Thong tin san pham

IVD la vit twr tiéu hao sir dung cho phéan tich miu thir in vitro trén may
phéan tich sinh hdéa

Reaction Cell for ¢ 311

Ma san pham: 04555040001

Muc dich sir dung:
Reaction Cell for ¢ 311 duoc st dung cho cac may phan tich dé u va do quang hdn hop phan g,

Than trong va canh bao:
Dung trong chan doan in vitro.

Huéng din sir dung:
San pham duoc sir dung cho mdy phan tich cobas ¢ 311 dé 1 va do quang hon hop phan tng.
Vui 1ong xem Hudng dan van hanh ctia cobas® ¢ 311 dinh kém.

Thﬁng tin thém~Vé than trong va canh bao, huéng dan sir dung, hudéng dan bao quéan ciia san pham: Lién hé
s0 dién thoai ho trg ky thuat 1800599991.

Chii s6¢ hiru s6 lvu hanh va nhap khiu:
Cong ty TNHH Roche Viét Nam
Tang 27, Toa nha Pearl Plaza, 561 A Dién Bién Phu, Phuong 25, Quan Binh Thanh, Tp. H6 Chi Minh




May phan tich sinh hoa
cobas c 311

Tém tit hwéng din sir dung thiét bi

Théng tin nha sin xuit:

May phan tich sinh héa
cobas ¢ 311

Nha may san xudt:

Hitachi High-Tech Corporation

Dia chi tru s¢ van phong: Hitachi High-Tech Corporation, 1-17-1 Toranomon, Minato-
ku, Tokyo, 105-6409, Nhat

Dia chi nha mdy san xuat: Hitachi High-Tech Corporation, Naka Division, 882, Ichige,
Hitachinaka-shi, Ibaraki-ken 312-8504, Nhat

Chui 50 hitu:

Roche Diagnostics GmbH

Sandhofer Strasse 116, 68305 Mannheim, Ptc

* Tai ligu nay la ban dich tié,n’g Viet va dang rut gon cua hudng dan sir dung bang ziéng Anh. i
* Ludn si dung mgt dau cham (dau cham cau/dau cham het) trong to hudng dan su- dung dé ngan cach phan
nguyén va phan thap phan cia mét so thgp phan. Khéng s dung dau phan cach cho hang nghin.

Document name: 04826876001MS3.1V02_ cobas ¢ 311

Document format:
Version: V02 Date: 2021-01-06
Created date: 02.03.2021 Page 1/14 Version: F002V02



MUC LUC
I MUC BICh ST AUNEW ...ttt ss et sss s se et ssssas e e e ssssassssesnssssssssesesnssssssssesesnsssssesessssssssssasasen 3
1. TONG QUAN D thONZD ...ttt ssae s s s s s st s b st s e b st s e s s s s e st s asae s s s s aessasasasansenanas 3
Danh MUC PR KIEM: c.cieueiiiiiiiiiititene et e e s a e s a e s ar e 4
1. Canh bAo, bién phap Phong NG .....c.cceviiiieiceieerrr ettt se s s e e e e s s s s e e et s sssesasnanes 4
V. ChONg chi AiNN: KAONG AP AURG ...u.veeeveereererreseresssesssesssessssessssessssssssssssssssasssssssssssssssssssssssssssssssssssssesassesassssans 6
V. TAC AUNE DAL 105z KNOMNQG COuvvrereererrreeeesisesesesssessssesssssssesssssssssssssssssessssssssessssssssesssssssesssssssssssssssssssssesssssssssens 6
V1. Tiéu chuén ky thuit va diéu Kkién sir dung dé duy tri sy an toan va hiéu qua ciia trang thiét biy td“¥0 ....... 6
VIL  CACH ST AUNGO ...ttt sttt s st st s s e e e se s e st s ae e s e et s et s ae st see e e e et s ae st s sesesnesesessenesaen 7
VI Tai liéu tham KRAO ......eeiiiiiiiiiiiiiiiiiiiiiiietiiiinsssissnssssssesssssssssssssssessssssssssssssssssssasssssssasssssssssssssssssssssansssasse 13
IX. THONG TN CRUNQG everiieeeceeieeereseesesnesesseeseseeseseesesseesssnessssesessesssseessssessssesessesesassssssessssesersesesnessssnessssessnnesssassssnsassn 14
Document name: 04826876001MS3.1V02_ cobas ¢ 311 Document format:
Version: V02 Date: 2021-01-06

Created date: 02.03.2021 Page 2/14 Version: F002V02



I.  Muc dich sir dung®

May cobas ¢ 311 la may phan tich hoa sinh lam sang doc lap, hoan toan ty dong dugc sur dung aé
dinh lwong va dinh tinh in vitro c&c chat trong dich co thé.

May phan tich cobas ¢ 311 dugc s dung boi nhitng ky thuat vién phong xét nghiém da dugc dao
tao.

Moi truong van hanh cho may phén tich cobas ¢ 311 la phong xét nghiém lam sang, phong xét
nghiém cta bénh vién va cdc phong xét nghiém tu nhéan, bénh vién tu nhan.

Il. Téng quan hé thong®
May phan tich cobas ¢ 311 1a may tu dong dé dung cho cac xét nghiém dinh luong va dinh tinh
IVD. Bién cyc chon loc ion (ISE) va bo phan do quang thuc hién nhiéu xét nghiém khac nhau.
May phan tich cobas ¢ 311 bao gdm céc thanh phan sau:
B0 phan phan tich
B6 phan diéu khién

CUBIST G008 sl yrur eorine
ke ¢ 310 anclrser

‘ oobay
= ' - -u

- R

A B6 phan phan tich B B6 phan diéu khién
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Danh muc phu kién:

STT Mai san phim Tén san phim
1 04522630190 ISE Diluent Gen.2
2 10394246001 Sample Cup
3 10820652216 ISE Reference Electrolyte
4 04555040001 Reaction Cell for c 311

I11. Canh bao, bién phap phong ngira®

Dé tranh bi chan thuong nghiém trong hoic tir vong, doc va tuan theo cac bién phap phong ngira an

toan sau.

— Luu ¥ rang cac canh bao nguy hiém trong huéng dan nay, trong Huéng dan véan hanh, trong
huéng dan truc tuyén va trén may c6 thé khong bao gdm hét cac trudng hop cé thé, vi khong thé
du doan va danh gia hét tat ca cc tinh hudng trude duoc.

— Vi thé, tudn theo huéng dan da duoc trinh bay cé thé khong du cho qué trinh van hanh. Luén
ludn canh giac va sir dung cac giac quan cua ban.

Trong muc nay bao gom cac phan:

— Trinh d6 chuyén mon ctia nguoi van hanh

Str dung may dang cach va an toan.
Lap dat va thao d& may
Diéu kién van hanh

1. Trinh d§ chuyén mén cia ngwai van hanh

Kién thirc va k¥ ning khong day di La mot ngudi van hanh, hiy dam bao rang ban biét cac

huéng dan va tiéu chuan canh bao an toan c6 lién quan va thong tin va cac quy trinh ¢6 trong hudng

dan nay.

— Khaéng thyc hién viéc van hanh hoic bao tri néu chwa duoc dao tao bai Roche Diagnostic.

— Nén dé viéc bao tri, lap dat hoac dich vu khong dugc mé ta trong hudng dan sir dung cho nhan
vién cham soc khach hang Roche da dugc dao tao.

—  Thuyec hién can than theo quy trinh duoc mé ta trong hudng dan sir dung thiét bi va phan mém dé
van hanh va bao tri thiét bi.

—  Thuc hién theo tiéu chuan thuc hanh tét phong xét nghiém, dic biét khi 1am viéc véi cac vat liéu
sinh hoc nguy hiém.

2. Sirdung may dung cach va an toan.

Khoéng mang céc thiét bi bao vé ca nhan. Khdng mang céc thiét bi bao ho ca nhan trong khi lam
viéc s& gay nguy hiém cho tinh mang va stc khoe.

Mang cac thiét bi bao ho ca nhan thich hop, bao gdm khéng gigi han céc thiét bj bao ho sau:

« Kinh bao vé mat véi 4o khoac phong xét nghiém chdng tham

*  Gaéng tay phong xét nghiém da dugc tham dinh

Mt na néu c6 nguy co bi ban dung dich.

Mét méi do van hanh may trong nhiéu gio: Nhin vao man hinh trong mét thoi gian dai cé thé dan
deén cang thang mat hoac co the mét moi.

* Nghi ngoi dé thu gian, phu hop véi quy dinh cua co quan ban.

H¢ théqg khong dugc sir dungtrong mot thoi gian dai: Tuan theo quy trinh ngung sur dung may.
Tat nguon néu ban khong st dung hé thong trong mét thoi gian dai.
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Chuyén va giit lanh bét ky thudc thir nao con lai.
beé biet thém thong tin lién, lién hé vaéi dai dién Roche tai dia phuong.

Diéu kién bat thwong: Trong qua trinh van hanh, ludn ludn kiém tra cac am thanh bat thuong, ro ri

nude va cac diéu kién bat thuong khac.

+  Néu su ¢ xay ra, hay thuc hién cac bién phap an toan phi hop theo diéu kién va lién hé véi dai
dién cua Roche tai dia phuong.

Céac phu kién khéng dugc chap thuan: Viéc sir dung cac phu kién hozc thiét bi chura dugc chap
thuan c6 thé dan dén sai chirc nang cua thiet bi va lam cho viéc bao hanh khéng con hiéu luc.
» Chi str dung cac phu kién va thiét bi dugc da dugc chap thuan bai Roche Diagnostic.

3. Lip dit va thao do may

Ldi trong lap dit Hé théng chi nén duoc lap dit bai cac ki su dai dién ciia Roche di duoc dao tao.

«  Nén dé viéc lap dat khong dugc mo ta trong hudng dan st dung cho nhan vién cham séc khach
hang Roche da dugc dao tao.

Hur hai khi di chuyén Khong c6 di chuyén hoac van chuyén thiét bi.

Viéc di chuyén va van chuyén nén duoc thyc hién bai k su dai dién cua Roche.
Xir ly: Mot hé théng c6 nguy co sinh hoc ¢6 thé gay ra viéc lay nhiém.

«  Néu ban phai bo hé thdng, doc ki hudng dan bén dudi.

4. Piéu kién van hanh

Piéu kién van hanh khoéng thich hop: Van hanh ngoai cac pham vi quy dinh c6 thé cho két qua

sai léch hoic thiét bi gap su cd.

+  Chi sir dung thiét bi trong nha, va tranh nong va am tir méi trudng bén ngoai pham vi quy dinh.

+  Pam bao rang cac 15 thong khi cua thiét bi khdng bi can tro.

+  Pé duy tri cac didu kién maéi truong cua hé thong, thuc hién bao tri theo cac khoang thoi gian
quy dinh.

+  Giir tai liéu huong dan van hanh khéng bi hu hai va ludn san sang dé sir dung. Cac huéng din
van hanh phai dé dang xem duoc ddi vai tat ca nguoi sur dung.

Bi ngit dién: Sy mat dién hoac giam dién &p tam thoi ¢6 thé 1am hu hé théng hozc mat dix ligu.
«  Nén sir dung ngudn céap dién khdng ngat (UPS).

* Dam bao bao tri UPS thuong xuyén. Thuc hién sao luu dir liéu thuong xuyén.

+  Khéng tat ngudn khi tram diéu khién truy cap vao dia cang hoic phuong tién luu trit

Kha néng twong thich dién tir: May nay dat tiéu chuan IEC 61326-2- 6/EN 61326-2-6. May duoc
thiét ké va kiém tra theo CISPR 11, nhoém A. Trong méi truong trong nha, n6 c6 thé gay nhiéu song
radio, trong truong hop do, ban cd the can phai thyc hién cac bién phap dé giam thiéu nhidu.
+  Moi trudng dién tir nén duoc danh gia trude khi van hanh thiét bi.
+  Khéng van hanh hé thong nay gan cac ngudn co trudng dién tir manh (vi du cac ngudn RF
khong duogc che chan), vi ching cd thé gay tro ngai viéc van hanh thich hop.
+ Khéng duoc van hanh cac thiét bi sau gan may phan tich:
bién thoai di dong
May thu phat
bién thoai khéng day
«  Céc thiét bi dién khac tao ra truong dién tir manh
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IV. Chéng chi dinh: Khéng dp dung
V. Téac dung bt loi: Khong c6

VI. Tiéu chuin ky thuit va diéu kién sir dung dé duy tri sw an toan va hiéu qua caa trang thiét bj

y t646)
— Kich thudc vat ly
Quoc té
Cao H1 (B phan phan tich) 1260 mm
H2 (B6 phan diéu khién, chiéu cao duoc diéu chinh) 1380-1570 mm
Rong W1 1325 mm
Sau D1 859 mm
Trong lugng B¢ phéan phan tich 250 kg
Bo phan diéu khién 20 kg
—  Yéu ciu vé nguon dién:
Tiéu chuin
Pau vao Mot pha
230V AC, 50 Hz
Do dao dong dién | Khong c6 bién dong dang ké, thay doi t6i da 10%
ap
Lap dat / xép loai | II
vuot dién nang
Dién nang tiéu thu | BO phan phan tich: 1.5 kVA
B6 phén diéu khién: 0.5 KVA
N6i dat bat bude < 10 Q
Tré khang gidi han < 0.1 Q 6 30 A
Vit liéu cach dién > 10 M Q ¢ 500 V
- Diéu kién mdi truong van hanh
Tiéu chuin
Nhi¢t d0 moi Trong qua trinh van hanh 15-32°C
truong Nhiét do mai truong dao dong <%2°C
Trong qua trinh van chuyén va bao quan  -20 dén 75 °C
Do am moi Trong qua trinh van hanh 30-85% (khong ngung tu)
truong xung Trong qué trinh van chuyén va bao quan  5-95%
guanh
Do cao tdi da trén | 2000 m
muc nudce bién
Céc diéu kién moi | Khong c6 bui véi may lanh
trurong khac Khong c6 anh nang tryc tiép
Khong c6 rung dong cam nhan dugc
Mtc d6 6 nhiém | 2
(IEC 61010-1)
- Thong tin chung:
] May phan tich cobas ¢ 311
Céng suat Xét nghiém do quang/gio  dén 300
Xét nghiém ISE/gio dén 450
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Mau ISE/gio

dén 150

Ung dung

Tong cong 100 tng dung:
86 ung dung do quang

3 ung dung ISE

3 chi sb huyét thanh

8 rng dung tinh toan

Luwu trir dir liéu

S6 lugng mau

Dén 10 000 (thuong quy, STAT

va mau QC)

S6 lugng xét nghiém

Dén 10 000 (thuong quy, STAT

va mau QC)

QC riéng lé 2 500 mau, 100 xét nghiém/mau
] QC lay tich 100 Xét nghiém, 500 diém/xét nghiém
O dia DVD Kha ning chtra 4.7 GB

Céc loai DVD tuong thich: DVD-R, DV D+R, DVD-RW. DVD+RW

Giao dién hé thong

Giao dién sb RS-232C

Tiéng on

<65 dB(A)

Thoi gian khéi dong
hé thong

6 phut (tr ldc khoi dong cho den che do cho) ©

W Néu chirc nang bao dudng dau ngay khong duoc 1ap trinh.

VII. Céch sir dung®
A. Chuan bi may

» Trudc khi mé may
1. Xem binh chtra nudc thai ¢c6 dd bo hét chua.

2. Kiém tra xem may c6 ro ri khong.

» Mo may

1. Mé cong tic ngudn nudc.
2. M6 cong tic may.

3. Mé cong tic may tinh.
Néu c¢6 cai dat chuong trinh bao dudng, may sé ty dong thuc hién.
4. Pang nhap vao hé thong bang ID va password dugc cung cap.
Ghi cha: Néu may dang ¢ trang thai ngu (sleep mode), may sé& khoi dong véi gid dinh trude
va ty dong lam bao dudng da duogc cai dat.

B. Thuc hién cac budc theo trinh tur Work Flow Guide

Work Flow Guide
« Preventive Action

» Bao dudng hing ngay
1. Kiém tra alarm
2. Thyc hién bao dudng can thiét

[y - e )

» Xoadirliu

|

Tat ca két qua mau thuong va mau khan s€ bi x6a. Riéng két qua mau chung dugc chuyén

sang phan luu trit QC view trén may.
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Sample —> | OK I
b m—2
Data Clear Clear hodc Backup and clear (N

> Chuan bj thudc thir
1. Chon Preventive Action trén me‘ln hinh System Overview

i e

Reagent Load List dugc in ra véi cac thudce thi c6 alarm vang, tim hodc do.
3. Cho thudc thir vao may dua vao danh sach trén.
4. Lay hop thudc da dung hét ra khdi may.

M6-dun Dung dich hé Kich ¢& | Ghichu
thong
Phan do NaOH-D 2.0L Vi tri 1 rira cu-vét Reagent
quang Dung dich Acid | 2.0L Vi tri 2 rira cu-vét l Volume Reset
Wash
Multiclean 70 mL Vi tri 1 rira kim hat
m?lu
SMS 70 mL Vi tri 2 rira kim hat
m?lu
Dd pha lodng cassette | DIL trong khoang
NaCl 9% thudc
NaOH-D cassette | D1 trong khoang
thude
SMS cassette | D2 trong khoang
thude
Ecotergent cassette | Eco-D trong khoang
thue
Phandién | ISE Ref. 300 ml [ Reagent
glal
ISE Dil 300 ml Level Reset
ISE IS 600 ml

» Thay méi dung dich dién giai
1. Trude khi thay méi, can dua may vé trang thai Maintenance hoac Shutdown.
2. Sau khi thay méi, chuyén cong tac may vé lai trang thai Operation (hodc khoi dong may
néu tir trang thai

Shutdown) ‘ ’ ’
3. Thuc hién moi thudc thur néu thay méi ISE Ref. hoac ISE IS
" Reagent
Preparing — l SN F"'“'>
4. Chon All.

L= ]

6. Thuc hién chuan (Calib) lai cac xet nghiém dién giai.
C. Domiu chimng va mau chuan ) 7 o
May tu dong dé nghi cac xét nghiém can chay chuan va chay ching nhung van can ngudi str dung
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ra 1énh mai thuc hién.

Calibration and f
[ Qc Select C——> Recommended ‘
1 x

Print ]
2. In danh sach Calibrator and QC Load *
3. bat mau chuan va mau ching 1én may dua vao danh sach trén.

l ]
4. BAm

D. Két thiic cong viéc hang ngay
1. Chuén bj dung dich rira ISE:
Vi tri W1: dung dich ISE Cleaning Solution/SysClean
Vi tri W2: ISE Activator
Multiclean ¢ vi tri Sample Cleaner 1.

Utility r—— > Maintenance
2.
3. Chon 1énh maintenance ISE Wash
Select N > Execute
4. . [ N .

E. Cai dat xét nghiém, mau chuan va mau chung
» Cai xét nghiém méi

Utility — Application — Download 1
1.
2. Chon 1 trong nhiing diéu kién dé tim kiém.

Search ]
3. K

4. Chon thong sd can tai.

Download |
. — . —

6. Kiém tra xem thong sb da duoc tai vé chua.
Ghi chii: Thong s clia cac dung dich pha lodng va lam sach phai duoc tai khi may mai lap
dat.

> Kiém tra cac thong sé ciia mdi xét nghiém

Utility C——> Application —> Analyze |

Utility C——>  Application C——> Calib.

2.
3. Chuyén sang QC Violation néu can.
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Utility

——=  Application —> Range |
4,
5. Néu can, ddi don vi, chinh Report Name, chon Automatic Rerun, chinh Repeat Limit,
Control Interval Time,

AutoQC On Board Stability time, Qualitative va tri sO binh thuong

Uﬂllrll:,'.‘bmnl:}numl
6.

7. Nhap vao code Calibrator cta cac xét nghiém ISE.
» Chi dinh xét nghiém do quang hoac ISE

Utility Module Set ‘
1 —> —— >
2. Kiém tra 6 Assign ké bén mdi xét nghi¢m.
3. Chon Mandatory néu thuéc thir xét nghiém d6 ludn ludn phai ¢6 trén may.
4. Chon Na, K, Cl hay Na, K cho phan dién giai.

5.-

» Gan xét nghiém 1én man hinh

| —, | — -
1

2. Chon 1 phim tréng {trén man hinh
3. Chon xét nghiém can gan.

4. - 7
» Tai thong tin mau chuan tir cobas link

| D
1

2. Chon 1 trong nhimg diéu kién dé tim kiém.

3.-

4. Chon théng sd can tai.

. — —

6. Kiém tra xem thong s di tai vé chua.
» Nhap thu cong thong tin mau chuan
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1- : -
Z_E«émtﬁﬁuldﬁugtréﬂg,chqn-
3. Nhip cic dir idu cin thiét, chon -

Miu chuin méi s& hién thi trong danh sich calibrator.

4.-

5. Nhap gia tri nong d6 cho mo1 xét nghiém.

N —
6.

> Tai thong tin mau ching tir cobas link

e ] [

2. Chon 1 trong nhiing diéu kién dé tim kiém.

3.-

4. Chon théng sd can tai.

e —, —

6. Kiém tra xem thong s di tai vé chua.
» Nhap tht cong thong tin mau chung
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e =

2. Pé con tr6 vao 1 déng tréng. chon

3. Nhip cic dir lidu cin thiét, chon

Miu chimg mé1 s& hién thi trong danh sich control.

4.-

7. Nhip cic gid tr1 Target mean, Target SD. giéi han thap va cao, néu cian.

> Kich hoat mau ching

1_-=r-

2. Chon miu chitng & danh sich bén trai.

e—

3. Chon xét nghiém can kich hoat & danh sich bén phai.

4.-

Xét nghiém duge kich hoat c6 mau xanh
» Dinh dang Report

el bl
1

Ving Print Order

2 Kmmttaxammmxetnghemm thiét 1ap v1 tri dong d2 in két qua

> Gan vi tri cho mau chuan khong ma vach
-

2. Chon mau chuin cin gan & danh sich bén trai.
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3. Chon vi tri trong & danh sach bén phai.

-

Assign-->

[ <--Remove I
5. Néu khéng mudn gin i tri d6 nita

OK J
6. Khi d3 gan hét cic vi tri
» Gan vi tri cho chiing khong ma vach
, Position
|:' e Control  —
1 g ‘ ‘ Assignment ’

]

. Chon méu chitng cin gan & danh sach bén trii.

3. Chon 1 tri tréng & danh sich bén phai.

Add-->
4 § |
<--Remove ]
5. Néu khéng mudn gan i tri d6 nira
I OK J
6. Khi d3 gan hét cic vi trd

F.  Bao dudng do khach hang
» Hang ngay
- Lau bé miat may.
- D6 b6 binh thai.
> Trudce khi cho may ngli mdi ngay
- Cho méay lam ISE Wash
> Hang tuan
- Cho méay lam Wash Reaction Parts va Cell blank measurement
- Lam sach nép day cu-vét, cac tram rira, tram lam kho kim, binh chira nuéc sach.
» Hang thang
- Lau budng 0 cu-Vét,
- Cho may lam Flow path wash (Cell wash 1)
* Khi can: thay cu-vét, thay dién cuc ISE, thay bong den (khi gia tri photometer check >
14000 hodc quéa 750 gid), thong kim hat mau, kim hat thude thir, ...

VII1.Tai liéu tham khao
1. cobas ¢ 311 analyzer Operator’s Manual version 3.1, trang 17.
2. cobas c¢ 311 analyzer Operator’s Manual version 3.1, trang 357.
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cobas c 311 analyzer Safety Guide, version 1.1, trang 10-13.

cobas ¢ 311 analyzer Operator’s Manual version 3.1, trang 358-359.
cobas ¢ 311 analyzer Operator’s Manual version 3.1, trang 357.
cobas ¢ 311 analyzer Short Guide, version 1.0.

I

IX. Thong tin chung ‘
Thong tin vé hudng dan sir dung, diéu kién va thoi gian bao hanh, tai liéu ky thuat phuc vu sira chira
bao dudng cua san pham: Lién hé sb dién thoai hd tro k¥ thuat 1800599991

Chii & hiru s6 leu hanh, bao hanh va nhap khau:

Cong ty TNHH Roche Viét Nam

Tang 27, Toa nha Pearl Plaza, 561A Dién Bién Pha, Phuong 25,
Quan Binh Thanh, Tp. H5 Chi Minh
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