanh phan trong
éng phai dwoc tron truc tiép sau khi ldy mau. Cac mau mau phai duoc 1am lanh &
nhiét do tir +2 °C dén +8 °C. Qua trinh van chuyén phai dwoc thyc hién theo cac
hwéng dan clia dia phuong va qubc gia vé viéc van chuyén vat liéu sinh hoc.

Luén coi mau 1a vat liéu lay nhiém va nguy hiém (vé mét 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 chét khir triing thich hop. X ly cac vat liéu
bi 6 nhiém nhuw cac vat liéu nguy hiém sinh hoc.

LUU Y

®  Viécbao quan lanh mau khéng anh hwdng dén hiéu suét ctia san pham.
1 Khi 1am viéc v&i cac loai mau dong lanh, cAn ddm bdo mau duoc ra
déng hoan toan hoéc trén mau dang cach trwdc khi st dung.

11
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6. Canh bao, than trong va han ché

GHS05

Nguy hiém!

H314

Gay bong da nang va tén thwong mét.

H318

Gay tén thuong mat nghiém trong.

H412

Gay doc cho thlly san va dé lai anh hwéng trong thi gian dai.

P260

Khéng hit khi, hoi nwéc, swong phun.

P264

Rra k tay sau khi xt ly san pham.

P273

Khéng thai ra moi truwong.

P280

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

P301+P330+P331

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

P303+P361+P353

TRL}’Q’NG HOP TIEP XQC VO DA (hoac téc): Cd&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 nuoc trong vai
phut Théao kinh ap trong néu c6 deo va dé thuc hién. Tiép tuc
rira.

P310

Goi ngay cho TRUNG TAM CHONG DOC hoc bac si.

Thanh phan:

Sodium hydroxide (CAS 50-01-1) 1-2,5 %

LUU Y

1 Dé& biét thém théng tin, vui 1ong tham khao bang di liéu an toan (SDS).

«  Trwdc khi st dung 1an dau tién, hay kiém tra san phdm va cac thanh phan
clia san pham vé sb lwong, loai va dung tich bén trong. Khéng st dung san
ph&m bi 16i hodc khong day du, hiéu suét ctia san pham co thé bj anh huéng.

+ Didu kién bao quan khong phu hop co thé anh hwéng dén hiéu suat clia san

pham.

*  Khéng st dung s&n pham hét han s dung. Viéc st dung céc san pham hét
han c6 thé anh hwédng dén hiéu suat cia san pham.

+ Khoéng dé lo hoa chat mé gitra cac 1an st dung, diéu nay cé thé anh hwéng
dén hiéu suat ctia san pham.

+  Viéc x&r ly cac mau va cac thanh phan ctia san pham khong dung cach c6 thé
gay 6 nhiém va co thé anh hudng dén hiéu suét ctia san phdm:

o Khéng thay dbi nap lo hodc nap chai.

12
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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 virc lam viéc riéng biét cho cac hoat déng chuén bi/dat
phan &ng va khuéch dai/nhan dién mau.

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

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

Khéng x& ly vwot qua thoi gian x& ly dwoc chi dinh trong cac huéng dan st
dung nay vi didu nay cé thé anh hudng dén hiéu suét ctia san pham.

Khéng tron cac thanh phan tir cac 16 khac nhau vi didu nay cé thé anh hwéng
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 cta san pham.

Sw xuét hién clia chét trc ché PCR (vi du nhw heparin) c6 thé gay ra két qua
am tinh gia hodc khong hop I€.

Ludn coi mau la vat liéu lay nhiém va nguy hiém (vé mét sinh hoc) theo quy
trinh an toan va phong thi nghiém. Khi xay ra s ¢ tran vat liéu mau, ngay lap
tirc st dung chat khir tring thich hop. X& ly cac vat liéu bi 6 nhiém nhuw cac
vat liéu nguy hiém sinh hoc.

Khéng s dung méu cé chiva chat ran va cac thanh phan cé d6 nhét cao vi
didu nay cé thé anh hudng dén hiéu suét ctia san pham.

Viéc tron khong ding cach mau mau toan phan trong qua trinh chuén bj cé thé
gay ra két qua am tinh khong hop 1& hodc am tinh gia.

Khéng vwot qué thei gian G déi vai chu trinh x@ ly trwdc mau mau toan phan
vi didu nay cé thé anh hwéng dén hiéu suét cta san pham.

Viéc xtr ly chét thai nguy hai va chét thai sinh hoc phai tuan theo cac quy dinh
clia dia phwong va qudc gia dé tranh 6 nhiém mai trudng.

13
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7. Cach str dung AltoStar® Whole Blood Pretreatment
Buffer 1.5

Céac chwong sau md td cach s dung AltoStar® Whole Blood Pretreatment
Buffer 1.5.

7.1 Thé tich mau

AltoStar® Automation System AM16 (Hamilton; sau day dwoc goi tat |a AltoStar®
AM16) cho phép tinh sach 500 pl mau chuan bj sdn. Lwong mau da chuén bi sén
duwoc thém vao can dugc tinh dén ca thé tich chét clia 6ng mau s dung. Khi st
dung cac éng mau mua tir altona Diagnostics (tham khdo chwong 7.2 Ong mau),
cho it nhat tdng 700 pl thé tich m&u d& chuan bi san.

7.2 Ong mau

Ong mau pht hop dé str dung vé&i AltoStar® AM16 dwoc ban tai altona Diagnostics
(6ng 7 ml cé ndp, 82 x 13 mm, VK000010). Nguw&i ding co thé kiém tra cac 6ng mau
khac dé& dam bao kha nang (ng dung. Dé biét théng tin chi tiét, vui ldng tham khao
huwéng dan st dung AltoStar® Purification Kit 1.5.

7.3 Ma vach mau

D& thuwc hién nhan dang mau tw ddng bang AltoStar® AM16, tat ca cac 6ng mau
phai dwoc dan nhan bing méa vach phii hop. D& biét thong tin chi tiét, vui Iong tham
khao huéng dan st dung AltoStar® Purification Kit 1.5.

14
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7.4 Vat liéu va thiét bi can thiét nhwng khéng dwoc cung cap

Vat liéu va thiét bi hién thj trong bang 3 phai dwoc dét hang tr altona Diagnostics.

Bang 3: Vatliéu va thiét bi can thiét

Vat liéu

Go6i san phdm cé chira AltoStar®
AltoStar® Molecular Diagnostic ~ Automation System AM16, phan mém
Workflow AltoStar® Connect (Phién ban 1.7.4 tré&
Ién) va phan ctrng CNTT

AM16

Hoa chét tinh sach va phan Iap axit
AltoStar® Purification Kit 1.5 nucleic dé& st dung véi AltoStar® PK15-46
Automation System AM16

Bang 4: Vat liéu phong thi nghiém bé sung

Vit liéu

Ong mau VD: Ong 7 ml c6 nap 82 x 13 mm VK000010

N&p 6ng mau VD: n&p van c6 ranh cho 6ng mau VK000011

7.5 Téng quan tai liéu va thiét bj
* May vortex
+  Gang tay khéng bot (diing mét 1an)
+  Pipet (c6 thé diéu chinh, d& chuan bi mau)

+  Dau pipet c6 bd loc (dung mét Ian, dé& chuén bi mau)

15
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7.6 Quy trinh

7.6.1 Chu trinh tién x ly mau toan phan

1. Chuyén mét lwgng can thiét mau toan phan khéng chira chét rdn va cac thanh
phan cé d6 nhét cao tr 6ng so cdp sang 6ng mau c¢é nhan ma vach phu hop
va thém cling mét lwgng nay WBPB vao mau dé dat dwoc ty |& thé tich la 1:1
(VD: 500 pl mau toan phan va 500 yl WBPB).

2. Ngay lap tirc trén k§ bang cach vortex trong 10 giay. Théi gian trén khong du
c6 thé khién mau khéng phi hop cho qua trinh xt ly do téng d6 nhét hodc
dong tu.

3. Tranh tao bot. Néu bj tao bot trong qua trinh trén, c6 thé loai bd bot sau 2-3 phut
b&ng cach gd nhe vao éng mau mét cach cin than. Khong ly tam mau.

4. Bét dau lan chay tinh sach trén AltoStar® AM16 dbi véi cac mau mau toan phan

da dwoc tién x ly trong vong 60 phut ké tir khi bat dau tién xi ly.

Khoéng str dung mau cé chira chat rn va cac thanh phan cé do nhét cao
vi diéu nay c6 thé anh hudng dén hiéu suét clia san pham.

B>

Viéc tron khdng dung cach mau mau toan phan trong qua trinh chuan bi
c6 thé gay ra két qua am tinh khéng hop 1& hodc am tinh gia.

B>

Khoéng vuot qua thdi gian G di véi chu trinh tién x& Iy mau mau toan
phan vi diéu nay c6 thé anh huwéng dén hiéu suét ctia san pham.

LUU Y

®  Hé thdng khong kiém tra thé tich mau trwdc khi xt ly. Cac mau khong
c6 du thé tich s& khong duoc & Iy va bi gén co 16i trong budc chuyén
mau trong lan chay tinh sach bang AltoStar® AM16.

B>

16
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LUU Y

®  Truong hop mau phai duoc tién pha lodng: dung dich 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.

8. Dir liéu vé hiéu suat

Hiéu suét cia AltoStar® Whole Blood Pretreatment Buffer 1.5 dwoc xac nhan cung
v&i mdi loai hda chat hoadc bo kit realtime PCR cua altona Diagnostics dwgc chi dinh
dé str dung v&i AltoStar® Whole Blood Pretreatment Buffer 1.5. Dé biét thong tin vé
dtr liéu hiéu suét, vui long tham khdo hwéng dan st dung hoéa chét va bo kit realtime
PCR twong (rng cla altona Diagnostics.

9. Thai bo

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

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

Viéc x( Iy chat thai nguy hai va chét thai sinh hoc phai tuan theo cac quy
dinh cla dia phwong va quéc gia dé tranh 6 nhiém moéi truong.

17
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10. Kiém soat chat lwong

Theo Hé thdng Quan ly Chét lwgng dwoc chirng nhan EN I1SO 13485 cla altona
Diagnostics GmbH, méi |6 AltoStar® Whole Blood Pretreatment Buffer 1.5 déu dwoc
kiém tra dwa trén cac thong sb ky thuat da an dinh trwdc d& dam bao chét lwong
san phdm nhét quan.

11. Hb tror ky thuat
DPé duoc hd tro, khach hang vui ldng lién hé véi bd phan hé tro k§ thuat cda 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 pham nay sé dwoc
bao cdo cho altona Diagnostics va co quan cé thdm quyén tai qubc gia
cuia ban.

12. Nhan hiéu va tuyén bd mién trir trach nhiém
AltoStar® (altona Diagnostics).

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, khong dwerc coi la khdng dwoc phap luat bao veé.

AltoStar® Whole Blood Pretreatment Buffer 1.5 |a san phdm dwoc danh dau CE
theo Quy dinh vé& chan doan in vitro ctia Chau Au (EU) 2017/746.

San ph&dm chwa dwoc FDA cho phép hodc phé duyét.
Khéng c6 sén & tat ca cac qudc gia.

© 2022 altona Diagnostics GmbH; b&o Iwu moi quyén.
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13. Biéu twong

f~Brew~aplf §HEE

)

(@)

Thiét bj y té chan doan in vitro

Ma sé thwong phdm toan cau

Ma 16

Noi dung

S catalogue

Tham khao hwéng dan str dung

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

Gi¢i han nhiét do

Han st dung

Nha san xuét

Than trong

Phién ban

Lwuy

Ma dinh danh cong thirc duy nhat
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14. Lich s chinh stra

Bang 5: Lich st chinh stra

Ngay cap

Ma dinh danh [thang / nam] Cac chinh stra

MAN-WBPB1540-

VI-S01 04/2022 Phat hanh lan dau

20
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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
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