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EF& dén st dung phai dwoc doc hoan toan va nhan vién phai dwoc dao tao béi dai dién Y té

= ORIBA truéc khi thir van hanh thiét bj.

L] I\élgu'c‘ri duing luén van hanh véi ddy da kién thirc va danh gia cao cac canh bao va canh bao clia
thiét bi.
m Luén tham khdo nhan mac va hwéng dan clia HORIBA Medical dé tranh &nh huéng dén tinh
toan ven clia hé théng.
Thiét bi nay phai dwoc van hanh theo hwwéng dan trong hwéng dan st dung. Béat ky viéc st dung
nao khac déu cé thé anh hwdng dén tinh toan ven ciia hé théng va cé thé gay nguy hiém cho
ngwoi van hanh.

Céng cy nay tuan tha cac Tiéu chuén va Chi thj cé tén trong Tuyén bé vé su phi hgp. Phién ban

méi nhét clia Tuyén bd vé sw phi hop cho cong cu nay c6 sén tric tuyén tai www.horiba-
abx.com/documentation .

m  Thubc thir do HORIBA Medical quy dinh da dwoc xac nhan theo Chi thi Chau Au
danh cho thiét bi y té in vitro (98/79/EC). )
m Céac st dung clia bat ki khac thudce thir cé thé dia diém cac hiéu suét clia cac dung cu Tai rdi
ro,
do d6 thu hut trach nhiém cta ngudi dung. Trong tredng hop nay, HORIBA Medical
khéng chju trach nhiém veé thiét bj cling nhw két qua dwa ra.

A = ding mot lan gang tay, mat sw bao vé Va phong thi nghiém &o choang phai la rach nat qua

cac nha diéu hanh.
m Dia phuwong ho&c quéc gia quy dinh phai la &4p dung TRONG tét cé céc hoat déng.
m  Dién thoai di dong nhirng cai dién thoai nén khong la da st dung TRONG sw gan gii clia
céac dung cu.
m Tt ca ngoai vi thiét bi nén tuan theo vei lién quan tiéu chuan.
m Bat ky sy ¢ nghiém trong nao xay ra lién quan dén thiét bi phai dwoc béo céo cho
nha san xuat va co quan cé thdm quyén clia quéc gia noi ngwdi ding va/hodc bénh
nhan sinh sbng.

1.1. Gi&i han Sw bao dam
Thoi han bdo hanh dwgc quy dinh trong cac diéu kién Ban hang lién quan dén viéc mua thiét bi nay. Dé
xac nhan bao hanh, hdy dam bao tuan thi nhirng diéu sau:
m  Cac hé théng la van hanh dwéi cac hwéng dan clia cai nay thi cong.
= Chi phan mém hoac phén cirng do HORIBA Medical chi dinh méi dwoc cai dat trén thiét bi.
Ph&n mém nay phai la phién ban ban quyén géc.
= Dich vu phai I xong qua s gi¢i thiéu tir HORIBA Thudc véy hoc cung cap qua Mét
Dai dién ky thuat y té HORIBA chi str dung cac phu tung thay thé da dwoc phé duyét va it nhat mét
l&n mbi nam hoac nhiéu hon, tiy thudc vao sb lvong mau.
m Cac dién cung cap clia cac phong thi nghiém tuén thi BEN quéc gia hodc qudc té quy dinh.
m Cac hé thong la van hanh theo BEN HORIBA Thudc vé y hoc khuyén nghi.
®m  Mau vat la da thu thap Va dwoc lwu trir TRONG Binh thwéng diéu kien.
m Thudc thir dwoc sir dung la nhivng quy dinh trong nay hwéng dan siv dung .
m Tuy chon Yumizen SPS: Khéng bao gior st dung nwéc may vi tap chat trong nwéc co thé gay ra
sw két tinh clia thuée thir trong mach nhudém. Phai st dung nwée cat néu khong viéc bao hanh
sé bij vo hiéu.
m Thich hop céng cy la da st dung khi BAO TRI hodc xr ly sw cb hoat dong la dwoc thyre hién.
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1. Warning and Precautions

Work safety reliability and general characteristics are guaranteed by HORIBA Medical under the
following conditions:

®  User manual must be entirely read, and personnel trained by a HORIBA Medical representative
before attempting to operate the instrument.

m  The user always operates with full knowledge and appreciation of instrument warnings and alarms.

m  Always refer to labelling and HORIBA Medical instructions in order to avoid compromising system
integrity.

This instrument must be operated as instructed in the user manual. Any other use might compromise

system integrity and might be hazardous for the operator.

This instrument complies with Standards and Directives named in the Declaration of Conformity. The
latest version of the Declaration of Conformity for this instrument is available online at www.horiba-
abx.com/documentation.

m  The reagents stipulated by HORIBA Medical have been validated in accordance with
the European Directive for in vitro medical devices (98/79/EC).

m  The use of any other reagents may place the performance of the instrument at risk,
thus engaging user responsibility. In this case, HORIBA Medical takes no responsibility
for the device nor for the results rendered.

A m  Disposable gloves, eye protection and lab coat must be worn by the operator.
m Local or national regulations must be applied in all the operations.

m  Mobile phones should not be used in proximity of the instrument.

m  All peripheral devices should comply with relevant standards.

m  Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the country in which the user and/or the
patient is established.

1.1. Limited Warranty
The duration of warranty is stipulated in the Sales conditions associated with the purchase of this
instrument. To validate the warranty, ensure the following is adhered to:
m  The system is operated under the instructions of this manual.
m  Only software or hardware specified by HORIBA Medical is installed on the instrument. This
software must be the original copyright version.
m  Services must be done by recommendation from HORIBA Medical, provided by a
HORIBA Medical technical representative using only approved spare parts and at least once per
year or more, depending on the number of samples.
m  The electrical supply of the laboratory adheres to national or international regulations.
m  The system is operated according to HORIBA Medical recommendations.
m  Specimens are collected and stored in normal conditions.
m  Reagents used are those specified in this user manual.
® Yumizen SPS option: Never use tap water as impurities in the water may cause crystallization of
reagent in the staining circuit. Distilled water must be used otherwise the guarantee will be
invalidated.
m Proper tools are used when maintenance or troubleshooting operations are performed.
12 User Manual

Ref: 1300101497 - Int. Ref. Doc.: RAB302IEN




Introduction ' Yumizen Yumlzg

0
[03

] Hu‘o’ng dén slr dyng phai dwoc doc hoan toan va nhan vién phai dwgc dao tao béi dai dién Y té
clia HORIBA trwéc khi thir van hanh thiét b|

B l;gu’é’l diing luén van hanh véi day du kién thirc va danh gia cao céc canh bo va canh bao clia
thiét bi

m Ludn tham khéo nhén méac va huong dan clia HORIBA Medical dé tranh &nh hwéng dén tinh
toan ven cla hé thong

Thiét bi nay phal du’cyc van hanh theo hwéng dén trong hu'ang dan sk dung Bét ky viéc str dung
nao khac déu co thé anh hwéng dén tinh toan ven cla hé thong va co thé gay nguy hiém cho
ngwi van hanh.

Céng cu nay tuan thl cac Tiéu chudn va Chi thi cé tén trong Tuyén bd vé s phi hop. Phién ban

m&i nhét clia Tuyén bd v& su phi hop cho cdng cu nay cé san trc tuyén tai www.horiba-
abx.com/documentation .

m Thubc thir do HORIBA Medical quy dinh da dwoc xac nhan theo Chi thj Chau Au
danh cho thiét bj y té in vitro (98/79/EC). _
m Cac sir dung clia bat ki khac thudc thir cé thé dia diém cac hiéu suét clia cac dung cu Tai rli
ro,
do g6 thu hat trach nhiém_cf.ia nguoi dung. Trong tru’t‘yng hop nay, HORIBA Medical
khéng chlu trach nhiém vé thiét bj cling nhw két qua dwa ra.

A [ dung moét 1an gang tay, mét sy bao vé Va phong thi nghiém ao choang phai la rach nat qua
cac nha diéu hanh.

m Dia phrong hodc quéc gia quy dinh phai 1a ap dung TRONG tét ca cac hoat ddng.

m Dién thoai di ddng nhirng cai dién thoai nén khéong la da sir dung TRONG sw gén gli clia
cac dung cu.

m Tét ca ngoai vi thiét bj nén tuan theo véi lién quan tiéu chuan.

m  Bét ky sw cd nghiém trong nao xay ra lién quan dén thiét bj phai dwoc bao céo cho
nha san xuét va co’ quan co thdm quyén clia quéc gia noi ngwdi dung va/hoac bénh
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Laser: Viéc str dung céc bién phap dieu khién hoéc dieu chinh quy trinh khac véi quy dinh *?4//1
trong Hwéng dan st dung co thé dan dén phoi nhi&m birc xa nguy hiém. PHO ¥

1.1. Gi&i han Sw bao dam

Thoi han bao hanh dwece quy dinh trong cac diéu kién Ban hang lién quan dén viéc mua thiét bi nay. bé
xac nhan bao hanh, hay dam bao tuan thi nhirng diéu sau:

m Céc hé théng la van hanh dwéi cac hwéng dan clia cai nay thi cong.

m  Chi ph&n mém hosc phan cirng do HORIBA Medical chi dinh méi dwgc cai dat trén thiét bj.
Ph&n mém nay phai la phién ban ban quyén gbc.

m Dich vy phai la xong qua sy gioi thleu tlr HORIBA Thudc vé y hoc, cung cap qua Mét

Pai dlen ky thuat y té HORIBA chi st dung cac phu tung thay thé da duoc phé duyét va it nhat mét

I&n m&i n&m ho&c nhiéu hon, tly thudc vao sb lvong méu.

Céc dién cung cAp clia cac phong thi nghiém tuan thi BEN qudc gia hodc quéc té quy dinh.

Céac hé théng la van hanh theo DEN HORIBA Thudc vé y hoc khuyén nghi.

M4&u vat la da thu thap Va dwoc lru trid TRONG Binh thuéng diéu kién.

Thuée thir dwoc st dung la nhitng quy dinh trong nay hwéng dan sl dung .

Tuy chon Yumizen SPS: Khang bao gi® str dung nwéc may vi tap chét trong nwéc co thé gay ra

s két tinh cla thudc thir trong mach nhudém. Phai str dung nwéc ct néu khéng viéc bao hanh

s& bj vd hiéu.

m Thich hop cdng cu la da st dung khi BAO TRI hodc x( Iy si c6 hoat ddng & dwoc thiee hién.
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1. Warning and Precautions

Work safety reliability and general characteristics are guaranteed by HORIBA Medical under the
following conditions:

s User manual must be entirely read, and personnel trained by a HORIBA Medical representative
before attempting to operate the instrument.

®m The user always operates with full knowledge and appreciation of instrument warnings and alarms.

B Always refer to labelling and HORIBA Medical instructions in order to avoid compromising system
integrity.

This instrument must be operated as instructed in the user manual. Any other use might compromise
system integrity and might be hazardous for the operator.

This instrument complies with Standards and Directives named in the Declaration of Conformity. The
latest version of the Declaration of Conformity for this instrument is available online at www.horiba-
abx.com/documentation.

m  The reagents stipulated by HORIBA Medical have been validated in accordance with
the European Directive for in vitro medical devices (98/79/EC).

®m  The use of any other reagents may place the performance of the instrument at risk,

thus engaging user responsibility. In this case, HORIBA Medical takes no responsibility

for the device nor for the results rendered.

Disposable gloves, eye protection and lab coat must be worn by the operator.

Local or national regulations must be applied in all the operations.

Mobile phones should not be used in proximity of the instrument.

All peripheral devices should comply with relevant standards.

Any serious incident that has occurred in relation to the device shall be reported to the

manufacturer and the competent authority of the country in which the user and/or the

patient is established.

A

A Laser: Use of controls or adjustments of procedures other than specified in the User
manual may result in hazardous radiation exposure.

Limited Warranty

12

The duration of warranty is stipulated in the Sales conditions associated with the purchase of this
instrument. To validate the warranty, ensure the following is adhered to:

m  The system is operated under the instructions of this manual.

m  Only software or hardware specified by HORIBA Medical is installed on the instrument. This
software must be the original copyright version.

®  Services must be done by recommendation from HORIBA Medical, provided by a
HORIBA Medical technical representative using only approved spare parts and at least once per
year or more, depending on the number of samples.

m  The electrical supply of the laboratory adheres to national or international regulations.

m  The system is operated according to HORIBA Medical recommendations.
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