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1. Vé cac hwéng dan st dung nay
Céac hwéng dan s dung nay hwdng dan ngwdi dung s dung AltoStar® Internal
Control 1.5.

AltoStar® Internal Control 1.5 dwgc s&r dung trong chu trinh tinh sach nucleic acid
két hop v6i AltoStar® Purification Kit 1.5 va dé phan tich realtime (RT*-)PCR két hop
v&i cac loai hda chét va bo kit realtime (RT-)PCR cla altona Diagnostics dwoc chi
dinh dé str dung véi AltoStar® Internal Control 1.5. Dé biét thong tin chi tiét vé cach
st dung cac san phdm nay, vui ldng tham khao huéng dan st dung twong tng.

* Phién ma nguwoc

Trong hwéng dan nay, cac cum tr THAN TRONG va LUU Y c6 nghia nhu sau:

Néu rd cac hwéng dan hodc quy trinh van hanh, néu khéng duoc tuan
thd mot cach chinh xac, cé thé dan dén cac van dé thwong tich vé ngudi

~ hoac anh huwdng dén hiéu suét cia san pham. Lién hé voi bd phan hé
tro k§ thuat cta altona Diagnostics dé dwoc hé tro.

LUU Y

. Théng tin cung cap cho ngwdi dung la hiru ich nhwng khong can thiét
1 cho nhiém vu hién tai.

Doc k§ huwéng dan s dung truéc 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 nucleic acid cho cac muc dich chan doan in vitro. San phdm dworc 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. Noi dung san pham

AltoStar® Internal Control 1.5 chira cac thanh phan sau day:

Bang 1: Thanh phan san phdm

Dung tich trén méi
o6ng [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 sdn phdm va cac thanh
phan ctia san pham vé sé lwvong, loai va dung tich bén trong. Khong st
dung san pham bj 16i hodc khoéng day dd, hiéu suét ctia san pham co
thé bi &nh hwéng.

AltoStar® Internal Control 1.5 chira dii hoa chét dé thwe hién 1.152 phan &ng.
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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

+ Do trong subt va khong Ian cac hat
Néu c6 tlr mot thanh phan san phdm tré 1én khong déng lanh tai thoi diém nhan
hodc cac dng 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 xw 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 cia
san pham.

Khéng st dung san pham hét han st dung. Viéc sr dung cac san pham
hét han c6 thé anh hwéng dén hiéu suét ciia sé&n pham.
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4.2 Xt ly

Mbi bng IC chi dwoc ra dong moét 1an. Sau khi ra déng, IC sé& 6n dinh trong véong
24 gi& & nhiét do t6i da 1a +30 °C. Cac bng can dwoc day bang nap ban dau sau

méi 1&n s dung va dwoc bdo quan trong cac diéu kién 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 xt ly cac thanh phan cta san phadm va mau khéng ding cach c6
thé gay 6 nhiém va c6 thé anh hwéng dén hiéu suét ciia san pham:

A

Khéng hoan ddi nap lo hodc nap chai.

Bao quan vat liéu dwong tinh va’hodc cé kha nang dwong tinh tach
biét v&i cac thanh phan san pham.

S dung cac khu vuc l1am viéc riéng biét cho chuén bi mau/d&t phan
&ng va cho khuéch dai/phat hién.

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.

5. M6 ta san pham

IC chira mét sb lwong xac dinh cac ban sao cac phan tir 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 bat dau chu trinh tinh sach nucleic acid béng AltoStar® Purification

Kit 1.5.

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

Kiém chudn dd tinh sach: IC dwoc thém vao méi hén hgp mau bénh pham/
dém ly giai va dwoc xt ly ddng thoi vai cac nucleic acid dich twong trng trong
mau bénh pham.

Kiém chuan realtime (RT-)PCR: Nucleic acid muc tiéu ctia xét nghiém twong
(rng va nucleic acid IC dwgc phién ma (chi ap dung cho muc tiéu RNA) dwoc
khuéch dai, phat hién song song va phan biét bang cach s dung céac dau
do lién két vai thube nhudm co thé phan biét. Qua do, cé thé xac dinh va can
nhéc tac dung trc ché phan (rng cu thé ctia mau (chang han nhw béi cac chat
e ché cé ngudn gbc tr mau bénh phdm) ciing nhw cac truc trdc mang tinh
hé théng do héa chat khong dat yéu cau dé dién giai két qua.

5.1 Cac loai mau

IC twong thich véi tAt ca cac loai mau dwoc chi dinh dé& st dung véi AltoStar®

Purification Kit 1.5. D& biét thém thong tin v& cac loai mau bao gdm qua trinh

l&y mau, xt ly va bdo quan, vui Iong tham khao hwéng dan s dung AltoStar®

Purification Kit 1.5 va hwéng dan s dung cac loai hda chat va bo kit realtime
(RT-)PCR ctia altona Diagnostics dwgc chi dinh dé& sir dung véi AltoStar® Internal
Control 1.5.

6. Canh bao, than trong va han ché

Trwéc khi st dung Ian 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 sdn pham co thé bj anh huéng.
Diéu kién bao quan khong phu hop c6 thé anh hwéng dén hiéu suét clia san
pham.

Khéng st dung san pham hét han st dung. Viéc s dung cac san pham hét
han c6 thé anh hwéng dén hiéu suat cia séan pham.

Khong vuwot qua sbé 1an dong - rd dong va thdi gian x& ly dwoc chi dinh trong
cac hudng dan st dung nay vi diéu nay c6 thé anh hwéng dén hiéu suat cla
san pham.

Viéc xtr ly cac thanh phan clia sdn pham va mau khong dung cach cé thé gay
6 nhiém va c6 thé anh hwéng dén hiéu suat ctia san pham:

o Khéng hoan dbi nap lo hodc nép chai.

10
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o Bao quan vat liéu dwong tinh va/hoac cé kha nang dwong tinh tach biét voi
cac thanh phan san pham.

o Str dung cac khu vuc [am viéc riéng biét cho chuan bi mau/d&t phan tng
va cho khuéch dai/phat hién.

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 nhigm va nguy hiém (v& mat sinh hoc) theo quy
trinh an toan phong thi nghiém. Khi xay ra sw cb tran vat liéu mau, ngay lap

tirc st dung chat khir trung thich hop. X& ly cac vat liéu bi 6 nhiém nhuw cac
vat liéu nguy hiém sinh hoc.

+  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 & nhiém mai trudng.

7. Str dung AltoStar® Internal Control 1.5

Céc ndi dung hwéng dan sl dung sau day mo ta cach sir dung AltoStar® Internal
Control 1.5.

7.1 Chuan bj IC cho lan chay tinh sach
Chudn bi IC nhw sau:
+ Ra ddng hoan toan mét lwong thich hop trong cac 6ng IC & nhiét d phong
(t6i da +30 °C) va vortex trong 5 gidy. Tranh lwu lai giot trén nap.

+ Thao (cac) ndp va dwa IC vao quy trinh tach chiét nucleic acid nhw dwgc mo
ta trong Hwéng dan s 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 bi hién thj trong bang 2 phai dwoc dat hang tr altona Diagnostics.

Bang 2: Vatliéu va thiét bi can thiét

Vit liéu

Héa chat phan Iap va tinh sach nucleic
acid dé st dung véi hé thdng tach chiét
acid nucleic va chuan bj PCR tw doéng
AltoStar® AM16

AltoStar® Purification Kit 1.5 PK15-46

Héa chét hodc bd kit realtime

(RT-)PCR cua altona

Diagnostics dwoc chi dinh dé = =
str dung v&i AltoStar® Internal

Control 1.5

7.3 Téng quan tai liéu va thiét bj
* May vortex

«  Gang tay khdéng bot (diing mét 1an)

7.4 Quy trinh

7.4.1 Tinh sach nucleic acid

Qua trinh tinh sach nucleic acid t» mau dwoc thwe hién béng cach str 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. Chét rira gidi c6 chtra axit nucleic tinh khiét 13 nguyén
liéu ban dau 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 (RT-)PCR twong trng cla altona Diagnostics.

Sau khi dat phan tng PCR, dia PCR phai dwoc niém phong va chuyén sang thiét bi
realtime PCR. Hé thdng realtime PCR, céc diéu kién PCR ciing nhw cac buwédc kiém
chudn dwoc st dung dé& phan tich realtime (RT-)PCR phu thudc vao héa chat hodc
b kit realtime (RT-)PCR cla altona Diagnostics dwoc str dung. D& biét thém thong
tin chi tiét, vui long tham khao hwéng dan str dung héa chat hodc bo kit realtime
(RT-)PCR twong trng cua altona Diagnostics.

8. Phan tich di¥ liéu

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

9. Dir liéu vé hiéu suat

9.1 Do dac hiéu phan tich

Phan tich in silico cho thdy DNA va dich RNA c6 trong IC khéng ¢cé su twong déng
dang ké& v&i nhau cling nhw véi bat ky trinh tw xuat hién tw nhién nao da biét. Qua
trinh kiém tra d&c tinh xac nhan rang cac phan t& khuén mau DNA va RNA khéng
cén tré |an nhau.

9.2 Db bén

D6 bén cla IC trong cac mau am tinh dwoc xac minh cung véi méi loai hoa chat
ho&c bd kit realtime (RT-)PCR cua altona Diagnostics dwgc chi dinh dé st dung
v&i AltoStar® Internal Control 1.5. D& biét thém théong tin chi tiét, vui ldng tham khao
hwéng dan st dung héa chat hodc bo kit realtime (RT-)PCR twong (rng cua altona
Diagnostics.

13
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9.3 D6 dung (Precision)

Dir lieu vé d6 dung cda IC trong cac mau am tinh dwoc tao 1ap cling véi méi loai
héa chéat hodc bd kit realtime (RT-)PCR cua altona Diagnostics dwoc chi dinh dé
st dung v&i AltoStar® Internal Control 1.5. D& biét thém thong tin chi tiét, vui long
tham kh&o hwéng dan s dung héa chét hoac bo kit realtime (RT-)PCR twong (rng
cua altona Diagnostics.

10. Thai bé

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 1a vat liéu lay nhiém va nguy hiém (vé mét 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 khir tring thich hop. X& ly cac vat liéu bi 6
nhiém nhw cac vat liéu nguy hiém sinh hoc.

Viéc xt ly chat thai nguy hai va chét thai sinh hoc phai tuan theo cac quy
dinh ctia dia phwong va québc gia dé tranh 6 nhiém mai truong.

11. Kiém soat chat lwong

Theo Hé théng Quan ly Chét lwgng dwoc chirng nhan EN ISO 13485 cia altona
Diagnostics GmbH, mdi 16 AltoStar® Internal Control 1.5 déu dwoc kiém tra dwa trén
cac thong sb ky thuat da &n dinh trwéc dé dadm bao chét lwong san phdm nhét quan.

14
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12. H6 tro’ ky thuat
Dé dwoc hd tro, khach hang vui l6ng 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 "Bundesarztekammer" (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 khong
dwoc danh dau cu thé nhw vay, khéng duwoc coi la khdng dwgc phap luat bao vé.

AltoStar® Internal Control 1.5 I& san pham dwoc chirng nhan CE theo Quy dinh (EU)
2017/746 vé thiét bi y t& cho ch&n doan in vitro (trong 6ng nghiém).

San pham khéng dwoc FDA cho phép hodc phé duyét.
Khoéng hién dién & tat ca cac québc gia.

© 2025 altona Diagnostics GmbH; b&o lwu moi quyén.
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15. Biéu twong
T T

Thiét bj y té chan doan in vitro

Ma sb thwong phdm toan ciu

No&i dung

Sé catalogue

Tham khao hwéng dan str dung
Gidi han nhiét do

Han st dung

Nha san xuét

Than trong

Phién ban

IE%LM%EEEEES

CONTROL Kiém chuén
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T R T
1 Lwuy
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16. Lich st chinh stra

Bang 3: Lich sl chinh stra

Ngay cap

Ma dinh danh Cac chinh stra

[thang / nam]

+ Chuwong 5: x04 thong tin vé& hiéu qua tinh sach
nucleic acid thap

MAN-IC1540- 01/2025 ¢ Chuong 9: thém cac chwong phu 9.1.1 B6 dac
VI-S03 hiéu phan tich, 9.1.2 D6 bén va 9.1.3 Bo ding
(Precision)

»  Thay ddi bién tap

18
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