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Kiém tra may theo do6i bénh nhan:
cac tiéu chuan tham khao lién quan

Chém soc va an toan cho bénh nhan la wu tién
hang dau cua cac chuyén gia ddm bao chat lwgng
bé&nh vién. May theo dbi dau hiéu sinh ton anh
hwdng dén viéc cham soéc bénh nhan. Nhirng thiét
biy té quan trong nay duoc str dung trong cac
chan doan c6 anh huwéng dén viéc diéu tri bénh
nhan. Chan doan khong chinh x&c do két qua doc
khong chinh xac tlr may theo doi bénh nhan hoat
dong kém co thé khién co s& co nguy co phai kién
tung tdn kém.

Kiém tra hiéu suét cla may theo dbi bénh nhan
duoc yéu cau theo nhiéu tiéu chuan khac nhau va
& linh vire trong tdm chinh cda cac nhom nhw Uy
ban hén hcyp, AAMI va ECRI. Duwoi day la mét sO
tiéu chuan ban c6 thé tham khao khi xay dwng ké
hoach dam bao chéat lwgng may theo déi bénh
nhan ctia minh.

S6 tay c6ng nhéan bénh vién cua Uy
ban hén hop (JC) trong phan Moéi
trwwong cham séc (EC)

+ EC.02.02.01 EP 2

—Yéu cau Ky thuat 1dm sang duy tri mot ban kiém
ké&, bao gdm moi thiét bi méi dwoc dwa vao hé
théng

+ EC.02.02.01 Tap 3

— Yéu cau c6 hé thdng bao tri dé& dam bao chirc
nang thiét bi dang tin cay

*EC.02.02.01 Tap 4 )

—Yéu cau lap ké hoach bang van ban cho cac
khoang th&i gian bao tri

*EC.02.02.01 Tép 6 . R

— Yéu cau céac quy trinh bang van ban dé quan ly
16i thiét bi

+ EC.02.04.03 Tap 1

— Yéu ciu tét ca cac thiét bi déu dwoc kiém tra do
an toan va chirc nang trwéc khi st dung 1an dau
*EC.02.04.03 Tap2 )

— Yéu cau cac thiét bi ho trg sy song dugc bao tri
dung tién d6, @ mirc 100%

+ EC.02.04.03 Tap 3

— Yéu cau bao tri tat ca cac thiét bj hd tr’ phi si
sbng, theo hwéng dan riéng ciia bo

+ EC.04.01.01 EP15

—Yéu cau danh gla hang nam ké& hoach quan ly
thiét bi, co stra doi
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Tiéu chuin NIBP va ECG

« OIML (An ban 2002) T6 chirc Do lwéng Hop phap
Quoc te . ]

— R-16-2: Tiéu chuan cho may do huyét ap tw déng
khéng xam lan

— R-90: May do dién tam dd: Bac tinh do lwong —
Phwong phap va thiét bi x4c minh

+ ANSI/AAMI SP10:2002 / A1:2003 phién ban 2008/
A2:rev 2006 phién ban 2008

— Tiéu chuan cho may do huyét &p dién ti hodc tw
dong

+ ANSI/AAMI EC 13: 2002/ rev 2007 va IEC
60601-2-27

— Tiéu chudn cho may theo d&i nhip tim, may do
nhip tim va bao dong

* Trung Quoc JJG 692 2009

- Tiéu chuan cho may do huyét ap dién t& khong
xam lan



Tiéu chuan do néng dé oxy trong mach

* 1SO 9919:2005(E)

— Thiét bi diény té: dac biét

cac yéu cau co ban vé an toan co ban va hiéu
suéat thiét yéu cua thlet bi do néng do oxy trong
mach duing trong y té. (T chirc Quéc té vé Tiéu
chudn hoa)

* 1SO 80601-2-61 (dang cho xuét ban)

— Thiét bj dién y té - Phan 2-61: Yéu cau cu thé vé
an toan co ban va hiéu suat thiét yéu cda thiét bi
do néng do OXy trong mach dung trong y té. (T
chirc Quéc té vé& Tiéu chuan hod)

+ Cuc Quan ly Thuc phdm va Duoc phdm Hoa Ky
(1992) ) .

— Tai liéu hwéng dan chung, thiét bi: may do nong
dd oxy trong mach khéng xam lan

About Fluke Biomedical
Fluke Biomedical is the world’s leading manufacturer of quality biomedical
test and simulation products. In addition, Fluke Biomedical provides the
latest medical imaging and oncology quality-assurance solutions for
regulatory compliance. Highly credentialed and equipped with a NVLAP Lab
Code 200566-0 accredited laboratory, Fluke Biomedical also offers the best
in quality and customer service for all your equipment calibration needs.
Today, biomedical personnel must meet the increasing regulatory
pressures, higher quality standards, and rapid technological growth,
while performing their work faster and more efficiently than ever. Fluke
Biomedical provides a diverse range of software and hardware tools to
meet today’s challenges.

Fluke Biomedical Regulatory Commitment

As a medical test device manufacturer, we recognize and follow certain
quality standards and certifications when developing our products. We are
ISO 9001 and ISO 13485 medical device certified and our products are:

¢ CE Certified, where required

¢ NIST Traceable and Calibrated

e UL, CSA, ETL Certified, where required

¢ NRC Compliant, where required
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