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1 Théng tin chung va an toan

Hé théng tach chiét acid nucleic va chuan bi PCR ty dong AltoStar® AM16 (sau day dwoc goi tét 1a
hé thong AltoStar® AM16) 1a mét tram may thao tac pipette. Hwéng dan véan hanh nay dwoc thiét ké
dé gitp ban khai thac tbi da hé théng AltoStar® AM16 clGa minh.

Ban nén doc ky toan b hwong dan tredc khi bat dau van hanh tram lam viéc ciia minh. Ban nén
doc ky chwong dau tién nay. N6 chira thdng tin quan trong ve viéc st dung hé thong AltoStar® AM16
va hudng dan nay.

Huwong dan nay phuc vu altona Diagnostics GmbH véi tw cach la nha phan phdi doc quyén cta hé
thong AltoStar® AM16.

1.1 Gi&ithiéu vé hwéng dan nay

Hwéng dan nay dé cap dén Phan mém AltoStar® Connect (dwoc goi tat la AltoStar® Connect SW
trong phan sau), danh cho hé thong AltoStar® AM16.

Hwéng dan nay giip ngwdi dung van hanh hé thdng AltoStar® AM16 mét cach chinh xac va an toan.
Pé dat dwoc muc tiéu nay, hwéng dan mé ta cac thanh phan khac nhau cta hé théng AltoStar®
AM16 va chirc nang ctia chung.

Hwéng dan nay sé mé ta phan cing cla hé théng AltoStar® AM16 cho phép ngudi ding van hanh
hé théng nay. Dé biét thdng tin chuyén sau vé chirc nang cla AltoStar® Connect SW, hay tham khao
Hwéng déan st dung phan mém 1IVD AltoStar® Connect.

Sau khi da doc hét hwong dan nay va Huéng dan stiv dung phan mém IVD AltoStar® Connect, ban
sé ¢ thé van hanh hé thong AltoStar® AM16.

Hwéng dan nay dwa trén Hwéng dan van hanh Microlab STAR IVD / STARIet IVD.

Hwéng dén nay sé c6 phan Canh béao va Lwu y & nhan manh cac hwéng dan quan trong. Cac ky
hiéu dwoc str dung trong hwéng dan nay cho cac canh bao va lwu y nay la:

CHUY
Moi vén dé dac biét, canh bao hodc thong tin quan trong sé di kém voi biéu tuong
nay. Hay doc cac muc nay mét cach can than.

LUU Y
Théng tin cung cdp cho nguoi dung & hitu ich nhung khéng cén thiét cho nhiém
vu hién tai.

Tham khao hwéng dan, sé liéu, cac chwong, v.v.




1.2 Hwéng dan bd sung

Cac huwéng dan sau sé dwoc gtri kém khi chuyén giao hé thdng AltoStar® AM16:
e Huwéng dan s dung phan mém IVD AltoStar® Connect PN 627109

e Huwdng dan van hanh Microlab STAR UV Kit PN 624684
e Huwdéng dan van hanh Microlab STAR Liquid Waste PN 624208
e Huwéng dan van hanh Hamilton Heater Shaker PN 624175

1.3 Muc dich str dung ctia hé théng AltoStar® AM16

Hé théng AltoStar® AM16 ciing v&i AltoStar® Connect SW duoc thiét ké dé si dung két hop voi
AItpStar® Purification Kit 1.5 va AltoStar® Internal Control 1.5 dé tw dong tinh sach axit nucleic va
thiét 1ap xét nghiém ty déng cho muc dich chan doan in vitro.

Hé théng AltoStar® AM16 duoc thiét ké dé danh cho cac chuyén vién da dugc dao tao vé céc ky
thuat sinh hoc phan t&r va cach van hanh hé thong AltoStar® AM16 st dung.

1.4 Van hanh

Nguwoi van hanh hé thdng AltoStar® AM16 phai dugc dao tao vé cach van hanh hé théng AltoStar®
AM16. }/iéc‘déo tao sé do altona Diagnostics GmbH thwc hién sau khi 1ap dat hé thong AltoStar®
AM16 lan dau.

Céc quy trinh trong hwéng dan nay da duwoc thlr nghiém va danh gia la c6 géy du chtre nang. Moi
sy sai léch so voi cac quy trinh dwoc dwa ra trong hwéng dan deu cé thé dan dén sai léch ket qua
hoac sw co.

Hé théng AltoStar® AM16 dwoc van hanh qua AltoStar® Connect SW.

Trong qua trinh van hanh hé thdng, tranh xa tat ca cac bé phan chuyén dong va san thao tac ctia
hé thong. Nhin chung, dirng bao gio nga ngudi vao trong thiét bi khi né dang hoat dong.

Néu hé tbéng AltoStar® AM16 dugc str dung theo mot phuong thire khéng dwoce chi dinh trong
hwéng dan nay va Hwéng dan st dung IVD phan mém AltoStar® Connect, sy bdo vé do thiet bj
cung cap c6 thé bi suy giam.

Dé dam bao khong gap truc trac trong qua trinh van hanh thiét bi, can hiéu rd néi dung clia cac quy
trinh bao dwdng va chay xac nhéan. Ngoai ra, phai thye hién quy trinh chay xac nhéan bat budc trong
khung th&i gian yéu cau, dong thdi quy trinh chay xac nhan phai dwoc 1ap thanh van ban.

Khi vong doi caa thiét bi két thac, vui long lién hé véi altona Diagnostics GmbH dé biét cac quy dinh

vé thai bd. Danh sw quan tdm dung mac cho cac bd phan dwoc dan nhan véi ky hiéu cadnh bao nguy
co sinh hoc (xem Chuong 1.5.4 Cac nguy co).

1.5 Cac nguy co’ va bién phap phong ngtra an toan
Chwong sau md t& cac lwu y chinh vé an toan (dién va sinh hoc) khi van hanh sadn pham nay va cac
nguy co chinh di kem.

CHUY

Poc ky céc théng béo an toan sau truéc khi stz dung hé théng AltoStar® AM16.




1.5.1 Bién phap phong ngtra chung

1.5.1.1 Lap dat va di doi thiét bj

Hé théng AltoStar® AM16 phai dwoc lap dat hoac di doi bdi chuyén vién ky thuat da qua dao tao
ctia Hamilton.

Hé théng AltoStar® AM16 phil hop véi cac tiéu chuén tai Chau Au vé kha nang chéng nhiéu. Tuy
nhién, néu hé théng AltoStar® AM16 tiép xtc véi trweng dién tir tAn sb vo tuyén hodc néu tinh dién
bi phong truc tiép vao hé thdng AltoStar® AM16, thi kha nang Phat hién mic chat 16ng cla thiét bj
c6 thé bi &nh hwéng bt lgi. Do d6, nén dé hé théng AltoStar® AM16 cach xa cac thiét bj khac phat
ra trwedng dién tlr tan sb vo tuyén trong phong thi nghiém va giam thiéu tinh dién trong méi trwérng
xung quanh thiét bij.

Trong qué trinh van hanh, phai che chan hé théng AltoStar® AM16 khdi anh néng truc tiép va anh
sang nhan tao cwdng do cao. Phai dat thiét bj trong phong thi nghiém sao cho nhan vién cé thé tiép
can mat trwdc va mat bén cla thiét bi, d& van hanh, bao dwdng, mé va thao cac nap bao vé, v.v...
Theo d6, dé tinh toan khong gian can thiét, can quan tam dén kich thwéc cda thiét bi (xem Chuwong
8.1.1 Kich thwéc va trong lwong) va khong gian thich hop d& mét ngudi cé thé di chuyén va lam
viéc thodi mai.

Khong bao gi nhac mét thiét bi da duoc lap dat hoan chinh dé van chuyén tir noi nay sang noi
khac. N6 phai dwoc tai lap dat & vi tri lam viéc mai b&i chuyén vién ky thuat (FSE) da qua dao tao
cta Hamilton.

Thiét bi nay c6 trong lwong hon 140 kg. Can thyc hién cac bién phap phong ngiva can thiét khi van
chuyén thiét bj.

1.5.1.2 Bao tri, bao dwdorng va stra chirva

Chi c6 cac chuyén vién ky thuat (FSE) da qua dao tao ctia Hamilton méi dwoc Gy quyén thuc hién
cac cong viéc bao tri co khi trén hé thong AltoStar® AM16.

Khi stra chiva hodc van chuyén, tat ca cac bd phan co khi phai dwoc dat & vi tri nghi ctia chang. Hé
thdng AltoStar® AM16 duoc g di stra chiva cling phai dwoc khir nhiém (xem Chwong 5 Khty nhiém
cho hé théng AltoStar® AM16) néu thiét bj & trong méi trwerng phong thi nghiém véi cac vat liéu lay
nhiém hoac nguy hiém. Phai dé& cho chuyén vién ky thuat (FSE) da qua dao tao cta Hamilton tai
dong goi hé théng AltoStar® AM16 vao thing van chuyén ban dau (lién hé véi altona Diagnostics
GmbH). Khéng duoc dé bat ky khay chira (carrier) nao trén hé théng AltoStar® AM16 trong qud trinh
van chuyén.

Chuyén vién ky thuat (FSE) da qua dao tao cua Hamilton va phong thi nghiém (hay altona
Diagnostics GmbH) cung chiju trach nhiém vé viéc Tham dinh lap dat (IQ) va Tham dinh van hanh
(OQ). Tham dinh quy trinh (PQ) la trach nhiém riéng cta phong thi nghiém.

Chi c6 cbng cu va bd phan chuyén biét cho hé théng AltoStar® AM16 méi dwgc st dung véi hé
théng AltoStar® AM16, vi du: khay chia, gia dwng, dau tip CO-RE va thung chira tip thai. Nguoi
dung c6 thé kiém tra khd nang ap dung cac dng mau co sén trén thi trwéng dap ng cac yéu cau
sau:

e Chiéu cao dwdi 100 mm
e Duwong kinh trong I&n hon 9 mm
e Duong kinh nam trong khoang thdng sé k¥ thuat cta loai khay chira dwoc st dung

Qua trinh hit ding céch tlr cac 6ng mau ludn dwoc xac nhan qua TADM. C6 thé xac dinh céc loai
ong khong phu hop trong khi xét nghiém thong qua hién twong hut khdng thanh cong trong qua trinh
chuyén mau. Bé biét thém thoéng tin va dwoc tro gilp, hay lién hé véi altona Diagnostics GmbH.




Sw cb ngudn dién trong qua trinh chay c6 thé lam méat dir liéu. Néu khéng mubn mét di liéu, hay
st dung nguon dién doc lap hoac BO Iwu dién (UPS).

Tuyét déi khong vo hiéu hoa bat ky bién phap bao mat nao.

1.5.1.3 Van hanh thiét bi

Khi stv dung hé thong AltoStar® AM16, phai tuan thi Thwe hanh tét phong thi nghiém (GLP). Phai
trang bi quan 40, mét kinh va gang tay bao hd phu hop, ddc biét khi x& ly mot sw cd thiét bi co nguy
co nhiém ban do chét 16ng tran.

Trong khi hé théng van hanh, tranh xa tat ca cac bo phan chuyén dong va san thao tac cdia hé thong.
Nhin chung, dirng bao gi® nga ngwoi vao trong thiét bi khi n6 dang hoat dong.

Hé théng AltoStar® AM16 két hop véi AltoStar® Connect SW dwoc phat trién dé kiém soat qua trinh
tinh sach mau bang AltoStar® Purification Kit va AltoStar® Internal Control, cling nhw d&t phan tng
PCR. Céac héa chat nay da dwoc phét trién, xac nhan va kiém dinh dé st dung két hop véi hé théng
AltoStar® AM16 cua altona Diagnostics GmbH. Do d8, ban can phai xem qua théng tin dwoc clng
cap trong hwéng dan nay cung véi hwéng dan twong (rng cla cac san pham két hop do altona
Diagnostics GmbH cung cap.

1.5.1.4 Nap

Lap khay chira vao céc ranh gitva cac khdi trwot phia trwdc va phia sau clia khay nap cho dén khi
ching cham vao cac diém moéc dirng & phia ngoai cung cua khay (xem Hinh 1: Khdi trivot va diém
moéc dwng cho cac khay chira).

Khong dbi vi tri ctia cac ng mau hodc 6ng hoa chat hodc chuyén dbi cac dia thi nghiém sau khi da
dwoc may doc ma vach xac dinh. bieu nay c6 thé dan dén di liéu thir nghiém khong chinh xac hoac
sw cO voi thiét bi.

Phai d&t dia vi thé trén khay chira sao cho giéng A1 nam & phia bén trai.

Khi nap hoa chéat, d&m bao rang khéng c6 bot trén bé mét chat 1dng.

LUUY
Bot c6 thé dnh hurdng dén do chinh xac khi phat hién mdc chat Iéng va gay ra
CAc van dé hat nha pipette.

Khoéng db qua day dng mau.
Khéng tron 1&n nhiéu kich c& dau tip trong cling mét gia dau tip.

Khong lam day gia dau tip bang dau tip ttr mot gia dau tip khac. Nén dé dau tip trong gia dau tip nhw
dwoc cung cap trong thung dwng ban dau. Chung dwgc dan nhén riéng véi méa vach dé nhan dang.




D& biét thém thong tin, hdy xem Chwong 3.2 Khéi dong AltoStar® Connect SW va Chuong 3.4 Quy
trinh AltoStar®: Tinh sach.

Hinh 1: Khéi trwot va diém méc dirng cho cac khay chira

CHUY
Pam bdo rang cac khay chira duroc Idp hoan toan cho dén khi chiing cham vao
cac diém moc domg trén khay nap.

Pam bao rang khong c6 khay chira nao duoc Ip trén cling ranh véi khay chira
da duwoc xép trén san.

CHUY

H3m bo rdng khéng co bot trén bé mét hdéa chat.

Khéng thay déi thé tich dé day cda binh chira hodc 6ng hoa chét.
X ly cén than vat tw tiéu hao va héa chét dé tranh lam dé chét 16ng.

Chi str dung cac vat tw tiéu hao dwoc chi dinh sitr dung voi hé théng AltoStar®
AM16 va hoa chét AltoStar® (xem hwéng dén cua AltoStar® Purification Kit 1.5
va bé kit PCR AltoStar®).

Pinh vj dia rira gidi va dia PCR chinh xac sao cho giéng A1 ndm & phia bén tréai.

Péc biét cén than khi xi ly khay chira don rénh (chdng han nhw khay chira
mau), vi loai khay chira nay co thé bj dé va gay thuong tich hodc nhiém ban.
C6 dinh khay chura trén khay nap hodc dat nhiéu khay chira cling nhau dé gidm
thiéu rdi ro nay.




1.5.1.5 Lich trinh lam viéc

Bao tri dinh ky (b&o tri hang ngay, bao tri hang tuan, bao tri méi 6-thang) 1a mét phan bét budc cla
quy trinh lam viéc.

Viéc nguwdi dung tiép can cac ti bén dwdi cac thiét bj trong qua trinh chay c6 thé can tré viéc tw
dong nap va d& céac khay chira (cac khay chira nho ra ngoai).

B cac dau tip da st dung va khéng tai st dung. Khéng lam réng bé chira tip thai trong khi chay.
Khong cb gdng mé phan clra trwéc trong khi chay. Diéu nay cé thé khién quy trinh chay bi ngat.

Khong dé dau tip trén cac kénh pipet trong mét thai gian dai (chang han nhw qua dém). Biéu nay c6
thé gay hw héng cho cac vong CO-RE chi¥ O. Chu trinh bao tri hang ngay sé loai bé cac dau tip.

1.5.2 Bién phap phong ngtra nguy co’ sinh hoc

Néu hé théng AltoStar® AM16 bi nhiém vat liéu hoéa hoc hodc ¢ nguy co sinh hoc, phai lam sach
thiét bi theo chu trinh bao tri (xem Chwong 4 Bao tri). Tuan thi va thwe hién cac chu trinh bao tri
theo quy dinh. Viéc khéng lam nhw vay c6 thé 1am gidm dé tin cay va kha ndng hoat ddng chinh xac
cta hé théng AltoStar® AM16.

Néu lam viéc véi cdc mau cé nguy co sinh hoc, hdy tuan theo va thwe hién cac chu trinh bao tri, dac
biét chu y dén viéc lam sach va khtr nhiém. Peo gang tay khi thao tac v&i cac kénh va canh tay pipet,
khay chtra, gia dwng, bé chira va dau tip.

Tranh cham vao cac dau tip nam trong bé chira thai. Phai khir nhiém bat ky bé mat nao c6 chat 16ng
bi do tran.

Khong st dung céc vat liéu khir triing c6 chira hypoclorit (nwéc Javel, Chlorox) hoac chat long tay
trang.

Néu lam viéc yé’i cac vat liéu héa hoc hoac co nguy co sinh hoc, nguoi dQng khéng dwoc cham vao
chdng. Hé thong AltoStar® AM16 sé nha cac dau tip da str dung vao bé chira thai, va be nay sé
dwoc db ra trong qua trinh bao tri hang ngay hoac ngay khi bé day.

1.5.3 Cac bién phap phong ngtra khi st dung may tinh

St dung céc bién phap phong ngtra can thiét dé dé phong vi-rit phan mém. Bat ky thao tac nao déi
voi tép dir liéu hé thong AltoStar® AM16 hoac }hépg tin khac xac dinh hoac anh hwéng dén'céc chu’,c
nang cla hé thong AltoStar® AM16 déu cé thé dan dén két qua thlr nghiém sai hodc sw ¢ véi thiét
bi.

Chi c6 thé sir dung AltoStar® Connect SW dé diéu khién hé théng AltoStar® AM16.

Vi ly do bao mat va bao toan di ligu, nén st dung Bo Iwu dién (UPS), vi sy c6 mat dién c6 thé lam
mat hoac héng di liéu.

Bé tranh sy c6 may tinh, hay dam bao rang 6 cirng clia ban ludn c6 di dung lweng Iwu trie. Luu triy
cac tép nhat ky tay tirng thoi diém.

Dé biét thém thong tin vé may tinh va viéc cai dat phan mém, hay tham khao Chuong 2.3 Yéu cau
doéi véi may tinh va Hwéng dan st dung phan mém IVD AltoStar® Connect.

1.5.4 Cac nguy co

Vi tri va giai thich cac nha@n canh bao va chua y:




Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

Hinh 2: Hé théng AltoStar® AM16 vé&i Vi tri nhan canh béo vachay

Bang 1: Giai thich cac nhan canh bao va chay

Kétnoidign
Chi két ndi vé&i 6 cam noi dat

/0\

Tl trwng manh (Khéi tach hat tir)
Twong tac véi cac dd vat bang kim loai co
thé dan dén nguy co cudn vao may.
Nguoi deo may tao nhip tim nén Ui lai
30cm.

Két ndi véi PC
Chi str dung cap dwgc bao vé thich hgp

B6 phan chuyén déng )

Canh tay di chuyén bén trong nap trong
su6t. Hay bé viéc van hanh néu nap bi
mé.

Két n6i USB .
Khi tong chieu dai cap Ion hon 5 m, c6 the
xay ra van dé mat tin hiéu

Tia laser (Nap tw dong)
Khdng nhin cham chu vao chim tia laser
loai 2 clia dau doc ma vach

Canh bao nguy co sinh hoc

San thao tac c6 thé chira célc~ vat Iiéu co
nguy co sinh hoc hoac bi nhiém ban hoa
hoc

Canh bao nguy co’ sinh hoc
Chét thai c6 thé chira cac vat liéu c6 nguy
co sinh hoc hoéc bj nhiém ban héa hoc

bén UV

Tranh tiép xtc véi anh sang UV. Viéc tiép
xuc co thé gay ra chan thwong mat hoac
da nghiém trong. Beo mat na bao hg,
gdng tay va mac quan &o bao hd phu hop.

X-Arm R
Khéng dung tay di chuyén X-Arm

Tl dl dld e

Bé& mat néng
Tranh tiép xdc véi HHS. Céac bé mat rat
néng va cé thé gay thwong tich ca nhan
néu cham vao

627108_VI-00




Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

1.5.4.1 Cé&c bién phap an toan
e Tiép can coéng tac ngudn/day nguén

Dam bao c6 du khoang tréng dé tiép can cong tic ngudn va day nguén.
e Khu vwc lam viéc

Khai niém an toan gia dinh rang cac ctra luén dwoc dong va khda trong qua trinh van hanh binh
thwong.

e Khu vwec xung quanh

Dam bao céc 16 théng gio cutia hé théng khéng bi cac vat dat & khu vire xung quanh can tré.

CHU Y
Nhiét dé thay déi dét ngét hodc &nh nang truc tiép co thé dnh hudng dén mét sé
chire ndng nhw doc ma vach va dé chinh xac cua pipet.

e Khdng mé cira s6 bén canh hé théng

e Khéng dé hé théng tiép xuc truc tiép véi anh ndng truc tiép hodc anh sang
nhan tao cwong dé cao trong khi van hanh

S dung vat dung phu hop:

Quén 4o bao hd

Kinh bao ho

va gang tay bao hé.

8 627108_VI-00



Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

1.5.4.2 Khay nap

Khay nap:

e Khay nap hé théng la mét bo phan clia hé
thdng va phai dwoc xr ly can than

CHUY
Nguy co hw héng hé théng.
v Viéc twa nguoi vao khay nap hé

thdng sé lam héng khay nap.

¢ Khodng twra vao khay nap.

Hw héng do vat thé la:

 Dam bao don sach cac vat thé la khoi
khay nap trwéc khi chay hé thong

e Céc vatthé la co thé can tré va lam hong
hé thdng

627108_VI-00



Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

2 M6 ta hé thong AltoStar® AM16

Hé thdng AltoStar® AM16 la mét hé thdng robot thao tac pipet dung dé& tinh sach méau va dat phan

&ng PCR dwoc diéu khién qua AltoStar® Connect SW.

2.1 Hé théng AltoStar® AM16

B& mat lam viéc clia hé thdng AltoStar® AM16 duoc goi la 'san thao tac', dé dat cac khay chira c6
thé nap. Cac khay chira nay chira cac binh chtva hoa chat, chang han nhw 6ng, dia thi nghiém va

cac vat tw phong thi nghiém khac.

Clra trwéc

...........

AltoStar” AM16

Kénh pipet/
Pau pipet

Canh tay pipet

Santhaotac e May quet
Khay nap )
Thung chat thai

Khay chtra éng,
bé hoa chét,
dia microtiter,

Hinh 3: Thiét bi hé théng AltoStar® AM16

V.V...

San thao tac ciia hé thong dugc chia thanh cac ranh bang nhau (T) dé nap cac khay chira & cac vi
tri dinh trwdc. Nhw thé sé gilp loai bd nhu cau do chinh xac cac vi tri. San thao tac co céac végh
ngan 22,5 mm, twong dwong v&i 1-T (r&nh). Cac khay chra vat tw phong thi nghiém dwoc diéu

chinh cho phu hgp v&i cac vach ngan doé.
Mét vach ngan bd sung cung cap khoang tréng cho thiing chra tip thai.

10
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Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

2.1.1 Chét thai dang Iéng
M6 ta chat thai dang 16ng:

Dé tranh tich tu chét thai dang 16ng trong tram x ly chét thai, chat thai dang 16ng dworc thai b riéng
vao Chét thai dang 16ng. Khay thu nhan chat thai dang 16ng dwoc dat bén dwdi TAm thai d4u tip (co
rénh) trén khdi dwng chat thai. T khay thu nhan nay, chat thai dang 16ng chay vao bé chira chat
thai dang 16ng dwoc gidm séat va nam bén duéi hé thong.

Khay thu nhén
Chay tran vao
tram xc ly chét
thai

N&i 6ng vao bé
chira chét thai
dang Idng Hinh 4: Mb ta chat thai dang Iéng

Trwdc khi dau tip dwoc bd vao thiing chir tip thai, chét Iong con lai s& dwoc thoat vao chét thai dang
I6ng. Chay tran sé& ngan hién twong khay thu thap bi do qua day néu dwdng Ong chinh bj tac. Chat
l6ng chay tran dwoc chuyén vao chat thai dang 1dng, ngan ch&n sw nhiém ban san.

Bé chura chét thai

dang Idng
N&p c6 chirc nang phat hién
mrc chat Iéng

Hinh 5: Nap va bé chira chat thai dang 16ng c6 chirc ndng phat hién mc chat 16ng

Canh bao nguy co’ sinh hoc

& Cbét thai dang 16ng c6 thé chira cac vat liéu cé nguy co sinh hoc hodc bj nhiém
ban héa hoc

CHU Y

Xtr Iy chat thai nguy hai va chat thai sinh hoc tuan thi cac quy dinh cda dia
phuong va quoc gia. Khéng duge dé san pham xam nhgp vao cong ranh, cac
dong nwéc hodc dat.

627108_VI-00 11



Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

Chét thai dang I1&dng c6 chira cdm bién phat hién nap. Nap st dung cam bién phat hién mc chét
I6ng va c6 thé theo ddi trang thai mic d6 day. Cam bién phat hién mdc chét 16ng sé dwa ra tin hiéu
“day” néu mirc d6 day dat khodng 80 % dung tich ctia bé chira (4,8 I). Trang thai mirc dd day dwoc
tw dong kiém tra trwédc mdi 14n chay, va sé ngan viéc bat dau chay néu dung lwong con lai cia bé
chira dudi khodng 20 %. Khi khong c6 tin hiéu nay thi nghfa la dung tich con lai la di ¢é chay hét
cbng suat.

2.1.2 B® kit UV

B6 kit UV da dwoc phat trién dé cung cip kha nang khir nhiém UV cho khéng gian lam viéc cia hé
thdng AltoStar® AM16. Thoi lwong va tin suét can thiét cta quy trinh khtr nhiém UV phu thudc vao
cac co chat dwoc st dung trén hé théng va ngudi diing c6 trach nhiém lwa chon thei lwong va tan
suét thich hop.

Hinh 6: Dén UV trén dinh hé théng AltoStar® AM16

BO kit UV phai dwoc st dung voi AltoStar® Connect SW.

Dé biét thong tin chi tiét vé quy trinh chdng nhiém UV, hay tham khdo Chwong 6 Chéng nhiém UV
cho hé thdng AltoStar® AM16. B6 kit UV khéng thich hop dé khir nhiém cac phu kién nhw khay chira,
mé-dun, v.v. vi anh sang UV (cuc tim) khdng thé chiéu t&i tat ca cac bé mat cla cac cu tric phire
tap nhw vay.

Néu sir dung B6 kit UV khong theo chi dinh, khd nang bédo vé do hé théng cung cép co thé bi suy
giam.

LUU Y

B6 kit UV ch/ nhdm muc dich st dung két hop véi hé thdng AltoStar® AM16.
Khong duw kién réng B kit UV sé hoat déng doc 14p.

Ca4c thanh phan cta B6 kit UV cé cac nhan sau

12 627108_VI-00



Bé mat néng

\ Tranh tiép xtic véi anh sang UV. Cac bé mat rét nong va co thé gay thuong tich
ca nhan néu cham vao.

Anh sang UV

Tranh tiép xac véi anh sang UV. Viéc tiép xuc cé thé gay ra chan thuong maét
hodc da nghiém trong. Peo mét na béo hd, géng tay va mac quan &o bdo hé phu
hop.

2.1.3 Peén tin hiéu

Thap tin hiéu trén dinh hé thong AltoStar® AM16 duwa ra thong bao tric quan va bang am thanh veé
cac trang thai van hanh cua hé thong.

DPén mau xanh luc cho biét hé théng AltoStar® AM16 dang x& ly
binh thwong.

DPén mau cam cho biét rang ngudi dung can twong tac véi hé thdng.

Bén mau dé bao hiéu rang phai ngat lan chay do 16i. Tin hiéu mau
d6 ¢ thé c6 kem theo hodc khong kém theo am thanh canh bao
tly thudc vao cai dat hé thong cua AltoStar® Connect SW.

Pé biét thém thong tin, hay tham khdo Hwéng dan van hanh
AltoStar® Connect SW.

Hinh 7: Dén tin hiéu trén dinh hé théng AltoStar® AM16

2.1.4 Kep CO-RE
Kep CO-RE la mét cong cu thao tac gap dia bang hai k&nh pipet trong qua trinh chay.

Kep CO-RE van chuyén Bia x{ ly thi nghiém AltoStar® gitra cac vi tri trén san thao tac cta hé théng
AltoStar® AM16.

13
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Hinh 8: Gia d& kep CO-RE c6 kep cho cac Hinh 9: Pia dwoc di chuyén bang Kep CO-
kénh pipet 1000 pl (vi tri bén trong) RE Gripper qua cac kénh pipet 1000 pl

2.1.5 HAMILTON Heater Shaker

May G lac HAMILTON Heater Shaker (HHS) dwoc st dung dé lam nong va lac Bia xi Iy thi nghiém
AltoStar®. Viéc xep va d@, cling nhw chirc nang lam nong hoac lac doc 1ap ctia HHS dwoc kiem soat
hoan toan b&i AltoStar® Connect SW.

Trwoc khi lac, cac dia dwoc khoa va dinh vi & trung tam HHS. Khi qué trinh Iac két thic, cac dia sé
dwoc mé khoa va co thé de dang thao ra khoi may u lac HAMILTON bang Kep CO-RE (khdong dung
tay di chuyén/thao cac dia khéi HHS).

BO diéu hop HHS duwoc 13p vao Bia x Iy thi nghiém AltoStar® sé gitip lam nong téi wu. D& dam bao
hiéu suat lam néng dang tin cay, sé c6 hai cam bién kiém soat nhiét d6 co dinh, dam bao sw phu
hop ctia pham vi nhiét d6 da dat. Ngoai ra, nhiét d6 ngat mach sé bao vé khéi qua nhiét.

[

Hinh 10: HHS vé&i bé diéu hop cho Dia xtr ly thi nghiém AltoStar®
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A CHUY
A Khéng cham vao HHS khi dang chay va ngay sau khi két thic qua trinh chay, vi n6 cé

thé néng. Cho cho dén khi HHS ngudi vé nhiét dé phong, qua trinh nay cé thé méat dén
1 gio.
Khéng dung HHS dé dun néng céc chét Iéng dé chay vi ching c6 thé gay chay.

Pam bédo rang dia duoc str dung véi HHS c6 khd ndng chju nhiét (nhiét do téi da
105 °C).

2.1.6 Dé tw
Pé tir dwoc st dung dé thu gom cac hat tir & day Bia x Iy thi nghiém AltoStar®.

Hinh 11: D& tir cho Bia xi Iy thi nghiém AltoStar®

CHUY
ﬁ Ter trrvong manh (Khéi tach hat top)

Tuong tac véi céc dé vat bang kim loai c6 thé ddn dén nguy co cudn vao may. Nguoi
deo may tao nhjp tim nén Ui lai 30 cm.

2.2 Khay chura

Vat tw phong thi nghiém dwoc dat trén khay chira dac hiéu dwoc xép 1&én san thao tac cia hé théng
AltoStar® AM16. Méi khay chira déu dwoc trang bij it nhat 2 nhan, mét nhan nhan dang va mét nhan
ma vach. Nguwdi van hanh cé thé doc dwoc nhan nhan dang; né chiva tén khay chiva va théng tin
ma vach. Tén khay chtra trén nhan nhan dang la tén dwoc Phan mém cla hé théng AltoStar® AM16
st dung.

Nhan ma vach nham muc dich nhan dang tw dong.

15



| < ' Nhan nhan dang ndm & mat trwéc cta khay chira:
| § | e sb nhan dang khay chva

i ] ! e tén khay chira

| s :

: 7 2 :

i 8 m‘ 2| «— Nhan ma vach cta khay chira nam & mat sau cta khay
I 5 : chira véi sb nhan dang khay chiva:

g v =

| g | | e kytw 1 dén 3: loai khay chira

! J = ' N . e

VLot ; e phan con lai 1a sO sé-ri

Hinh 12: Nhan mé vach cua khay cha

P0100001
PLT_CAR_SLMD_AQD

Nhan ma vach cda
khay chira & mét sau

Nhan nhan dang
& mat trréc

Hinh 13: Khay chira dau tip 1000 pl

Dé biét thém thong tin vé cac khay chira da qua str dung va viéc nap hé thong, vui long xem Chuwong
3.4.5 Nap hé thong cho mét Ian chay tinh sach va chwong 3.5.3 Nap hé thong cho cai dat |an chay
PCR.

2.3 Yéu cau doi véi may tinh

Hé thong AltoStar® AM16 va cac phu kién cda hé thdng duwoc diéu khién qua AltoStar® Connect SW
chuyén dung, phan mém nay dieu khién tat ca cac chirc nang cho lich trinh lam viéc hang ngay,
chay tinh sach va cai dat lan chay PCR va cac dich vu khac.

May tinh chay AltoStar® Connect SW sé& do altona Diagnostics GmbH cung cép. Khong s dung
may tinh khac dé van hanh hé thong AltoStar® AM16.

Hé théng AltoStar® AM16 va may tinh dworc lién két qua cdng Universal Serial Bus (USB).

Dé tranh mat di liéu, ban nén sir dung B lwu dién (UPS) cho may tinh.
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LUUY

St dung tai khodn nguoi dung duoc bdo vé bang mat khau khi cai dat Microsoft
Windows® dé ngén truy cap trai phép.

2.4 Nguén/Dién ap

Dam bao rang hé théng AltoStar® AM16 duoc két ndi véi 6 cdm 115 hoac 230 VAC (50Hz hoac
60Hz). Hé thong AltoStar® AM16 ty dong nhan dang bat ky dién ap nao trong pham vi dé ma khéng
can sy can thiép cua ngudi dung.

Ban nén st dung BO Iwu dién (UPS) cho hé thc“')ng AltoStar® AM16.

Dam bao rang hé théng dwoc ndi dét chinh xac khi két ndi véi nguédn dién.
Phich c&m chinh ndm & phia trwdc bén trai hé thdng.

Cac cau chi cho hé théng nam trong 6 cdm dién chinh (xem hinh bén dudi).

Trong qua trinh 1&p dat/1Q, cau chi thich hop s& do mét k§ sw dich vu hién trwéng da qua dao tao
lwa chon.

Cam cap chinh cia may tinh va hé théng vao cting mét 6 cdm dién. Chi két néi chiing véi 6 cam néi
dat.

CHUY
Khéng déi day nguén duoc cung capllap dat. Trong trong hop day nguén bjhéng
hoac mét, hay lién hé voi altona Diagnostics GmbH dé thay thé. Néu thay thé day

nguoén bang day nguén co6 dinh mdc khéng phu hop, khé ndng béo vé do thiét bj
cung cép co thé bj suy gidm.

Cau chi

Gia d& cau chi

Hinh 14: O cam dién chinh v&i cau chi phu hop

CHUY
Khi thay cau chi, hdy dam béo st» dung cau chi thich hop va dat n6 vao cong tac
nguén chinh truede khi bat hé thong.
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CHUY
Pat cau chi thich hop (xem Chuong 8 Théng s6 ky thuét) vao cong tdc ngudn chinh
triroc khi bat hé thong.

Khéng déi day nguén duoc cung cap/lap dat. Trong trwromg hop day nguon bj hdng hodc
mat, hay lién hé voi alfona Diagnostics GmbH dé thay thé. Néu thay thé day nguon bang
day nguén cé dinh muc khdng phi hop, khé nédng bao vé do thiét bj cung cép c6 thé bj
suy giam.

Khi thay thé cau chi, hdy dam bao st dung c4u chi thich hop (xem Chuong 8 Théng s6
ky thudt) va dat né vao cdng tac ngudn chinh truéc khi bat hé thong.
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3 AltoStar® Connect SW

AltoStar® Connect SW dwoc cai d&t s&n trén may tinh do altona Diagnostics GmbH cung cép.

Nguw&i dung chiu toan bd trach nhiém dam bao bao vé thich dang truéec:

Truy cap trai phép vao may tinh qua mang may tinh.

Truy c&p cuc bd trai phép vao phan mém. St dung tai khoan ngwoi diing dugc bao vé bang
mat khau khi cai dat Microsoft Windows® dé ngan truy cap trai phép.

Vi rat phdn mém va phan mém déc hai.

M4t dién va dao déng dién ap. Vi ly do bao dam an toan va bao toan di liéu, nén str dung
BO Iwu dién (UPS), vi sy cO mat dién hoac dao dong dién ap co thé lam mat hodc héng di
liéu va qua trinh chay bi ngat.

LUUY
St dung tai khodn nguoi dung duoc bdo vé bang mét khau khi cai dat Microsoft

Windows® dé ngén truy cap trai phép.

AltoStar® Connect SW cé giao dién ngu&i ding dd hoa cho phép ngudi dung twong tac véi hé théng.
Vé&i AltoStar® Connect SW, ngwoi dung c6 thé:

Quan ly cac cai dat hé théng (tly thudc vao ddc quyén tai khodn nguoi dung)

Quan ly cac giao thirc tinh sach va xét nghiém (tdy thudc vao dac quyén tai khoan nguoi
dung)

Thuwe hién bao tri hé théng
Tién hanh chay quy trinh AltoStar® bao gém:
o Lap trinh mét lan chay
o Thuwc hién chay tinh sach m3u
o Xem két qua tinh sach mau
o Thwc hién chay dat phan &rng PCR
o Xem két qua chay dat phan rng PCR
o Chuyén dia PCR va théng tin chay dén may realtime PCR duogc két nbi.
Tién hanh chay quy trinh Sample transfer (chuyé&n mau) bao goém:
o Lap trinh mét lan chay
o Thuwc hién chay chuyén mau dé tinh sach trén thiét bj tinh sach bén ngoai
o Xem két qua chuyén mau
o Thuc hién chay d&t phan ng PCR véi chat riva gidi tir thiét bj tinh sach bén ngoai
o Xem két qua chay dat phan rng PCR
o Chuyén dia PCR va théng tin chay dén may realtime PCR duogc két nbi.
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e Tién hanh chay quy trinh External Purification (tinh sach bén ngoai) bao gém:
o Lap trinh mét lan chay
o Thuyc hién chay d&t phan ng PCR véi chat riva gidi tir thiét bj tinh sach bén ngoai
o Xem két qua chay dat phan rng PCR
o Chuyén dia PCR va théng tin chay dén may realtime PCR dwoc két ndi.

3.1 Tai khoan ngw&i dung

C6 thé str dung céac tai khoan khac nhau dworc tao trong hé diéu hanh Microsoft Windows® clia may
tinh chay AltoStar® Connect SW dé van hanh AltoStar® Connect SW. May tinh dwoc cung cip kém
theo hai tai khoan nguwdi dung ‘Laboperator’ va ‘Labadmin’ cai dat san. Cac tai khoan nay co6 cac
d&c quyén khac nhau:

Bang 2: Tai khoan ngwi dung

Laboperator Labadmin
Lab Operator Lab Service
Nhém ngwoi diing Windows® (Bon vi van (Pon vi dich
hanh) vu)
Thwe hién bao tri thiét bj v v
Tién hanh chay quy trinh 1am viéc cuda y P
AltoStar®
Tién hanh chay quy trinh lam viéc Chuyén v v
mau
Thwce hién chay quy trinh lam viéc Tinh
2 N (4 v
sach bén ngoai
Quan ly cai dat hé théng X v
Quan ly cac giao thiec Tinh sach va Xét X v

nghiém

Dé xuat tao mét tai khoan Windows® cho méi ngudi dung dé dam bao truy suat. Tai khoan nguoi
dung Windows da dung trong quy trinh sé dwgc theo doi trong cac tép dir liéu bao céo lan chay.
Khi tao tai khoan ngwoi dung trong Windows®, tai khodn dé phéi dwoc phan nhém nguéi dung
Windows® cu thé dé cap cac dac quyén dwoc minh hoa trong Bang 2: Tai khoan ngwoi dung.

Dé cap cac dic quyén cla ngwdi dung binh thuwéng, hay thém tai khoan ngwdi ding Windows® méi
vao nhém nguwoi dung Windows® ‘Lab Operator’ trong Windows® ‘Local Users and Groups
management’ (lusrmgr.exe).

Dé cAp dac quyén cta quan trj vién, hay thém tai khoan nguoi ding Windows® méi vao nhém nguoi
dung Windows® ‘Lab Service’ trong Windows® ‘Local Users and Groups management’ (lusrmgr.exe).

Dé biét thém thong tin va dwoc tro gitp, hay lién hé véi altona Diagnostics GmbH.
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3.2 Khei dong AltoStar® Connect SW
Dé khai dong hé théng, hay bat hé théng AltoStar® AM16 va may tinh chay AltoStar® Connect SW.
Thi tw kh&i dong hé thong va may tinh 1a khdng quan trong.

Bat hé théng bang cong tdc mau xanh luc phia trwéc bén trai va khéi ddng may tinh bang cach nhan
nat nguon.

Khi Windows® da khéi dong, hay khéi dong AltoStar® Connect SW béng biéu twong a* trén man
hinh Windows®, thanh tac vu Windows hoéc trong menu kh&i dong ctiia Windows®.

Phan mém sé& mé va hién thi man hinh kh&i ddng. Man hinh bat dau mé ta céc tiy chon quy trinh
lam viéc kha dung nhw d3 thiét Iap trong cai dat hé thdng. Cac hop mé ta cac giai doan riéng cla
méi quy trinh 1am viéc va c6 thé nhap vao dé truy cap giao dién ngwdi ding twong (ng.

X
Application Program Run Purification PCR Setup Configuration Help @a Itona Q ! B .

DIAGNOSTICS

Program Run Start Sample Transfer

Program Run Start Purification Start PCR Setup

Program Run External Purification

Hinh 15: Man hinh khéi dong cta AltoStar® Connect SW
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3.3 Quy trinh lam viéc

AltoStar® Connect SW tao diéu,kién thuan loi cho viéc‘xfy ly mau théng qua qué trinh tinh sach mau
va cai dat lan chay PCR. C6 thée thyc hién tinh sach bang mét trong ba tuy chon quy trinh lam viéc:

e Trénhé théng AltoStar® AM16 két hop véi AltoStar® Purification Kit 1.5 (Quy trinh AltoStar®)

e Trén mét thiét bj tinh sach bén ngoai va hé thong AltoStar® AM16 sé chuyén mau tir cac 6ng
mau sang dia x& ly cla thiét bi tinh sach bén ngoai (Quy trinh Sample Transfer)

e Trén thiét bj tinh sach bén ngoai ma khéng can chuyén mau trén hé théng AltoStar® AM16
(Quy trinh External Purification)

BAt ké& ban chon tity chon quy trinh tinh sach nao, quy trinh cai d&t 1an chay PCR déu giéng nhau va
dwoc thwe hién trén hé thong AltoStar® AM16 cho ca ba tuy chon tinh §ach. Cac chuwong sau sé
minh hoa quy trinh lam viéc tinh sach cla AltoStar® va quy trinh cai dat lan chay PCR.

Dé biét thém thong tin vé& cac quy trinh dwoc minh hoa & day ciing nhw quy trinh lam viéc Chuyén
mau va Tinh sach bén ngoai, hdy tham khao Hwéng dan str dung phan mém IVD AltoStar® Connect
Chuwong 3.9: Quy trinh lam viéc Chuyén mau: Tinh sach va 3.10: Quy trinh lam viéc Tinh sach bén
ngoai: Tinh sach.

3.4 Quy trinh AltoStar®: Tinh sach

AltoStar® Connect SW tao diéu kién thuan lgi cho viéc xtv ly quy trinh AltoStar®: Tinh sach trén hé
thdng AltoStar® AM16. Quy trinh lam viéc nay bao gébm cac buéc tuan tw sau:

1. Lap trinh toan bd quy trinh lam viéc cho mét mé mau cé dinh trong AltoStar® Connect SW.
Chuén bj mau: Tham khdo Hwéng dan van hanh AltoStar® Purification Kit 1.5 dé biét hwéng dan

Tinh sach m&u trén hé théng AltoStar® AM16 nhw d3 lap trinh & buéc 1.
Dat phan (ng PCR trén hé théng AltoStar® AM16 nhw da |ap trinh & buéc 1.

PCR trén CFX96™ DW nhuw da lap trinh & buéc 1. (tham khdo Hwéng din van hanh Bé kit PCR
altona Diagnostics twong *ng)

a M D

Dé biét thém théng tin, vui Idng xem Hwéng din st dung phan mém 1VD AltoStar® Connect.

LUUY
Viéc lap triph cho toan bé quy trinh lam viéc sé dwoc hoan thanh & buéc 1. Khéng
thé thay dbéi quy trinh da Iap trinh trong cac giai doan sau cua quy trinh lam viéc.

LUUY
Truroc khi bat dau quy trinh 1am viéc, hdy dam bdo rang tat ca vat ligu va thiét bj
can thiét déu c6 san.
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LUU Y

Truée khi bdt ddu quy trinh 1am viéc, hdy dam bdo rdng cac thao tac B4o tri hang
ngay va hang tuén da duoc tién hanh va chua qué han kiém tra va xac minh nda
nam mét lan. Néu khong thi hé thong sé khong xdv Iy bat ky mau hodc hoa chat
nao. Nén tién hanh Bao tri hang ngay khi bt thiét bj 14n dAu tién trong ngay va
tién hanh Bao tri hang tudn vao cudi tudn truéc khi tit hé théng. Quy trinh bdo
dudng sé xac minh rang hé théng dang hoat déng theo ding chirc ndng va sé
nhdc nguoi dung thuc hién céc hanh déng cén thiét, trong dé cé vé sinh hé théng.

3.4.1 Téng quan vé quy trinh lam viéc tinh sach caa AltoStar®

M&u dau vao va chi dinh xét nghiém PCR

ho&c nhap tir LIMS (Hé théng quan ly thdng Tacﬁame
tin trong phong thi nghiém) 24
Chuén bj Bat dau tinh Nap héa D& mau va hoa chét sau
mau sach chat va mau khi tinh sach

Hinh 16: Téng quan vé quy trinh tinh sach AltoStar®

3.4.2 Chuén bi mau

DPé chuén bj va x& ly trwdc mau, vui 1ong tham khao Hwéng dan van hanh AltoStar® Purification
Kit 1.5.

3.4.3 Chuan bj héa chat cho mét l1an chay tinh sach

Tat ca cac bé chira hoa chat déu dwoc gan ma vach dé nhan dang ty dong, ban dia hoa va xac
minh rang mé chay tuan thu quy dinh va chwa hét han qua hé thong AltoStar®.

LUU Y

Ham bao rdng bén chir sé cudi trong Sé 16 cua tat cd cac bé chira Bém ly gidi,
Pém rira, Hat ter, Chét tdng curong va Bém rira gidi dwoc st dung trong mét 1an
chay déu gidng hét nhau. Phdn mém xac minh st tuan thd cda mé chay trong qua
trinh nap va huéng dan nguoi dung cho phu hop. Dé thuén tién cho ban, bén chi
sé nay duoc hién thj duéi dang Tai sé (LN) & bén ngoai méi hép thanh phan.
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Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

3

Tai s6 (LN)

L

s

Hinh 17: Mét bén cta hdp cé Tai sé (LN)

LUUY

Pam bao rang héa chat trong AltoStar® Purification Kit 1.5 ciia ban chura hét han.
Trong qua trinh nap, phan mém xac minh xem hoa chat c6 con han scrdung khdng
va huéng dan nguoi dung cho phu hop.

3.4.4 Bat dau mét lan chay tinh sach

Dé& bat dau qua trinh tinh sach, hay quay lai Ctra sé khéi déng clia AltoStar® Connect SW va chon
Start Purification (Bat diu tinh sach) hodc chon Purification — Start Purification (Tinh sach —
Bat dau tinh sach) trén thanh menu. Thiét 1ap lan chay tinh sach cta ban dwgc hién thj trong bang
Programmed Purification Runs (Lan chay tinh sach dé lap trinh) & phia bén trai man hinh.

X
Application Program Run Purification PCR Setup Configuration Help @a I.Eggg ® aea
> [ ©
Start Run Delete Run

Programmed Purification Runs Samples in selected Purification Run

Name Description Purification Type No. of prioritized Samples Date/Time created ELE Barcode Sample Type Sample Volume

20170824 Run2_|Run programmed by Laboperator| AltoStar Purificaion [0 |8/24/2017 33145 PM| | Sample 2 0000002
i

Sample 0000006 [Paama 0w |
Samples 0000008 [ume 0w |

Hinh 18: Man hinh bat dau |an chay

° Chc_)n thiét 1ap Ian chay tinh sach can khéi ddng trong bang Programmed Purification Runs
(Lan chay tinh sach da lap trinh)

e Cac mau duoc dua vao thiét 1ap lan chay da chon sé dwoc hién thi trong bang & bén phai
man hinh (Samples in selected Purification Run) (Cac mau trong lan chay tinh sach da
chon)

e Nhép vao nat Start Run (Bat dau lan chay) trén thanh cong cu
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Hé thdng AltoStar® AM16 - Hwéng dan van hanh IVD

Nhép vao Delete Run (X6a lan chay) dé x6a hoan toan lan chay tinh sach dwoc Iap trinh da chon.
Khi nhap vao Delete Run (X6a lan chay), tat ca cai dat lan chay PCR da lap trinh lién quan cling sé

bi x6a.

3.4.5 Nap hé théng cho mét |an chay tinh sach

Khi bat dau chay, hop thoai Loading (Nap) sé& duoc hién thj (xem Hinh 19: Hép thoai Purification
Loading). Vat liéu, hoa chat va mau phai dwoc nap vao cac khay chira pht hop trwdce khi nap cac
khay chira nay Ién cac dwong ray twong (ng trén khay nap cua hé thong:

Bang 3: M6 ta khay chira cho mét Ian chay tinh sach

5gi@dung | s qun Chi ddi cac gia dau tip trbng hoan
1-6 |dautip Ay i 9 toan dé lay cac gia day hoan toan.
1000 ul P Khoéng xt ly cac tip riéng lé.
Chi dbi cac gia dau tip tréng hoan
toan dé lay cac gia day hoan toan.
Khéng xt ly cac tip riéng lé.
7-12 300 H? dia va Ludn dat cac dia cé gieng Al & bén
1 dia riva giai dau tip trai vi tri dia twong ng.
Khi cai dat Ian chay PCR, dia PCR
phai dwoc dat & vi tri phia trwdc va
dia rlra giai & vi tri th& hai phia truéec.
C6 thé nap vao mét hodc hai khay
X % chra.
TOi da bon
be chia . Vi tri clia cac bé chiva riéng 18 trén
13.16 |Pémlygiai | Khay bé khay chira la thy y.
va_E)em rira | chira
moi khay ) )
chtra DAy nhe cac bé chira xudng dén tan
day clia khay chtra.

627108_VI-00
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Hé thdng AltoStar® AM16 - Hwéng dan van hanh IVD

Vi tri cia cac éng riéng 1é trén khay
chra latuy y.

Téi da 24
ongchat Ol | khay Dam béo c6 thé nhin 6 tat ca cac ma
17 |Chuan, Hat | .0 éng vach ciia 6ng qua ctra sé clia khay
tu’,‘Chat :tang o4 chira.
cwdng va
Dém rlra giai R ] ] .
i ¢ Day nhe cac ong xudng dén tan day
clia khay chwra.
Ti da 24 6ng mau c6 dwong kinh
14,5 mm - 18 mm moéi khay chtra.
Vi tri ciia cac éng riéng 1é trén khay
chra latuy y.
Khay
chira Dam bao ¢6 thé nhin rd tat ca cac ma
24-6ng vach clia 6ng qua clra sb ctia khay
chira.
Tél da 96 2 ;X % Z a .
mau trén b4t E;g I?r?ae cca;]cu,(;ng xudng dén tan day
ky sw két y '
18- 23 N
hop nao cua . A X o .
hai loai khay Toi da 32 ong mau co dwong kinh
chwa nay 11 mm - 14 mm moi khay chira.
Vi tri ciia cac éng riéng 1é trén khay
chtra la tuy y.
Khay vy -
chira Dam bao c6 thé nhin rd tat ca cac ma
32-6ng vach clia 6ng qua clra sb cta khay
chira.
DAy nhe cac éng xubng dén tan day
clia khay chwra.
Khay chira nay khong thé thao ri va
1 dia X0 Iy Kha dg doé Autoload, sé Akhfgng tw nap.'Phéi
1 thm dat ch(yg ding tay dat cac vat lén khay chira
24 -30 |dAu tip trong hé thong.
.. <x | Heater
1 gia dat dau Shak R L . )
tip axer Dam bao ca hai dia va khay chira

déu dwoc dat dang vi tri.

CHUY

A Théo ndp cda tét cd cac 6ng truéc khi xép khay chira 1&n khay nap. Viéc dé éng
day ndp c6 thé dén dén két qua sai, quy trinh chay bj ngét va hw héng hé théng.
B&o quan ndp trong khdng gian sach sé dé tranh nhiém ban. Str dung lai cac ndp
dé déng céc 6ng sau khi chay.

26
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CHUY

Théo gidy bac niém phong cda tét cg cac bé chira dém truée khi xép khay chia
len khay nap. Viéc dé 6ng day ndp co thé dan dén két qua sai, quy trinh chay bj
ngat va huw hdng hé thdng. Vit bé cac gidy bac niém phong. Dé déng céac bé chira
dém sau khi chay, hay str dung cac gidy bac niém phong lai méi.

CHUY

Ludn st dung dia xtr ly méi dé tranh két qua sai sot.

LUU Y
Truée khi xép cac khay chira lén khay nap:

e Dam bao rang khong cé khay chira nao duoc xép 1én san thao tac bén trong
hé thong.

e Dam bao réng ma vach trén méi khay chira huéng vé phia sau phia bén phai
(vé phia dau doc ma vach trén Autoload).
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ealtonae

DIAGNOSTICS

Loading

Please load the following labware:

OOOO000D

O

OOCO00O0000uD
OO000OOODDDODOTD

Track Material Comment

_— Tlps 300 ul Replace empty Tip Racks with compietely filled new ones

Lysis Buffer

Wash Buffer 1 2 :
Wash Buffer 2 One or several containers of each buffer anywhere on these carriers
Wash Buffer 3

18 23 m_ 1 samples on up to 6 carriers

_ 24 - 30 Tip Park Plate One new Processmg Plate

24-30 Tip Park Rack Empty unused Tip Rack

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

Hinh 19: Hop thoai Purification Loading

Hop thoai Loading (Nap) bao gdm hinh &nh trc quan san thao tac ctia hé théng & nira trén va mot
bang liét ké tat ca cac vat dwoc nap & nira dwdi.

Bat dau bang cach chon cac dong trong bang bang cach nhap vao tivng dong mét tiv trén xudng.
Vi tri ca vat liéu dang dwoc chon trong bang hop thoai Loading (Nap) dwoc hién thi rd hon:
e Béang mau dé trong hinh anh & trén cing.

e Bang cach nhap nhay dén nap cla hé thdng phia trén dwong ray noi dat khay chira dung
cac vat pham twong rng.

Can than lam theo hwéng dan trong cot Comment (Nhan xét).
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DPé nap khay chtra, l&p khay chira vao cac ranh gitra cac khéi trwot phia trwéc va phia sau cta khay
nap cho dén khi chung cham vao cac diém moc dirng & phia ngoai cung ctia khay nap. Khong day
cac khay chtra qua cac diem moc diwng.

CHUY

Khong di chuyen hodc loai bé cac dau tip riéng lé trén gia dau tip vi diéu nay sé
anh hudéng dén b6 dém dau tip cua phan mém. Néu nguoi dung sura déi vi tri dau
tip, c6 thé dat lai bo dém déu tip 1000 pl va d4u tip 300 pl bang céch danh dau
vao cac hop kiém tvong ung & cudi Hop thoai Loading (Nap). Trong trurong hop
nay, tat cd cac vi tri déu tip trén khay chira 1 va 2 phai duoc Iap d’ay hoan toan.
Nguoi dung phai xac nhan rang tat ca cac gia déu tip da duoc 14p day hoan toan
trong hép thoai Reset Tip Counters (Pét lai b6 dém dAu tip) tiép theo.

?D

CHUY

Khi x&¥ Iy cac méu bénh p,ha"’m, ha@y méc trang phuc bgo hé ca nhan, bao goém ca
gang tay dung mét lan, dé tranh nhiem trung. Rua tay ky sau khi thao géng tay va
VUt bo géang tay dwdi dang chat thai cé nguy co sinh hoc.

>

CHUY
Bé ngan ngira hw hdng khay chira va gidm nguy co’ nhiém ban, hdy mé rong cac
bd phén bao vé an toan bat ctr khi nao xép khay chdra 1én khay nap.

CHUY
Ludn st dung dia giéng sau méi trong mo-dun tdm dat dau tip dé tranh két qua
sai sot.

CHUY
Ludn st» dung gia dau tip tréng trong md-dun tdm dat dau tip chwa duoc sir dung
o vj tri do.

LUUY

Khéng hoan dé’j vj tri caa} béat ky vat liéu d& nap nao sau khi n6 da dugc Autoload
nap vao hé thong, vi dieu nay co thé dan dén ket qua thir nghiém khong chinh
xac, quy trinh chay bj ngat va hw hong thiét bj.

VP Pb P

LUUY

Kiém tra dé dam bdo rang tam thai dau tip va thiing chua tip thai & ding vi tri va
mét tai dung chat thai méi da duwoc dat vao bé chaa.

L
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Sau khi tat ca cac khay chira dwgc xép vao dung ranh trén khay nap, hdy nhap vao OK trong hop
thoai nap. Khi nhap vao Cancel (Huy), quy trinh chay sé bi hdy bd, nhwng c6 thé bat dau lai.

Sau khi nhap vao OK, hop thoai Tip Park Plate (TAm dat dau tip) sé dwoc hién thj (xem Hinh 20:
Hop thoai tAm dat dau tip). Ma vach tAm phai dwoc quét hai lAn bang may quét ma vach cam tay
ho&c nhap bang ban phim dé& dam bao rang tAm chwa dwoc st dung trong cac lan chay trwéc. Nhap
vao OK dé xac nhan dau vao.

‘eealtonae

uuuuuuuuuuu

Tip Park Plate

Please place a new deep well plate under the tip park position. Scan or enter the barcode of the plate twice.

==
Hinh 20: Hép thoai tAm dat dau tip

Hé théng sé nap cac khay chra bang Autoload va tw ddng xac minh:
¢ Nhan dang va dinh vj chinh xac cac khay chira dwoc nap
e Nhan dang chinh xac cac vat phdm dwoc nap vao khay chira
e Vitri cia cac vat phdm dwoc nap vao khay chiva
e S6 16 gibng nhau ctia Bém ly gidi, Dém rira, Hat tlr, Chéat tdng cwdng va Dém rira giai
e T4t ca cac hoa chat da nap déu con han s dung
e Co da thé tich héa chéat
e Su khéc thwdng ctia ma vach mau
e Vitri chinh x&c cla cac vat pham duwoc nap bang tay vao khay chira Heater Shaker

e Vitri chinh x&c cla tAm thai dau tip

Néu bat ky phép kiém tra nao trong sb nay cho két qua khong dat thi sé co hop thoai thong bao cho
nguoi dung néu rd sw cb va hwong dan dé khéc phuc s co cho phu hop. Dé biét thém thong tin vé
viéc xtr ly 16, hay xem Hwéng dan st dung phan mém IVD AltoStar® Connect.

Néu tat ca phép kiém tra déu cho két qua dat thi hop thoai Loading Complete (Nap hoan tat) sé
hién thj. Xac nhan thong bao Loading Complete (Nap hoan tat) bang cach nhap vao OK hoac doi
10 giay.
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ealtonae 7

DIAGNOSTICS

Loading complete

i i Loading is complete. Processing can be started.

Hinh 21: Hép thoai Loading complete (Nap hoan tét)

Hé théng hién sé tién hanh tinh sach tw dong, khong yéu cau thém thao tac clia nguoi ding cho
den khi lan chay ket thuc. Néu ban nhap vao Cancel (Huy), qua trinh chay sé bj ngat. Sau khi ngat,
ban c6 thé bat dau lai qué trinh chay den thoi diém nay vao mét Iuc khéac.

CHUY
Khéng day hoac kéo khay chira hogc cira hé thong trong qua trinh chay vi diéu
nay cé thé lam ngat qué trinh chay.

LUUY
Viéc ngat qua trinh chay sau khi déng hgp thoai Loading Complete (Nap hoan
tat) sé lam mat hiéu luc cda thiét 1ap lan chay va ngén viéc khéi déng lai.

LUUY
Khoi lrong méu khéng durgc hé thong kiém tra triréc khi chuyén mau. Cac mau
ngan sé duoc gan co 16i trong budc chuyén mau va sé khéng duoc xcr ly thém.
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3.4.6 Trong lan chay tinh sach

Quy trinh chay tinh sach sé dwoc tién hanh ma khoéng can sw can thiép cla nguoi ding sau khi bt
dau. Sau khi chuyén mau vao dia xt ly, c6 thé d& (cac) khay chira mau xudng bét ky lic ndo. Nt
Unload samples (D& mau) trén thanh céng cu sé& hoat ddng va cé thé nhap vao. (Cac) khay chra
mau sé dwoc d& khdi san thao tac va cé thé thao cac 6ng mau ra. Quy trinh chay sé& khéng bi gian
doan.

{ll

Unload samples

Hinh 22: NGt d& mau

3.4.7 Buéc ngat

C6 thé ngét quy trinh chay bang cach nhap vao nit Abort run (Ngat 1an chay) trén thanh cong cu
va xac nhan ngat lan chay trong hép thoai Abort Run (Ngat Ian chay) tiép theo.

CHUY
Sau khi bj ngét thi khéng thé bt dau lai quy trinh chay. T4t ca di¥ liéu va héa chét

" da str dung déu sé bj mat va quy trinh chay sé bj gén co 16i.

3.4.8 Két thuc lan chay tinh sach

Khi két thiic quy trinh chay, hop thoai Run Finished (Két thic 1an chay) sé duoc hién thi. Dam bao
khay nap trong va xac nhan hop thoai Run Finished (Két thic lan chay) bang cach nhap vao OK.
Hé thong sé d& cac khay chira. Dam bao khong can tré cac khay chira dang dwoc do.

Sau khi d&, hép thoai Ma[ntenance (Bao tri) dwoc hién thi (xem Hinh 23: H6p thoai Maintenance
(Bao tri) sau khi két thuc lan chay). Lam theo hwéng dan clia hép thoai Maintenance (Bao tri).

ealtonae

DIAGNOSTICS
Maintenance
Please perform the following actions:
- empty the Tip Waste
- check if the Liguid Waste needs to be emptied
- clean the Tip Eject Sheet
- clean the deck

The following reagents can be used again:

Reagent Camrier Barcode  Position

Wash Buffer 1 | RL700041

Lysis Buffer R1700041 a ]

Elution Buffer 50174172 23

4

Hinh 23: Hép thoai Maintenance (Bao tri) sau khi két thic 1an chay
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S dung bang cta hop thoai dé xac dinh cac hoa chat co thé st dung lai trong cac 1an chay tiép
theo. Vit bo tat ca cac hda chat khong dwoc liét ké trong bang. Tham khao Huéng dan van hanh
AltoStar® Purification Kit 1.5 dé biét thong tin vé viéc niém phong, bao quan va thai bé.

X&c nhan hop thoai Maintenance (Bao tri) bang cach nhap vao Ok.
Dé biét thém thong tin, hdy xem Hwéng dan st dung phan mém IVD AltoStar® Connect.

3.5 Cai dat lan chay PCR

Quy trinh cai dat Ian chay PCR la giéng nhau bat ké quy trinh lam viéc tinh sach dwoc chon cho cac
mau (quy trinh lam viéc AltoStar®, quy trinh lam viéc Chuyén mau hay quy trinh lam viéc Tinh sach
bén ngoai).

3.5.1 Chuan bj héa chéat cho cai dat [an chay PCR

Tat ca hoa chat phai dwoc ra dong hoan toan, tron (bang pipet hoac vortex nhe) va ly tm ngan
trwwdc khi str dung. Dé biét thong tin chi tiét, hdy tham khao Hwéng dan van hanh BJ kit PCR altona
Diagnostics twong wng.

Tét ca cac 6ng hoa chat déu dwoc gén ma vach dé nhan dang tw dong, ban dia hoa va xac minh
rang mé chay tuan thd quy dinh va chwa hét han qua hé thong AltoStar®.

CHUY
. Lubn deo géng tay bao vé khong c6 bt dung mét l&n khi x&¥ ly cac bé phéan cua
" bo kit.

/\ CHUY
/ Y\ Knong chuyén bét ky chat Ing nao theo cach thd cong.

LUU Y

Pam bgo rang tat ca cac thanh phan cia B¢ kit PCR altona Diagnostics la tir cling
moét mé. Phan mém xac minh sy tuan thd cda meé chay trong qua trinh nap va
hwéng dan nguwoi dung cho phu hop.

LUUY

Pam bdo rdng hoa chat cda BS kit PCR altona Diagnostics cda ban chura hét han.
Phan mém xac minh xem héa chat cé con han strdung khéng va huéng dan nguoi
dung cho phu hop.
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=) LUUY
C6 thé xem truréc cac thanh phan bat bude cda BS kit PCR altona Diagnostics cho
mot 1an chay nhat dinh trong AltoStar® Connect SW (xem Chuong 3.5.2 Bat dau
cai dat lan chay PCR). biéu nay cho phep chuan bj cac thanh phan can thiét trong
I&an chay tinh sach truée do.

=5 LUUY
Lan chay PCR tiép theo phai duoc bat dau trong vong 30 phut sau khi hoan thanh
cai dat lan chay PCR.

Trwoc khi bat dau cai dat lan chay PCR, hay dam bao vat liéu can thiét cho lan chay PCR tiép theo
c6 san va san dung vao cudi qua trinh cai dat lan chay PCR dé tranh lwu trir dia PCR da hoan thanh
trong thoi gian qué dai:

e Gidy bac niém phong dia PCR
e May han nhiét
e May luan nhiét CFX96™ DW

3.5.2 Bat dau cai dat 1an chay PCR

C6 thé bat dau cai dat PCR cho B6 kit PCR AltoStar® ngay sau khi qua trinh tinh sach lién quan da
hoan tat. Cach ap trinh mét Ian chay va bat dau lan chay tinh sach dwoc giai thich trong Hwéng dan
str dung phadn mém IVD AltoStar® Connect trong cac chwong Lap trinh mét 1an chay va Bat dau lan
chay tinh sach ciing nhw cac chwong Lap trinh mét 1an chay va Bat dau lan chay chuyén mau. Bé
bat diu cai dat lan chay PCR, hay quay lai Ctba sé bat dau cla AltoStar® Connect SW va chon
Start PCR Setup (Bat dau dat phan &ng PCR) hodc chon PCR — Start PCR Setup
(PCR — Bat dau dat phan rng PCR) trén thanh menu. Lan chay dat phan &ng PCR cla ban duwoc
hién thj trong bdng Programmed PCR Setup Runs (Lan chay dat phan (rng PCR da lap trinh) &
phia bén trai man hinh.
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aca

Application Program Run Purification PCR Setup Configuration Help @a Itona ®

...........
o e
Start Run Delete Run

Programmed PCR Setup Runs Filter Eluate Plate: ‘Samples in selected PCR Setup Run
PCR Plate Number Eluate Plate Name escription urification Purification Type ~ Date/Time created B: e A

Status
- 20170824_Run2 [Run programmed by AltoStar Purification | 8/24/2017 3:31:45 PM I GanpieR OIDOuo il ioStaCHRCRIE S| quantitative Eeadylioisag
operator

Sample 4 0000004 AltoStar CMV PCR Kit 1.5 quantitative. Ready to start

Sample 6 0000006 AltoStar CMV PCR Kit 1.5 quantitative. Ready to start

Sample & 0000008 AltoStar CMV PCR Kit 1.5 quantitative. Ready to start

Sample 10 0000010 AltoStar CMV PCR Kit 1.5 quantitative Ready to start

Controls in selected PCR Setup Run
Name

AltoStar CMV PCR Kit 15

AltoStar CMV PCR Kit 15

Required master tubes for the selected PCR Setup Run

CMV Master B AltoStar CMV PCRKit 15 |2 New tube

Hinh 24: Man hinh bat dau |an chay dat phan ng PCR

e Chon lan chay d&t phan (rng PCR can khéi déng trong bang Programmed PCR Setup Runs
(Lan chay dat phan ng PCR da lap trinh).

e Céac mau dugc dwa vao thiét 1ap lan chay da chon dwoc hién thi trong bang Samples in
selected PCR Setup Run (Cac mau trong lan chay dat phan wvng PCR da chon) & phia trén
bén phai man hinh.

e Cac kiém chuan dwoc dwa vao thiét Iap lan chay da chon duwoc hién thi trong bang Controls
in selected PCR Setup Run (Kiém chuan trong lan chay dat phan trng PCR da chon) & phia
gitba bén phai man hinh.

e S0 lwgng 6ng hda chat chinh can thiét cho thiét 1ap 1an chay da chon duoc hién thi trong
Required master tubes for the selected PCR Setup Run (Ong hoa chat chinh can thiét
cho lan chay dat phan &rng PCR da chon) & phia dwéi bén phai man hinh.

e Nhép vao nit Start Run (B4t dau 1an chay) trén thanh coéng cu dé khéi dong thiét 1ap 1an
chay PCR da chon.

e Nhép vao Delete Run (X6a lan chay) dé xéa hoan toan cai dat lan chay PCR duoec lap trinh
da chon.

Dé biét thém théng tin, hdy xem Hwéng dan st dung phan mém IVD AltoStar® Connect.

LUU Y

CO6 thé truy cép lan chay dat phan dng PCR bét ky IGc nao sau khi 14p trinh, ké c
trong mat quy trinh tinh sach hodc 1&n chay d&t phan ung PCR dang dién ra. Bang
cach nay, ban cé thé xem va chuén bj triéc cac hda chét can thiét cho lan chay
dat phan ing PCR sép t6i dé co thé bat dau lan chay dat phan ung PCR ngay sau
khi két thic 1&n chay dang dién ra.
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LUuUY

Néu nit Start Run (Bt dau lan chay) khdng hoat déng thi nghia la quy trinh tinh
sach dan dén thiét 1ap lan chay PCR hién dwoc chon van chwa hoan tat. Tham
khao cét Purification Status (Trang thai tinh sach) trong bang Programmed PCR
setup Runs (Lan chay dat phan dng PCR da |ap trinh) dé biét thong tin.

3.5.3 Nap hé théng cho cai dat 1an chay PCR

Khi bat dau chay, hop thoai Loading (Nap) sé dwoc hién thi (xem Hinh 25: Hop thoai Loading cho
lan chay dat phan rng PCR). Vat liéu, hda chat va mau phai dwoc nap vao cac khay chira pht hop

triwdc khi nap cac khay chira nay Ién cac ranh twong rng trén khay nap cua hé thong:

Bang 4: M6 ta khay chira: Lan chay dat phan trng PCR

5 gia dyng Khay Chi dbi cac gia dau tip tréng hoan
1-6 | dautip chwra toan dé lay cac gia day hoan toan.

1000 pl dau tip Khéng xt ly cac tip riéng lé.
Chi dbi cac gia dau tip tréng hoan
toan dé lay cac gia day hoan toan.

3 gia dyng Khéng xt ly cac tip riéng lé.

dau tip Khay ey s . _—

300 ul chira dia Luén d&t cac dia c6 giéng Al & bén

7-12 - S d3 trdi vi tri dia twong tn

1 dia rira va dau ! g ung.

giai tip i o
Dia PCR dwgc dat & vi tri ngoai

1 dia PCR cung phia trwéce, dia riva giai & vj tri
th& hai phia trwéc cia khay chira
nay.
C6 thé nap mét khay chira.

Mf')t ong Khay Vi tri cGa cac éng riéng & trén khay

13 | dopmau chra chira 1a tdy .
cho moi xét ;
i 24-0ong
nghiém

D4y nhe cac éng xubng dén tan day
clia khay chra.
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Vi tri cGia cac éng riéng 1é trén khay

Ong chinh chra la tuy y.

va ong tiéu h . e

chuin/kidm Khay Dam bao co thé nhin rd tat ca cac

14-17 2o o chira mé vach clia 6ng qua ctra sé clia

chuan cua 32-8n ach g9

cac xét g khay chira.

nghiém 2 . g P £ A o
Pay nhe cac 6ng xudng dén tan day
cua khay chura.

CHUY

>

Théo ndp cua tat ca cac 6ng truoc khi xép khay chira 1én khay tai. Vit bé tat ca
cac nap day. Dung nap mai dé dong cac ong sau khi chay.

LUU Y
Truwée khi xép cac khay chira Ién khay nap:

e Dam bdo rang khong cé khay chira nao duoc xép 1én san thao tac bén trong
hé thong.

e Dam bao réng ma vach trén méi khay chira huéng vé phia sau phia bén phai
(vé phia dau doc ma vach trén Autoload).
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ealtonae

DIAGNOSTICS

Loading

Please load the following labware:

Material Comment

_— Tlps 300 pL Replace empty Tp Racks wnh completely filled new ones

AltoStar Adenowrus PCR Kit 1.5

Adenovirus Master A: 1 tube(s)

Adenovirus Master B: 1 tube(s)

NTC

Adenovirus QS1 Components of the PCR kit anywhere on these carriers
Adenovirus QS2

Adenovirus QS3

Adenovirus Q5S4

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

Hinh 25: Hép thoai Loading cho Ian chay dat phan &ng PCR

Hop thoai Loading (Nap) bao gébm hinh anh tric quan san thao tac cda hé théng & niva trén va mot
bang liét ké tat ca cac vat dwoc nap & nira dwdi.

Bat dau bang cach chon cac dong trong bang bang cach nhép vao tirng dong mét tv trén xubng.
Vi tri ca vat liéu dang dwoc chon trong bang hop thoai Loading (Nap) dwoc hién thi ré hon:
e Bang mau dé trong hinh anh & trén ciing

o Bépg cach nhép nhay dén nap cua hé théng phia trén ranh noi d&t khay chivra dwng cac vat
pham twong rng.
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Cén than lam theo hwéng dan trong cdt Comment (Nhan xét).

Bé nap khay chtra, lap khay chira vao cac ranh gitra cac khi truot phia trwéc va phia sau clia khay
nap cho dén khi chiing cham vao cac diém moc dirng & phia ngoai cung cta khay nap. Khong day
cac khay chira qua cac diém moc dirng.

=

CHUY

Luén deo géng tay bdo vé khéng bot ding mét 1an khi xiz Iy cac bd phén cda bd

Y it

CHUY

Dé ngan ngtra hw héng khay chira va gidm nguy co nhiém bén, hdy mé réng cac

" bo phén bdo vé an toan bét ci khi nao xép khay chira l1én khay nap.

CHU Y

Khong di chuyen hodc xda cac tip riéng Ié trén gia dau tlp vi diéu nay sé anh hudng

. dén bé dém déu tip cua phédn mém. Néu nguoi dung stra déi vj tri dAu tip, co thé

dat lai b6 dém dau tip 1000 ul va dau tip 300 pl bang cach dénh déu vao cac hop
kiém tuong img & cudi Hop thoai Loading (Nap). Trong truromg hop nay, tat ca cac
vj tri d4u tip trén khay chira 1 va 2 phai duoc 14p day hoan toan. Nguoi dung phai
xac nhan rang tat ca cac gia dau tip da duoc |4p ddy hoan toan trong hdp thoai
Reset Tip Counters (Pt lai b6 dém dau tip) tiép theo.

LUU Y

Khéng hoan doi vj tri cla bat ky vét liéu da nap nao sau khi né da duoc Autoload
nap vao hé thong, vi dieu nay cd thé dan dén két qua thcr nghiém khong chinh xac,
quy trinh chay bj ngat va hw hong thiét bj.

LUU Y

Chi st dung vét liéu nhw duoc md té trong Hudng dén st dung AltoStar® PCR.

LUUY

Kiém tra dé dam bdo rdng tam thai dau tip va thiing chua tip théi & diing vi tri va
mét tai dung chat thai méi da duwoc dat vao bé chaa.

Sau khi tat ca cac khay chira dwoc xép vao dung dwong ray trén khay tai, hdy nhap vao OK trong

hép thoai nap. Khi nhap vao Cancel (Huy), quy trinh chay sé bi hily bd, nhwng cé thé bat dau lai.

Hé thdng sé nap cac khay chiva bang Autoload va tw ddng xac minh:
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¢ Nhan dang va dinh vi chinh x4c cac khay chira dwoc nap

e Nhan dang chinh xac cac vat phdm dwoc nap vao khay chira
e Vjtri cia cac vat phdm dwoc nap vao khay chira

e S thdng nhét sbé 16 hoa chét cla tirng bo kit riéng 1&

e T4t ca cac hoa chat da nap déu con han st dung

e Vi tri chinh xac cta tAm thai dau tip

Néu bat ky phép kiém tra nao trong s6 nay cho két qua khong dat thi sé c6 hop thoai thong bao cho
ngwdi dung néu rd sw cd va huwéng dan dé khac phuc sw ¢ cho phu hop.

Dé biét thém théng tin vé viéc x& ly 16i, hdy xem Hwéng dan st dung phadn mém IVD AltoStar®
Connect.

Néu tat ca phép kiém tra déu cho két qua dat thi hop thoai Loading Complete (Nap hoan tat) sé
hién thi. Xac nhan thdng bao Loading Complete (Nap hoan tat) bang cach nhap vao OK hoac doi
10 giay.

DIAGNOSTICS

Loading complete

i i Loading is complete. Processing can be started.

altonae 7

(o W oo

Hinh 26: Hép thoai Loading Complete (Nap hoan tat)

Hé thong hién sé tw dong tién hanh 1an chay dat phan (ng PCR, khong yéu cau thém thao tac cla
nguoi dung cho dén khi lan chay két thac. Néu ban nhap vao Cancel (Huly), qua trinh chay sé bi
ngét. Sau khi ngét, ban c6 thé bat dau lai qua trinh chay dén thdi diém nay vao mét lic khac.

CHUY
 Khéng day hodc kéo khay chira hodc cira hé thdng trong qua trinh chay tinh sach
~ vi diéu nay c6 thé lam ngat qua trinh chay.

LUU Y

Viéc ngat qua trinh chay sau khi xac nhan hép thoai Loading Complete (Nap hoan
tat) sé lam mat hiéu lyc cda thiét 1ap 1an chay va ngén viéc khéi dong lai.

=) LUUY
Thé tich hoa chat da nap khéng duoc kiém tra trong qua trinh nap. £am bdo chi
nap cac ong héa chat chinh chwa st dung. Cac ong chdra chat kiém chuan va tiéu

chudn dinh luong chira di thé tich cho bon lan chay. Khong st dung dng tiéu
chuan dinh Irong va kiém chuan trong hon boén lan chay.

40



3.5.4 Trong quatrinh chay dat phan rng PCR

Lan chay dat phan rng PCR sé duoc tién hanh ma khong can sy can thiép clia nguoi ding sau khi
bat dau.

3.5.5 Budc ngat

C6 thé ngat quy trinh chay bang cach nhép vao nit Abort run (Ngat Ian chay) trén thanh cong cu
va xac nhan ngat lan chay trong hop thoai Abort Run (Ngat lan chay) tiép theo.

\ Sau khi bj ngat thi khdng thé bat dau lai quy trinh chay. Tat ca d ligu va héa chat
~ da strdung déu sé bj mat va quy trinh chay sé bj gan co 16i.

3.5.6 Két thuc qua trinh cai dat 1an chay PCR

Khi két thac quy trinh chay, hdp thoai Run Finished (Két thac 1an chay) sé& dwoc hién thi. Dam béo
khay tai trdng va xac nhan hop thoai Run Finished (Két thiic lan chay) bang cach nhip vao OK. Hé
thdng sé d& cac khay chira. DPam béo khong can tré cac khay chira dang dwoc d&. Sau khi d&, hop
thoai Maintenance (Bao tri) dwoc hién thi (xem Hinh 27: Hop thoai B&o tri sau khi chay).

altonae

DIAGNOSTICS

Maintenance

Please perform the following actions:
- empty the Tip Waste

- clean the Tip Eject Sheet

- clean the Deck

Remaining reactions

Carrier Barcode: 32400001, Track:

Assay Reagent Number of remaining reactions Position
AltoStar CMV PCR Kit 15 | CMV Master A |6 1
AltoStar CMV PCR Kit 1.5 | CMV Master B |6 2

Hinh 27: Hop thoai Bao tri sau khi chay

.

X&c nhan hop thoai Maintenance (Bao tri) bang cach nhap vao Ok.

Dé biét thém thong tin vé viéc béo tri, hdy xem Huwéng dan st dung phan mém IVD AltoStar®
Connect.
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4 Bao tri

Can thyc hién cac quy trinh bdo tri dinh ky d& d&m bao van hanh hé théng AltoStar® AM16 va cac
phu kién mét cach an toan va dang tin cay.

Khi st dung IVD, cac quy trinh bao tri 1 bat budc va duoc thuc thi boi phan mém. Néu da qua han
bao tri hoac xac minh thi sé khéng thé bat dau cac lan chay.

4.1 Khoang thé&i gian bao tri

e Bao tri hang ngay: Phai thwc hién mbi 24 gid. Nén thwe hién sau khi khéi dong hé théng
AltoStar® AM16.

e Bao tri hang tuan: Phai thic hién 7 ngay mét lan. Nén thyc hién vao cudi tuan trwdc khi tat
hé thong AJtoStar® AM16. Néu bat ky bé phan nao cua hé thong, khay chira hoac gia dwng
bi nhiém ban, phai thyc hién quy trinh bao tri hang tuan.

e X&c nhan: Phai thyc hién 200 ngay mét lan. Viéc xac nhan va bao tri phong ngra sé do mét
chuyén vién ky thuat (FSE) da qua dao tao ctia Hamilton thwc hién.

= LUy
Néu bat ky bé phan nao cia hé thong, khay chia hodc gia dung bj nhiém ban,
phai thue hién quy trinh bao tri hang tuan.

4.2 Vat liéu thiét yéu

Gang tay cao su dung mot lan
e Kinh bao ho

e Ao choang phong thi nghiém

e Khén gidy

e Vai khdng xo hoac tam bong

e Ethanol (70%)

e Nuwdc khir ion

e Xit khir tring MICROLAB

e Chét ty riva va khir tring MICROLAB

CHUY

Str dung chét I6ng lam sach, khir tring va khi» nhiém theo huong dén cda nha
san xuat. Khong str dung cac vat liéu khev trang co chdva hypoclorit (nuwdc Javel
Chlorox) hodc chat Iong tay trang.

Chuén bj chét 16ng khe tring theo nhan.
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4.3 Quy trinh bao tri

Truy cap man hinh Bao tri bang cach nhap vao Application — Instrument Maintenance ((Ung
dung — Ba&o tri hé thong) trong thanh menu.

Trang thai hop 1& ctia Bao tri hang ngay, Bao tri hang tuan va Xac nhan nira ndm sé dwoc chi bao
bang dau kiém mau xanh luc ¢ trong cot Status (Trang thai). Néu ddu X mau dd hién thj trong cot
nay thi phai thwe hién quy trinh bao tri twong (ng bang cach nhap vao nut twong (rng trén thanh
cong cu. Lam theo hwéng dan trén man hinh dé hoan tat quy trinh bao tri.

Bang cach nhap vao Update data (Cap nhat di liéu), di liéu bao tri dwoc Iwu trén hé thong sé la
sb lieu méi va sé dwoc hién thj trong hop thoai Bao tri.

Application Program Run Purification PCR Setup ‘Configuration Help . . a Itona . u E

DIAGNOSTICS

Hinh 28: Man hinh Maintenance (Bao tri)

CHUY
Luén deo géng tay dung mét 1an trong qué trinh bao tri.

Khong vé sinh hé théng gan ngon Idka hodc cac thiét bj co thé tao ra tia liva dién.
Khong st dung may thoi khi ndng dé lam kho hé thong. Chat I6ng dung dé lam
sach la chat dé chay.

Huwéng dén nay cung cép cac chi dan lién quan dén viéc x& ly chét thai néi

chung. Ngoai ra, ban phai xem xét va tuan tha bét ky quy dinh riéng nao tai
quoc gia ban st dung hé théong.
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Hoan thanh dinh ky

Quy trinh bao tri dwgc hoan thanh sau khi quy trinh da dwoc thuc hién day da va két qua dat duoc
nam trong quy cach.

Huy bé quy trinh bao tri

Viéc hiy bd quy trinh bao tri s& dan dén trang thai ‘failed’ (khéng dat) va can phai bat dau lai quy
trinh bao tri.

4.4 Bao tri hang ngay

Céac nhiém vu sau sé dugc thwe hién khi bao tri hang ngay:
e Kiém tra xem san thao tac cé sach khong
e Lam rdng thung cha tip thai va chat thai dang 16dng
e Kiém tra do chat ctia kénh pipet

e XA&c nhan chirc nang cLLD

1. Bé&t dau bao tri hang ngay bang cach nhap vao nut Start Daily Maintenance (Bat dau bao tri
hang ngay) trén thanh cong cu. Phan meém sé dwa ra cac hudng dan trén man hinh ve tat ca
cac thao tac can thiét dé thwc hién quy trinh bao tri hang ngay.

2. Khi quy trinh bao tri da bat dau, canh tay pipet sé di phuyén sang phia bén trai. Nguw&i van hanh
hién sé c6 quyeén truy cap san dé kiem tra xem c6 can vé sinh hay khéng.

o Open the front cover and check if the deck needs to be cleaned.
If the deck is clean, press OK to continue,
If the deck needs to be cleaned, press Cancel to abort the daily

maintenance.
Instead, proceed with the weekly maintenance.

Ok Cancel

Hinh 29: HOp thoai Daily Maintenance — Check Deck Cleaning
(Bao tri hang ngay - Kiem tra viéc vé sinh san)

T nglr chinh x&c cta ndi dung hdp thoai dwoc hién thj trong Hinh 29:

M& nép trudc va kiém tra xem c6 can vé sinh san thao tac khong.
Néu san thao tac da sach, hdy nhan OK dé tiép tuc.

Néu can vé sinh san, hay nhan Cancel (Hay) dé hay quy trinh bao
tri hang ngay. ) )
Thay vao do, hay tién hanh bao tri hang tuan.

3. Thao tam thai dau tip ctia tram x Iy chét thai dau tip va xit chét xit khi tring MICROLAB tryc
tiep 1én bé mat roi lau khé. Bat mét tam thai dau tip sach vao vi tri ci.

44



Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

Hinh 30: Tam thai dau tip

Néu san thao tac da sach, hay tiép tuc bao tri hang ngay.
Néu can vé sinh san thao tac thi quy trinh bao tri hang ngay c6 thé bi gian doan. Thay vi bao tri
hang ngay, hay thyc hién bao tri hang tuan.

6. Viéc tiép tuc quy trinh bo tri hang ngay sé dan ngwoi ding dén nhiém vy bao tri tiép theo. Can
thai bd chét thai dau tip. V&t bé né cung véi chat thai ban con lai ctia phong thi nghiém.

Daily maintenance - tip waste e

Emnpty the tip waste and press OK to continue,

Cancel will abort the daily maintenance.

QK Cancel

Hinh 31: Bao tri hang ngay - Chét thai dau tip

T ngl¥ chinh xac cta ndi dung hop thoai dwoc hién thj trong Hinh 31

Thai bé chét thai dau tip va nhan OK dé tiép tuc.

Néu ban nhan hady, quy trinh béo tri hang ngay sé
bi hay.

CHUY
Chét thai dAu tip luén duoc coi la bj nhiém ban.

7. Db hét bé chiva chat thai dang Idng va kiém tra chét thai dang 16ng

o Kiém tra cac 6ng xem c6 bi tdc nghén, gap khic va ro ri khdng. Phai thay thé 6ng néu bi
héng.

o Kiém tra va don sach moi chét 16ng bi tran.
o Kiém tra chd bj tran xem c6 bj tdc khdng va lam sach néu can.

627108_VI-00 45



Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

CHUY
Chét thai dAu tip, tdm thai d4u tip, bé chira chét thai dang 16ng va éng, va ca tui

nheea luén duoc coi la bj nhiém ban.

8. Ddi v&i cac bwdc tiép theo, bat budc phai st dung kim bao tri.

Hinh 32: Kim bao tri cho cac kénh pipet 1000 pli

9. Budc tiép theo cda quy trinh la kiém tra d6 kin clia cac kénh pipet. Canh tay pipet sé di chuyén
sang phia bén phai dé thu nhan cac kim bao tri. Hai phép kiém tra dwoc thwc hién véi cac kénh
pipet: kiém tra qua ap va dwdi ap.

10. D& kiém tra mirc chét 16ng dién dung (cLLD), cAc kim sé& dwoc thu nhan moét 1an niva. Mot kénh
pipet sau khi kénh kia dwoc kiém tra chirc ndng cLLD.

Daily maintenance - successfu ot

o Daily maintenance successfully completed.

OK

Hinh 33: Bao tri hang ngay — Thanh céng

T nglr chinh xac cta ndi dung hop thoai dwoc hién thj trong Hinh 33:

Quy trinh bado tri hang ngay da hoan tat thanh
cong.

11. Trang théi quy trinh bdo tri hang ngay dwoc lwu trén hé thdng va moét tép bao céo dworc tao.
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— LUUY
Néu bat ky b6 phén nao cia hé thng, khay chira hodc gia dung bj nhiém ban,
phai thyee hién quy trinh bao tri hang tuan.

4.5 Bao tri hang tuan

Céc nhiém vu sau sé dwoc thue hién khi bao tri hang tuan:
e Vé sinh san thao tac va khay chira
e Kiém tra tinh trang cla cac khay chira
e Lam réng va lau don thung chira tip thai va chat thai dang 1dng
e Kiém tra d chat cta kénh pipet
e XA&c nhan chirc nang cLLD
e Lam sach dau pipet: dia chan, vong chir O, 6ng nha dau tip

e Lam sach nap, ruy bang bao vé Autoload

1. Bé&t dau bao tri hang tuan bang cach nhap vao nut Start Weekly Maintenance (Bat dau bao tri
hang tuan) trén thanh cong cu. Phan mem sé dwa ra cac huéng dan trén man hinh ve tat ca cac
thao tac can thiét dé thwc hién quy trinh bao tri hang tuan.

Make sure that there is ne carrier on the autoload tray
and press OK to continue.

Cancel will abart the weekly maintenance,

QK Cancel

Hinh 34: Bao tri hang tuan - Kiém tra khay nap tw déng

T ngl¥ chinh xac ctia ndi dung hop thoai dwoc hién thj trong Hinh 34:

bPam bao réng,khﬁng co khay chtra nao trén khay nap
tw dong va nhan OK dé tiép tuc.

Néu ban nhan hay, quy trinh bao tri hang tuan sé bi
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Remove all carriers from autclead tray, clean all carriers
and press OK to continue,

(5ee Operator's Manual for use of cleaning,
disinfecting and decontarminating fluids.)

Cancel will abort the weekly maintenance,

O Cancel

Hinh 35: Bao tri hang tuan - Loai bé khay chira

T ngl¥ chinh xac cta ndi dung hop thoai dwoc hién thj trong Hinh 35:

Lay tat ca khay chtra ra khéi khay nap tw dong, vé sinh tat
ca khay chtra va nhan OK dé tiép tuc.

(Xem Huwéng dan van hanh dé s dung chét Iong lam sach,
kh(r tring va khtr nhiém.)

Néu ban nhan huy, quy trinh bao tri hang tuan sé bj hay.

2. V& sinh tat ca khay chiva bang Xit khir tring MICROLAB va dé kho. Néu chiing bi nhiém ban
nang, hdy ngam cac khay chtra nay trong dung dich chat tay riva va khir tring MICROLAB (xem
bang di liéu san pham dé biét thém thong tin).

3. Kiém tra tirng khay chira xem c6 vét xwéc trén ma vach va dau hiéu hw hdng nao khong. Néu
c6 dau hiéu hw héng ré rang, hay thay thé bang cac khay chira mai.

/ CHUY
// \ Khéng xit true tiép vao bd phan Autoload hodc vao bang mach dién hay dau néi.

4. Viéc tiép tuc chwong trinh bao tri hang tuan sé thong bao cho Autoload di chuyén sang phia bén
phai hé théng.

48



o Open the front cover, clean the deck

and press OK to continue.

(See Operator's Manual for use of cleaning,
disinfecting and decontaminating fluids.)

oK

Hinh 36: Bao tri hang tuan - Vé sinh san

T ngl¥ chinh xac cta ndi dung hop thoai dwoc hién thj trong Hinh 36:

M@ nap trwdc, vé sinh san
va nhan OK dé tiép tuc.

(Xem Hwéng dan van hanh dé st dung chat

ldng lam sach, 5
khr trung va khtr nhiém.)

5. M@ nap trwdc va lau san thao tc bang mot tam vai tham chat xit khir tring MICROLAB. Phai
kiem tra d6 sach cta cac khoi trwgt. Déng nap truéece.

6. Buoc tiép theo clia quy trinh bao tri sé thong bao cho Autoload di ghuyén sang phia bén trai hé
thong. Can thai bé chat thai dau tip va vé sinh. Vit bd chat thai dau tip cung véi chat thai ban
con lai ctia phong thi nghiém.

Open the front cover, empty and clean the tip waste
and press OK to continue.

(5ee Operator's Manual for use of cleaning,
disinfecting and decontaminating fluids.)

oK

Hinh 37: Bao tri hang tuan — Chat thai dau tip

T ngl¥ chinh xac cta ndi dung hop thoai dwoc hién thj trong Hinh 37:

M@ nap trdc, d6 va don chat thai dau tip

rdi nhan OK dé tiép tuc.

(Xem Huéng dan van hanh dé si dung chét Iong lam sach,
kh(r tring va khtr nhiém.)
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Hé théng AltoStar® AM16 - Hwéng dan van hanh IVD

7. Théo tdm thai dau tip cta tram x& ly chat thai dau tip va xit chat xit khir tring MICROLAB truc
tiép 1&n bé mat réi lau. LAy thi nhya ra khéi thing chira tip thai va thai bd nhwa trong chét thai
ban cta phong thi nghiém. Dat mét tdi nhwa méi vao thiing chiva tip thai. Dat mot tAm thai dau
tip sach vao vi tri ca.

8. Lam réng va lau sach thung chét thai dang léng
Lam réng thung chira chat thai dang 1dng.

b. Kiém tra cac 6ng xem c6 bj tdc nghén, gap khuc va ro ri khong. Phai thay thé 6ng néu bi
héng.

Kiém tra va lau sach moi chét 16ng bi tran.
Kiém tra ché bj tran xem c6 bj tdc khéng va lam sach néu can.

e. Vé sinh khay thu nhan, éng va bé chva chét thai dang 16ng bang cach xdi rira bang
Ethanol (70%).

CHUY

Khéng xit vao kim bao tri.

CHUY

PAu tip thai, tdm thai déu tip, bé chira chét thai dang 16ng va éng va c3 tdi nhua

luén dwoc coi la bi nhiém bén.

9. D& ngan chan doc nham ma vach, hay kiém tra clra s6 may quét laser clia dau doc ma vach roi
lau sach bang vai khéng xo hodc tdm bong tAm Ethanol (70%).

CHUY
Phai ddm bao ctra sé may quét laser hoan toan kho rao, khéng c6 bui va xo truéc

khi stz dung lai hé théng.

10. Déi v&i cac budc tiép theo, bét budc phai st dung kim bao tri.

Hinh 38: Kim bao tri cho cac kénh pipet 1000 pl
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Hé thdng AltoStar® AM16 - Hwéng dan van hanh IVD

11. Bwdc tiép theo clia quy trinh 1a kiém tra d6 chat clia cac kénh pipet. Canh tay pipet sé di chuyén
sang phia bén phai dé thu nhan cac kim bao tri. Hai phép kiém tra dwoc thye hién voi cac kénh
pipet: kiéem tra qua ap va dw&i ap.

12. D& kiém tra mirc chét Iong dién dung (cLLD), cac kim s& dwoc thu nhan mét lan nira. MGt kénh
pipet sau khi kénh kia dwgc kiém tra chirc nang cLLD.

13. Vao cubi chwong trinh bao tri hang tuan, man hinh sé hién thi:

Weekly maintenance - successful >

o Weekly rnaintenance successfully completed,

OK

Hinh 39: Bao tri hang tuan — Thanh coéng

T nglr chinh xac ctia ndi dung hop thoai dwoc hién thj trong Hinh 39:

Quy trinh b&o tri hang tuan da hoan tat thanh
cong.

14. Trang thai quy trinh bdo tri hang tuan dwoc lwu trén hé thdng va moét tép bao cao dwoc tao.

15. Lam sach 6ng thai dau tip (phan bén ngoai cia dau pipet) bang vai khdng xo tdm Xit khir trung
MICROLAB.

Hinh 40: Ve sinh 6ng thai dau tip
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Hé théng AltoStar® AM16 - Huwéng dan van hanh IVD

CHUY
Cén than khéng dé chét Iéng lot vao bén trong kénh pipet.

Bét ccr khi nao cén di chuyén cac kénh pipet trén canh tay Pipet , hay di chuyén
chiing nhe nhang bang cach day vao thanh trurot chi Y. Tuyét ddi khong ép lén
cénh tay pipet vi diéu nay co6 thé dadn dén huw hdng. Néu co thé, hay bat hé thdng
vi diéu nay sé gitp kénh pipet di chuyén ém hon trén cénh tay pipet.

16. Vé sinh dia chan va cac vong chtr O (phép bén ngoai clia dau pipet, xem Hinh 41: Vé sinh dia
chan va vong chi¥ O) bang vai khéng xo tam Xit khir trang MICROLAB.

Hinh 41: Vé sinh dia dirng va vong chir O

CHU Y
Cén than khéng dé chét Idng lot vao bén trong kénh pipet.

17. Xit chat khir trang MICROLAB Ién nép trwéc va nap bén rdi lau khé.

18. V& sinh ruy bang bao vé Autoload bang mot miéng vai c6 tam Xit khiv tring MICROLAB r6i lau
ma khong dung lwc ép xudng.

CHU Y
Khong xit truc tiép vao bé phan Autoload hodc vao bang mach dién hay dau noi.

19. Duing vai kho lau sach tryc dan hwong ctia canh tay pipet phia sau nap trwdc phia trén it nhat
moi thang mot lan.
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— LUuUY
Khay chira phai hoan toan sach sé va khé rao truéc khi st dung lai.

4.6 Néu bao tri khéng thanh céng

Néu gap 16i trong quy trinh bao tri, hdy ¢ gang giai quyét sw co va khai dong lai quy trinh bao tri.
Néu ban khdng thé ty giadi quyét 16i, hdy lién hé v&i altona Diagnostics GmbH.
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5

Khtr nhiém cho hé théng AltoStar® AM16

Sau day la quy trinh dwoc khuyén nghi dé khir nhiém cho hé thdng AltoStar® AM16:

1.
2.

Xit chét khir tring MICROLAB Ién nap trwdc va nap bén.

M& nap trwéc va lau san thao tac bang mot tAm vai thAm chét xit khdr tring MICROLAB.

e Phai kiém tra d0 sach cla cac khéi trwot

Théo tAdm thai dau tip cGa tram xt ly chat thai d4u tip va vé sinh.

e Xit chat khtr tring MICROLAB tryec tiép l1én bé mat cta tram x{ ly chat thai dau tip va lau.

Hinh 42: Tam thai dau tip

B4 tUi nhwa vao thing rac ban cla phong thi nghiém.

5. Dat tAm thai d3u tip vao vi tri.

6. Vé sinh 6ng nha dau tip (phan bén ngoai ctia kénh pipet) bang vai khéng xo tdm Xit khir triing

MICROLAB.
Vé sinh tat ca khay chira b&ng xit khir traing MICROLAB va dé kho.

e Néu ching bi nhidm ban n&ng, hdy ngam céc khay chra nay trong dung dich chét tay rira
va khir tring MICROLAB (xem bang di liéu s&n pham dé biét thém théng tin).

Db hét bé chira chét thai dang 16ng va kiém tra chét thai dang léng

e Kiém tra va don sach moi chét 16ng bi tran.

CHUY
Chét thai dAu tip, tdm thai dau tip, bé chira chét thdi dang I16ng va 6ng va

¢4 tUi nhya ludn duwoc coi la bj nhiém bén.

Db va don chét thai dang ldng
e Db hét chét thai dang 16ng vao bé chira chéat thai dang 16ng.

e V& sinh khay thu thap, ng va bé chiva chét thai dang 1dng bang cach xdi riva diung Ethanol
(70 %).
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6 Chong nhiém UV cho hé thong AltoStar® AM16

M6t cum dén UV (Microlab STAR Line UV Kit, Hamilton) dworc l1ap dat dé cung cap cho ngudi ding
tiy chon chéng nhiém UV cho hé théng AltoStar® AM16. Théi lwong va tan suét can thiét phu thudc
vao cac chéat dwoc sir dung va tan suét hé théng dwoc st dung. Nguoi dung c6 trach nhiém thiét
lap thoi lwong va tan suét thich hop.

Khong dung bg kit UV dé chéng nhiém cho céc khay chira va cac phu kién khac. Anh sang UV
khéng thé chiéu t&i tAt cd cac bé mat cla cac clu tric phire tap. Thao cac khay chira dé chéng
nhiém UV.

/\ CHUY

\\\ Chi str dung chdre nang chéng nhiém UV vai bién phap bao vé thich hop, déc
biét 1a tdm chan UV phia trwéc cda hé thong.

% LUU Y
Poc Huwéng dén van hanh bé kit UV truée khi stk dung bd kit UV! (Microlab STAR
Line UV Kit, Hamilton)

6.1 Van hanh bd kit UV

Chuong nay danh riéng cho nguwdi dung va tap trung vao cach van hanh an toan bg kit UV dwa trén
phwong phap khtr nhiém UV tiéu chuan.

% LUU Y
Poc Huéng dén van hanh bé kit UV truéc khi s dung bé kit UV! (Microlab STAR
Line UV Kit, Hamilton)

CHU Y

\ Peo mat na bdo hg, gang tay va mac quan &o bdo hg phii hop. Ham bdo rang
mang ngan tia UV duoc dat dung vi tri dé dong hoan toan hé thong trwrdc khi bat
den UV.
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6.1.1 Gan tdm chan UV phia trwéc

Tam chan UV phia trwéc sé dwoc st dung dé dong hoan toan hé thong bét ctr khi nao den UV duoc
bat. Bat tam chan UV phia trwéc nhw dwoc chi ra trong hinh dwéi day.

CHUY
A Khéng st dung tém chan UV phia trwée trong quy trinh chay phuwong phap khac,
vi khay chira c6 thé tw dong d& xuong va roi vao tam chan.

Hinh 43: Gan tdm chan UV phia trwéc

6.1.2 Chay phwong phap khi nhiém UV

LUUY

Phuong phap khee nhiém UV cho phép chiéu tia UV tw dong. Do do, nguoi dung
cq thé dat khoang thoi gian chiéu va xac dinh thoi gian tré xac dinh thoi diém bat
dau chiéu.

1. Bé&t dau khr nhiém UV bang cach nhap vao nit Start UV Decontamination (Khtr nhiém UV)
trén thanh cdng cu [xem Hinh 28: Man hinh Maintenance (Bao tri)]. Phan meém sé dua ra cac
hwéng dan trén man hinh vé tat ca cac thao tac can thiét dé thwc hién quy trinh khtr nhiém UV.
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2. HOp thoai dau tién dé cap dén viéc kiém tra den UV. Budc nay dwoc thie hién dé ngudi ding
kiém tra xem dén UV c6 hoat dong binh thwong hay khong.

During the check of the UV light:
l % Avoid exposure to UV light.
Exposure may cause severe gye or skin injury.

Wear suitable face shield, gloves and protective clothing,
Make sure that the UV cover is placed in the correct position

to completely close the instrurnent before switching on the UV lights.

Press OK to test the UV light!

QK Cancel

Hinh 44: Hop thoai Canh bao

T ngl¥ chinh xac cta ndi dung hop thoai dwoc hién thj trong Hinh 44:

Trong qua trinh kiém tra den UV:
Tranh tiép xuc voi anh sang UV. )
Viéc tiép xuc co thé gay ra chan thwong mat hoac da nghiém trong.

Deo mat na bao ho, gang tay va méc quan 4o bao ho phu hop.
Dam bao rang mang ngan tia UV dwoc dat dang vi tri dé dong hoan
toan hé thong trwéc khi bat dén UV.

Nhan OK dé kiém tra den UV!

3. Ngoai ra, cac bién phap phong ngra va mdi nguy cling nhw cac bién phap bao vé ciing dwoc
dé cap. Pam béo rang tat ca cac bién phap bao vé nay dwoc thwc hién va khéng c6 va cham
nao co6 thé xay ra bén trong hé théng (canh tay sé di chuyén trong qué trinh khir nhiém!). Sau
do, chon [OK] dé tién hanh kiém tra dén UV.

4. Dén UV sé duoc bat trong chbc lat. Quan sat xem dén UV c¢é nhap nhay khong.

Iol Have you seen the UV light flashing?
O Yesm UV light is working.

Mo: Retest the UV light.
Cancel:  Aborts the run.

Yes Mo Cancel

Hinh 45: XA&c nhan Kiém tra két qua dén UV
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5.

T ngl¥ chinh xac cta ndi dung hop thoai dwoc hién thj trong Hinh 45:

Ban c6 thdy dén UV nhap nhay khéng?
Co: Dén UV dang hoat déng.
Khong: Kiém tra lai d&n UV.

Huy: Huy bé quy trinh chay.

Nféu den UV sang trong gidy lat, hay xac nhan vai [Yes] (C0o). Néu khong, hay chon [No] (Khéng)
de kiém tra lai dén UV hoac [Cancel] (Hay) dé ngat quy trinh chay.

CHUY
Trong truong hop khong quan sat thdy dén UV nhap nhay sau nhiéu Ian kiém tra

lai, can kiém tra cac két néi nguon.

Néu tat ca cac két néi déu binh thuong nhung van khong quan sét thay dén UV
nhap nhay thi den UV cé thé bj 16i. Vui long lién hé véi altona Diagnostics GmbH
trong trirong hop nay.

6. Néu co thé quan sat thay den UV nhap nhay va [Yes] (C6) da dwoc chon, hop thoai cai dat hen
gid dén UV sé hién thi.
Prompt Value Minimum Maximum

Decontamination duration (minutes) 10 1 50

Time to wait before decentamination starts 0 0 10

(minutes)

0k Help
Hinh 46: Hop thoai cai dat hen gi& dén UV

7. Nhap khoang théi gian ban mubn dat cho khir nhiém UV trong trwdng “Value” (Gia tri) phia trén.

C6 thé dung trwong “Value” (Gia tri) phia du6i dé nhép thoi gian tré xac dinh thdi diém bét dau
chiéu tia UV. Trong tredng hop nay, ngudi ding co the roi khéi phong trong thoi gian nay cho
dén khi bat dau chiéu tia UV. Bat budc phai nhap sb nguyen, néu khéng, canh bao sé hién thi
va yéu cau ban thay dbi gia tri. Cac gia tri “Minimum?” (T4i thiéu) va “Maximum?” (Tbi da) can
st dung duwoc chi ra trong cac trvdng tuwong rng.
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8. Chon [OK] dé tiép tuc.

During the UV decontamination process the pipetting arm will move,
! - Please ensure that no collision can take place.

Aveoid exposure to UV light.
Exposure may cause severe eye or skin injury.

Wear suitable face shield, gloves and protective clothing.

Make sure that the UV cover is placed in the correct position
to completely close the instrurnent before switching on the UY lights.

QK Cancel

Hinh 47: Hop thoai Canh bao

T nglr chinh xac ctia ndi dung hop thoai dwoc hién thj trong Hinh 47:

Trong qua trinh chéng nhiém UV, canh tay pipet sé di chuyén.

Hay dam bao rang khéng c6 va cham nao c6 thé xay ra.

Tréanh tiép xtic voi dnh sang UV. ]

Viéc tiép xuc co thé gay ra chan thwong mat hoac da nghiém trong.
DBeo mét na bao ho, gang tay va mac quan 4o bao ho phu hop.
Dam bao rang mang ngan tia UV dwoc dat dang vi tri dé dong hoan
toan hé thong trwéc khi bat dén UV.

HU Y
Pam bao rdng khong c6 va cham nao c6 thé xdy ra, canh tay hé thdng sé di chuyén va
) hé thong duwoc dong bang cac mang ngén tia UV.

9]

9. Sé c6 canh bao hién thi, hay doc n6 mét cach can than. Néu khéng c6 va cham nao c6 thé xay
ra va tat ca cac bién phap bao vé da dwoc thuc hién, hay nhan [OK] dé b4t dau phwong phap
chéng nhiém.

10. Néu thoi gian tré da dwoc chi dinh, mot bd hen gid sé bt dau hién thi thdi gian da tréi qua va
thi gian con lai. Néu niat [Stop Timers] (Ding hen gi®) dwoc nhan, bd hen gi® sé két thac va
den UV dugc bat ngay sau dé.

Timer Display
Timer Elapszed Remaining Start Current End
timer1 0:00:00:03 0000257 13-12-06132412 1312068132415 131206132712

| Stop Timersz || Help

Hinh 48: Hép thoai hién thi hen gi®
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11. Sau khi két thic bg hen gio> hodc ngay sau khi nhan [OK] trong hép thoai cai dat hen gio' chéng
nhiém UV, néu chua xac dinh thoi gian tré, den UV sé tw dong bat va canh tay pipet sé di chuyén
tlr trai sang phai theo tirng bwdc mét vai giay dé chiéu tia UV déu khap khdng gian lam viéc.

12. Sau khoang thoi gian khiy nhiém da dinh, dén UV sé tat, canh tay pipet sé dirng va thdng bao
sau sé xuat hién.

I-G-I End of UV decontamination process.

0K

Hinh 49: Hép thoai Két thac quy trinh chéng nhiém UV

T ngl¥ chinh xac ctia ndi dung hop thoai dwoc hién thj trong Hinh 49:

Két thic quy trinh chéng nhiém UV.

13. Bé dong phuwong phap khir nhiém UV, nhan [OK]. Sau do, c6 thé thao tdm chan UV phia trudrc.
Luc nay phwong phap kh&r nhiém UV da két thac.

60



7 Xac nhan hé thong AltoStar® AM16

Hé thdng AItoStar®,AM16, phai dwgc xac nhan bai chuyén vién ky thuat (FSE) da qua dao tao cua
Hamilton tai thoi diérp thiét 1ap ban dau vé,déu‘ dan sau do6. Néeu da den han mét quy trinh xac minh
ma van chwa hoan tat thi ban khong thé bt dau moét 1an chay.

Hé thdng AltoStar® AM16 phai dwoc xac nhan:
e Trong qua trinh 13p dat hé thdng
e Hai lan mét nam (200 ngay mét 1an)
e Sau khi stra chi*a hodc bao tri thiét bj

Dé thic hign xac minh, phai s& dung bo kit “Field Verification 2 thich hop. Bo kit nay chiva tat ca
cac codng cu can thiét dé xac nhan hé thong trong phong thi nghiém cia ban.

Dé biét thém thong tin vé thanh phan cta b kit xac minh, vui long tham khao Huéng dén van hanh
Field Verification 2 twong rng. Hwdng dan nay giai thich va minh hoa cac chirc nang dé xac minh
va toan bd quy trinh mét cach chi tiét.
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8 Théng so6 ky thuat
8.1 Hé théng AltoStar® AM16 co ban

8.1.1 Kich thwéc va trong lwong

Kich thwoéc

Hé théng AltoStar® AM16

Chiéu dai: 1124 mm

Chiéu 903 mm

cao:

Chiéu 795 mm (khdng cé san nap, tirc la kich thwéc van
sau: chuyén)

1010 mm (kém theo san nap)

1205) mm (kém theo san nap va khay chira trén san
nap

Trong lwong

Hé théng AltoStar® AM16

Khoang 140 kg

8.1.2 Dirliéu van hanh

Mtrc tiéu thu dién nang t6i da

< 600VA

bién ap

115 VAC / 230 VAC = 10%

Tan sb

50/ 60 Hz

CAu chi tac dong tré

115 V~: 6.3 A (T6.3AL250)
230 V~: 3.15 A (T3.15A250)

Hang muc lap dat

Mrc do 6 nhiém

2

Pham vi nhiét do

15°C-30°C

D6 &m twong dbi

15 % - 85 % (khdng ngung tu)

Mdrc do on

<65 dBA (lién quan dén EN27779)

bob cao

Lén dén 2000 m so v&i mwc nwdc bién

Chi st dung trong nha

8.1.3 Van chuyén va lwu triv

Pham vi nhiét do

-25°C-+70°C

D6 dm twong dbi

10 % - 90 % (khdng ngwng tu, trong nha)

Chi bao quan trong nha
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8.1.4 Vong d&i cua hé théng

Hé théng dworc thiét ké cho vong doi hoat dong 6 ndm! véi gia dinh rdng ngwdi dung thwe hién bao
tri va bao dwdng phong ngtra vao cac khoang thei gian thich hop.

1 Cac diéu kién gidi han: Vong doi nay lién quan dén con sé trung binh 5300 bwaéc pipet mdi ngay 1am viéc.

8.2 Quy cach chirc nang

8.2.1 Khu vwc lam viéc

Kich thwéc khu vee lam

Chiéu réng (X)

Chiéu cao (2)

Chiéu sau (Y)

viéc
Hé théng AltoStar® AM16 675 mm (30 rénh) 136 mm 465 mm
8.2.2 Kich thwéc dau tip cho kénh pipet 1000 pl
Cac dau tip CO-RE c6 san Thé tich
Dau tip CO-RE (c6 loc) thé tich trung binh (chuan) 10 - 300 l
Dau tip CO-RE (c6 loc) thé tich Ion 10 - 1000 l
8.2.3 Quy cach pipet cho kénh pipet 1000 ul
Thé tich [pl] Kich thwérc dau tip D(é_‘A ggmgg;é;c ( Fﬂgcqgi%% |
50 pl 300 pl 1000 pl [%] (%]
10 X X +10 5,0
50 X X X +5 2,5
100 X X +5 2,0
200 X X +5 1,5
1000 X +5 1,5

Sé liéu théng ké 4p dung

Precision= 3 ¢100%
X

X

Accuracy= X=X *100%

N = s6 gia trj do dwoc
Xi = thé tich phan phédi trong chu ky pipet i [ul]

Xt = thé tich danh dinh [ul]
S = d6 lech chuan [ul]
X = trung binh [ul]
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Diéu kién thte nghiém:

Cac quy cach duwoc de cap & trén co hiéu lwc trong cac diéu kién sau va thu dwoc tlr cac phép do

tai HAMILTON Bonaduz.

Kénh pipet

1000 pl

Phwong phap thtr nghiém

Kiém tra trong lwc tai Hamilton. D6 phan tan ctia phwong phap thtr nghiém

phai nhé hon 1/6 d6 dung quy dinh (d6i v&i mot kénh).

D6 chinh xac/ Dé ding

CAc gia tri néu & day dé cap dén viéc st dung 8 kénh pipet.

Kich thwéc thie nghiém

> 10 pipet don méi kénh voi dau tip CO-RE ding mot lan (thu nhan va phan
phéi, dau tip chi dung mét 1an) moi kénh va thé tich quy dinh.

Ché dé thir nghiém

Thé tich 20 pl > khi phun tia, 20pl < khi phan phéi bé mat (chat 1dng)

Kiém tra nhiét do

20£2°C

Kiém tra chéat léng

Nwéce khir ion véi 0,1 % NacCl, 0,01 % Tween

8.3 Quy cach phu kién

8.3.1 Quy cach kep CO-RE

Pinh dang vat tw phong thi
nghiém

Dia thi nghiém, chiéu cao dia < 43 mm

Khéi lweng van chuyén

300 g (d7a giéng sau day)

8.3.2 Quy céach ky thuat may a lac Hamilton

Chiéu réng (X)

Chiéu cao (2)

Chiéu sau (Y)

Kich thwérc

150 mm 90 mm

105 mm

Trong lwong

2500 g

Vat tw phong thi nghiém 2

B6 diéu hop Dia xt ly thi nghiém AltoStar®

N

Trong lwgng t6i da bao gdm ca bé diéu hop 500g

Kiém soat nhiét do

T 5 °C trén nhiét dd méi trwdng xung quanh dén 105 °C

Quy cach may a3

mawan | fognse | Spmew | eopmn
37°C < 3 phut +1,0°C £20°C
60 °C < 10 phat +1,5°C +3,0°C
90 °C < 20 phat +£2,0°C +40°C
105 °C < 35 phat £25°C £50°C

3 Puoc do bidng HHS dwoc trang bi bd diéu hop day phang da ning
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Hwéng lac

Theo chiéu kim déng hd va ngwoc chiéu kim déng hd

Quy dao lac

2,0 mm, 3,0 mm

Téc do quay téi da

-2500 vong/phat (v&i quy dao 2,0 mm)

-2400 vong/phut (v&i quy dao 3,0 mm)

Quy cach may lac 4

Téc dd quay da dat Do 1&ch vai toe dd quay da dat
30 vong/phat + 1,5 vong/phut
500 vong/phut + 25 vong/phut
1000 vong/phut + 50 vong/phat
2000 vong/phat + 100 vong/phat

4Puwoc do bang HHS dwoc trang bi bd diéu hop day phang da nang

Dir liéu van hanh

MUrc tiéu thu dién nang téi da 140 VA

Hang muc 1ap dat I

Mrc dd 6 nhiém 2

Pham vi nhiét do 15 °C - 30 °C (van hanh)
-25°C - +70 °C (bao quan, van
chuyeén)

Do 4m twong dbi 15 % - 85 % (van hanh)

10 % - 90 % (b&o quan, van chuyén)
Khéng ngwng tu

Mcrc do 6n <65 dBA & tbc do tdi da

Do cao Lén dén 2000m so vé&i muc nwdc bién

Chi str dung trong nha

Lién lac CAN théng qua dau ndi TCC hoac
USB
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8.4 Autoload: Ma vach va théng sé dau doc

Cac khay chtra, bé chira, gia dwng va gia dau tip sé dwoc xac dinh bang ma vach quét bang mot
dau doc gan trén thanh nap ty dong.

8.4.1 Ky hiéu méa vach
Hé théng c6 thé phat hién cac ky hiéu ma vach sau:
e Ma 128 (tdp con B va C)
e Ma39
o Codabar
DPé dam bao an toan khi doc, HAMILTON khuyén nghi:
1. S dung loai ma vach Codel28 (tap con B va C)
2. V6 hiéu hda céac loai ma vach khéng st dung trong Trinh chinh stra ciu hinh hé théng

8.4.2 Bo6 chinh xac khi doc
Ty 1& doc dfa mau va méa vach bé chra khéng chinh xac nhé hon 1 ppm.
Quy céach néu trén c6 hiéu lwc trong cac diéu kién sau:

e Mb-dun ky hiéu ma vach: Tiéu chuan ISBT

e Matdo ma: 0,0065” (0,1651 mm)

e Chétlwongin: nhw dwoc dinh nghia trong phan “Quy cach mé vach”

e Céc 16i dwoc cong nhan dwoc dinh nghia 1a mét két qua doc chinh xac

8.4.3 Quy cach mavach

Do dai cta chudi | Téi da 20 ky tw khéng bao gébm ky tw bt dau, dwng va kiém tra, thy thudc vao do dai
ma (xem kich thuwdc nhén).

Mat do ma, Chiéu rong mé-dun téi thiéu (kich thuwéc X) bao gdm dung sai khi in:

. > 0,0065” (0,1651 mm)
Dung sai . ) .
Chiéu rong md-dun toi da (kich thuwéc X) bao gom dung sai khi in:
<0,02” (0,508 mm)
Két qua doc tét nhat khi kich thwéc X ndm trong khodng 0,0075 ”(0,1905 mm) dén
0,017 (0,254 mm)

Ky tw kiém tra Ma 128 Mot ky tw
Ma 39 Khéng
Codabar Khéng

Ving an toan > 10 |&n kich thwéc X, nhwng it nhat bang 3mm.

Chét lvong in Ban in m& vach phai c6 chét lwong cao. Can cé ma vach in véi ISO/EC 15416 cap 4
(A) hoac 3 (B). In offset, typographic, intaglio va flexographic la pht hop. In ma tran
diém co hoc va in ma tran nhiét khdng phu hop.

Bé mét c6 thé dwoc xt ly, han kin hodc pha nhua.
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8.4.4 Mavach mau

Quy cach mavach

C B C T
Dé biét quy cAch ma vach
chung, xem Chuong 8.4.3
Quy cach ma vach.
E
D J
036 8717
A
Kich thwéc Toi thiéu Téi da
A | Chiéu dai nhan - 80 mm
B | Chiéu dai ma - 74 mm
C Vung an toan 3mm -
D Chiéu réng nhan 12 mm -
E Chiéu réong ma 12 mm -
F Khoang céach tr ma d&n mép nhan - 1 mm

Pinh vi nhan ma vach
Nhan phai dwoc dan trong pham vi tr 20 mm dén 100 mm tinh tlr day éng.

Nhan phai vira khit véi 6ng & goc xap xi 90°.

100 mim
110 mm

£

20 mm

SMP-CAR-24
SMP-CAR-12

[TTTTes {71777

Nhan phai vira khit trén toan bo chiéu dai nhan.




8.4.5 Ma vach dia

Quy cach nhan

Dé biét quy cAch ma vach
chung, hday xem Chuong
8.4.3 Quy cach méa vach.

colk s ke

s )

D E

+ 0368717

A
Kich thwéc Téi thiéu Téi da

Chiéu dai nhan - 66 mm
Chiéu dai ma - 30 mm
Vung an toan 3 mm -
Chiéu réng nhan 10 mm -
Chiéu réng ma 7 mm -
Khoang cach tir ma dén mép nhan ) 1 mm
(néu can)
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Binh vi nhan ma vach:

Ma vach phai vira véi mat A
hodc mat B cua dia.

HoOOEHEEOEHDD
DOOCOOOODDOD
Slelelsisletetl et
SOODODOODDDE
CSECESS00000S
SEOOOODOOODD
BEHOSOOHODDHO
DOPHODHDOOHOS

Khu A

Ma vach phai dwoc dat & gitra
dia.

Ma vach phai dwgc can gilra va
song song v&i mép dia.

Nh&n ma vach khéng dwoc nhé
ra trén hoac dudi mép dia.

IEHRAHE

SSSSS

118 mm

[T e 1T 77T

|

— W
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9 Phu luc:
9.1 Phu luc A:

9.1.1 VAan dé phap ly

Chirng nhan tuan tha CE dwoc cép va duy tri cho hé théng AltoStar® AM16. Xem Tuyén b vé sy
phu hgp dwgc cap cung vai thiet bi cling nhw thong tin trong cac phan sau.

9.1.2 Nhiéu v6 tuyén (Hoa Ky va Canada)

Hé théng nay da dwoc thte nghiém va tuan tha cac gi¢i han danh cho thiét bi ky thuat sé Loai “A”,
theo ca Phan 15 cla Quy tdc FCC va ‘quy dinh vé nhiéu vo tuyén ctia Bo Truyen théng Canada. Cac
gi&i han nay dwoc thiét ké dé cung cap mirc do bao vé hop ly trwéc nhidu cé hai khi hé thdng duwoc
van hanh trong méi trwéng thwong mai. Hé thdng nay tao, st dung va c6 thé phat ra nang lwong
tan sé vo tuyén, va néu khong duoc I&p dat va st dung theo hwéng dan st dung hién tai thi co thé
gay nhiéu c6 hai cho qué trinh lién lac vo tuyén. Viéc van hanh hé théng nay trong khu dan cw co6
kha n&ng gay nhiéu c6 hai, trong treéng hop dé, ngwdi dung sé phai tw khac phuc van dé nhiéu.

Can clr vao Quy dinh vé nhiéu vo tuyén cta Canada, Théng bao ICES-001 cho May phat dién tan
sb vo tuyen cong nghiép, khoa hoc va'y té, thiét bi ISM nay dap &ng tat ca cac yéu cau cua Quy
dinh vé thiét bj gay nhiéu ctia Canada. Xin lwu y rang yéu cau nay chi ap dung cho may phat dién
hoat ddng & tan s6 hon 10.000 Hz.

9.1.3 Chan doan trong 6ng nghiém

Hé thong AltoStar® AM16 1a mét thiét bi chan doan trong 6ng nghiém va do d6 phai tuan theo Chi
thi 98/79/EC clia Nghi vién Chau Au va clia HQi dong 1998-10-27 vé céc thiét bi y té chan doan in
vitro.

9.1.4 Hé théng quan |y chat lwong ma céng ty ap dung

Cong ty ap dung hé thdng quan Iy chat lwgng EN ISO 9001 va EN ISO 13485 Co quan chirng nhan
& TUV Rheinland LGA Products GmbH, Am Grauen Stein 29, D-51105 Kd&ln-Poll, Brc.

9.1.5 Tuyén bd vé swtuan tha

M@i thiét bj s& di kém mot Tuyén bd vé sw tuan tha cho biét cac chi thj va tiéu chudn ma thiét bj d6
tuan tha.

9.1.6 Tuyén bd chat lwong

M&i thiét bj s& di kém mot Tuyén b chat lwgng. Tuyén b sé dwoc dién theo két qua cla lan kiém
tra cudi cung va cé hiéu lyc doi v&i s6 sé-ri cla thiét bj cu thé da nhap.
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9.1.7 Tuyén bé WEEE

9.1.7.1 Tai ché hé théng AltoStar® AM16

Tai ché hé théng AltoStar® AM16 theo chi thj cia EC WEEE

Coéng ddng Chau Au yéu ciu cac nha san xuét td chirc xi Iy va thai bd thiét bj dién va dién t&
(WEEE). Vi ly do nay, Hamilton Bonaduz AG da tham gia vao mdt sang kién dé té chire viéc thai bd
cac san pham ML STAR vi hé théng AltoStar® AM16 dwa trén ML STAR IVD ma cong ty sé& van
hanh théng qua cting mét t6 chirc, mét mang lwdi thai bé & Chau Au cé tén RENE. RENE |a mang
lwéi tai ché Ion nhat dé thai bo thiét bi dién tir & Chau Au. S ménh ctia RENE 14 tién hanh quy trinh
tai ché chat lwong cao, tuan thd WEEE, trén toan chau Au déi véi cac thiét bj dién va dién tl thong
qua mét mang lwdi day dac gdm cac cac cong ty ddi tac sang tao cé quy md vira va nhd. Do dé,
Hamilton Bonaduz AG c6 dwoc mét giai phap chia khoa trao tay bao gébm tat c& cac quy trinh tw x0r
ly cac don d&t hang, thu gom, hau can va tai ché cho dén bao céo va quan ly cac dong nguyén liéu.

Hamilton thiét 1ap ra quy trinh WEEE véi sy cong tac cta Toolpoint va RENE AG:
e Yéu cau céc thiét bj Hamilton qua Trang chd Toolpoint (www.toolpoint.ch)
e Hoan thanh biéu mau xac nhan khir nhiém
e Chuén bi van chuyén: déng goi
e Kich hoat Iénh tai ché
e Luwu trir x4c nhan khtr nhiém
e Thai b thiét bj

Bén dat hang Kher nhiém
Chuén bj van chuyén

Lwu y: Chi phi khir nhiém va chuan bi van chuyén do
bén dat hang thanh toan. Khi c6 yéu cau, HAMILTON sé
dé nghi ddm nhan phan dé cda quy trinh tai ché.

RENE Van chuyén
Thai bo
Toolpoint bang ky

Lap héa don thai bé cho HAMILTON

HAMILTON T6 chtic thai bd theo chi thi WEEE

9.1.7.2 Quy trinh tai ché

1. Yéu cau thai bd thiét bj
C6 thé truy cap dé dang ky don hang trén trang chi cia Toolpoint www.toolpoint.ch
Mau dang ky don hang X tai ché

2. Hoan thanh biéu mau khr nhiém

Khi biéu mau d& dwoc hoan thanh, yéu cau thai bo sé ty dong dwoc kich hoat va chuyén dén
Toolpoint. Xac nhan don hang sé dwoc giri dén ngudi lién hé da dang ky.
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3. Kh& nhiém
Trach nhiém khtr nhiém van thudc vé bén dat hang. Bat budc phai ky vao biéu mau khdr nhiém
va guri mot ban sao dién tr den Toolpoint. Toolpoint chuyén tiép tai liéu téi RENE va RENE sé
chiu trach nhiém thai bo thiét bi.

4. Déng g6i/Chuén bj giao hang
Khi van chuyén cac thiét bi c6 trong lweng trén 30kg, chling can phai dwoc co dinh trén pallet
euro. C6 thé déng goi thiét bj dudi 30kg trong hop bia cirng hoac hop nhwa. Can phai thém ban
sao c6 chi¥ ky ctia biéu mau khir nhiém vao phan bén ngoai ctia hop van chuyén hoic thiét bi.

Tham khao Ghi ch ky thuat HO chiéu tai ché hé théng AltoStar® AM16 theo chi thi cia WEEE cla
Uy ban Chau Au”.

9.1.8 Tuéan thu RoHS

Ké tir thang 7 nam 2016, hé théng AltoStar® AM16 tuan '[h‘l] Chi thi RoHS 11 2011/65/EU cOa, Nghi
vién Chau Au va cua Hoi dong ngay 8 thang 6 nam 201 j, vé viéc han ché st dung mét s6 chat doc
hai trong thiét bi dién va dién t&r (RoHS Il) va cac stra ddi lién quan.
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9.2 Phuluc B: Bang thuat ngip

Thuat ngir Pinh nghia

AltoStar® Connect SW | Phdn mém dé chay hé théng AltoStar® AM16.

Autoload Phan cirng cho phép nap tw dong hé thdng AltoStar® AM16. B$ phan nay bao
gom mot dau nap cd the di chuyén theo huong Y, nap cac khay chira vao hé
thong AltoStar® AM16 va doc ma vach trén khay chira.

Bé chira thai M6t thiét b trén san thao tac ctia hé théng AltoStar® AM16 @& thu nhan cac dau
tip dung mot lan da qua st dung.

Céanh tay pipet B6 phan dwoc trang bj thiét b pipet va/hoac dung cu x( ly dia, cling nhw 6 dia X
thdong thuong.

Chuwong trinh co’ s& Ma chwong trinh cap thap hon dugc thye hién trén bo x& ly ctia hé thdng
AltoStar® AM16 Instrument.

Pa4u doc ma vach Thiét bi doc ma vach mau/dia. Mot bd phan cta Autoload.

Pau tip Dau ding mét 1an dé pipet

Gép mau Pipet cac chét 16ng khac nhau vao mét giéng; tir 1, 2, 3... dénn

Gia dau tip Khung gilr cac dau tip.

Giéng Binh chira mét dia thi nghiém hodc mét dia Giéng sau.

Hé théng Phan cirng clia hé théng AltoStar® AM16 (co khi, dién t& va chwong trinh co
s®).

HHS Hamilton Heater Shaker. B6 phan  va lac Bia x& ly thi nghiém AltoStar®.

Kénh pipet Phan ctrng bao gédm chirc nang thu nhan, phan phdi, thai dau tip, phat hién mic

chét 1dng va cac chuyén dong Y/Z

Khay chaa BO phan dé xép cac dia, bé chira, 6ng va dau tip trén san thao tac cla hé thong
AltoStar® AM16. Qua trinh xép dwoc thwc hién béi boé phan Autoload.

Khay nap M6t don vi phan cing. C6 thé dat khay chia 1én khay nay va gitr bén ngoai hé
thong AltoStar® AM16. Khay nap dwoc gan vao hé thong AltoStar® AM16 dé ho
tro qua trinh nap va d& tw dong.

Khu vue 1am viéc Khu vire cta hé thong AltoStar® AM16 ma quyén tiép can sé dwoc cung cap
trong qud trinh xt& ly. Cac thanh phan can pipet hodc xt ly dwgc dat trong khu
VI’C nay.

LIMS Hé théng x(& ly di¥ liéu cap cao hon, thwong dwoc goi la Hé thdng quan ly thong

tin trong phong thi nghiém hay LIS.

LLD Phat hién muc chét 16ng - Phéat hién bé mét chat 16ng bang cach phét hién tin
hiéu dién dung.

M4u Dé cap dén chét 16ng trong mét bé chira c6 sb dinh dang riéng sé dwoc xi Iy.
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Thuat ngir Pinh nghia

Nap/D& Quy trinh qua do dia, 6ng va dau tip dwoc xép Ién va 1y ra khéi san thao tac
cla hé thong AltoStar® AM16. Quy trinh nay dwoc thwe hién tw déng thong qua
Autoload.

N&p truwéc Nap bao vé cho hé thong AltoStar® AM16, c6 clra s6 phia trrdc c6 ban 1€ lam
bé’ng Plexiglas trong suo6t. V&i tuy chon va bd phan nay, bé mat lam viéc cta hé
thong AltoStar® AM16 dugc che chan khoi sw can thiép ctia ngwdi dung va cac
tac dong bén ngoai khac (chang han nhw bui). Bong thoi, n6 bao vé ngudi dung
khdi cac chuyén déng ctia hé thdng AltoStar® AM16.

Ong Mét binh chira chét 16ng, thuwéng c6 mat cat ngang hinh tron va mat cét doc
hinh tru.

P/N Sé bd phan

Pipet Chuyén chét 16ng tir bé chira nay sang bé chira khac.

Phan phéi Phan phdi lwong chét 1dng tir mot thiét bi pipet.

San thao tac

Bé mét lam viéc (khu vuc lam viéc) cta hé théng AltoStar® AM16. Khu v noi
cac kénh pipet thue hién cac bwdce xt ly hoac van chuyén chat I6ng. San thao
tac dwoc chia thanh cac ranh, la noi dé vat tw phong thi nghiém.

TADM

Theo ddi tong lwong hut va phan phéi. Ap suét bén trong méi kénh pipet riéng 1&
dwoc theo ddi trong qua trinh hat va phan phaoi.

Thung chdra tip thai

Bé chtra cac dau tip bj day ra.

Vét tw phong thi
nghiém

Dé cap dén cac vat pham c6 thé di chuyén can xép Ién san thao tac cta hé
thong AltoStar® AM16, chang han nhw khay chira, bé chira hoac dwong ray.

9.3 Phuluc C: Théng tin cap nhat tha céng

Céc stra dbi ddi véi Hwéng dan van hanh hé théng AltoStar® AM16 duoc liét ké tai day.

Ngay thay doi

Phién ban Chi tiét thay doi

10/2017

00 Phién ban dau tién
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9.4 Phu luc D: Biéu mau

Phu luc gébm céac biéu mau sau:

e Ban ghi thong tin cap nhat hé thdng: dung dé ghl lai cAu hinh hé thdng sau khi da cai dat cac
ban nang cap phan mém va chuwong trinh co s& trén hé théng AltoStar® AM16.

e Biéu m4au Nhat ky bao tri va bao dwdng phong ngtra: ding dé ghi lai cac chi tiét vé cong tac
bao tri dwgc thwe hién trén hé thong AltoStar® AM16.
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Hé théng AltoStar® AM16
Ban ghi nang cap thiét bi

S6 sé-ri may tinh:

Ngwoi cai dt

Ngay

Tén viét
tat

Nhan xét

Kiém tra
giam sét
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AltoStar® hé thong AM16
Nhat ky bao tri phong ngtra

Ngay Ghi chu

Tén viét tat

Kiém tra giam sat
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HAMILTON

HAMILTON Bonaduz AG
Via Crusch 8

CH-7402 Bonaduz

Thuy st

Pién thoai. +41 81 660 60 60
Fax +41 81 660 60 70
contact@hamilton.ch

http://www.hamiltoncompany.com



