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1. Vé cac hwéng dan str dung nay
Céc hwdng dan str dung nay huéng dan ngwdi dung trong viéc st dung AltoStar®
Internal Control 1.5.

AltoStar® Internal Control 1.5 dwoc st dung trong chu trinh tinh sach axit nucleic két
hop véi AltoStar® Purification Kit 1.5 (Bo kit tach chiét va tinh sach nucleic acid trén
hé théng tw dong phién ban 1.5) va dé& phan tich realtime (RT*-)PCR két hop véi
céc loai héa chét va bo kit realtime PCR cla altona Diagnostics dwoc chi dinh dé
st dung véi AltoStar® Internal Control 1.5. D& biét thong tin chi tiét vé& cach st dung
cac san pham nay, vui long tham khdo hwéng dan st dung twong tng.

* Reverse Transcriptase (enzyme phién ma nguwoc)

Trong hwéng dan nay, cac cum t&r THAN TRONG va LUU Y ¢6 nghia nhu 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 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.

Doc k§ huwéng dan st dung trudc khi st dung san pham.
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2. Muc dich str dung

AltoStar® Internal Control 1.5 dwoc st dung trong chu trinh khuéch dai, nhan dién
va tinh sach axit nucleic cho cac muc dich chan doan in vitro. San phadm duoc thiét
ké dé st dung véi AltoStar® Purification Kit 1.5 va cac loai héa chét va bo kit ctia
altona Diagnostics dwoc chi dinh str dung véi AltoStar® Internal Control 1.5.

AltoStar® Internal Control 1.5 dwoc thiét ké danh cho cac chuyén vién da qua dao
tao vé& k¥ thuat sinh hoc phan t& va quy trinh chan doan in vitro.

3. Cac thanh phan cuaa bo kit
AltoStar® Internal Control 1.5 bao gém cac thanh phan sau:
Bang 1: Thanh phan bd kit

Dung tich trén méi
6ng [ml]

Thanh phan S6 lwong dng

Trong sudt IcY 24 2,4

" Internal Control (N&i chuén)

Trwédc khi st dung 1an dAu tién, hay kiém tra san phdm va cac thanh
phan ciia san pham vé sé lwvong, loai va dung tich bén trong. Khong st
dung san pham bj 16i hodc khoéng day dd, hiéu suét ciia san pham co
thé bi &nh huwdng.

AltoStar® Internal Control 1.5 chira ddi héa chat dé thyc hién 1152 phan tng.
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San phém dwoc van chuyén v&i da kho. Khi nhan va trwée khi st dung l&n dau, hay
kiém tra sa&n phdm va cac thanh phan nham dam bao:

e Sw nguyén ven

«  Dusb lwong, loai va dung tich

*  Ghinhan chinh xac

+ Ngay hét han

* Tinh trang dong lanh

+ D06 sach, khéng Ian cac hat
Néu c6 tlr mot thanh phan san pham tré 1&n khéng déng lanh tai thoi diém nhan
hodc cac ong bi héng trong qua trinh van chuyén hoac bj thiéu, vui Iong lién hé v&i

bd phan ho tro ky thuat cla altona Diagnostics dé dwoc hd tro (xem chwong 12.
H6 tro ky thuat).

4. Bao quan va xwr ly

IC (N&i chudn) 1a dung dich s&n sang dé st dung.

4.1 Bao quan
IC phai dwgc bdo quan & nhiét do tir -25 °C dén -15 °C tai thoi diém giao dén.

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

Khéng st dung san pham hét han st dung. Viéc st dung cac san pham
hét han c6 thé anh hwéng dén hiéu suét ciia sén pham.
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4.2 Xwly

Mbi bng IC chi dwoc ra dong moét 1an. Sau khi ra déng, IC sé& 6n dinh trong vong
24 gi& & nhiét do t6i da 14 +30 °C. Cac bng can dwoc day bang nap ban dau sau
méi 1&n s dung va dwoc bdo quan trong cac diéu kien duoc quy dinh.

trong cac hudng dan st dung nay vi didu nay cé thé anh hwéng dén

C Khéng vuwot qua sb 1an dong - ra dong va thdi gian xt ly dwoc chi dinh
hiéu suat cla san pham.

Viéc xtr ly cac mau va cac thanh phan ctia san phadm khong ding cach
c6 thé gay 6 nhiém va c6 thé anh hwéng dén hiéu suét ctia san pham:
- Khéng thay ddi ndp lo hodc nép chai.

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

é biét v&i cac thanh phan bd kit.
) - St dung céac khu vire lam viéc riéng biét cho cac hoat dong chuan bi/

dat phan ng va khuéch dai/nhan dién mau.

- 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/hodc cac éng sau khi khuéch dai.

5. M6 ta san pham

IC chira mét sb lwong xac dinh cac ban sao cac phan t&r khuén mau DNA va RNA
véi cac trinh tw khac nhau c6 ngudn gbc nhan tao. Thanh phan nay duoc tw dong
thém vao khi bt diu chu trinh tinh sach axit nucleic bang AltoStar® Purification
Kit 1.5 (B6 kit tach chiét va tinh sach nucleic acid trén hé thc")ng tw déng phién
ban 1.5).

IC déng vai trd nhw mot chat kiém chuén quy trinh ddi véi chu trinh chuan bi mau
(tach chiét axit nucleic) va realtime (RT-)PCR phia sau.
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.

Kiém chuén sw tinh sach: IC dwoc thém vao méi mau thi/hdén hop dem ly giai
va duoc xir ly ddng thdi véi cac axit nucleic dich twong (ng trong mau thir.
Do dd, hiéu suét tinh sach axit nucleic thdp s& dan dén tin hiéu IC thap trong
xét nghiém realtime (RT-)PCR, két qua nay co thé dwoc xem xét dé giai thich
két qua.

Kiém chuén realtime (RT-)PCR: Axit nucleic muc tiéu cla xét nghiém twong
(rng va axit nucleic IC dwgc phién ma (chi ap dung cho muc tiéu RNA) duoc
khuéch dai, phat hién song song va phan biét bang cach st dung cac dau do
lién két v&i thudc nhudm cé thé phan biét. Qua do, cé thé xac dinh va xem xét
sw trc ché phan (rng cu thé ctia mau (chang han nhw béi cac chéat tre ché co
ngudn gbc tr mau) cling nhw cac truc trdc mang tinh hé théng do héa chét
khong dat yéu cau dé giai thich két qua.

5.1 Cac loai mau

IC twong thich v&i tat ca cac loai mau dwoc chi dinh d& st dung véi AltoStar®

Purification Kit 1.5. D& biét thém thong tin vé& cac loai mau bao gdbm qua trinh 14y,

x@ ly va bdo quan, vui long tham khao hwéng dan siv dung AltoStar® Purification

Kit 1.5 va huwéng dan s dung cac loai hda chét va bo kit realtime PCR cula altona

Diagnostics dwoc chi dinh dé st dung véi AltoStar® Internal Control 1.5.

6. Canh bao, than trong va han ché

.

Trwéc khi st dung an dau tién, hay kiém tra san phdm va cac thanh phan
cla san pham ve so lwgng, loai va dung tich bén trong. Khong s dung san
pham bi 16i hodc khong day du, hiéu suat clia san phdm c6 thé bi &nh huéng.
Diéu kién bao quan khéng phu hop c6 thé &nh hwéng dén hiéu suét clia san
pham.

Khong st dung san pham hét han st dung. Viéc st dung cac san phadm hét
han c6 thé anh huéng dén hiéu suét ctia san pham.

Khéng vwot qua sb 1an déng - ra dong va thdi gian xt ly dwoc chi dinh trong
cac hwéng dan st dung nay vi didu nay co thé anh hudng dén hiéu suét ctia
san pham.

Viéc xt ly cac thanh phan va mau san pham khéng diing cach cé thé gay 6
nhiém va c6 thé anh huwéng dén hiéu suét ciia san pham:

o Khéng thay dbi nap lo hodc nap chai.

10
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o Bao quan vat lieu dwong tinh va’/hodc c6 kha nang la dwong tinh tach biét
v&i cac thanh phan bd 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 éng sau khi khuéch dai.
« Ludn coi mau la vat liéu lay nhiém va nguy hiém (v& mat sinh hoc) theo quy
trinh an toan va phong thi nghiém. Khi xay ra sw ¢ 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.

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

7. Cach str dung AltoStar® Internal Control 1.5
Céac ndi dung hwong dan sl dung sau day md td cach st dung AltoStar®
Internal Control 1.5.

7.1 Chuan bj IC cho lan chay tinh sach
Chudn bi IC nhuw sau:
+ Ra dong hoan toan mét lwgng éng IC thich hop & nhiét d6 phong (ti da
+30 °C) va vortex trong 5 gidy. Tranh lwu lai giot trén nap.

«  Thao cac ndp va dua IC vao quy trinh tac chiét axit nucleic nhw duwoc mod ta
trong Hwéng dan str dung AltoStar® Purification Kit 1.5.

+ Bé&o quan nap trong khéng gian sach s& dé tranh nhiém ban vi cac nép nay sé
dwoc st dung lai dé déng cac éng sau khi chay.

IC sé& dwoc tw dong thém vao tirng mau thi/hdn hop dém ly gidi khi bat dau quy
trinh lam sach mau béng céach st dung AltoStar® Purification Kit 1.5.

11
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LUU Y

i Bét dau chay tinh sach khi 6ng van dang day ndp c6 thé lam dirng may

trong khi chay.

7.2 Vat liéu va thiét bi can thiét nhwng khong dwoc cung cap

Vat liéu va thiét bj hién thj trong bang 2 phai dwoc dét hang tr altona Diagnostics.

Bang 2: Vat liéu va thiét bj can thiét

Vit liéu

Hoa chét tinh sach va phan Iap axit
AltoStar® Purification Kit 1.5 nucleic dé s dung véi hé thong AltoStar®
Automation System AM16

PK15-16/
PK15-46

Héa chét hodc bo kit realtime
PCR cua altona Diagnostics

dwoc chi dinh dé st dung voi
AltoStar® Internal Control 1.5

7.3 Toéng quan tai liéu va thiét bi
* May vortex

+  Gang tay khéng bot (dung moét 1an)

7.4 Quy trinh

7.4.1 Tinh sach axit nucleic

Qua trinh tinh sach axit nucleic tr mau dwoc thuc hién béng cach st dung AltoStar®
Purification Kit 1.5. Dé& biét théng tin chi tiét, vui long tham khao hwéng dan str dung
AltoStar® Purification Kit 1.5. Chéat rira giai c6 chiva axit nucleic tinh khiét 1a nguyén
liéu ban d&u cho cac phan tich realtime (RT-)PCR phia sau.

12
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7.4.2 Pat phan rng va chay realtime PCR
Viéc dat phan ng PCR phai dwoc thuc hién theo hwéng dan st dung héa chét va
b6 kit realtime PCR twong (rng cua altona Diagnostics.

Sau khi d&t phan &ng PCR, dia PCR phai dwoc niém phong va chuyén sang thiét
bi realtime PCR. Hé théng real-time PCR, cac diéu kién PCR ciing nhw cac buéc
kiém chuén dwoc st dung dé phan tich realtime (RT-)PCR phu thudc vao héa chat
ho&c bo kit PCR trong thdi gian thwc ciia altona Diagnostics dwoc st dung. Dé biét
thém théng tin chi tiét, vui Iong tham khao huwéng dan s dung héa chét va b kit
realtime PCR twong trng cla altona Diagnostics.

8. Phan tich dir liéu

Sau khi hoan thanh qua trinh chay realtime PCR, tin hiéu cta IC dwgc st dung lam
kiém chuén cho sw tinh sach axit nucleic va realtime (RT-)PCR. Quy trinh phan tich
chi tiét phu thudc vao héa chat hoac bo kit realtime PCR cla altona Diagnostics
dwoc st dung. D& biét thém thong tin, vui 1dong tham khdo hwéng dan st dung
twong ng.

9. Dir liéu vé hiéu suat
Phan tich in silico cho thdy DNA va RNA muc tiéu c6 trong IC khéng cé sw twong
ddng dang ké véi nhau ciing nhw v&i bat ky trinh tw xuét hién tw nhién nao da biét.

Hiéu su4t cua IC dwoc xac nhan cung véi mbi loai hda chat hodc bd kit realtime PCR
clia altona Diagnostics dwoc chi dinh d& s dung véi AltoStar® Internal Control 1.5.
D& biét thém thong tin chi tiét, vui 1dng tham khao hwéng dan st dung héa chéat va
bd kit realtime PCR twong (rng cla altona Diagnostics.

13
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10. Thai bo

X0 ly chét thai nguy hai va chét thai sinh hoc tuan thi cac quy dinh cla 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 dong nwéc hodc dat.

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 sy cb tran vat liéu
mau, ngay lap tirc stv dung chat khir triing thich hop. X ly cac vat ligu
bi 6 nhiém nhw cac vat liéu nguy hiém sinh hoc.

Viéc xt 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 nhidm moéi treong.

11. Kiém soat chat lwong

Theo Hé théng Quan ly Chét lwong duoc chirng nhan EN ISO 13485 cla altona
Diagnostics GmbH, méi 16 hang ctia AltoStar® Internal Control 1.5 déu duwoc kiém
tra dwa trén cac thong sbé k§ thuat da &n dinh trwdc d& dam bao chat luong san

pham nhét quan.

14
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12. 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

Sé dién thoai: +49-(0)40-5480676-0

LUuUY

®  Moi sw cb nghiém trong xay ra lién quan dén san phdm nay sé duwoc
1 bao céo cho altona Diagnostics va co quan cé thAm quyén tai qudc gia
cua ban.

13. Téng quan tai liéu

*+ CTS 2009/108/EC: Commission Decision of 3 February 2009 amending
Decision 2002/364/EC on common technical specifications for in vitro
diagnostic medical devices.

+ RIiliIBAK 09/2014; Guidelines of the "Bundesérztekammer" (Germany) for
quality assurance of laboratory medical examinations.

14. Nhan hiéu va tuyén b6 mién trir trach nhiém
AltoStar® (altona Diagnostics).

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

AltoStar® Internal Control 1.5 la bd dung cu chan doan dwoc danh diu CE theo chi
thi chan doan in vitro 98/79/EC ctia Chau Au.

San pham khéng dwoc FDA théng qua hodc phé chuén.
Khéng c6 san & tat ca cac qudc gia.

© 2022 altona Diagnostics GmbH; b&o lwu moi quyén.
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15. Biéu twong
T TN

Y, Thiét bj y té chan doan in vitro

H.Ig&zm*@EEEEE!

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)

Gidi han nhiét do
Han st dung
Nha san xuét
Than trong

Phién ban

Kiém chuan

Luwuy

16
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16. Lich st chinh stra

Bang 3: Lich sl chinh stra

Ma dinh danh | 9% ¢2P Céc chinh sira
: [thang / nam]
MAN-IC1540- -
VI-S01 1072021 Phat hanh 1an dau

17
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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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