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I.  Muc dich sir dung @
May phan tich dong mau cobas t 511 1a hé théng duoc kiém soat bai phan mém, truy cap
lién tuc ngau nhién va hoan toan tu dong cho xét nghiém dong méu, phan tich bang phuong
phap do mau va do d6 duc mién dich dung dé dinh tinh va dinh luong khac nhau cua cac xét
nghiém dong mau, két qua nham chan doan bét thuong dong mau va theo ddi diéu tri bang
thudc chong dong.
M4y phan tich dong mau cobas t 511 dung huyét twong chéng dong bang citrate dé xét
nghiém dong mau.

Il.  Téng quan hé théng @
Hé thdng
May phan tich dong mau cobas t 511 Ia hé thdng hoan toan ty dong, cdng suét trung binh
cho céc xét nghiém dong mau. May phan tich dugc thiét ké thyc hién mot luong l6n xét
nghiém in vitro dinh tinh va dinh lwong va c6 thé van hanh 24 gio mdi ngay,7 ngay mot
tuan.
May phan tich bao gom cac thanh phan sau:

Thanh phan Tinh niang

Budng do Bao gom budong u va quang pho ké dung dé do ludng, va gia git
cuvet dé di chuyén cuvet trong khi hit mau, tron mau va do
mau.

Tram diéu khién Kiém soat chirc ning cta may.

Tram van chuyén cuvet Van chuyén cuvet tir hop chira cuvet dén budng do.

Tram chat long Kiém soat hé thong long: Nudc, chat thai long, chat rira hé
thdng, mau va thudc thir.

Bao quan thudc thir Lam lanh va luu trit hop cassete dung thudc thu.

Tram lay mau Bao gom khe viing chta khay dé dit cac loai khay khac nhau.
T céc khe, cac khay duoc di chuyén dén dau doc ma vach dé
quét ma va sau d6 di chuyén dén khu vyc khay phan ang.

Tram chuyén. HGt mau, thudc thir va cac chat long khac tir noi chira vao cuvet
dé d4o tron dé co thé tién hanh do mau.
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Danh muc linh kién, phu kién, vt tw tiéu hao:

Chiing loai sin pham Muc dich sir dung

Sample Cup Micro 13/16 (05085713001)

Cuvette COBAS INTEGRA (21043862001 _Integra
Microcuvetten)

CONTROL UNIT IMAGE 1.2.4.1 (1-3) (08297410001)

INSTRUMENT SW 1.0.1.11517 (08297401001)

Insert Sarstedt 8mm Tube (06984371001)

Cup on tube sample rack COAG M001-M010
(07314795001)

Cup on tube sample rack COAG M011-M020
(07918399001)

Cup on tube sample rack COAG M021-M030

(07918402001) Puogc str dung nhu linh kién, p}lu
Cup on tube sample rack COAG M031-M040 kién, vat tu ti€u hao trén hé thong
(07918429001) may phan tich dong mau ty dong

Cup on tube sample rack COAG M041-M050 cobas t 511
(07918437001)

Cup on tube sample rack COAG M051-M060
(07918445001)

Cup on tube sample rack COAG M061-MQ70
(07918453001)

Cup on tube sample rack COAG M071-M080
(07918461001)

Cup on tube sample rack COAG M081-M090
(07918470001)

Cup on tube sample rack COAG M091-M100
(07918488001)

Sample rack COAG 0001-0050 (07918780001)
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Chiing loai san phim Muc dich sir dung

Sample rack COAG 0051-0100 (07918798001)

Sample rack COAG 0101-0150 (07918801001)

Sample rack COAG 0151-0200 (07918810001)

Sample rack COAG 0201-0250 (07918828001)

QC rack COAG Q001-Q010 (07918887001) Bugce st dung nhu linh kién, phu
kién, vat tu ti€u hao trén hé thong
_ may phan tich dong méu ty dong
QC rack COAG Q011-Q020 (07918895001) cobas t 511

QC-rack COAG Q021-Q030 (07918909001)

Calibrator rack COAG C001-C010 (07918950001)

Calibrator rack COAG C011-C020 (07918968001)

Calibrator rack COAG C021-C030 (07918976001)

Clean (08006938190) bugc su dung nhu dung dich rira

trén hé thong may phan tich dong
System Cleaner (08006237190) mdu ty dong cobas t 511

I1l. Canh bao an toan®
Pé tranh bi chin thwong nghiém trong, doc va tuan theo cac bién phap phong ngira an
toan sau day.

3.1 Trinh d¢ chuyén mon caa nguwoi van hanh

Thiéu kién thic va Ky ning

La mot nguoi van hanh, hily dam bao rang ban biét cac hudng dan va tiéu chuan canh bao

an toan co lién quan va thong tin va cac quy trinh c6 trong huéng dan nay.

»  Khéng thuc hién viéc van hanh hoic bao tri néu Roche Diagnostic chwra huan luyén ban
thuc hién viéc do.

> Dé viéc bao tri, lap dat hodc dich vy khong dugc md ta trong hudng dan sir dung cho
nguoi dai dién Roche Service da dugc dao tao.

»  Thuyc hién can than theo quy trinh dugc md ta trong cac hudng dan van hanh va bao tri.

Thuc hién theo tiéu chuan thyuc hanh tét phong xét nghiém, dac biét khi 1am viéc voi cac vat
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liéu sinh hoc nguy hiém.
3.2 Sirdung hé théng diing cach va an toan.
Sir dung hé thong dung cach
Str dung thiét bi theo cach khong dugc mé ta boi nha san xuat 6 thé giam su bao vé duoc

cung cép.
»  Khong duoc sir dung thiét bj theo cach ma khong duoc mé ta trong huéng dan sir dung
nay.

Cac thiét bi bao hd ca nhan khéng thé thiéu

Mang céc thiét bi bao ho ca nhan trong khi lam viéc dé tranh gay nguy hiém cho tinh mang

va strc khoe.

»  Mang thiét bi bao ho ca nhan thich hop bao gom, nhung khong gidi han, cac thiét bj
sau:

Kinh bao ho

Ao choang chéng tham
e (Gang tay
e Peo khau trang néu c6 nguy co bi ban dung dich.

»  Thuc hanh an toan phong thi nghiém va thuong xuyén thay doi gang tay dé giam thiéu
cac nguy co nhidm khuan va lay nhidm (dic biét sau khi tiép xdc véi chat thai hodc vat
liéu mau).

V¢ sinh thwong xuyén

Dé ngin ngira két qua khong chinh xac va su van hanh khong an toan cua hé théng:

> Thuong xuyén vé sinh va/hoac khir triing dung cu theo yéu cau. Thyc hién tt phong thi
nghiém dé lam sach va khtr khuan.

»  Chi sir dung nhitng dung dich vé sinh duoc cho phép

»  Dam bao phong thi nghiém duoc vé sinh thudng xuyén va thuc hién theo dung trinh tu.

L&i trong ldp dit Hé thong chi nén dugc lap dit bai cac ki su dai dién cia Roche da duge dao tao.

P Nén dé viéc lap dit khong duoc mo ta trong hudng dan sir dung cho nhén vién cham soc khach
hang Roche da duogc dao tao.

Thay thé hogc loai bé phu kién

Thay thé hozc théo bo cac b phan cua hé théng khdng cho phép co thé 1am hong hé thong

hodc 1am cho hé théng khong hoat dong diing chiic ning.

»  Khong thay thé hoac loai bo bat ky phan nao cua thiét bi.

»  Viéc thay thé cac phan cua thiét bi nén dugc thuc hién bai k§ su dai dién caa Roche da dugc
dao tao.

Cic diéu kién maéi treong khong phu hep

Van hanh ngoai cac pham vi quy dinh c6 thé cho két qua sai léch hoic thiét bi gap su ¢d.

»  Chi sir dung hé thdng trong nha, va tranh néng va am tir méi trudng bén ngoai pham vi quy
dinh.

»  DPam bao duong thong khi cua hé thdng ludn thong thoang.

»  Dé duy tri didu kién van hanh cua hé thong, thuc hién bao tri theo cac khoang thoi gian quy
dinh.

P Gir cc tai liéu husng dan van hanh khong bi hong dé ludn sin sang sir dung. Tat ca nguoi st
dung phai dé dang xem dugc hudng dan st dung.
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Céc phu Kién chwa dwoc cho phép sir dung

»  Viéc sir dung cac phu kién hoic thiét bi chwa duoc cho phép cé thé dan dén sai chirc
nang cua hé théng va lam cho viéc bao hanh khdng con hiéu luc.

»  Chi sir dung cac phu kién va thiét bj dugc da dugc chap thuan bai Roche Diagnostic.

Phan mém khong chuyén biét cia bén thir ba

Viéc cai dat phan mém cua bén thir ba chua duoc Roche Diagnostic cho phép c6 thé dan dén sai

chtrc nang ciia may.

»  Khong duogc cai dit phan mém cua bén thir ba.

Vit tu tiéu hao khong dwgc quy dinh

Viéc st dung cac vat tu tiéu hao khong duge quy dinh cd thé dan dén két qua sai.

»  Khong su dung vat tu tiéu hao khong dugc chi dinh dung véi may phén tich nay.

3.3 Céac bién phap phong ngira khac
Kha ning twong tich di¢n twr
May phan tich dong mau cobas t 511 dap (ng cac yéu cau vé phét xa va mién dich duoc
quy dinh trong phan nay cua IEC 61326.
May dap tng cac yeu cau vé phét xa duoc quy dinh trong phan nay caa FCC CFR 47, Phan
15 Loai A.
Hé théng khong dwoc sir dung trong mét thoi gian dai:
»  Thuc hién theo quy trinh tit may néu khong st dung may trong thoi gian dai.
»  Lay thudc thir va chat chang nao con lai ra khoi hé thdng va giit lanh.
»  Dé biét thém thong tin lién hé véi co so dai dién Roche tai dia phuong.
Hu héng khi van chuyén
»  Khéng cb di chuyén hoic van chuyén hé théng.
»  Viéc dich chuyén va van chuyén nén duoc thuc hién boi ki su dai dién caa Roche.

IV. Tiéu chuin ky thuat @
Danh séch tiéu chuan hé théng
Tiéu chuan chung
May phan tich c6 cac déc tinh co ban sau:

Cong suit téi da Xét nghiém do Cap xét nghiém PT/aPTT tir ciing mau: it nhat 195
quang/gio Chi xét nghiém PT: it nhat 195
Cong suat vai nép co 16 hodc khong c6 15.
Luru trir dir liéu S6 thi tw ciia két qua  Lén dén 50 000
xét nghiém
Tiéng on Thap hon 60 dB(A)
S6 mau phan tich Lén dén 75 (15 khay mau véi mdi khay chira 5 mau)
trén may Ngoai trir nhitng 6ng mau thé tich mau thép, kich
thuge 6ng khac nhau va loai 6ng nghiém c6 thé tron
lan trong mot khay.
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S6 thuéc thir phan Lén dén 56 hop cassete thudc thir (dugc 1am lanh)
tich trén may
S6 cuvet phan tich Ti da 1000
trén may
Van hanh Ché dd truy cap Truy cap ngau nhién lién tuc (mau, thudc thir, cuvet,
mau chang, mAu chuan, chét thai ran, chat thai long,
hé thong nuéc)
STAT Tht tu quy trinh vu tién cia khay dugc tai qua khe vu
tién.
Piéu kién maéi truong
Quéc té (Chau Au) My / Canada
Pinh mirc cong suat Mot pha 200-240V AC £ 10% 100-125V AC + 10%
50 Hz £ 5% 60 Hz £ 5%
Cép qua dién ap Loai Il
Bién phap bao vé Loai | (két néi PE)
Dién ning tiéu thu Tram phén tich 700 VA
Quac té (Chau Au) My / Canada
Nhiét dd0 moi trweong | Trong qud trinh van 18-32 °C 64,4-89,6 °F
hanh
Trong qué trinh van -20-60°C -4 °F-140 °F

chuyén va bao quan

Trong qué trinh van
hanh

Po am méi trwong

30-80% (khong dong suong )

Trong qué trinh van
chuyén va bao quan

10-90%

Quac té (Chau Au) My / Canada
Lén dén 2000m trén muc nudc bién

Cach muc nude bién 0 m

80 kPa

CA4c yéu cau vé do Binh thudng
cao dé van hanh Téi thiéu

Téi thiéu
Mitc 6 nhiém

2 theo IEC 61010-1

Cic diéu Kién méi trwong khac
e Chi sir dung trong nha
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e Khong gian lip dat nam ngang

e Moi truong khong bui va thong khi phu hop

e Khong chiéu anh sang mit troi truc tiép

e Khong rung & mac do cam giac dugc

e Khong c6 thiét bi phat ra song dién tir trong khu vuc 1an can

e Khong c6 may phong dién siéu cao tan (vi du nhu may xa dién)

Kich thwéc va khdi lweng
Kich thuéc va trong lugng cua may phén tich:

Quéc té (Chau Au) My
Chiéu cao 1444 mm 56.8 in
Chiéu réng 1284 mm 50.6 in
Chiéu sau 933 mm 37in
Khéi hrgng May phan tich, khoang 307 kg 677 Ib
Tram diéu khién, khoang 20 kg 44 1b

Tiéu chuan ky thuat cia nwéc

Quéc té
Nuwéc khir ion, khdng nhiém khuan <100 cfu/mL
D6 din <1.0 uS/cm ¢ 25 °C

Quéc té

Luong nworc tiéu thu 2,6 L/gio (t6i da)

Nguén cung cap nwéc dwgc yéu cau (cho nguén | Ap luc nudc 0.5-2 bar

cung cap nwéc lién tuc bén ngoai) Téc 6 dong nuéc: 1 Liphit
Tén tai liéu: cobast 511MS1.1 V01 cobast511 Dinh dang tai liéu:
Phién ban: V01 Ngay: 30.11.2017
Ngay tao: 30.11.2017 Phién ban:

Trang 9/11 FO02Vv01



V. Quy trinh ®

Quy trinh thwong quy cia may phan tich déng mau cobas t 511

May phan tich | | Phan mém

|1 [ Kiém soat ngudn cung cép va thai bo |—>| 1 | Kich hoat 16 thudc thir

| 3 | Nap vathao cac hop cassette thuéc thr | <@ J

k B 4 | bat hoan nguyén

- J

| 5 | Théo va Iip miu chuin va miu ching
P> 6 | bat mau chuan
!
| 7 | Giai phong va kich hoat
|
|8 | Kiém soat 16 mau chiing
V
| 9 [ bat cac miu ching
V
|5 | Nap vathdo miu | €—| 10 | Xem xét miu chirng

€

L [ 12

| Tao trinh ty xét nghiém

€

|13 | Xuly kétqua
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VI. Tai liéu tham khao:
(1) cobast511 coagulation analyzer, User Guide Version 1.1, trang 17
(2) cobast511 coagulation analyzer, User Guide Version 1.1, trang 9
(3) cobast511 coagulation analyzer, Safety Guide Version 1.1, trang 8-11
(4) cobast 511 coagulation analyzer, User Guide Version 1.1, trang 219-220
(5) cobast 511 coagulation analyzer, User Guide Version 1.1, trang 42
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CLEAN
| [cowenT] [ESED
, cobast511
08006938 190 30mL ID hé théng 07 2005 0
cobast 711
Tiéng Viét P305 + NEU VAO MAT: Rera can than bing nuac trong vai phut.
Muc dich st dung P351 + 66 kinh ap frong, néu cé va dé thyc hién. Tiép fuc rda.
CLEAN la dung dich rdra cho kim hat thuée thar va mau va éng dan khi P338 Ngay lap tic goi TRUNG TAM CHONG DOC/ bac si.
chu frinh rira thém dugc yéu cau frén may phan tich cobast. +P310
Tom tit Xi ly:
Viéc rdra kim hat thuée tha va kim hat mau la can thiét do cé kha nang o . e,
gay nhiéu gitta cac thusc thir hodc cac mau. Quy trinh ria dac biet P501 Xt ly cac thanh phan/dung cu chda & mét nha may xd

giup duy fri tinh toan ven caa thuée thir va mau.

Nhiém chéo kim hat thuéce thir

Chu frinh rtra thém dugce yéu cau do su tuong tac gitra cac thuoce thir
dac hiéu, vi du néu xét nghiém frudc dé gay nhiéu dén mot xét
nghiém qua nhiém chéo kim hat thuéc tha.

Nhiém chéo kim hat mau

Chu trinh rira thém duoc yéu cau do su fuang fac gitra cac loai mau
dac hiéu, vi du néu xét nghiém truéc dé gay nhiéu dén mot xét
nghiém qua nhiém chéo kim hat mau.

Khi can, thong fin vé viéc st dung xét nghiém chu frinh rira thém dugc
kém theo trong phan “Yéu 16 han ché - anh huéng” caa t& huéng dan
st dung.

Thuéc thi - dung dich tham gia xét nghiém
cobas t pack

Natri hydroxide 1 mol/L

CLEAN vao vitriB va C.

Than trong va canh bao

Dung frong chan doan in vitro.

Ap dung cac canh bao théng thusng can thiét cho viéc xt ly cac loai
thusc thu phong thi nghiém.

Loai bé cac chaf thai tuan theo huéng dan ctia dia phuong.

Bang dr liéu an foan héa chat cé sén dé cung cap cho chuyén vién st
dung khi co yéu cau.

Hop nay chia céac thanh phan dugc xép loai theo Quy dinh (EC)
S61272/2008:

Natri hydroxide 1 mol/L:

ly chat thai da dugc chap thuan.
Nhan an toan san pham theo huéng dan caia GHS Chau Au.
S6 dién thoai lién lac: tat ca quoc gia: +49-621-7590
Tranh fao bof.
Si dung thuédc thi

Cac thuéce thir frong hop cassetfe dugc dung frong mét bé cac chai
s&n sang dé st dung (cobas t pack).

Tat ca thong tin can thiét cho viéc chay thude thir ¢é sén thong qua
cobas link.

Bao quan va d én dinh

Bao quan & 156-25 °C.

Bao quan hop thuéc thir cobas t pack huéng thing ding.

Hop thudce thir cobas t pack chua mé ndp 8n dinh dén ngay hét han
st dung ghi trén nhan.

Do én dinh cta hop thuse thir cobas t pack da mé:
frén may phan tich cobas t 28 ngay sau khi dam kim

Khong frir dong.

Vit liéu cung cap

Xem phan “Thuéc thr — dung dich tham gia xét nghiém”

Vit liéu can thiét (khéng cung cap san)

= Trang thiét bj théng thuang caa phong thi nghiém

= May phan tich déng mau cobas t. Xem husng dan van hanh may
cua may phan fich dé biét thém cac vat liéu yéu cau.

Xétnghiém

DE t6i uu hiéu nang caa chu frinh ria thém, nén fuan theo huéng dan

trong fai liéu nay cho cac may tuong ung (xem Danh muc ngan chan

nhiém chéo caa chu trinh rira thém). Tham khao hudng dan van hanh
dé biét huang dan riéng cho tung may.

Nouy hiém Hiéu nang caa ung dung khéng duoc thadm dinh bai Roche khéng
H314 C6 thé gay bang nang va t8n thuong mét. dugc dam bao va phai dugc xac dinh bdi nguoi st dung.
Phona tranh: Luon st dung mét dau cham (déu cham cau/déu cham héf) frong to
ong ranh: hugng dan st dung dé ngan cach phan nguyén va phan thap phan
P280 Mang gang fay bao hd/ quan 40 bao hé/ dung cu bao caa moét s6 thap phan. Khéng sir dung dau phan cach cho hang nghin.
vé mét/ dung cu bao vé mét. DE biét them thang tin, tham khao huang dan van hanh may phan tich
Xirtri ’ ' ' o lién quan, va t& huéng dan vé cac thanh phan can thiét.
[H
. < L N o Ky hiéu
P30T + NEU NUOT PHAL: Suc miéng. KHONG duoc gay non. Roche Diagnostics sir dung c4c ky hiéu va dsu hiéu sau cung véi cac
P330 + ky hiéu da liét ké trong tiéu chuan ISO 15223-1 (cho My: xem
P331 https://usdiagnostics.roche.com dé biét dinh nghia cta cac ky hiéu
dugc st dung):
P303 + NEU TREN DA (ho3c t6¢): C&i bo ngay lap tic tat ca s A e
P361 + quan 40 bi nhiém. Réia sach da bang nudc. Thanh phan hép thudc thir
P353 Thuéc thir c6 thé dugce sir dung trén cac may phan
tich/thiét bi
P304 + NE,U HIT P\HA.I:~thuyénA,nan ﬂhér}ldéﬂn krju vuC co khong REAGENT Thuée ther
P340 + khi sach va gitr & tu thé thodi mai dé the. . .
P310 Ngay 14p tic goi TRUNG TAM CHONG BOC/ béc si. Mau chuan
% Thé tich sau khi hoan nguyén hoac trén
2018-05, V 2.0 Tiéng Viét 1/5
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cobas’

CLEAN
Ma thuong pham toan cau

Nhimg bé sung, x6a hogc thay déi dugc thé hién bang vach thay déi & phan Ié.

© 2018, Roche Diagnostics

C€

N Roche Diagnostfics GmbH, Sandhofer Strasse 116,
D-68305 Mannheim
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CLEAN

Danh muc ngan chan nhiém chéo cia chu trinh ria thém

Xét nghiém

cobas’

Viéc str dung chu rinh rira thém dugc mé 1a chi tiét trong chuong thich hop cta Huéng dan van hanh. BE t6i uu hiéu nang dung dich rra, nén tuan
theo huéng dan frong fai liéu nay cho cac may tuong tng. Hiéu nang caa dng dung khéng dugc tham dinh bai Roche khong duge dam bao va
phai dugc xac dinh bdi nguai su dung.
Danh muc ngan chian nhiém chéo
Nhiém chéo kim hat thuéce thir:

Bang trong cac trang sau day liét ké tat ca cac xét nghiém yéu cau rda dac biét frong mét sé diéu kién nhat dinh.

1. Nhiém chéo kim hiit thuéc thi trén may phan tich cobast 711

Né&u mét hoac nhiéu két hop tng dung liét ké duai day duoc cai dat, dam bao rang tap tin ngan chan nhiém chéo dugc cai dat théng qua

cobas link.

Kim Tu Thugce thu Xét Tu Dén Thuéc thar Xét bén Loai Rua Thé tich Rtra (L)

nghiém nghiém
[Ung dung] [Ung dung]

khong lam nong AT (28240) R1 aPTT Lupus (28020) R1 CLEAN 60
khong lam nong AT (28240) R1 aPTT Screen (28040) R1 CLEAN 60
khéng lam néng AT (28240) R1 aPTT (28060) R1 CLEAN 60
khong lam nong APCR- (28751) R1 tatca R1 CLEAN 50
khong lam nong APCR- (28751) R1 tatca R2 CLEAN 50
khong lam nong APCR- (28751) R1 tatca R3 CLEAN 50
khong lam nong APCR- (28751) R1 tatca R4 CLEAN 50
khong lam nong APCR- (28751) R1 tatca R5 CLEAN 50
khong lam nong APCR- (28751) R4 tatca R1 CLEAN 50
khong lam nong APCR- (28751) R4 tatca R2 CLEAN 50
khong lam nong APCR- (28751) R4 tatca R3 CLEAN 50
khong lam nong APCR- (28751) R4 tatca R4 CLEAN 50
khong lam nong APCR- (28751) R4 tatca R5 CLEAN 50
lam nong APCR- (28751) SR tatca R1 CLEAN 50
lam néng APCR- (28751) SR tatca R2 CLEAN 50
lam nong APCR- (28751) SR tatca R3 CLEAN 50
lam nong APCR- (28751) SR tatca R4 CLEAN 50
lam néng APCR- (28751) SR tatca R5 CLEAN 50
lam nong APCR- (28751) SR tatca SR CLEAN 50
khong lam nong APCR + (28752) R2 tatca R1 CLEAN 50
khéng lam nong APCR + (28752) R2 tatca R2 CLEAN 50
khéng lam nong APCR + 28752) R2 tatca R3 CLEAN 50
khong lam nong APCR + (28752) R2 tatca R4 CLEAN 50
khong lam nong APCR + (28752) R2 tatca R5 CLEAN 50
khéng lam nong APCR + (28752) R4 tatca R1 CLEAN 50
khong lam nong APCR + (28752) R4 tatca R2 CLEAN 50
khong lam nong APCR + (28752) R4 tatca R3 CLEAN 50
khéng lam néng APCR + (28752) R4 tatca R4 CLEAN 50
khong lam nong APCR + (28752) R4 tatca R5 CLEAN 50
lam nong APCR + (28752) SR tatca R1 CLEAN 50
lam néng APCR + (28752) SR tatca R2 CLEAN 50
lam nong APCR + (28752) SR tatca R3 CLEAN 50
lam nong APCR + (28752) SR tatca R4 CLEAN 50
lam néng APCR + (28752) SR tatca R5 CLEAN 50
lam néng APCR + (28752) SR tatca SR CLEAN 50

2. Nhiém chéo kim hat thudc thir trén may phan tich cobast511

Néu mét hoac nhiéu két hgp tng dung liét ké dusi day dugc cai dat, dam bao rang tap tin ngan chan nhiém chéo dugc cai dat thong qua
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cobas’

CLEAN

cobas link.

Kim Tu Thuée thu Xét Tu Dén Thuac tha Xét DPén Loai Rtra Thé fich Rira (L)

nghiém nghiém
[Ung dung] [Ung dung]

khéng lam nong AT (28240) R1 aPTT Lupus (28020) R1 CLEAN 60
khong lam néng AT (28240) R1 aPTT Screen (28040) R1 CLEAN 60
khong lam néng AT (28240) R1 aPTT (28060) R1 CLEAN 60
khéng lam nong APCR- (28751) R1 tatca R1 CLEAN 50
khong lam néng APCR- (28751) R1 tat ca R2 CLEAN 50
khong lam néng APCR- (28751) R1 tatca R3 CLEAN 50
khéng lam nong APCR- (28751) R1 tatca R4 CLEAN 50
khong lam néng APCR- (28751) R1 tat ca R5 CLEAN 50
khong lam néng APCR- (28751) R4 tatca R1 CLEAN 50
khéng lam nong APCR- (28751) R4 tatca R2 CLEAN 50
khong lam néng APCR- (28751) R4 tat ca R3 CLEAN 50
khong lam néng APCR- (28751) R4 tat ca R4 CLEAN 50
khong lam nong APCR- (28751) R4 tatca R5 CLEAN 50
lam néng APCR- (28751) SR tat ca R1 CLEAN 50
lam néng APCR- (28751) SR tat ca R2 CLEAN 50
lam néng APCR- (28751) SR tatca R3 CLEAN 50
lam nong APCR- (28751) SR tatca R4 CLEAN 50
lam néng APCR- (28751) SR tat ca R5 CLEAN 50
lam néng APCR- (28751) SR tatca SR CLEAN 50
khéng lam néng APCR + (28752) R2 tatca R1 CLEAN 50
khong lam néng APCR + (28752) R2 tat ca R2 CLEAN 50
khong lam néng APCR + 28752) R2 tatca R3 CLEAN 50
khéng lam nong APCR + (28752) R2 tatca R4 CLEAN 50
khéng lam nong APCR + (28752) R2 tatca R5 CLEAN 50
khong lam néng APCR + (28752) R4 tat ca R1 CLEAN 50
khéng lam nong APCR + (28752) R4 tatca R2 CLEAN 50
khéng lam nong APCR + (28752) R4 tatca R3 CLEAN 50
khong lam néng APCR + (28752) R4 tat ca R4 CLEAN 50
khong lam néng APCR + (28752) R4 tatca R5 CLEAN 50
lam néng APCR + (28752) SR tat ca R1 CLEAN 50
lam néng APCR + (28752) SR tat ca R2 CLEAN 50
lam néng APCR + (28752) SR tatca R3 CLEAN 50
lam nong APCR + (28752) SR tatca R4 CLEAN 50
lam néng APCR + (28752) SR tat ca R5 CLEAN 50
lam néng APCR + (28752) SR tatca SR CLEAN 50

Kiém tra thé tich thudc thir (RVC)

1.RVC nhiém chéo trén may phan tich cobast711

Néu mot hoac nhiéu thuéc thir liét ké dudi day dugc cai dat, dam bao rang tap tin ngan chan nhiém chéo dugc cai dat théng qua cobas link.

Tu Thudce thir Xét nghiem Tu Loai Rira Thé tich Rt (ul)
[Lo]
Fib (0720059) PosA CLEAN 100
Fib (0720059) PosB CLEAN 100
Fib (0720059) PosC CLEAN 100
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CLEAN
APCR (0720013) PosA CLEAN 100
APCR (0720014) PosA CLEAN 100
APCR (0720015) PosB CLEAN 100
APCR (0720015) PosC CLEAN 100

2.RVC nhiém chéo trén may phan tich cobast511

Né&u mét hoac nhiéu thuée thir liét ké duéi day dugc cai dat, dam bao rang tap tin ngan chan nhiém chéo duac cai dat théng qua cobas link.

TU Thusc thir Xét nghiem Tu Loai Rtra Thé tich Rira (L)
[Lo]
Fib (0720059) PosA CLEAN 100
Fib (0720059) PosB CLEAN 100
Fib (0720059) PosC CLEAN 100
APCR (0720013) PosA CLEAN 100
APCR (0720014) PosA CLEAN 100
APCR (0720015) PosB CLEAN 100
APCR (0720015) PosC CLEAN 100
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System Cleaner

System Cleaner

cobas’

| FcoTeT] | ESED
cobast511
08006237 190 1 x 1000 mL
cobast 711
Tiéng Viét St dung thuédc thi
Muc dich sit dung San sang dé st dung.
cobas t System Cleaner la dung dich rira cho kim hat thusce thirva mau B30 quan va do én dinh

va éng dan trén may phan fich cobas t.
Tom tat
Quy trinh rta la can thiét dé duy tri tinh toan ven caa kim hat mau va

thuéc thir va 6ng dan. System Cleaner dugc st dung nhu la dung dich
réia dé franh nhiém chéo tir kim hat mau va thuéc thir va 6ng dan.

Thuéc thit - dung dich tham gia xét nghiém

Acid hydrochloric 0.3 mol/L

Thén trong va canh bao

Dung trong chan doan in vifro.

Ap dung cac canh bao théng thuang can thiét cho viéc xa ly cac loai
thuéc thar phong thi nghiém.

Loai bo cac chat thai tuan theo huéng dan ctia dia phuong.

Bang dt liéu an foan héa chat cé san dé cung cap cho chuyén vién s
dung khi ¢c6 yéu cau.

Hop nay chia cac thanh phan duoc xép loai theo Quy dinh (EC)

S6 1272/2008:

Hydrogen chloride
Oxefal ID 104

3
Nguy hiém
H290 Co6 thé an mon kim loai.
H314 Cé thé gay béng nang va tén thuoeng mét.
Phong tranh:
P280 Mang gang fay bao ho/ quan 4o bao ho/ dung cu bao

vé mat/ dung cu bao vé mat.

X tri:
P301 + NEU NUOT PHAL: Suc miéng. KHONG duac gay non.
P330 +
P331
P303 + NEU TREN DA (hoic téc): Cai bo ngay lap i tat ca
P361 + quan &o bi nhiém. Rira sach da bang nudc/voi sen.
P353
P304 + NEU HIT PHAI: Chuyén nan nhan dén khu vuc cé khéng
P340 + khi sach va gitr & fu thé thoai mai dé thé.
P310 Ngay lap tic goi TRUNG TAM CHONG BOC/ bac si.
P305 + NEU VAO MAT: Réra can than bang nuac trong vai phut.
P351 + G& kinh ap frong, néu cé va dé thuyc hién. Tiép tuc rda.
P338 Ngay lap tic goi TRUNG TAM CHONG BOC/ bac si.
+P310
P390 Hat thu vat liéu bi tran @6 nham ngan chan thiét hai vat

chat.
Nhan an toan san pham theo huéng dan cta GHS Chau Au.
S6 dién thoai lién lac: tat ca quéc gia: +49-621-7590
Tranh tao bot frong chai dung dich ra.

Bao quan & 156-25 °C.
Chai chua mé& nap 6n dinh dén ngay hét han st dung ghi trén nhan.

D6 én dinh cta chai da mé nap:
frén may phan tich cobast

12 tuan

Khéng frir dong.

Vit liéu cung cap

Xem phan “Thuéc thu - dung dich tham gia xét nghiém”

Vat liéu can thiét (khang cung cap san)

= Trang thiét bi thong thuang caa phong thi nghiém

May phan tich dong méau cobast. Xem hudng dan van hanh may caa
may phan fich dé biét thém cac vat liéu yéu cau.

Xét nghiém

DE t8i uu hiéu nang chia cac xét nghiém, nén tuan theo huéng dan
frong fai liéu nay. Tham khao huéng dan van hanh cho tiing xét
nghiém dac hiéu fuong ung.

St dung System Cleaner dugc quy dinh frong Huéng dan van hanh
cia may phan tich tuong ung.

Luén s&r dung moét ddu cham (dau cham cau/dau cham héf) trong &
huéng dan st dung dé ngan cach phan nguyén va phan thap phan
caa mot s6 thap phan. Khéng sir dung dau phan cach cho hang nghin.
DE biét them théng tin, tham khao huang dan van hanh may phan tich
lién quan, va 16 hudéng dan vé cac thanh phan can thiét.

Ky hiéu

Roche Diagnostics st dung cac ky hiéu va dau hiéu sau cung véi cac
ky hiéu da liét ke trong tiéu chuan ISO 15223-1 (cho My: xem
https://usdiagnostics.roche.com dé biét dinh nghia ctia cac ky hiéu

):

ONTENT Thanh phan hép thuéc thar
YSTEM Thuéc thir co thé duge st dung trén cac may phan
tich/thiét bi
REAGENT Thuéc thu
CALIBRATOR Mau chudn

Thé tich sau khi hoan nguyén hoac trén

o
E % O .8:
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w
::a
a
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Ma thuang pham foan cau

Nhimg bé sung, xéa hoac thay déi dugc thé hién bang vach thay d6i & phan Ié.

© 2017, Roche Diagnostics
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