
KT. BQ TRU1NG 
THUTRI1NG 

Do Xuan Tuyen 

BQ Y TE CQNG HOA xA HOI CHU NGHiA VIET NAM 
Doe 1p - Tir do - Hnh phñc 

S: /QD-BYT Ha Nói, ngày tháng nám 2024 

QUYET DJNH 

V vic ban hành Danh miic B danh pháp thit hl y t nàm 2023 

BQ TRU'ONG BQ Y TE 

('an cá' Nghj djnh so' 95/2022/ND-CP ngày 15 tháng 11 nám 2022 cüa ChInh 
phi ye vic Quy dinh, chzc náng, nhiêm vy, quyên hçzn và co' cáu to chtc cia Bó Y té; 

Can ct Nghj djnh so' 98/2021/ND-CP ngày 08 tháng 11 nám 2021 cüa ChInh 
phz ye quán l thiét bfy té, 

Cánc&Nghj dfnh so' 07/2023/ND-GP ngày 03 tháng 3 nám 2023 cia C'hInhphi 
tha dói, bó sung mt so dieu cza Nghj djnh sO 98/2021/ND-cP ngày 08 tháng 11 nám 
2021 cia GhInh phz ye quán l thiêt bj y té; 

Can ci Nghj djnh so' 96/2023/ND.-('P ngày 30 tháng 12 nám 2023 cia ChInh 
phi quy dinh chi tiét môt sO diéu cüa Lu4t  Khám bênh, cha bnh; 

Can c Ké't luan thanh tra so' 1066/KL-T/TP ngày 15 tháng 11 nám 2022 cia 
Thanh tra ChInh phi ye vic mua so'm trang thiêt bj, vat  tir y té, sinh phám, kit xét 
nghim, vác xin, thuOc phông, chOng dich Covid-19 tai Bó Y té, 

Can c Ké' hogch so' 456/KH-BYT ngày 03 tháng 4 nãm 2023 cia Bó V té xáy 
dyjng Bó danhpháp thiêt bjy té nám 2023. 

Theo d nghj cia Cyc Co'sO' hg tang và Thié't bjy té' tgi phié'u trInh so' 331/HTTB-
DKKD ngày 10/10/2024. 

QUYET D!NH: 

Diu 1. Ban hành kern theo Quy& djnh nay: "Danh mic Bô danh pháp thit bj y t 
näm 2023." 

Diu 2. Vic si:r diving B danh pháp thit bj y t dugc áp dung tai  các co s& y t 
Va doanh nghip san xuât, kinh doanh thiêt bj y tê. 

Diu 3. Quyt djnh nay có hiu 1irc k tü ngày k ban hành. 

Diu 4. Cáè ông, bà: Chánh Van phông B; Chánh Thanh tra B; Cic truing Ciic 
Co sô h tang Va Thiêt bj y t và Thu tru&ng các don vi có lien quan chju trách nhim 
thi hành Quyêt djnh nay.!. 

Nii nhçIn: 
- Nhtr Diéu 4; 
- B truâng (dê b/c); 
- Các D/c Thi'r truâng; 
- Sâ Y tê các tinh, thành phô; 
- Các dcm vi thuc và trçrc thuOc Bô Y t; 
- Y té các ngânh; 
- Hi thiêt bj y tê Vit Nam; 
- Các doanh nghip san xut, mua ban thiêt bi y té; 
- Li.ru: VT, H'VFB. 
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BOYTE  CONG HOA xA HO! CHU NGHIA VIT NAM 
Dôc 1p  — Ti.r do — Hanh phüc 

    

DANH MVC 
BO DANH PHAP THIET B! Y TE NAM 2023 

(Ban hành kern theo Quyt djnh sd /QE)-BYT ngày / /2024 cza B5 Y ti) 

STT 
Ma 

Danh pháp 

.( • Ten thiet b y te 
(Medical device) 

. - - • L • Dinh nghia danh phap Thiet b y te 
(Definition of Medical device nomenclature) 

Thit bi chin doán hmh ãnh 

16604 Bong phát tia X Mtthành phn có th thay th cüa h th6ng X-Quang chn doany khoa hoäc nha khoa, hoc diu trj bao gm 
mt bong phát tia (met  bao thüy tinh bao quanh mt day tóc, anode, cathode trong chân không, và mt b mt chung 
cho kêt nôi din) ducic thiêt kê dê chuyen dôi dâu vao là nãng hrcmg din thành dâu ra là nang lucing tia X. Day là 
thành phn cUa h th6ng X-Quang cung cAp ngun electron chuyn dng tr do, mOt  phtrang tin dua các electron 
chuyn dng a tc d cao, và cung cap mt l%rc khin chüng dt ngt di huâng dn dn to ra tia X. Bao gôm các 
thiM k duac gQi là bong phOng khI cathode lanh,  bong anode c djnh, bong anode xoay, bong thay di nhanh. 

(A replaceable component of a medical or dental diagnostic, or therapeutic x-ray system consisting of a tube (a 
glass envelope enclosing a filament, anode, cathode under vacuum, and an interface for an electrical connection) 
designed to convert an input of electrical energy into an output of x-ray energy. It is the x-ray system component 
that provides a supply of electrons which are free to move, a means of getting the electrons to travel at high-speed, 
and providing a force which will cause them to suddenly change direction which results in x-ray production. 
Included are designs referred to as cold-cathode gas discharge tubes, fixed anode tubes, rotating anode tubes, quick 
change tubes.) 

2 18673 Catheter do luu ltrçmg 
máu, Doppler 

(Blood flowmeter 
catheter, Doppler) 

Mt 6ng mm thrçc chi djnh dung d dim vào lông mach  máu d xac djnh the d dOng máu bang each do sr thay 
dM tn s siêu am gifta tIn hiu truyn và tIn hiu phán xa (nguyen l Doppler). NO thumg CO mt tinh th gôm 
duçc gAn & hoc gn du xa cüa nO cO khã nàng truyn và nhn tIn hiu siêu am [tin s6 20 megahertz (MHz) là 
din hinh]. Du gn drcic kt n6i vài &Yn vj do hru hrçrng máu Doppler là ncii các phép do ducic hin thj. No thuông 
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STT 
Ma 

Danh pháp 
Ten thit hi y t 
(Medical device) 

Djnh nghia danh pháp Thit bi y t 
(Definition of Medical device nomenclature) 

thrcc sr d%mg d do huy& dng dong mach  vành (vi di tc d dOng máu trung bInh máu va dinh) trong các thu 
th4t dng mach  vành. Là thiêt bj sü d%ing mt in. 

(A flexible tube intended to be inserted into the lumen of a blood vessel to determine blood-flow velocity by 
measuring the ultrasonic frequency shift between transmitted and reflected signals (Doppler principle). It typically 
has a ceramic crystal attached at or near its distal tip that is capable of transmitting and receiving ultrasound signals 
[20 megahertz (MHz) frequency is typical]. The proximal end is connected to a Doppler blood flowmeter unit where 
the measurements are displayed. It is typically used to measure coronary artery haemodynamics (e.g., blood mean 
and peak velocity) during coronary artery procedures. This is a single-use device.) 

3 31828 Thi& bj can chinh 
chum tia cüa h thong 

X-Quang nha khoa 

(Dental x-ray system 
beam alignment 

device) 

Mt thit bj co hçc duçc sr dig dê h trçi và djnh vj phim X-Quang nha khoa và ding lam huàng dn cho vic 
can chinh 4t 1' phà hçp cüa bong phát tia X vii phim X-Quang nha khoa dâ duçic djnh vj trong quy trmnh chin 
doán hInh ành X-Quang nha khoa. Thy thuc vào thi& k cüa thi& bj, no có th ducic sr d%ung nhu mt huâng dn 
cho he thng X-Quang nha khoa trong ming hoäc ngoài miêng. 

(A mechanical device that is used to support and position dental x-ray film and to serve as a guide for proper 
physical alignment of the x-ray tube with the positioned dental x-ray film during dental x-ray imaging procedures. 
Depending on the device design, it can be used as a guide for either intraoral or extraoral dental x-ray systems.) 

4 32517 H thóng X-Quang 
nha khoa di dng 

chip ngoai khoang 
ming, k thut tirclng 

tir 

(Mobile extraoral 
dental x-ray system 

analogue) ' 

H thng X-Quang chn doán nha khoa di dng (cO bánh xe) ducic thi& k d to ra và kim soát các chñm tia 
X. No ghi nhn kiu hp thii chum tia X dtrqc sü dimg cho các kim Ira vài mic dich chung, thumg quy, chip X-
Quang trong nha khoa lien quan dn ch.n doán và diu trj (VI d%1, phu thut hoc can thip) các bnh v rang, ham 
và cu trüc khoang ming. Cam bi&i duqc dt ben ngoài khoang ming, mic dIch là d thu nhn toãn bô hinh ãnh 
vüng khoang ming, bao g6m rang và xuong ham & cà hai ham: ham trên và ham duâi. Hmnh ânh thu nhân ducic 
trên phim hoc turn phospho. 

(A mobile (on wheels) diagnostic dental x-ray system designed to generate and control x-ray beams. It records 
the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography examinations involving 
the diagnosis and treatment (e.g., surgical or interventional) of diseases of the teeth, jaw and oral cavity structures. 
The sensor is placed outside the mouth, the purpose being to visualize the entire mouth area showing teeth on both 
the upper and lower jaws. The image is from film or phosphor plate.) 

5 33109 H thing X-Quang 
nha khoa di dng 

H thng X-Quang chun doán nha khoa liru dng (co bánh Xe) dtrc,c thi& k d tao  ra và kim soát các chum tia 
X. No gbi nhn kiu Mp thi chum tia X ducic sCr dung cho các ki&n Ira vài mic dich chung, thu&ng quy, chip X-, 
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STT 
Ma 

Danh pháp 

.A • A Ten thiet b y te 
(Medical device) 

. .A • A 
Dnh ughia danh phap Thiet hi y te 

(Definition of Medical device nomenclature) 
chiip trong khoang 
ming, ky thut s 

(Mobile intraoral 
dental x-ray system, 

digital) 

Quang trong nha khoa lien quan dn chAn doán va diu trj (vi dii, phu thuât hoc can thip) các bnh v rang, ham 
và cu true khoang miêng. Cam bin ducc dt ben trong khoang ming, mic dIch là d thu nhân hmnh ãnh giài han 
cia môt ving khoang ming, bao gm rang và xuxing ham. Dft 1iu là hInh ãnh cUa k thuât chuyn d& twang tr - 
so hoäc bang hinh ãnh k5' thut so. 

(A mobile (on wheels) diagnostic dental x-ray systeni designed to generate and control x-ray beaths. It records 
the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography examinations involving 
the diagnosis and treatment (e.g., surgical or interventional) of diseases of the teeth, jaw and oral cavity structures. 
The sensor is placed in the mouth, the purpose being to visualize a limited region in detail. The data is either from 
analogue-to-digital conversion techniques imaging or by digital imaging.) 

6 33136 BO chun trrc cüa h 
th6ng X-Quang chn 
doán diu khin khu 

d tir dng 

(Automatic-aperture- 
control diagnostic x- 

ray system 
collimator) 

Mt thit bj ch&i doan, tiêu chun d djnh hmnh và giài hn chm tia X bao g6m co ch tu dng diu khin dng 
ca man t4p. No ducic thit k d diu chinh mãntrâp sao cho hlnh dung chum tia X kh(ip vâi kIch thuâc cüa cun 
phim trong giá d va duçc gn vào cng thoát chum tia cüa vO bao bong phát tia h thing X-Quang chn doán. N6 
thuing bao gm mt thit bi djnh thin ánh sang duçc sü dmg d chiu trung ánh sang len bnh nhãn trüng v&i 
chum tia X nhim tp trung bong phát tia trên cun phim. No thrçc sur ding d hn ch ãnh hu&ig cuia b(rc xa phãn 
tan dn chit hxcmg hInh ânh và bâo v bnh nhán bng cách loi bO sr phát tia dn các viing co th không phãi mic 
tiêu. 

(A standard, diagnostic x-ray beam-limiting and shaping device that includes an automatically controlled 
motorized shutter mechanism. It is designed to adjust the shutters so that the x-ray beam shape matches the size of 
the film cassette in the holder and is attached to the beam exit port of a diagnostic x-ray system tube housing 
assembly. It typically includes a light-centring device that is used to project a light field onto the patient that is 
coincident with the x-ray beam in order to centre the tube over the film cassette. It is used to limit the effects of 
scattered radiation on image quality and to provide patient protection by eliminating exposure to non-target body 
areas.) 

7 34040 H thng Doppler thai 
nhi 

(Foetal Doppler 
system) 

Thit bj di dng, cm tay, chay bang pin bao gm mt b phn do hrông và hiM thj và mt du do g&n liM hoc 
cac du do có th hoán di cho nhau dtrccc thit k d phát hin nhjp dp cuia tim thai mt cách không xâm ln bang 
cong ngh siêu am/Doppler. Nhip tim thwing duc,c truyM dt mt cách rO rang thông qua thi& bj do / hiM thj và dâu 
dO gàn lin sur dung trén b mt bung can ph%I flu mang thai. Thit bj h trçl xác dinh khâ nàng song can thai nhi. 
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STT 
Ma 

Danh pháp 
Ten thit bj y t 
(Medical device) 

Dnh ngha danh pháp Thit bj y t 
(Definition of Medical device nomenclature) 

(A portable, hand-held, battery-powered device assembly consisting of a measuring and display unit and an 
attached probe or interchangeable probes designed to noninvasively detect foetal heart beats using 
ultrasound/Doppler technology. The heart beats are typically conveyed audibly via the measuring/display unit and 
attached probe which is applied to the surface of the pregnant woman's abdomen. The device aids in determining 
foetal viability.) 

8 34311 Bô phn kim soát 
phát tia tr dng cüa 
h thông X-Quang 

(x-ray system 
automatic exposure 

control) 

Ki&n soát phát tia tr dng là mt h th6ng phi duçic diu khin bang phn mm hoc din tCr cüa h thng X-
Quang chn doán, no theo dôi tr dng chum tia X truyn qua b phn co th bnh nhân dang duçic kim tra và 
chain düt phát tia khi dA duçrc nhn dü hrcmg büc xa d to ra mt hmnh ãnh X-Quang Co mat d cn thik 

(An automatic exposure control is a software- or electronically controlled sub-system of a diagnostic x-ray 
system that automatically monitors the beam of x-rays transmitted through the part of the patient's body being 
examined, and terminates the exposure when a sufficient quantity of radiation has been received to produce a 
radiographic image of the required density.) 

9 35821 BQ phan ghi h.nh 
video cüa h thng x- 
Quang hu5mh quang 

(Fluoroscopic x-ray 
system video image 

recording unit) 

M9t to hcp thiet b la thanh phan cua hç thong X-Quang huynh quang va ducc thiet ke dac  biet de hien thi hmh 
ãnh tia X th&i gian thrc. ThuOng duoc gci là chui hInh ãnh X-Quang. Bao gm mt may quay phim [d%ra trên the 
ma hóa hoäc 6ng cam bin hInh ãnh], b tao  tIn hiu video và h th6ng cap ducic sfr diing d chuyn di hInh ãnh 
tuclng tu duçc ly tr 10p k& qua du ra cüa bô tang cuäng hinh ãnh X-Quang và d hin thj no trên mt hoc nhiu 
man hinh hin thj Mnh ânh [don vj hin thj trirc quan (VDU)] d xem ngay 1p ti'rc. 

(An assembly of devices that are part of a fluoroscopic x-ray system and specifically designed to display x-ray 
images in real-time. It is often referred to as an x-ray imaging chain. It includes a video camera [image sensor chip 
or tube based], a video signal generator, and cabling used to convert the analogue image taken from the output 
raster of the x-ray image intensifier and to display it on one or more image display monitors [visual display unit 
(VDU)] for immediate viewing.) 

10 36005 Thit bi dng b ciia 
h thng chup cong 

huing tü 

(IvilU system 
s nchronizer) y 

Thit bj theo dôi các thông s siith l' dtrcic sir dung nhu mt thành phn cüa h thong chn doan hinh ãnh cong 
huting tr (MRI) tao  ra tIn hiu cho phép dng b hóa thông tin hInh ânh hoc dit lieu vâi mt thông s sinh ly có 
th do ducic, vi di: su bat du cüa chu k ho hAp hoc chu k' tim. Thit bj chñ yu duqc sü diing cho mitc dich 
giãm thiu yu t gay nhi&i hoc náng cao t 1 tin hiu trên nhiu trong các üng dmg MRI chn doán dng hoc 
thñ gian th%rc khnc nhau. Thiét bj dôi khi duçic gi là phti kiin hoc b kich hoat hInh ãnh cO kim soát. 
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6 

STT 
Ma 

Danh pháp 
Ten thit b y t 
(Medical device) 

Dinh nghia danh pháp Thit bj y t 
(Defmition of Medical device nomenclature) 

(A physiological monitoring unit used as a component of a diagnostic magnetic resonance imaging (MRI) 
system, that produces a signal which enables image formation or data collection to be synchronized with a specific 
measurable physiological parameter, e.g., the beginning of a patient's respiratory or cardiac cycle. It is primarily 
used for the purpose of artifact reduction or enhancement of signal-to-noise ratios in various real-time or dynamic 
MRI applications. It is sometimes referred to as a gated imaging accessory or trigger.) 

11 36474 Tm phong dai cüa h 
thông X-Quang nhfl 

ânh 

(Mammographic 
ray system 

magnification plate) 

Môt thit bj là mt thành phn cña h th6ng X-Quang ch&i doán nhü ãnh dixcic thiêt k thu môt tm thu x, khi 
duçic dt gita vu va cun phim hoc bO ghi nhn hinh inh, duçc dung d cung cp khoãng cách, cüng vói hiu bit 
v tiêu dim bong phát tia X, có th duqc dung d tao ra hinh ãnh X-Quang phong di. 

(A device which is a component of a diagnostic mammographic x-ray system designed as a radiolucent plate 
that, when placed between the breast and the film cassette or image receptor, is used to provide spacing that, along 
with knowledge of the x-ray tube focal spot, can be used to produce a magnified x-ray image.) 

12 

* 

365.13 B phn sinh thit 
djnh vj cüa h thing 
X-Quang thu ãnh 

(Mammographic , 
ray system 

stereotactic unit) 

Môt thit bj chi có th dáp irng miic dIch cüa no khi ducrc sü d%Ing cung voi và nãng cao chrc nng cüa h th6ng 
X-Quang chn doan nhfl ãnh. Dirçic sr dvng d ch%lp hal thu ãnh tr hal góc d khác nhau. Trén co sâ hinh ãnh 1p 
the nay, có th xac djnh chinh xac vj tn cüa tn thucnig vá và sê ly mu t bào cüa tn thuang nay. Thit bj hoc 
k5 thut nay có th dtrçic tIch hçirp sn trong mt s6 h th6ng X-Quang chn doán d chup thu ãrih. 

(A device that can only fulfil its purpose when used together with and enhance the function of a diagnostic 
mammographic x-ray system. It is used to take two pictures of a breast from two different angles. On the basis of 
this stereoscopic picture set, it is possible to determine the exact position of a lesion in the breast and a cytological 
sample of this will be taken. This device or technique may be built-in to some diagnostic x-ray systems for 
mammography.) 

13 36520 BO phãn thu hi khI 
cüa he thông cong 

htrOng tir 

(Mill system gas 
recovery unit) 

Mt thành phn cüa h th6ng chn doán hinh ãnh cong hu&ng tü (MRI) ducic thi& k d tái to và thu hi các 
khI dã sü dmg, vi du, heli (He) hoc tht (N2), dA duçic sü dmg trong qua trinh hot dng cüa h th6ng Mill lam 
mat nhanh. 

. (A component of a diagnostic magnetic resonance imaging (MRI) system that is designed to recycle and recover 
the used gases, e.g., helium (He) or nitrogen (N2), which are used in the operation of super-cooled Mill systems.) 
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7 

STT 
MA 

Danh pháp 
Ten thit hl y t 
(Medical device) 

Dnh nghia danh pháp Thit hl y t 
(Definition of Medical device nomenclature) 

14 36521 B phn thu phát RF 
cüa he th6ng cong 

huâng tr 

(MRI system 
generator, radio- 

frequency) 

Môt thành phn hoc cum cac b phn phii cüa h thSng chn doán hmnh ãnh cong hrông tr (MRI) ducic thi& 
k d truyM và/hoc nhn sOng tn s6 vo tuyn RF) trong các 1mg dung chip cong hthng tr và quang phô. 

(A component or subassembly of a diagnostic magnetic resonance imaging (MRI) system that is designed to 
transmit and/or receive radio-frequency (RF) waves during MRI and spectroscopy applications.) 

15 36589 Cong tc cao áp cUa 
h thng X-Quang 

(x-ray system high 
voltage switch) 

Mt thit bj duçic sr ding vói may phát tia X mOt  pha hoc nhiu pha duc si:r d%Ing d bt và tt dông din trong 
bong phát tia X. Cong t&c ca hpc luôn thrçc ni vâi phIa din áp thp (sa cap) cüa mach cao áp. Cong tc din tlr, 
vi d%i thyratron, duqc thMt k nhu mOt  triode chüa dy khi cO chüc nAng nhu mt cong t& diên tCr và dtrçc diu 
khin bi mt b dm thii gian diên tü. Cong tc nay cung bao gmcác thyratron âtr?ng thai rn, vi di, cong tc 
hoc b chinh liru diu khin silicon. 

(A device used with a single or multiple phase x-ray generator that is used to turn the current in the x-ray tube 
on and off'. Mechanical switches are always connected to the low-voltage (primary) side of the high voltage circuit. 
Electronic switches,. i.e., thyratrons, are designed as a gas-filled triode that functions as an electronic switch and 
that is controlled by an electronic timer. This also includes solid-state thyratrons, e.g., silicon controlled switches 
or rectifiers.) 

16 36591 B phn lam mat 
cun chênh tr cüa h 

thng cong huông 
tü/bóng phát tia cüa 
h thông x-Qumg 

(MRI system coil! X- 
ray system tube 

cooling unit) 

Môt thành phn cüa h th6ng MRI hoc h thng X-Quang chn doán / diu tn duçic thit k d lam mat cun 
gradient hoc bong phát tia X trong qua trinh vn hành. NO ththng tIch hqp (các) qut vàIhoc (các) may bom Va 
cO th sü ding không khI và/hoc rn.râc d lam mat các cun day hoc du trong vO bao bong phát tia X. 

(A component of an MRI or diagnostic/therapeutic x-ray system that is designed to cool gradient coils or an x-
ray tube during operation. It typically incorporates a fan(s) and/or pump(s) and may use air and/or water to cool the 
coils or oil in the x-ray tube housing.) 
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STT 
Ma 

Danh pháp 

.. • Ten thiet bi y te 
(Medical device) 

. - .' • Dnh nghia danh phap Thiet hi y te 
(Definition of Medical device nomenclature) 

17 36593 Ciim anode quay ciia 
bOng phát tia X cüa 
h th6ng X-Quang 

(X-ray system tube 
rotating anode 

assembly) 

Là mOt  thành phn cüa bong phát tia X, bao gm môt b phãn lam quay môt lTa lam bang 4t lieu vonfram (W) 
hoäc hçip kim cüa vonfram vài t6c do trén 3000 vOng /phit khi bong phát tia X hoat dng. Dia nay duac dt trong 
m)t khoang chân không lam bang thüy tinh. Nãng hrcmg d tao ra hiu üng quay ducc cung cp bôi tü tnrirng to 
ra tr cac cun day stato bao quanh c cüa bong phát tia x ben ngoài vo thi'iy tinh. Ca ch nay duqc sr dung trong 
cac thit k bOng phát tia X d tan nhiêt ducic to ra beii bongphat tia X và cho phép chüng chju dircic nhIt dixçc 
tao ra b&i sr tip xüc vôi lucmg lan tia X. 

(A component of an x-ray tube, the rotating anode subassembly provides the means to rotate a disc made of 
tungsten (W) or an alloy of tungsten at speeds above 3000 revolutions per minute while the x-ray tube is operational. 
The disc is contained within the vacuum of the glass x-ray tube. The power to effect rotation is provided by a 
magnetic field produced by stator coils which surround the neck of the x-ray tube outside the glass envelope. This 
mechanism is used in x-ray tube designs in order to dissipate the heat generated by x-ray tubes and to allow them 
to withstand the heat generated by large x-ray exposures.) 

1 36912 May nén lanh cüa h 
th6ng cong huâng tr 

(MRI system 
cóstatic 

compressor) 

Mt thành phn c.a h tMng chip cong  huông tr (MRI duçic sü ding d chn doán hinh ành hoc quang ph 
va dixçic thi& k d duy trl áp sut trong cim lam mat nam châm cüa h thSng nhm giãm sr mt kM heli (He) do 
bay hoi. 

(A component of a magnetic resonance imaging (MRI) system used for diagnostic imaging or spectroscopy and 
that is designed to maintain pressure in the magnet cooling subassembly of the system in order to reduce the loss 
of helium (He) through evaporation.) 

19 36927 B phn chênh tr cüa 
h thng cong huâng 

tr 

(MRI system gradient 
unit) 

-- 
B phn chn doán cüa h th6ng hInh ãnh cong huàng tr (MRI) to ra sij chênh lch tr trumg có kim soát 

trong mt phng d9c. Day là ca sa cho vic xây dmg hInh ãnh. 
(The diagnostic unit of the magnetic resonance imaging (MRJ) system that gives a controlled gradient to the 

magnetic field in the longitudinal plane. This is the basis for the picture construction.) 

20 36937 Cáng 4n chuyn 
bnh nhân trong 
phông clwp cong 

Bàn có th di chuyn không sü dmg din duçic lam bang 4t lieu st tr không hoat dng (không tr tInh) tuong 
tbich vâi môi tru1ng chip cong Inrang tr (MRI) và dixçic thi& k d vn chuyn bnh nhân dn và di tü bàn khám 
cüa h thng MRI. VI tInh ttrang thich, bàn nay có th ciuçic d an toàn trong phông chip MRI trong khi bnh nhãn 
dang ducic kim tra. 
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hu0ng tr, không dung 
ctin 

(MRI system table 
non-powered) ' 

(A non-powered mobile table that is made of ferromagnetically inactive materials (non-magnetic) to render it 
compatible with magnetic resonance imaging (MRI) environment, and that is designed for the transport of the 
patient to and from the examination table in the MM system. This table can be safely left in the MRI examination 
room because of its compatibility, whilst the patient is being examined.) 

21 36970 Du do cüa h th6ng 
siêu am mach  máu 
không xâm nl4p 

jomnvasive scular 
ultrasound system 

probe) 

MOt thãnh phn ducic vn hành bang tay cüa h thng siêu am mach  máu không xâm l&i dung d dt len b mt 
co th bnh nhãn d do km hrcing máu trong mach  máu ben dirâi bang cong ngh siêu ãmlDoppler/thOi gian chuyn 
tiêp. Thiêt bj có th bao g6m cu hinh b chuyn di don hoc nhiu thãnh phn giup chuyn di din áp thành 
chim tia sieu am tái tao  chuyn dng và liru hrçmg bng d h9a, thixing là kern theo am thanh. Thit bj có sn nhiMi 
müc tan so khác nhau (nhix 4, 5 hoc 8 MHz). Là thiêt bi cO the tái sü ding. 

(A hand-operated component of a noninvasive vascular ultrasound system intended to be placed on the surface 
ofa patients body tomeasure thefiow ofbloodin the underlying vasculaflire using ultrasonicoppler/transit time 
technology. It may include single or multiple element transducer configurations that convert electric voltages into 
an ultrasound beam reproducing movement and flow graphically, typically with sound. The device is available in 
various frequency capacities (e.g., 4, 5, or 8 MHz). This is a reusable device.) 

22 37076 Giá d bOng X- 
Quang, loai  gn san 

(X-ray system tube 
support floor 

standing) 

Mt thành phncüah thng X-Quang (dmg hinh chn doán, diu tn, xa tn) duqc thi& k d dt trên san dê 
gn, h trçc và tao  thun lçii cho vic djnh vj cim bong phát tia X (không bao gm). No thuOng bao gm môt giá d 
vài các b diu khin duçc gn trén mt tm dé. Cim bong phát tia X throc gn vào giá và có th di chuyn dQc 
theo giá vãIhoc nghiêng di. Mt s thit k ciing h trçi vic di chuyn và djnh vi b ghi nhn hinh ânh (vI di ciim 
C-arm). 

(A component of an x-ray system (diagnostic, therapeutic, radiation therapy simulator) intended to be placed on 
the floor to mount, support and facilitate positioning of the x-ray tube assembly (not included). It typically consists 
of a rack with controls mounted on a base plate. The x-ray tube assembly is attached to the rack and can be moved 
along the rack and/or tilted. Some designs also support the movement and positioning of an image receptor assembly 
(e.g., C-arm assembly).) 

23 37291 H th6ng tiêm cht 
dôi quang chup mach, 

chy bng pin 

Mt t hcip các thi& bj duçic thit k d dua chAt can quang qua mt ng thông nhO và vào h th6ng mach  máu 
cho cac thu thuât chup mach (vi du hem tra dong mach vanh va dong mach than, cac mach mau ion va h mach 
cña tim, nAo, CC co quan trong bing va tü chi). Bao gm bom tiêm din cci chay bang nAng lucmg Pin (dng cci 
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(Angiography 
contrast medium 
injection system, 
battery-powered) 

din duçic k& n6i vâi môt tric vIt vo tn d di chuyn mOt  piston cüa 6ng tiêm) vâi các 6ng tiêm Co khã näng truyn 
môi trithng có áp sut, liru lucing và th tich cn thit cho các nghiên cru chip mach,  và di dong (vi du: trên b d 
có bánh xe). Mt s 1oi cO th ding b hóa vic tiêm tmyn cht can quang vào mach  máu vOi chu k' diên tam d 
và/hoc may phát tia X. 

(An assembly of devices designd to inject contrast media through a small catheter and into the vascular system 
for angiographic procedures (e.g., examination of the coronary and renal arteries, and great vessels and vasculature 
of the heart, brain, abdominal organs, and extremities). It consists of battery-powered electromechanical injectors 
(electric motor connccted to a jackscrew that moves a syringe piston) with syringes capable of delivering media 
with the pressure, flow range, and volume required for angiographic studies, and is mobile (e.g., on a wheeled 
pedestal). Some types can synchronize media delivery with the electrocardiographic cycle and/or the x-ray 
generator.) 

24 37604 B phãn diêu khiên 
phat tia X cua he 

thong X-Quang chn 
doán, loai c6 djnh 

(Diagnostic x-ray 
system generator, 

stationary) 

May phat tia X La thanh phãn không the thiêu cua he thông X-Quang chán doan cô dmh, vi du môt he thông ducic 
thiêt kê dê van hanh tai môt vi tn cô dinh trong môt co sa y tê hoAc xe chup anh di dng No duoc su dung dé diêu 
chinh din áp va dông din nhm cung cp cho bong phát tia X v&i mt mirc nàng lucmg cn thit d tao  ra chum 
tia X có din ap (kV) va dông din (mA) nhu mong mu6n. NO thithng bao gm cim diu khin (bang diu khiên) 
và cim m•áy bin ap cao th, hoc La bô diu khin phát tia X vài kiu m,t binh, thi& k bao gm b bin áp, b ôi 
áp, biên tan va ti din phong nap. 

(A generator which is an integral component of a stationary diagnostic x-ray system, e.g., a system intended to 
be operated at a fixed location within a facility or mobile imaging van. It is used to regulate incoming voltage and 
current to provide an x-ray tube with the power needed to produce an x-ray beam of the desired voltage (kV) and 
current (mA). It typically comprises a control assembly (console) and high voltage transformer assembly, or it is of 
a mono-tank generator design and includes transformer, constant potential, inverter and capacitor discharge 
generator designs.) 

25 37605 B phn diu khin 
phát tia X cira h 

thông X-Quang ch.n 
doán, loai di dng 

Mt may phát tia X vôi các yêu cu dc bit v kich thithc, trçng lucmg và cong suAt giup no phü hçrp d sir ding 
trong h tMng X-Quang km dng, vI diii mt h th6ng duçrc thit k d My hoc diu khin dn các vj tn khác nhau 
trong mOt  Ca sâ y th. Dirçrc sir dung d diu chinh din áp và dông din nhm cung cp cho bong phát tia X mt 
näng luçmg cn thit d tao  ra chm tia X có din áp (kV) và dông din (mA) nhu mong mu6n. No bao gôm các 
thit k bMn áp, may phat din bin tn và phOng din bang ti din. Thung bao gm cim diu khin (bang diêu 
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(Diagnostic x-ray 
system generator, 

mobile) 

khin) và cum may bin áp cao th& hoc là thit k b diu khin phát tia X kiu mt bInh. Bô dièu khin phát tia 
X nay là thành phn không the thiêu cüa h th6ng X-Quang chn doán km dng. 

(An x-ray generator with special size, weight, and power requirements that makes it suitable for use in a mobile 
x-ray system, e.g., a system designed to be pushed or driven to various locations within a facility. It is used to 
regulate incoming voltage and current in order to provide an x-ray tube with the power needed to produce an x-ray 
beam of the desired voltage (kV) and current (mA). It includes transformer, inverter, and capacitor discharge 
generator designs. It typically comprises a control assembly (console) and high voltage transfonner assembly or is 
of a mono-tank generator design. This generator s an integral component of a mobile diagnostic x-ray system.) 

26 37606 B phn diu khin 
phát tia X cüa h 

thong X-Quang èhn 
doán, loi xáëh tay 

(Diagnostic x-ray 
system generator 

portable) ' 

Mt may phát tia X vOi các yêu cu dtc bit v kIch thuàc, trong hrcmg và cong sut giüp nO phü hçip d sü ding 
trong h th6ng X-Quang di dng, vi di mt h thng ducic chi dinh d d dang tháo r&i và 1p rap lai ti các vj tn 
khác nhau. Duçic sü ding d diu chinh din áp và dông din nhm cung cp cho bong phát tia X môt nang hrcmg 
cn thit d. to ra chim tia X có din áp (kV) và dông din (mA) nhi.r mong mu6n NhOm thit bjnay ducic thit 
k bao gm bin ap và bin tin. May phát tia X di dng thu?ing bao gm ciim diu khin (bàn diu khin) và cum 
may bin ap cao áp hoäc có thit ké may phát tia X kiu mt binh. 

(An x-ray generator with special size, .weight,and power requirements that makes it suitable for use in a.portable 
x-ray system, e.g., a system intended tobe easily disassembled and reassembled at various-locations. It is used to 
regulate incoming voltage and current in order to provide an x-ray tube with the power needed to produce an x-ray 
beam of the desired voltage (kV) and current (mA). This group of devices includes transformer and inverter 
generator designs. Portable x-ray generators typically comprise a control assembly (console) and high voltage 
transformer assembly or are of a mono-tank generator design.) 

27 37607 B phn diu khin 
phát tia X cüa h 

thng X-Quang ch&i 
doan, loai cm tay 

iagnostic x-ray 
system generator 

hand-held) ' 

Mt may phát tia X vâi các yêu cu dc bit v kich thuc, trQng krcing và cong su& giüp nO phi'i hçip d sü dmg 
trong h thong X-Quang cm tay, vi di,i mt h th6ng duçic cm tay trong khi vn hành. Duçrc sü dung d diu chinh 
din ap va dông din nhim cung cp cho bong phát tia X mt nang lucing cn thi& d to ra chm tia X có din áp 
(kV) và dông din (mA) mong mun. Thit bj nay bao gm các thit k bin áp và may phát din bik tn. May 
phát din h th6ng X-Quang cm tay thumg bao gm c%lm diu khin (bàn diu khin) va cim may bin ap cao áp, 
nhizng cling cO th la. thi& k may phát din mt bInh. 

(An x-ray generator with special size, weight, and power requirements that makes it suitable for use in a hand-
held x-ray system, e.g., a system that is held during operation. It is used to regulate incoming voltage and current 
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(Definition of Medical device nomenclature) 

in order to provide an x-ray tube with the power needed to produce an x-ray beam of the desired voltage (kV) and 
current (mA). It includes transformer and inverter generator designs. A hand-held x-ray system generators typically 
comprises a control assembly (console) and high voltage transformer assembly, but can also be a mono-tank 
generator design.) 

28 76O8 B phn diu khin 
phát tia X ciia h 

th6ng X-Quang trj 
lieu 

(Therapeutic x-ray 
system generator) 

May phát tia X duçc kt hçip nhu môt thành phn không th thiu cüa h thong X-Quang diu txj. Ducic sir ding 
d diu chinh din áp và dông din di vào nhm d cung cp cho bong phát tia X nng hrng cn thi& d to ra 
chiun tia X cO din ap (kV) và dông din (mA) mong mu6n. Thuông bao gm mt clm diu khiM, vi di bang diu 
khin, va mt cim may bin áp cao th, và cüng có th bao gm môt cu hInh may phát din mt b'mh. NhOm thit 
bj nay bao gm các thit k bin ap, may phát din áp n dinh và bin tn. 

(An x-ray generator is incorporated as an integral part of a therapeutic x-ray system. It is used to regulate 
incoming voltage and current in order to provide an x-ray tube with the power needed to produce an x-ray beam of 
the desired voltage (kV) and current (mA). It typically comprises a control assembly, i.e., console, and a high 
voltage transformer assembly, and will also includes mono-tank configurations. s group of devices includes a 
transformer, constant potential and inverter generator designs.) 

2 37609 B phãn chup vu cua 
he thông cong huang 

tu, nam chain siêu 
din 

(Superconducting- 
magnet breast 'flU 

system) 

Môt cum thiêt hi tao thanh he thông chân doan hinh ãnh cong huong ttr (MRI) ducic thiêt kê danh néng cho cac 
ung dung chip cong hucmg tu nhfl anh He thông nay bao gOm môt corn nam châm siêu din cô dinh, di dông hoäc 
co the van chuyn Cac câu hinh khung may bao gôm khung kin, ma hoàc cac thiêt kê co the tiêp can var bnh nhãn 
khác. Ngoai vic too  ra hinh ãnh cong  hurng tir thông thi.ring, thi& bj có th ducc thiét k d do ph tir tnràng và 
các quy trinh chip ãnh thri gian thrc khác nhau cn thit cho các img dmg can thip, diu fri và phu thut có 
huc9ng dan bang cong  hrrorng tir. Thiêt bj thuông bao gôm mt ban ho trci bnh nhân chuyên bit dê djnh vj bnh 
nhãn cho hinh ãnh tuyn vu t& uu. 

(An assembly of devices that comprise a diagnostic magnetic resonance imaging (MRI) system designed 
exclusively for breast imaging applications. This system includes a superconducting magnet assembly and can be 
stationary, mobile or transportable. The gantry configurations include closed bore, open bore, and various other 
patient accessible designs. In addition to producing conventional MR images, it can be designed to perform MR 
spectroscopy and various real-time imaging procedures necessary for MRI guided interventional, therapeutic, and 
surgical applications. It typically includes a specialized patient support table to position the patient for optimal 
imaging of the breast.) 
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30 37611 B phn chip vá cüa 
he thông cong  huâng 
tr, nam chain din trô 

(Resistive-magnet 
breast MRI system) 

He thng chn doán hInh ãnh cong humg tr(MR1) duoc thit k dành riêng cho các 1mg dung chip cong huông 
tir nhü ãnh. H th6ng nay bao gm mt cim nam chain din tr& duçic c djnh, di dng hoãc có th vn chuyn. Các 
câu hinh khung may bao gm khung kin, m& hoc các thi& k có th tip cn vài bnh nhán khác. Ngoai vic tao 
ra hinh ành cong huông tr thông thurng, thi& bj có th thrçic thit k d do ph tü tnrôrng và các quy trInh chip 
ãnh thii gian thirc khác nhau cn thit cho các 1mg di,mg can thip, diu trj 'Va phu th4t có htróng dn bang cong 
huâng tir. H thong chip cong hrning tir vu thu&ng bao gm mt bàn h trcl bnh nhãn chuyên bit dtrc thiét k 
dê dinh vi bênh nhãn d có hlnh ãnh tuyên vu t6i ml. 

(A diagnostic magnetic resonance imaging (MRI) system designed exclusively for breast imaging applications. 
This system includes a resistive magnet assembly and can be fixed location, mobile or transportable. Gantry 
configurations include closed bore, open bore, and various other patient accessible designs. In addition to producing 
conventional MR images, it can:be designed with capabilities for performing MR spectroscopy and various real-
time imagingprocedures necessary for MRI guided interventional, therapeutic, and surgical applications. Breast 
MRI systems typically include a specialized patient support table designed to position the patient for optimal 
imaging of the breast.) 

31 37612 He thng X-Quang 
chip mach  máu di 
dng, k thut s 

(Mobile angiographic 
x-ray system, digital) 

Mt h thng X-Quang hu'nh quang k thut s, di dng (trong mt trung tam chn doán hmnh ãnh), ding cho 
chn doán, duçrc thi& k thuyên bit d t6i ml hóa khã nàng dánh giá cüa ngu&i sü dmg v mt hInh ãnh và dIIIh 
lucmg giãi phu và chlrc nàng các mach  máu cüa tim, nAo và các co quan khác, cüng nhir h bach  huyt. H th6ng 
sIr dung k5 thut s6 d chtip, hin th và thao tác hmnh ãnh thai gian thrc, và con có kha. näng tao  mt don hInh 
chiêu huynh quang trén mt vung ch%ip chiêu He thông thuing dircic su dung kêt hcip vm mt chat can quang 
dining tiem trong các thu thuat can thicp hoac phau thuat can sr htrcrng dan cua hinh anh X quang. Hmh anh co the 
ducic xem & cà hal ch d: thai gian thrc hoc tr& 

(A mobile (within an imaging facility) diagnostic digital fluoroscopic x-ray system specifically designed to 
optimize the capability of users to visually and quantitatively evaluate the anatomy and function of blood vessels 
of the heart, brain and other organs, as well as the lymphatic system. It uses digital techniques for real-time image 
capture, display and manipulation and typically includes spot-film capabilities in addition to the fluoroscopic 
features. It is commonly used in conjunction with an injected x-ray contrast medium during either imaging or x-ray 
guided surgical or interventional procedures. Images can be viewed in both real-time and delayed formats.) 

Iv 
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32 37614 H th6ng X-Quang 
chiip mach  máu di 

dng, k' th4t tirang 
tix 

(Mobile angographic 
x-ray system 

analogue) ' 

Mt h tMng X-Quang hu'nh quang, di dng (trong mOt  trung tam chn doán hInh ãnh), diing cho chn doán, 
thrc thi& k chuyên bit d t6i uu hóa khã nng dánh giá ca ngiri s diing v mt hInh ành và djnh hrqng giái 
phu và chixc näng các mach  máu cüa tim, não và các ca quan khác, cUng nhu h bach  huyt. H th6ng sü ding k5 
thuât tucing t%r hoc chuyn di tir k5 thut tirong tr sang k9 thuât s6 d chip, hin thj và thao tác hInh ãnh thai 
gian thrc, va con có khã näng to mt do?n hlnh chiu hu5'nh quang trên môt vüng chip chiu. H th6ng thuông 
dirçrc si'r ding kt hcip vâi mOt  cMt can quang duông tiêm trong các thu thut can thip hoc phu thut cn si,r 
hirâng dn cüa hinh ãnh X-Quang. Hmnh ãnh có th dixcrc xem a cã hai ch dO thai gian thuc hoc tr. 

(A mobile (within an imaging facility) diagnostic fluoroscopic x-ray system specifically designed to optimize 
the capability of users to visually and quantitatively evaluate the anatomy and function of blood vessels of the heart, 
brain and other organs, as well as the lymphatic system. It uses analogue or analogue-to-digital techniques for real-
time image capture, display and manipulation and typically includes spot-film capabilities in addition to the 
fluoroscopic features It is commonly used in conjunction with an injected x-ray contrast medium dunng either 
imaging or x-ray guided surgical or interventional procedures. Images can be viewed in both real-time and delayed 
format.) 

3 3 37615 He thông X-Quang 
huynh quang phu 
khoa-tiêt mêu, di 
dng, k5 thut so 

(Mobile uro- 
gynaecological 

fluoroscopic x-ray 
system, digital) 

Môt he thông X-Quang di dông (trong môt trung tam chân doan hinh anh), dung cho than doan vai trnh nng 
huynh quang thn gian thirc, dircyc thiêt kê chuyên biêt de sir dung trong cac thu thuât can thiêp hoäc phu thuât tiêt 
mêu va/hoäc phu khoa co yêu câu theo dOi hinh anh vung xuung châu theo thin gian thuc He thông sir dung k 
thut s d chip, hin thi và thao tác hInh ãnh theo thai gian thrc, và cOn có khá nng tao mOt do?n hInh chiu 
hu'nh quang trên mOt  vIng ch%ip chiu. HO thng thuang duçrc si:r ding trong các thu thut can thip hoc phu 
thut can sr huang dn cüa hmnh ãnh X-Quang. Hinh ãnh có th &rcic xem & cã hai ch dO th&i gian thi,rc hoc tr 
và có th bao g6m các müc dO xü l và phân tIch hInh ãnh khác nhau. 

(A mobile (within an imaging facility) diagnostic x-ray system with real-time fluoroscopic capabilities 
specifically designed for use in urological and/or gynaecological surgical and interventional procedures requiring 
real-time visualization of the pelvic area. It uses digital techniques for real-time image capture, display and 
manipulation and includes spot-film capabilities as well as fluoroscopic features. It is commonly used during either 
imaging or x-ray guided surgical or interventional procedures. The images can be viewed in both real-time and 
delayed formats and may include various levels of imaging processing and analysis capabilities.) 
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34 37616 He th6ng X-Quang 
chip mach máu 1oi 

cô djnh, k5 thuat 
tirong tr 

(Stationary 
angiograplüc x-ray 
system analogue) 

Mt h thng X-Quang hu'nh quang, c6 djnh, dung cho chn doán, duçc thit k chuyên bit d ti uu boa khã 
nang dánh giá cüa ngii sü diing v mt hInh ãnh và djnh hrcnig giài phu và chüc näng các mach máu cña tim, 
näo và các ca quan khac, ciing nhu h bach huyt. H th6ng sr ding kj thut tixang t%r hoc chuyn di tr k' thut 
tiwng tir sang k thu3t s6 d chip, hin thj va thao tác hInh. ãnh thii gian thirc, và con cO khà nang to mt doan 
hinh chiêu huynh quang trên môt vung chup chieu H thông thi.rong duqc str diing kêt hcrp vai môt chit can quang 
duong tiem trong các thu thuat can thicp hoac phau thut can sr huâng dan cua hinh anh X-Quang. Hinh anh co 
the duçrc xem i câ hai che dp thm gian thrc hoc tre. 

(A stationary diagnostic fluoroscopic x-ray system specifically designed to optimize the capability of users to 
visually and quantitatively evaluate the anatomy and function of blood vessels of the heart, brain and other organs, 
as well as the lymphatic system. It uses analogue or analogue-to-digital techniques for real-time image capture, 
display and manipulation and typically includes spot-film capabilities in addition to the fluoroscopic features. It is 
commonly used in conjunction with an injected x-ray contrast medium during either imaging or x-ray guided 
surgical or interventional procedures. Images can be viewed in both real-time and delayed formats.) 

35 37618 He thng chip ct lap 
vi tInh toàn than 

(Full-bod CT 
system, 

Mt sr kt hçxp các thit bj chup ct l&p vi tinh (CT) d chn doán sir ding tia X vài mt khung dü lan cho phép 
ch%ip hInh bt kr phn nao cüa ccr th. Nó.bao gm cácthitk vài môt hoc nhiu tp hçip các 6ng tiaX hInh vành 
khn c dinh và các du dO d& din hoc các thi& ká co (cac) ng tia X va cwn  dAu dO d& din quay nhanh xung 
quanh mt dim tric trung tam trong không gian ch%Ip hInh cüa khung. H th6ng cO th tao ra các hInh ãnh mt ct 

. • 
ngang (chip cAt lap) hai chieu va/hoac ba chieu (3-D), bao gom chip CT xoän oc hoc các img dmg ch%ip hinh dc 
bit khác ô nhiu gOc khác nhau so vai vl tn cci th. No có th sCr ding nhiu phucing pháp k5r thut s khác nhau 
d thu thp thông tin, tai to và hin thj hinh ãnh. 

(An assembly of diagnostic x-ray computed tomography (CT) devices with a gantry large enough to allow 
imaging of any part of the body. It includes designs with single or multiple fixed annular arrays of x-ray tubes and 
opposing detectors or those with x-ray tube(s) and opposing detector assemblies that rotate rapidly around a central 
axis point within the gantry imaging area. It can produce two and/or three-dimensional (3-D) cross-sectional 
(tomographic) images, including spiral CT or other special imaging applications at multiple specified angles in 
relation to body position. It may use a variety of digital techniques for information capture, image reconstruction, 
and display.) 
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36 37619 H th6ng gici hn 
tnrng chiip cña h 
th6ng ct lOp vi tInh 

(Limited-view-field 
CT system) 

Là mt h tMng chn doán X quang ct lap vi tInh (CT), thit bj co mOt khung duçic thi& k d chi chip giài 
hn cho cac üng dung chi,ip hinh d.0 va c và/hoc cá.c chi. Bao g6m mt hoc nhiu dày hinh vành khän gn C6 
djnh mOt  bong X quang va ciim du do nm d6i din hoc (cac) bong X quang va các ciim du do nm d6i din 
quay nhanh xung quanh mOt  dim trtic trung tam giita vüng chip và khung may. He th6ng có the tao ra cac hinh 
ãnh mat ct ngarfg (chiip ct lop) hai chiu và/hoc ba chiu (3-D), bao gm chip CT xo&i 6c hoc các ihg ding 
chiip hInh khác 0 nhiu góc khác rihau so vOi vj trI cc th. No có th sü dmg nhiu phuong pháp k5 th4t so khác 
nhau d thu thp thông tin, tái tao  và hin thj hInh ãnh. 

(An assembly of diagnostic x-ray computed tomography (CT) devices having a gantry whose design limits its 
use to head and neck and/or extremity imaging applications. Included are single or multiple fixed annular arrays of 
x-ray tubes and opposing detectors or x-ray tube(s) and opposing detector assemblies that rotate rapidly around a 
central axis point within the gantry imaging area. It can produce two and/or three-dimensional (3-D) cross-sectional 
(tomographic) images, mcluding spiral CT or other imaging applications at multiple specified angles in relation to 
body position. It may use a variety of digital techniques for information capture, image reconstruction, and display.) 

37. 37621 H th6ng X-Quang 
huynh quang tong 

quat, cô dinh, k thuât 
tucrng tix 

(Stationary general- 
purpose fluoroscopic 

x-ray system 
analogue) ' 

MOt sr k& hçip các thi& bj d tao  thãnh  mOt  h th6ng X-Quang hurnh quang t6ng quát, c6 dnh, dñng cho chn 
doan, six dung k thuât analog hoàc chuyên dot analog sang k thuât so that gian thuc dê chup, hen thi va thao tac 
hinh anh, ducic six dung trong nhiêu ung dung tong quat co yêu câu chup huynh quang thai gian thuc He thông bao 
gôm cac tinh nang X-Quang môt khu vuc gun han (spot-film) cung vat cac tinh nng huynh quang va duc,c six dung 
d t6i uu hóa khà näng dánh giá cüa ngu0i si'r ding v mt hinh ành và djnh hrcmg giài phu và chüc nng sinh ly' 
cüa các ving co th mic tiêu khac nhau 0 ch d thOi gian th%rc. H th6ng thinmg duccc sr ding kM hcp vOi mt 
chit can quang &r0rig u6ng/tiem. HInh ânh có th duqc xem 0 cã hai ch d th0i gian thrc hoc tr. 

(An assembly of devices that comprise a stationary general-purpose diagnostic fluoroscopic x-ray system that 
uses real-time analogue or analogue-to-digital techniques for image capture, display and manipulation used in a 
variety of general-purpose applications requiring real-time fluoroscopic imaging. It includes spot-film capabilities 
in addition to the fluoroscopic features and is intended to optimize the capability of users to visually and 
quantitatively evaluate the anatomy and physiological function of various targeted body areas in real-time. It is 
frequently used in conjunction with an ingested/injected x-ray contrast medium. Images can be viewed in both real-
time and delayed format.) 
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38 37622 H thng X-Quang 
hurnh quang tong 
quat, di dng, k5 
thut tuong tr 

(Mobile geneal- 
purpose fluoroscopic 

x-ray system 
analogue) ' 

Mt h th&ig X-Quang huinh quang thng quát, di dông (trong mt trung tam chn doán hInh ãnh), dUng cho 
chn doán, sr ding C-arm và k5r thuât tircing tu hoäc chuyn di tr k thut tiiclng tir sang k thuât s theo th?ri 
gian thuc d chip, hin thi và thao tac hinh ãnh và duccc thi& k d sü diing trong nhiu (mg ding tng quát Co 
c.0 tInh näng chtp hu'nh quang thai gian thrc. H th6ng bao g6m tInh nng tao  mt don hInh chiu hurnh quang 
tren mOt  vUng ch%lp chiu va duçic s(m d%Ing d ti uu hóa khã näng dánh giá cUa iiguai s(m ding v mat hinh ânh Va 
djnh hrcing giãi phu va chüc näng sinh li' cUa các vUng co th mic tiêu khác nhau ô ch d) thai gian thc. H 
thng thuang diicic sü ding kM hçq, vOi mt cht can quang dixmng ung hoc tiêm. 

(A mobile (within an imaging facility) general-purpose diagnostic fluoroscopic x-ray system that uses a C-arm 
and real-time analogue or analogue-to-digital techniques for image capture, display and manipulation and is 
designed to be used in a variety of general-purpose applications requiring real-time fluoroscopic imaging 
capabilities. It includes spot-film capabilities in addition to the fluoroscopic features and is intended to optimize the 
capability of users to visually and quantitatively evaluate the anatomy and physiological function of various targeted 
body areas in real-time. It is frequently used in conjunction with an ingested or injected x-ray contrast medium.) 

39 37623 He th6ng X-Quang 
chiip mach  máu c 
djnh, k5 thut s 

(Stationary 
angiographic x-ray 

system digital) 

Môt h thng X-Quang hu'nh quang c6 djnh, dUng cho chn doán, &rcc thiM k chuyên bit d t6i uu hóa khà 
•nang dánh giá cUa ngimai sü di,mg v mt hmnh ãnh và djnh lung giài phu và chirc näng các mach  máu cUa tim, 
nAo va các co quan khác, cUng nhu h bach  huyM. H th6ng s(r ding k5r thut s6 d chiip, hin thj và thao tác hinh 
ãnh th&i gian thrc, va thu?ng bao gm các tInh näng X-Quang mt khu vuc giOi h?n  (spot-film) cUng vài các tInh 
näng hu5'nh quang. H th6ng thuàng ducic sü dmg kM hcrp vOi mt cht can quang duèng tiêm trong các thU thut 
can thip hoãc phu thut cAn sr huâng dn cUa X-Quang hoc ch%lp ãnh. Hinh ãnh có th ducic xem a câ hai chê 
d thôi gian thirc hoc tr. 

(A stationary diagnostic fluoroscopic x-ray system specifically designed to optimize the capability of users to 
visually and quantitatively evaluate the anatomy and function of blood vessels of the heart, brain and other organs, 
as well as the lymphatic system. It uses digital techniques for real-time image capture, display and manipulation 
and typically includes spot-film capabilities in addition to the fluoroscopic features. It is commonly used in 
conjunction with an injected x-ray contrast medium during either imaging or x-ray guided surgical or interventional 
procedures. Images can be viewed in both real-time and delayed formats.) 

40 37624 H thng X-Quang 
hu'nh quang phi 

Là mt h th6ng chAn doán X quang di dng (trong mt trung tam chAn doán hInh ãnh) vài tInh nàng chtp huS'nh 
quang thi gian thrc, dixçic thiM k chuyên bit d d sU dmg trong các thU thut can thip hoc phu th4t tiêt niu 
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khoa-tit niu, di 
dng, k thut tuong 

t%r 

(Mobile uro 
gynaecological 

fluoroscopic x-ray 
system, analogue) 

vã/hoàc phi khoa cO yêu cu theo dôi hInh ánh vng xlxang chu theo thri gian thtrc. H th6ng sü d%Ing ky thut 
tuong tir hoc chuyn d6i tir k5 thuât ttrcrng tLr sang k5r thut s d chiip, hin thj và thao tác hInh ãnh thai gian thixc, 
và con có khã nãng to mt doan hInh chiu hu'nh quang trên mt vüng chip chi&i. H th6ng thuiing duçic sü 
diing trong cac thu thut can thip hoc phu thut cn sr huâng dn cüa hinh ãnh X-Quang. HInh ânh có th ducrc 
xem a cã hai ch d thai gian thtrc hoc tr và có th bao gm cac mirc d xir 1) và phan tIch hinh ãnh khác nhau. 

(A mobile (within an imaging facility) diagnostic x-ray system with real-time fluoroscopic capabilities 
specifically designed for use in urological and/or gynaecological surgical and interventional procedures requiring 
real-time visualization of the pelvic area. It uses analogue or analogue-to-digital techniques for real-time image 
capture, display and manipulation and includes spot-film capabilities as well as fluoroscopic features. It is 
commonly used during either imaging or x-ray guided surgical or interventional procedures. The images can be 
viewed in both real-time and delayed formats and may include various levels of imaging processing and analysis 
capabilities.) 

41 37625 He thông do mat do 
xuong bang tia X, 

mt muc näng luorng 

(Bone absorptiometric 
x-ray system single- 

energy) 

La môt he thông thiêt bi dircic thiêt kê dê do mat do xucmg va thuc hiên cac tmh toan khac dua trn dit lieu thu 
dircic kin six dung môt nguôn nàng hrong photon dcm Con ducic goi la may do mat do xuang He thông six dung 
môt ông hoäc cac ông phat tia X lam nguôn photon, nguôn photon ducic dat a vi tn thang hang va di chuyen song 
song cüng vai du dO photon, thixang di chuyn theo mt duOng thng. Chm tia X song song duçic chiu trirc tiêp 
xuyên qua yang cci th cn do d phát hin các six hp thu khác nhau. Thông tin nay dirçrc sü dig d tinh toán ixâc 
lucrng m.t dO khoáng c1m xuong (bang xuang), mei duói da, nguy cci gAy xurong. 

(An assembly of devices designed for bone density measurements and other calculations based on data obtained 
using a single photon energy peak. Also referred to as a bone densitometer. It utilizes a x-ray tube or tubes as the 
photon source which are mechanically aligned and moves along with a photon detector assembly typically in a 
rectilinear pattern. The collimated x-ray beam is directed through an anatomical region of interest and the 
differential absorption patterns are detected. This information is used in calculations to estimate bone mineral 
density (osteoporosis), subcutaneous fat, fracture risk.) 

42 37626 H th6ng X-Quang 
chn doán cci ban di 
dng, k5 thut tucrng 

tr 

Mt sr kt hçip các thi& bj d to thành môt h th6ng X-Quang tng quát di dng, dung cho chn doán, analog 
duçc sü dng trong nhiu 1mg ding ch%ip X-Quang thuong quy. Din hinh là mOt  h thng sIr dig phim X-Quang 
và k thutt analog hoäc chuyn di analog sang k5 thuât s6 d chiup và hin thj hInh ãnh. Thit k di dng cho phép 
h th6ng hot dng vài ngun din trrc tip hoc bng pin và ngu&i vn hành có th vn chuyn hoc dy dêli 
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(Mobile basic 
diagnostic x-ray 

system, analogue) 

chuyn h thong dn các vj trI khác nhau trong khuôn viên co sâ y t& H th6ng thuing ducic sir ding d chip X-
Quang ti giuing bnh và chiip X-Quang cho các thu thu.t can thip va trong qua trInh phu thut. H th6ng bao 
gm các cu hinh mo-dun cci bàn có th du-cic nãng cp. Nhóm các thi& bj nay không bao gm các he th6ng có các 
tInh nàng chup hu'nh quang và chip ct 1p. 

(An assembly of-devices that comprise an analogue general-purpose mobile diagnostic x-ray system used in a 
variety of routme x-ray imaging applications. It is typically an x-ray film based system using analogue or analogue-
to-digital techniques for image capture and display. The mobile design allows it to operate on-line or by battery and 
to be driven or pushed by an operator to various locations within a building. It is commonly used for bedside 
imaging and for interventional and intraoperative imaging. It consists of basic modular configurations that can be 
upgraded. This group of devices does not cover systems with fluoroscopic or tomographic capabilities.) 

43 37627 H th6ng X-Quang 
ngrc dtm soát• sirc 

khôe cong  dng 

(Thoracic public 
health screening 

system) 

Mt su kt hçip các thi& bj y th duçic thit k d chi si:r ding cho vic sang lQc X-Quang ngxc cüa nhiêu ngtrii 
trong mtkhoãng thbi gian ngn. He th6ng thuing .có môt cu hInh don giàn, duçc su ding.d tao  ra, diu khin 
các tia X va ghi nhn 1a  các kiu h.p thu cüa tia X di xuyên qua mOt  vüng cci th m%ic tiêu. H tMng con ducic gçi 
là h th6ng sang lQc hang bat,  ducic sü ding d t6i ixuhóa khã näng cüa nguii sir dung trong vic dánh giá hInh 
ãnhcüaphi hoc cac co quan khác cüa ving ng%rc, sir ding các phtrcing tin xem va 1uu trft khãc nhau, vi di nhu 
phim, giy, tm tao  ãnh phospho kich thich phát sang, djnh dng k thut s6 hoäc video. H th6ng thumg di.rcic 
ding d chip Mnh ânh trong môi tru&ng di dng và duçic di chuyn gita các dja dim khác nhau trong Xe. 

(An assembly of medical devices designed to be used only for radiographic screening of the chest of large 
numbers of individuals within a short time frame. It typically has a simple configuration used to generate, control 
x-ray beams and record the absorption patterns of X-rays passing through a targeted body area. It is also referred to 
as a mass screening system, intended to optimize the capability of users to visually evaluate images of the lungs or 
other chest organs using various viewing and archive media, e.g., film, paper, photo-stimulated phosphor plates, 
digital or video format. It is often used in a mobile imaging enviromnent and is moved between different locations 
in a van.) 

44 37630 H th6ng X-Quang 
chiip nhfl ãnh c djnh, 

k5 thut tixcYng tV 

Mt sir kt hcrp các thiát bj ducrc thit k chuyên bit d cung cp mt h thng X-Quang lap dt c6 djnh (trong 
mt trung tam chn doán hlnh ãnh hoc trong xe lu-u dng) d ep va chiip hmnh ánh cUa vu. H th6ng chü y&i dugc 
sü d%Ing d t6i u-u hóa khã nàng cüa ngu&i sü d%ing trong vic dánh giá hinh ãnh phim X-Quang th hin giâi phk 
và chüc nang cüa các mach  máu và mach bach huyt trong vu cUa nguii. H th6ng sü ding k' thut analog hoc, 
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. .A • Dinh nghia danh phap Thiet b y te 
(Definition of Medical device nomenclature) 

(Stationary 
mammographic x-ray 

system, analogue) 

chuyn d8i analog sang k5 thuât s6 d ch%ip và hin thj hinh ãnh. H th6ng duqc sr d%lng d sang lQc wig thu vu Va 
kt hcip vói vic dt các chit dánh du sinh thit và sinh thit djnh vj và thit bj djnh vj t6n thuang duâi sir huâng 
dn cia X-Quang. 

(An assembly of devices specifically designed to provide a fixed installation (in an imaging facility, or 
transportation vail) x-ray system to compress and image the bfeast. It is primarily used to optimize the capability of 
users to visually evaluate x-ray film images representing the anatomy and function of blood and lymphatic vessels 
within the human breast. It uses analogue or analogue-to-digital conversion techniques for image capture and 
display. It is used for breast cancer screening and in conjunction with the placement of biopsy markers and 
stereotactic biopsy and lesion localization equipment requiring x-ray guidance.) 

45 37631 He thông X-Quang 
huynh quang tong 
quat, di dông, k5 
thut tug 

(Portable general- 
urpose fluoroscopic 

x-ray system 
analogue) ' 

Môt six kêt hcip cac thiêt bi âê tao thanh môt he thông X-Quang huynh quang tong quat, di dông d thao lap (di 
chuyên tu dia diem nay sang dia diem khac va thao lap d dang), dung cho chãn doan, six dung k5r thuât tucing tu 
hoäc k thuât tucmg tu sang k thuât so thai gian thuc dê chup, hiên thi va thao tac hmh anh, duac six dung trong 
nhiu g dung t6ng quát có yêu cu chp hunh qusng th gian thc. H th6ng bao gm các tInh nang X-Quang 
mt khu vrc giài han  (spot-film) cüng vài các tInh nng hunh quang và ducic sr ding d t6i uu hóa khà näng dánh 
giá cua nguài si'r ding v mt hInh ãnh và dnh hrcmg giãi phu và chirc näng sinh l cüa các yang cci th mic tiêu 
khác nhau a ch d thii gian thirc. He th6ng thumg ducrc sü dung kt hçrp vai mt chAt can quang throng ung/tiêrn. 

(An assembly of devices that comprise a portable (moved from one location to another, and easily reassembled) 
general-purpose diagnostic fluoroscopic x-ray system that uses real-time analogue or analogue-to-digital techniques 
for image capture, display and manipulation used in a variety of general-purpose applications requiring real-time 
fluoroscopic imaging. It includes spot-film capabilities in addition to the fluoroscopic features and is intended to 
optimize the capability of users to visually and quantitatively evaluate the anatomy and physiological function of 
various targeted body areas in real-time. It is frequently used in conjunction with an ingestedlinjected x-ray contrast 
medium.) 

46 37632 He thng X-Quang 
chip nhü ãnh di dng, 

k thut tircmg tr 

Môt sir kt hcrp cac thit bj ducrc thi& k chuyên bit d cung cAp mt h thong X-Quang xách tay (ducic thiêt 
k dé tháo 1p dé dàng khi su ding, di chuyn tr dja dim nay sang dja dim khác) dé ép và chiip hinh ânh can 
tuyn vñ. H thng chü yu duçrc sir d%ing dé t6i ixu hóa khâ näng can ngtthi 51 ding trong vic dánh giá hinh ãnh 
phim X-Quang th hin giãi phu và chüc nãng can các mach  máu và mach bach huyt trong tuyn vii can ngirri. 
He th6ng sii dung k thuât tucing tr hoc chuyn d6i k thut tuong tr sang k5 thu3t s6 dé chip và hin thj hii)h 
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STT 
Ma 

Danh pháp 
Ten thit bj y t 
(Medical device) 

Dnh nghia danh pháp Thit bj y t 
(Definition of Medical device nomenclature) 

(Portable 
mammographic x-ray 

system, analogue) 

ãnh. H th6ng dixçic sü dung d sang l9c ung thu vu và kt hçip vM vic dt cac chAt dánh d&u sinh thit, sinh thi& 
djnh vj và thiêt b djnh vj tn thucing duâi sr huâng dn cUa X-Quang. 

(An assembly of devices specifically designed to provide a portable (intended to be disassembled, moved from 
location to location, and easily reassembled for use) x-ray system used to compress and image the breast. It is 
primarily used to optimize the capability of users to visually evaluate x-ray film images representing the anatomy 
and function of blood and lymphatic vessels within the human breast. It uses analogue or analogue-to-digital 
conversion techniques for image capture and display. It is used for breast cancer screening and in conjunction with 
the placement of biopsy markers, stereotactic biopsy and lesion localization equipment requiring x-ray guidance.) 

47 37633 H thng X-Quang 
hu'nh quang phi 
khoa-tit niêu, c6 
djnh, k5 th4t s 

(Stationary urn 
gynaecological 

fluoroscopic x-ray 
system, digital) 

MOt h thng X-Quang c djnh, dung cho chAn doan vài tmnh nang huS'nh  quang thôi gian thirc, duçrc thit k 
chuyen bit d sir ding trong các thu thut can thip hoc phu thut ti& niu và/hoc phi khoa có yêu cu theo dôi 
h.lnh ãnhvüng chu than gian thuc. He thng sur dimg k5 thut sé, d chip, hin thj và thao tác hinh ãnh th?ñ gian 
thirc,và bao;gm các tInh nãngX-Quang mOt  khu vrc giOihn (spotfilm) và các tinh nang hurnh quang. HO th6ng 
thixông duçicsir d%lng trong các thu thu.t can. thip hoc phu thut cn sv huàng dn X-Quang và chip ãnh. Hinh 
ãnh có .th ducc xem c cã hai ch dO thai gian thirc hoc tr và có th bao g6m các müc dO xr l' và phân tich hInh 
ânh khác nhau. 

(A stationary diagnostic x-ray system with real-time fluoroscopic capabilities specifically designed for use in 
urological and/or gynaecological surgical and interventional procedures requiring real-time visualization of the 
pelvic area. It uses digital techniques for real-time image capture, display and manipulation and include spot-film 
capabilities as well as fluoroscopic features. It is commonly used for imaging and x-ray guided surgical or 
interventional procedures. The images can be viewed in both real-time and delayed formats and may include various 
levels of imaging processing and analysis capabilities.) 

48 37634 HO thng X-Quang 
hu'nh quang phi 
khoa-tit niOu,  c6 

djnh, k thut tuclng 
tir 

(Stationary uro- 
gynaecological 

MOt hO thing X-Quang c djnh, dung cho chAn doán vâi tInh näng hurnh quang thai gian thrc, ducic thit k 
chuyen biOt d sfr dimg trong các thu thut can thip hoc phu thut tit niOu và/hoc phii khoa cO yêu c&u theo dôi 
hInh ãnh vIng chu thai gian thirc. He th6ng sü d%ing k5 thut analog hoc chuyn di analog sang k5 thut S6 
chiip, hin thj và thao tác hinh ãnh thôi gian thirc, và bao gm các tInh näng X-Quang môt khu virc giài h?n  (spot-
film) và các tInh nthig hu'nh quang. HO th6ng thrning dtrcic sir dung trong các thu thut can thiOp  hoc phu thu.t 
can sir huong dn X-Quang và chip ãnh. Hinh ãnh có th6 duçxc xem i cá hai ch dO thai gian thijc hoc tr va có 
th bao g6m các müc dO xu l va phân tich hmnh ãnh khác nhau. 

/ 
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fluoroscopic x-ray 
system, analogue) 

(A stationary diagnostic x-ray system with real-time fluoroscopic capabilities specifically designed for use in 
urological and/or gynaecological surgical and interventional procedures requiring real-time visualization of the 
pelvic area. It uses analogue or analogue-to-digital techniques for real-time image capture, display and manipulation 
and includes spot-film capabilities as well as fluoroscopic features. It is commonly used for imaging and x-ray 
guided surgical or interventional procedures. The images can be viewed in both real-time and delayed formats and 
may include various levels of imaging processing and analysis capabilities.) 

49 37642 He th6ng X-Quang 
chn doán co bàn, di 
dng, ky thi4t  turing 

tu 

(Portable basic 
diagnostic x-ray 

system analogue) 

Mt sr kt hcrp các thi& bj d tao thành mt he th6ng X-Quang t6ng quat xách tay, dung cho chn doán, k thut 
turing tr duic su dmg trong nhiu irng d%Ing chip X-Quang hal chiu thuing quy. Din hinh là mt h thng su 
ding phim X-Quang và k5 thut tuong tr hoc chuyn di k5r thut tuong tr sang k5 thut s d chup và hin thi 
lñnh ành. Thi& k xách tay cho phép h thng vn hành vâi ngun din trrc tip hoc bang pin và tháo 1p d dàng 
khi sir dimg, di chuyn tir dja dim nay sang dia  dim khác. H th6ng bao gm các cu hinh mo-dun cO th &rçlc 
nãng cap bang cach bô sung them cac phii kiin  phàn cung/ phân mêm Nhom cac thiêt bi nay không bao gôm cac 
h th6ng cO các tinh näng chip huS'nh  quang và chip c& lap. 

(An assembly of devices that comprise a general-purpose portable analogue diagnostic x-ray system used in a 
variety of routine planar x-ray imaging applications. It is typically an x-ray film based system that uses analogue or 
analogue-to-digital techniques for image capture and display. The portable design allows it to operate on either 
mains or battery power and to be easily disassembled, moved from location to another, and reassembled for use. It 
consists of modular configurations that can be upgraded by the addition of hardware/software components. This 
group of devices does not cover systems with fluoroscopic or tomographic capabilities.) 

50 37643 H thng X-Quang 
chn doán co bàn di 
dng, k5 thut s6 

(Portable basic 
diagnostic x-ray 
system digital) 

Mt sir kt hcip các thi& bj d tao thành mt h tMng X-Quang tng quát di dng d tháo lip, dàng cho chãn 
doán, ducic sir ding trong nhiu irng diving ch%ip X-Quang hai chiu thuing quy. H th&ig sir ding k5 thut so d 
chip, hin thi va thao tác hinh ánh. ThiM k xách tay cho phép h thong vn hành vâi ngun din tiirc  tiêp hoc 
bang pin và tháo lap d dãng khi sir ding, di chuyn tü dja dim nay sang dja dim khác. H th6ng bao gm các 
cu hinh mo-dun có th dirçrc náng cp bng cách b sung them các linh kin phn cirng/phn mm. Nhóm các thiêt 
bj nay không bao gm các h th6ng có các tinh nàng chip humh quang và ch%tp ct lap. 

(An assembly of devices that comprise a general-purpose portable diagnostic x-ray system used in a variety of 
routine planar x-ray imaging applications. It uses digital techniques for image capture, display and manipulation. 
The portable design allows it to operate on either mains or battery power and to be easily disassembled, movçd 
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from location to another, and easily reassembled for use. It consists of modular configurations that can be upgraded 
by the addition of hardware/software components. This group of devices does not cover systems with fluoroscopic 
or tomographic capabilities.) 

51 37644 He th6ng X-Quang 
chn doán co bàn, di 
dng, ky thuât turing 

tr 

(Stationary basic 
diagnostic x-ray 

system analogue) 

Mt sr k& hçip các thit bj d tao thành mt h th6ng X-Quang tng quát c djnh, dung cho ch.n doán, dizçic sr 
diing tTong nhiu üng ding chiip X-Quang hai chiu thuông qiiy. DMn hlnh là môt h th6ng sü d%mg phim X-Quang 
và ky thut analog hoc chuyn di analog sang k5 thut s d ch%ip và hin thi hinh ành. Thi& k c6 dinh dôi hói 
h th6ng phãi duçic 1p dt và sr dmg tai  mt dja dim c djnh trong mt ca si hoäc trong mt xe liru dng (trung 
tam ch.n doán hinh ãnh liru dông). H thng nay bao gm các cu hlnh mo-dun có th ducic nãng cp bang cách 
b6 sung them các linh kiin hoäc phii kin phn cüng/phn mm. Nhóm các thit bi nay không bao gm các h thng 
có các tmnh nng chtp huS'nh quang và chip ct lap. 

(An assembly of devices that comprise a general-purpose stationary diagnostic x-ray system used in a variety of 
routine planar x-ray imaging applications. It is typically, an x-ray film based system that use analogue or analogue-
to-digital techniques for image capture and display. The stationary design requires it to be installed and used in a 
fixed location within a building or in a transportation van (mobile imaging facility). This system consists of modular 
configurations that can be upgraded by the. addition of hardware/software• components or accessories. This group 
of devices does not cover systems with fluoroscopic or tomographic capabilities.) 

52 37645 He thing X-Quang 
chn doán co bàn, c6 

djnh, k th4t  s6 

(Stationary basic 
diagnostic x-ray 
system digital) 

Mt sr kt hçip các thit bj d to thãnh h thng X-Quang thng quát C6 djnh,.düng cho chin doán, &rcic sü ding 
trong nhiu (rug ding chip X-Quang hal chiu thu&ng quy. H th6ng sü diing k thut s6 d chip, hin thj và thao 
tác hinh ãnh. Thit k c6 djnh dôi hói h th6ng phài di.rcic 1p dt và sü ding t.i mt dja dim c6 djnh trong mt ci 
s& hoc trong mt xe km dng (met  xe chn doán hinh ãnh km dông). He th6ng nay bao g6m các cu h.lnh mo-dun 
có th &rcic nâng cAp bang each b6 sung them các linh kin phn cung/phn mém. Nhóm các thit bj nay không 
bao gm cac h th6ng Co các tInh näng chip hu'nh quang và chip ct l&p. 

(An assembly of devices that comprise general-purpose stationary diagnostic x-ray system used in a variety of 
routine planar x-ray imaging applications. It uses digital techniques for image capture, display and manipulation. 
The stationary design requires it to be installed and used in a fixed location within a building or in a transportation 
van (a mobile imaging van). This system consists of modular configurations that can be upgraded by the addition 
of hardware/software components. This group of devices does not cover systems with fluoroscopic or tomographic 
capabilities.) 
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53 37646 He th6ng X-Quang 
hu5rnh quang thng 
quát, di dng, k5 

thut s 

(Mobile general- 
purpose fluoroscopic 
x-ray system digital) 

Mt h th6ng X-Quang hurnh quang tng quát, di dong (trong mt trung tam ch.n doán hInh ânh), dung cho 
chn doán, six thing C-arm và kj thuât s6 d chiip, hin thi và thao tác hinh ânh và ducic thi& k d six thing trong 
nhiu irng d%mg tng quat có yêu cu tInh näng chijp hu'nh quang thii gian th%rc. He thing bao gm các tInh nang 
X-Quang môt khu vrc giói hn (spot-film) ciing vói các tinh näng huS'nh  quang và dixçrc sir ding d ti iru hóa khã 
nãng dánh giá cixa ngitôi sir ding v mt hInh ãnh va djnh hrorng giâi phu vâ chixc nang sinh l ciia các vimgcø 
'th mic tiêu khác nhau a ch d then gian thirc. He th6ng thuing duçic sir ding kt hçip vâi mt chat can quang 
durng u6ng hoc tiêm. HInh ãnh có th a cà hai ch d thii gian thrc hoc tr. 

(A mobile (within an imaging facility) general-purpose diagnostic fluoroscopic x-ray system that uses a C-arm 
and digital techniques for image capture, display and manipulation and is designed to be used in a variety of general-
purpose applications requiring real-time fluoroscopic imaging capabilities. It includes spot-film capabilities in 
addition to the fluoroscopic features and is intended to optimize the capability of users to visually and quantitatively 
evaluate the anatomy and physiological function of various targeted body areas in real-time. It is frequently used ii 
conjunction with an ingested or injected x-ray contrast medium. Images can be both real-time and delayed formats.) 

54 37647 H th6ng X-Quang 
chân doán ca ban, di 

dông, k thuât so 

(Mobile basic 
diagnostic x-ray 
system digital) 

Mt six kêt hcip các thiêt bi dê tao thanh mt h thông X-Quang tong quat di dng, dung cho chân doan, k thuât 
so dixçc six dung trong nhiu ung dung chup X-Quang hai chiêu thumg quy He thông six dung k5' thuât so d chup, 
hiên thi va thao tac hinh anh va thiêt kê di dng cho phep he thông hoat dông vm nguOn diên truc tiêp hoäc bang 
pin va ngum van hanh co the van chuyên hoäc day de di chuyên he thông den cac vi fri khac nhau trong khuôn viên 
co sôitrung tam y tL H th6ng thix?ing dixçrc sir ding d chip X-Quang ti giu?mg bnh và chip X-Quang cho cac 
thix thut can thip và trong qua trinh phu thut. H tMng bao gm các cu hinh mO-dun ca ban có th duçrc nãng 
cp. Nhóm các thit bj nay không bao gm cac h tMng có các tInh nang chiip hurnh quang và chip ct lop. 

(An assembly of devices that comprise a digital general-purpose mobile diagnostic x-ray system used in a variety 
of routine planar x-ray imaging applications. It uses digital techniques for image capture, display and manipulation 
and the mobile design allows it to operate on mains or battery power and to be driven or pushed by an operator to 
.'arious locations within a building or facility. It is commonly used for bedside imaging and for interventional and 
intraoperative imaging. It consists of basic modular configurations that can be upgraded. This group of devices does 
not cover systems with fluoroscopic or tomographic capabilities.) 

bvdhytb.vt_Van th
u Benh vien

 D
ai 

Hoc Y
 Thai 

Binh_21/10/2024 13:24:06



25 

STT 
Ma 

Danh pháp 
Ten thit bi y t 
(Medical device) 

Dnh nghia danh pháp Thit bj y t 
(Definition of Medical device nomenclature) 

55 37648 H th6ng chip X- 
Quang cat lap tuyn 

tInh 

(Linear tomography 
x-ray system) 

Mt sir kt hçip cac thit bj duçic sir ding d to ra các hmnh ãnh mt ct ngang hai chiu (chip ct kp) trên phim 
X-Quang a mt góc và d sau c6 djnh tumig quan vài vi tn ci th bng cách ph6i hçip 6ng tia X thng Va tam hoc 
phim ghi ãnh chuyên dong dng bO vii nhau va thu?ing song song nhi.rng nguçic chiu nhau trong trinh tr phoi 
sang. Diu nay lam cho bong cüa mtt phng duqc chQn dung yen tren phim chuyn dng, trong khi bong cüa các 
mat phng khac có sr djch chuyn twmg d6i trén phim và bj xóa hoc mci. Nhóm các thitbj nay dai din cho cong 
ngh cO; hin tai dà ducic thay th bi h th6ng chi,ip ct lap vi tInh (CT). 

(An assembly of devices used to produce 2-dimensional cross-sectional (tomographic) images on x-ray film at 
a fixed angle and depth in relation to the body position by coordinating linear x-ray tube and recording plate or film 
motion that is synchronous and typically parallel but in opposite directions during the exposure sequence. This 
causes the shadow of the selected plane to remain stationary on the moving film while the shadows of other planes 
have a relative displacement on the film and are either obliterated or blurred. This group of devices reflects old 
technology; now superseded by computed tomography (CT) systems.) 

56 37649 He thng X-Quang 
hu5rnh quang tng 
quat, didng, k 

th4t s 

(Portable general- 
purpose fluoroscopic 
x-ray system digital) 

Mt he th6ng X huS'nh  quang thng quát, di dng d tháo 1p (cO th di chuyn tr dja dim nay sang dja dim 
khác và tháo 1p d dàng), dmg cho chn doán, si'r d%mg k5 thut s6 than gian thrc d chiip, hin thi và thao tác hinh 
ânh va duqc thit k chuyên bit d sir dung trong.nhiu üng ding tng quát•có yeu cAu chip hu'nh quang thai 
gian thixc. H thngbao gmcác tInh nàng X-Quang mit khu vrc giOi hn (spot-film) cüng vôi các tInh näng hurnh 
quang va duqc sü dung d t6i uu hóa kM nng dánli giá cüa ngtr&i sr ding v mt hInh ãnh và djnh hrcmg giãi phu 
va chüc nAng sinli l cüa các vüng ccx th mic tiêu khác nhau & ch d thôi gian th%rc. H thng thi.r&ng duçxc sü 
ding kt hçrp vói mt cMt can quang du&ng ung hoc tiêm. 

(A portable (moveable from one location to another, and easily reassembled) general-purpose diagnostic 
fluoroscopic x-ray system that uses real-time digital techniques for image capture, display and manipulation and is 
specifically designed to be used in a variety of general-purpose applications requiring real-time fluoroscopic 
imaging. It includes spot-film capabilities in addition to the fluoroscopic features and is intended to optimize the 
capability of users to visually and quantitatively evaluate the anatomy and physiological function of various targeted 
body areas in real-time. It is frequently used in conjunction with an ingested or injected x-ray contrast medium.) 

57 37651 H thng chip cong 
huOng tr du c va 

H thng chn doán hIth ánh cong huâng tr (MRI) sr ding cong ngh nam chain vTnh cüu dirçic thit k dc 
bit chi d chup hInh ãnh du, c hotc các chi. He th6ng chip ành dAu c và chi thu&ng là thMt k kIn vài ng hInh 
tru hoc 6ng hmnh chit nht m& nhirng có th là thit k "ma". Bao g6m các h th6ng MRI có khã nng chiip du cô, 
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chi, nam châm vinh 
ci'ru 

(Extremity MRI 
system, permanent 

magnet) 

va chi thông thuông, cac h th6ng thông thuing cO khã näng chup quang ph6 hoc các quy trInh chiip ânh thôi gian 
lhuc khac cn thit cho các (mg dung MRI can thiêp và diM tij, và các h thMg quang ph MR chuyên dig. 

(A diagnostic magnetic resonance imaging (MRI) system employing permanent magnet technology specifically 
designed to image only the head and neck or limbs. Extremity imaging systems are typically closed bore designs 
with cylindrical or rectangular bore openings but can be "open" bore designs. They include MRI systems with 
conventional extremity imaging capabilities, conventional systems capable of performing spectroscopy or other 
real-time imaging procedures necessary for interventional and therapeutic MRI applications, and dedicated MR 
spectroscopy systems.) 

58 37652 H th&ig chip cong 
huong tu toan than, 
nam châm vinh cüu 

(Full-body 
system permanent 

mamet) 

H thóng chip cong huing tr (MRI) thng quát ducic thit k d quét Mt kr khu virc mic tiêu nào trên co th. 
Thiêt bi bao gôm môt cum nam chãm vinh cmi cô dinh, di dông hoäc co the van chuyên Ngoai viêc tao ra hinh anh 
cong huông tir thông thu&ng, thit bj có th ducc thit k hoc diM chinh thông qua phn mm/phn ci'mg b6 sung 
de do quang phô cong huang tu va cac quy tnnh chup anh thai gian thuc khac cn thiêt cho quy trinh chup anh theo 
doi qua tnnh smh ly hoc chip nhu anh MRI va cac tmg d%Ing can thiep, dieu tn hoc phau thut có huang dan 
bang MRJ khác. Thi& bi có nhiM loi cu hlnh khung may nhi.r kin, mdv, m& mt phn hoc các thi& k cO th tip 
cn vth bnh nhân khác. 

(A general-purpose magnetic resonance imagmg (MRI) system designed to scan any targeted area of the bodj. 
It includes a permanent magnet assembly and can be fixed-location, mobile, or transportable. In addition to 
producing conventional MJt images, it can be designed or modified through additional software/hardware to 
perform MR spectroscopy and other real-time imaging procedures necessary for physiologically gated imaging 
procedures, or MJU mammography and other MRI guided interventional, therapeutic, or surgical applications. It is 
available in a variety of gantry configurations including closed bore, open bore, open-sided or other patient 
accessible designs.) 

59 37653 H th6ng ch%ip cong 
huâng tir toãn than, 
nam chain diên trâ 

H th&ig cMn doán hlnh ãnh cong huông tir (MRI) thng quat duçic thit k d quét Mt k' khu vijc miic tiêu nào 
trên ca th (hmnh ãnh toàn than). Thit bi bao gm mt cim nam chãm din trâ r vj frI c djnh, di dng hoc có th 
vn chuyM. Ngoai vic to ra hmnh ânh cong huâng lii thông thu?ing, thit bj có th duac diM chinh thông qua phn 
mm/phn cling b sung d do quang ph cong hirâng tli va các quy trInh chip ãnh thôi gian thrc khác cn thit 
cho quy trInh chup ãnh theo döi qua trinh sinh l hoc chip nhü ãnh MRI và các 1mg dimg can thip, diM trj hoc 
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(Full-body MRI 
system, resistive 

magnet) 

phu thut có hrâng dn bang MRI khác. Thit bj có nhiu '°ai cAu hmnh khung may khác nhau nhu kin, ma, m& 
mt phân hoc các thit k có th tip cn vâi bnh nhán khãc. 

(A diagnostic general-purpose magnetic resonance imaging (MRI) system designed to scan any targeted area of 
the body (full-body imaging). It includes a resistive magnet assembly and can be fixed-location, mobile, or 
transportable. In addition to producing conventional MR images; it can be modified through the addition of 
software/hardware modules to perform MR spectroscopy and various real-time imaging procedures necessary for 
physiologically gated imaging procedures, or MRI mammography and other MRI guided interventional, 
therapeutic, or surgical applications. It is available in various gantry configurations, e.g. Closed bore, open bore, 
open-sided or other patient accessible designs.) 

60 37654 He th6ng cong  hirâng 
tr toàn than, nam 

châm siêudk 

(Full-body 
system 

superconducting 
magnet) 

H thng chn doán hInh ãnh cong htrâng tr (MRI) t&lg quát ducic thiEt k d quét bt k' khu virc muc tiêu nào 
trên cc th (hinh ãnh toàn thân).H thng nay bao gm môt cim nam chain siêu dn và có th ducic dat a vj tril c 
dnh,. di dnghoccó th•vn chuyn Môt s h. thing có:th thrc hindo quang phi, MR hoc.các quytrmnh chup 
ãnh th&i gian thirc khác nhau cho các rng dung can thip, diu tn hoc phu thut cO huOng dn cña MRI. H th6ng 
có nhiu loai cu hinh khung may khac nhau nhu kIn, ma, m& môt phAn hoäc các thit k có th tip cn von bnh 
nhan khác. 

(A diagnosticgeneral-purpose magnetic resonance imaging (MRI) system designed to scan any targeted area of 
the body (full-body imaging). This system includes a superconducting magnet assembly and can be fixed-location, 
mobile, or transportable. Some systems can perform MR spectroscopy or various real-time imaging procedures for 
MRI guided interventional, therapeutic, or surgical applications. The system is available in a variety of system 
gantry configurations including closed bore, open bore, and open-sided or other kinds of patient accessible designs.) 

61 37655 H thng chip cong 
huông tü du c va 
chi, nam chain din 

trâ 

xtremity 
system, resistive 

magnet) 

H th&ig chn doán hmnh ãnh cong hu0ng tir (MRI) sr ding cong ngh nain chain din trâ duçic thit k dc bit 
d clii d chiip ãnh Mu và c hoac các clii. H th&ig chiip ãnh Mu c và clii thumg là thMt k kIn vài ng hInh tnii 
hoc &lg hInh chü nht m& nhung có th là thit k "m&'. Bao gm các h thing MRI có khá nang chip Mu c và 
clii thông thuang, các h th&ig thông thuing có khâ nang chiip quang ph6 hoc các quy trinh chip ãnh th&i gian 
thrc ldiác cn thit cho các üng dmg MRI can thip và diu tn, và các h th6ng quang ph6 MR chuyen dig. 

(A diagnostic magnetic resonance imaging (MRI) system employing resistive magnet technology specifically 
designed to image only the head and neck or limbs. An extremity imaging system is typically closed bore design 
with cylindrical or rectangular bore openings but can be "open" bore design. This device includes Mifi systems 
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with conventional extremity capabilities, conventional systems capable of performing spectroscopy or other real-
time imaging procedures necessary for interventional and therapeutic MRI applications, and dedicated magnetic 
resonance (MR) spectroscopy systems.) 

62 37656 H th6ng chip cong 
hi.rthig tir diu c và 
chi, nam châm siêu 

din 

xtremity 
system, 

superconducting 
magnet) 

H thng chn doán hmnh ãnh cong hining tü (MRI) sr ding cong ngh nam chain siêu din thrçic thit k dc 
bit d chi d chip ânh din và c hoc các chi. H tMng ch%ip ânh dAu và chi thuting là thit ké kIn vâi Eng hmnh 
tri hoc &lg hmnh chtr nht ma nhirng có th là thit k "mci". Bao g6m các h th6ng MRI có kM nng chup diii c 
và chi thông thurng, cac he th6ng thông thtring có kM näng chiip quang ph6 hoc các quy trInh chiip ãnh thôi gian 
thrc khác cn thit cho các (mg dmg MRI can thip va diu tn, va các h tMng quang ph MR chuyên dmg. 

(A diagnostic magnetic resonance imaging (MRI) system employing superconducting magnet technology 
specifically designed to image only the head and neck or limbs. Extremity imaging systems are typically closed 
bore designs with cylindrical or rectangular bore openings but can be "open" bore designs. They include MRI 
systems with conventional extremity imagmg capabilities, conventional systems capable of performing 
spectroscopy or other real-time imaging procedures necessary for interventional and therapeutic MRI applications, 
and dedicated MR spectroscopy systems.) 

63 37657 H thng X-Quang 
chán doan co ban, 
cam tay, k5 thuât 

tucxng tXr 

(Hand-held basic 
diagnostic x-ray 

system analogue) 

Mt sr kt hçp cac thit bj d to thành mt h th6ng X-Quang tng quát cm tay, dung cho chn doán, k5 thuât 
tirong tim duoc sir dung trong nhiêu imng dung chup X-Quang hai chiêu thuong quy Diên hinh la mt he thông su 
dung phim X-Quang va k5 thuât tircYng tim hoc chuyên dôi kj' thuât tirong tim sang k thuât so dé chup va hiên tin 
hinh ãnh va thuàrng chy bang pin. H thng duqc thi& ké d d dung vn chuyn tir dja dim nay sang dja dim 
khác bôi môt nguai vn hành và thirông dtrcrc sü ding trong y hQc th thao hoc (mg dimg trong quan dOi.  H th6ng 
bao gm mt cu hinh mo-dun có th duçic nãng cp bang each b6 sung them các linh kin phAn cüng hoäc phn 
mm vã/hoc thit bj khác. Nhóm các thi& bi nay không bao g6m các h th6ng có các tInh nang chip hu'nh quang 
vàchipctl&p. 

(An assembly of devices that comprise an analogue general-purpose hand-held diagnostic x-ray system used in 
a variety of routine planar x-ray imaging applications. It is typically an x-ray film based system that uses analogue 
or analogue-to-digital techniques for image capture and display and is typically battery-powered. It is designed to 
be easily carried from location to location by a single operator and is commonly used in sports medicine or military 
applications. It consists of a modular configuration that can be upgraded by the addition of hardware or software 
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components and/or other devices. This group of devices does not cover systems with fluoroscopic or tomographic 
capabilities.) 

64 37658 H th6ng X-Quang 
chn doan ca bàn, 

cm tay, k5 tht4t  s 

(Hand-held basic 
diagnostic x-ray 
system digital) 

Mt sr kt hçip các thit bj d tao  thãnh mt h th&ig X-Quang thng quát cm tay, dung cho chn doán, k5 thut 
si dtrçic sr ding trong nhiu üng d%ing chip X-Quang hai chiu thumg quy. H th6ng sr dmg k thuât s6 d chip, 
hin th và thao tác hlnh ãnh. H thng thuônj vn hãnh bng pin và ducic thit k d d dang vn chuyn tü dia 
dim nay sang dja dim khác bôi mt ngu&i 4n hãnh. H thng duçic sr d%ing ph6 bin nMt trong y hQc th thao 
hoäc üng ding trong quân di. H th6ng bao gm mt cu hmnh mo-dun có th duc,c nâng cp bang cách b6 sung 
them các 11th kiin và/hoc phi kin phn cüng hoc phn mm. Nhóm các thit bj nay không bao gm các h th6ng 
có các tmnh nng chiip huS'nh  quang và chip c& lap. 

(An assembly of devices that comprise a digital general-purpose hand-held diagnostic x-ray system used in a 
variety of routine planar x-ray imaging applications. It uses digital techniques for image capture and display and 
manipulation. It typically operates on battery power and is designed to be easily carried from location to location 
by a single operator. It is most commonly used in sports medicine or military applications. It consists of a modular 
configuration that can be upgraded by the addition of hardware or software components and/or accessories. This 
group of devices does not cover systems with fluoroscopic ortomographic capabilities.) 

65 37659 H thng cong hing 
ti'1 chip vu, nam cham 

vinh cru 

(Permanent-magnet 
breast MRI system) 

H thng chn doán hinh ãnh cong  hixâng tü (MRI)ducic thit k dành riêng cho các üng dmg chp ành tuyên 
vu. H thng nay bao gm mt ciim nam châm vinh cüu và có th ducrc dt & vj tn c6 djnh, di dng hoc có th van 
chuyn. CAu hinh khung may bao gm cu hirih dóng, mi và các thit k có th tip cn vói beth nhãn khác. Ngoai 
vic tao  ra hlnh ành MR thông thring, thiét bj có th dixcrc thit k vói khã näng thc hin do quang ph6 MR và 
các quy trmnh chip ãnh th?ii gian thrc khác nhau cn thit cho các i'mg dmg can thip, diu lii và phu thut có 
huóng d&i bang MRI. H th6ng chiip cong  huing th nhü ânh thuing bao gm mt bàn h trçi bnh nhãn chuyên 
bit duçic thiM k d djnh vj bnh nhân d có hlnh ành tuyn vu tM mi. 

(A diagnostic magnetic resonance imaging (MRI) system designed exclusively for breast imaging applications. 
This system includes a permanent magnet assembly and can be fixed location, mobile or transportable. Gantry 
configurations include closed bore, open bore, and various other patient accessible designs. In addition to producing 
conventional MR images, it can be designed with capabilities for performing MR spectroscopy and various real-
time imaging procedures necessary for MRI guided interventional, therapeutic and surgical applications. Breas), 
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MRI systems typically include a specialized patient support table designed to position the patient for optimal 
imaging of the breast.) 

66 37660 H th6ng chip X- 
Quang ct Rip da 

chiu 

(Multi-directional 
tomography x-ray 

system) 

Mt sir k& hçip các thit bj duçic sr ding d tao ra các hInh ãnh mt ct ngang hal chiu (chip ct Vip) trén phim 
X-Quang ô mt góc va d sâu c djnh thong quan viii vj tn cci th bang cách ph& hçxp môt kiu chuyên dng không 
theodumgth&ig, dâ duçic quy djnh tnnic cüa 6ng tia X (hInh elip, hlnh Iron, hinh cô ba lá, hIth xo&1 c, cuing nhu 
tuyn tInh, tuy thuc vào thi& k cia he thong) trong trInh tr phoi sang. Diu nay lam cho bong cüa mat phng 
duoc ch9n drng yen trên phim chuyn dng, trong khi các bong O cã hai huOng cüa mt phng có sii djch chuyn 
thong d6i trên phim và bj xóa hoc mci. Nhóm các thit bi nay di din cho cong ngh cii, hin ti dä dixcic thay the 
bOi h tMng chip ct Rip vi tinh (CT). 

(An assembly of devices used to produce 2-dimensional cross-sectional (tomographic) images on x-ray film at 
a fixed angle and depth in relation to body position by coordinating a prescribed pattern of non-linear x-ray tube 
motion (elliptical, circular, clover shaped, spiral, as well as lmear, dependmg on the system design) durmg exposure 
sequences. This approach causes the shadow of the selected plane to remain stationary on the moving film while 
the shadows in both directions of the plane have a relative displacement on the film and are either obliterated or 
blurred. This group of devices reflects old technology, now superseded by computed tomography (CT) systems.) 

67 37661 He thông do mat dO 
xirong bang tia X, 

nang lucing kép 

(Bone absorptiometric 
x-ray system dl- 

energy 

Môt sir kêt hop cac thiêt hi duoc thiêt kê d do mat do xirong va thuc hiên các tmh toan khac dua trên d lip 
thu ducic khi sir dung hai nguôn nang hrcmg photon néng biêt Con duçic gol la may do mat do xuong He thông six 
dung mt tng hoc các ng tia X lam ngu6n photon, ngun photon dtrçc dt a vj trI thâng hang và di chuyn song 
song cüng vài du dO photon, thixang di chuyn theo mt durng thng. Chum tia song song ducrc chiu true tip 
xuyên qua vung cci th cn do và các kMu hp thii khác nhau duçrc phát hin. Thông tin nay duçic sir ding dê tInh 
toán d uOc liiçrng mt d khoáng cüa xuong (bang xucxng), m& duâi da, nguy cci gAy xtrcing. 

(An assembly of devices designed for bone density measurements and other calculations based on data obtained 
using a two distinct photon energy peak. Also referred to as a bone densitometer. It utilizes an x-ray tube or tubes 
as the photon source which are mechanically aligned and moves along with a photon detector assembly typically 
in a rectilinear pattern. The collimated beam is directed through an anatomical region of interest and the differential 
absorption patterns are detected. This information is used in calculations to estimate bone mineral density 
(osteoporosis), subcutaneous fat, fracture risk.) 
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68 37663 H th6ng X-Quang 
hu'nh quang tng 
quát, cm tay, k5 

thut tirnng tr 

(Hand-held general- 
purpose fluoroscopic 

x-ray system, 
analogue) 

Mt he thng X-Quang hurnh quang tng quát, cm tay, dung cho chn doán, sIr dung k thuât analog hoc 
chuyn di analog sang k thutt s6 th&i gian thirc d chip, hin thj và thao tác hInh ãnh, dixc,c thi& k chuyên bit 
d sIr dicing trong nhiu 1mg ding t6ng quat có yêu c.0 tInh nang chtp hu'nh quang th?ri gian thirc. H th6ng thunig 
thrcrc sIr ding trong qun dci, cAp cIru, hoc y h9c th thao và duçrc sIr dng d t6i .ru hóa khã näng dánh giá cIra 
ngträi sIr ding v mt hmnh ánh và djnh hrcmg giãi phu và chlrc nàng sinh 1 cIra các vüng ca th mic tiêu khác 
nhau ô ch dt) thii gian thc. H th6ng bao gm các cAu hInh mo-dun có th ducrc nãng cAp bang cách b sung 
them các linh kiin phn cling hoc phn mm. 

(A diagnostic hand-held general-purpose fluoroscopic x-ray system that uses real-time analogue or analogue-to-
digital techniques for image capture, display and manipulation that is specifically designed to be used in a variety 
of general-purpose applications requiring real-time fluoroscopic imaging capabilities. It is typically used in military, 
emergency, or sports medicine applications and is intended to optimize the capability of users to visually and 
quantitatively evaluate, the .anatomy.:and' physiological function of various targeted body areas in real-time. It 
• consists of modular.configurations that can be upgraded by the addition of hardware or software components) 

69 37664 H thngX-Quang 
hu'nh quang t6ng 
quát, cAm tay, k5 

thut s 

(Hand-held general- 
purpose fluoroscopic 
x-ray system, digital) 

Mt h thng XQuang huS'nh  quang t6ngquát, cm tay, d1mg cho chn doán, sir dmg ky thut s thM gian thrc 
ct chiip, hin thva thao tác hinh ãnh .duçcthi& k chuyênhit d sir diing trong.nhiu 1mg ding tng quát có yêu 
cu tInh nng chup hu'nh quang th&i gian thrc. He th6ng thuing duqc sir ding trong quân di, cAp elm, hoãc y 
h9c th thao và duçic sir ding d t6i uu hóa khà näng dánh giá cüa ngixôi sir ding v mt hinh ãnh và djnh hrçmg 
giãi phAu và chIrc näng sinh l cüa các vüng c th m%ic tiêu khác nhau & ch d thM gian thirc. H th6ng bao gm 
các cAu hInh mo-dun có th ducrc nãng cAp bang cách b sung them các linh kin phtn cling hoc phAn mm. 

(A hand-held general-purpose diagnostic fluoroscopic x-ray system that uses real-time digital techniques for 
image capture, display and manipulation that is specifically designed to be used in a variety of general-purpose 
applications requiring real-time fluoroscopic imaging capabilities. It is typically used in military, emergency, or 
sports medicine applications and is intended to optimize the capability of users to visually and quantitatively 
evaluate the anatomy and physiological function of various targeted body areas in real-time. It consists of modular 
configurations that can be upgraded by the addition of hardware or software components.) 
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70 37671 H th6ng X-Quang 
nhfl ânh di dng, k 

thut tuong tr 

(Mobile 
mammograpiüc x-ray 

system analogue) 

Mt sr k& hcip các thit bj ducic thit k chuyén bit d cung cp môt h th6ng X-Quang di dng (nguôi vn 
hãnh có th 4n chuyn hoc dy ct di chuyn h thng dn các vj tn khác nhau trong khuôn viên trung tam chn 
doán hInh ãnh), duqc sü diing d ep và chip hinh ãnh cüa vu. H th6ng chU yu ducic sü ding d t6i iru hóa kha 
nàng cüa ngubi sir ding trong vic dánh giá hInh ánh phim X-Quang th hin giâi phu và chirc nng cüa các mach 
mau và mach bach huyt irong vu cüa nguii. H thong sir dmg k3 thut analog hoc chuyn di analog sang k5 
thut s6 d chip và hin thj hinh ãnh và duqc sr dung d sang icc ung thu vii và k& hçirp vói vic dt các chAt dánh 
dAu sinh thit, sinh thit djnh vj va thi& bj djnh vi tn thuong duài sr htràng dn ciia X-Quang. 

(An assembly of devices specifically designed to provide a mobile (driven or pushed by an operator to various 
locations within an imaging facility) x-ray system used to compress and image the breast. It is primarily used to 
optimize the capability of users to visually evaluate x-ray film images representing the anatomy and function of 
blood and lymphatic vessels within the human breast. It uses analogue or analogue-to-digital conversion techniques 
for image capture and display and is used for breast cancer screening and in conjunction with the placement of 
biopsy markers, stereotactic biopsy and lesion localization equipment requiring x-ray guidance.) 

7t 37672 H th6ng X-Quang 
nhfl ânh c dmh, k 

thut s6 

(Stationary 
mammographic x-ray 

system digital) 

Mt sr k& hcTp c6 dlnh  các thit bj ducic thi& k d tao  ra hInh ãnh X-Quang ciia vii, sir ding k thuât s d 
chup va hin thi hinh anh He thông duqc thiêt kê chuyên biêt dê ep vu trong suôt qua tninh chup nhQ anh va duoc 
sü d%Ing d dánh giá v mt hInh ânh giai phu và chüc näng ciia các mach  máu và mach bach huyt trong vii. 
Thrning duçic gçi là h thng chip nhü ânh k3 thut s (DMS), h thng thuông ducic sü ding d sang lc ung thu 
vii hoc si'r ding trong các thu thut sinh thit (vi dii nhu dt các chAt dánh dAu sinh thiM, sinh thit djnh vj). H 
th6ng duçic thiM k d chiip các ãnh X-Quang hai chiu (2-D), tay nhiên h th6ng có th bao gm phn mm diing 
d xr l nhiu hinh ãnh và tao  ra hinh ãnh/mô hInh ba chiu (3-D) (Chip vii 3D). 

(A stationary assembly of devices designed to generate x-ray images of the breast using digital techniques for 
image capture and display. It is designed specifically to compress the breast during imaging and is intended to 
visually evaluate the anatomy and function of blood and lymphatic vessels within the breast. Often referred to as a 
digital mammography system (DMS) it is typically used for breast cancer screening or during biopsy procedures 
(e.g., placement of biopsy markers, stereotactic biopsy). It is designed to capture two-dimensional (2-D) x-ray 
images, however may include software intended to process multiple images to create a three-dimensional (3-D) 
image/model (tomosynthesis).) 
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72 37673 H thng X-Quang 
nhü ãnh di dng, kg 

thut s 

(Mobile 
mammographic x-ray 

system digital) 

Mt su kt hçip cac thit bj dtrçc thit k d cung cAp m)t he th6ng X-Quang di dng (nguài vn hành có th 
vn chuyn hoc dAy d di chuyn h th6ng dn các vi tn khác nhau trong khuôn vién thing tam chn doán hinh 
ãnh), ducc sr ding d ép và chip hInh ânh cüa vii. Mt h thng chiip nhü ãnh kg thut s (DMS) duç,c sü dimg 
d ghi li kiu hAp thu ciXa các tia X di xuyên qua vu dn các phuong tin luu tru hInh ãnh khác nhau, vi di nhu 
phim; giAy, các djnh dang kg thut s&video. H thng duç,c sü ding d ti uu hóa khã näng cüa nguii sCr d%Ing 
trong vic dánh giá v mt hinh ãnh giài phu và chüc nàng cüa các mach  máu và mach bach huyM trong vu va su 
ding kg thut s6 d chiip va hin thi hmnh ãnh. DMS duçic su ding d sang 1pc ung thu vu và cho vic djnh vj, vi 
di thu dt các chAt dánh dAu sinh thMt hoäc sinh thiét djnh vj 

(An assembly of devices designed to provide a mobile (driven or pushed by an operator to various locations 
within an imaging facility) x-ray system used to compress and image the breast. A digital mammography system 
(DMS) is used to record the absorption pattern of x-ray beams passed through the breast onto various image archive 
media, e.g., film,. paper, digital/video formats. It is used to. optimize the capability of users to visually evaluate the 
anatomy and function of blood and lymphatic vessels within the breast and uses digital techniques for image capture 
and display. A DMS is used for breast cancer screening and for the placement of, e.g., biopsy markers or stereotactic 
biopsy.) 

73 37674 H thng X-Quang 
nhü ãnh di dng, kj 

thut s 

(Portable 
mammographic x-ray 

system digital) 

MOt sv k& hcip cac thi& bj duçic thit k. chuyên. bit d cung cAp mt h th6ng X-Quang di dng (duc thiêt kê 
d tháo l&p d dang ldii sü dung, di chuyn tü dja dim nay sang dja dim khac) d ép và chip hinh ãnh cüa tuyôn 
vu. Mt h thng chip thu ãnh kg thut s6 (DMS) duçic sCr dmg d ghi lai  kiu hAp thu cña các tia X dii xuyên qua 
tuyn vu d&i các phucing tin liru trft hInh ãnh khác nhau, vi diet thur phim, giAy, các djnh dung kg thut s6/video. 
H th6ng ducic sü ding d t& tru hóa khà näng cüa ngu?ii sü ding trong vic dánh giá v mt hinh ãnh giâi phu 
và ch(rc näng cüa các mach  máu và mach bach huyt trong vii. DMS &rcc sCr ding d sang 19c ung thu vii và cho 
vic djnh vj, vi di thu dt các chAt dánh dAu sith thit hoc sinh thiM djnh vj. 

(An assembly of devices specifically designed to provide a portable (intended to be disassembled, moved from 
location to location, and easily reassembled for use) x-ray system used to compress and image the breast. A digital 
mammography system (DMS) is used to record the absorption pattern of x-ray beams passed through the breast 
onto various image archive media, e.g., film, paper, digital/video formats. It is used to optimize the capability of 
users to visually evaluate the anatomy and function of blood and lymphatic vessels within the breast. A DMS is 
used for breast cancer screening and for the placement of, e.g., biopsy markers or stereotactic biopsy.) 
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74 37675 He thông X quang 
tm soát sirc khôe 

cong ding, vüng bung 

(Abdominal public 
health screening x-ray 

system) 

Môt tap hop cac thiêt bi y tê dixoc thiêt kê ctê chi six dung cho viêc sang bc X-Quang da day va/hoãc cac bô phãn 
khác cüa duông tiêu hóa (GI) cüa nhiu ngixôi trong mt khoàng thi gian ng&i. Thit bj thtrông Co cu hmnh don 
gian ducic sü diing d tao  ra, diu khin chum tia X và ghi nhn 1a  các kiu htp thi cüa tia X di qua vüng mic tiêu. 
Thit bi cUng dtr,c goi là môt h thng sang lQc hang bat,  ducic sir dng d t6i uu hóa khà nàng cüa ngirôi sir ding 
trong vic dánh giá bng trixc quan hInh ânh cüa duing tiêu hóa bang each sir diing các phucing tin xem/luu trCt 
khác nhau, vi dii, phim, gi&y hoc các thm phospho duac kich thIch phát sang. Thi& bj thumg duqc si:r ding d 
ch%ip hmnh ãnh trong môi truàng di dng và thrçic di chuyn gitta các dja dim khác nhau trong Xe. 

(An assembly of medical devices designed to be used only for radiographic screening of the stomach and/or 
other portions of the gastrointestinal (GI) tract of large numbers of individuals within a short time frame. It typically 
has a simple configuration used generate, control x-ray beams and record the absorption patterns of x-rays passing 
through the targeted area. It is also referred to as a mass screening system, intended to optimize the capability of 
users to visually evaluate images of the GI tract using various viewing/archive media, e.g., film, paper or photo-
stimulated phosphor plates It is often used in a mobile imaging environment and moved between different locations 
in a van.) 

75 37676 H th6ng cong  hurng 
tu tim mach, nam 

chain siêu dn 

(Cardiovascular flU 
system 

superconducting 
magnet) 

H th6ng chip cOng  hurng tir (MRI) duoc thit k dành riêng cho các xng ding chi,ip ãnh tini hoc mach  máu. 
Thiêt bi bao gôm môt cum nam chãm siêu dn va co the ducrc dat a vi tn cô drnh, di dông hoäc co the van chuyên' 
Cu hInh khung may bao gm cu Mnh doug, mô và các thi& ké có th tip cn vâi bnh nhân khác. MOt so h 
th6ng CO th thrc hin do quang ph MR hoc các quy trInh chiip ãnh thai gian thirc khác nhau cho các lxng dimg 
can thip, diu tn hoc phu thut có huâng dn bang MRI. H th6ng thuing bao gm mOt  bàn chip ducic thit k 
ddjnh vj vj trI cüa bnh nhân cho hmnh ành ti iru v tim hoc h th6ng mach  máu trong thai gian nghi ngoi, tp 
the dtc và các thñ thutt can thip. 

(A magnetic resonance imaging (MRT) system designed exclusively for use in cardiac or vascular imaging 
applications. It includes a superconducting magnet assembly and can be fixed location, mobile, or transportable. 
Gantry configurations include closed bore, open bore, and various other patient accessible designs. Some systems 
perform MR spectroscopy or various real-time imaging procedures for MM guided interventional, therapeutic, or 
surgical applications. A system typically includes an imaging table designed to position the patient for optimal 
imaging of the heart or vascular system during rest, exercise studies, and interventional procedures.) 
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76 37679 H th6ng X-Quang 
hu'nh quang tng 

quát, cô djnh, k5 thut 
s6 

(Stationary general- 
ose fluorosco 

x-ray system, digital) 

Môt h th&ig X-Quang hu'nh quang ch.n doán tng quát, c6 djnh sr ding các k thut s6 th?ii gian thirc d ghi 
nhãn hmnh ãnh, hin thj và thao tác hInh ãnh, ducic thit k dc bit d sü diing trong nhiu 1mg diing t6ng quát có 
yeu cu chtp hu'nh quang thii gian thirc. H th6ng bao gm các tInh näng chip tai  ch c1ng vâi các tInh nàng 
huS'nh quang va dtrcic sIr dung dé tôi tru hóa khã nàng dánh giá cIra nguri sIr dmg v mt hInh ânh và djnh lucing 
giâi phu va chIrc nãng sinh l cüa các vIrng ca th miic tiêu khác nhau a ch d th&i gian thrc. H thng thuàrng 
duçyc sIr dmg k& hcp vài mt cMt can quang dumg ung hoc tiêm. Hinh ânh có th dtrçc xem a cá hai djnh dung 
thii gian thuc và tr. 

(A stationary general-purpose diagnostic fluoroscopic x-ray system that uses real-time digital techniques for 
image capture, display and manipulation and is specifically designed to be used in a variety of general-purpose 
applications requiring real-time fluoroscopic imaging. It includes spot-film capabilities in addition to the 
fluoroscopic features and is intended to optimize the capability of users to visually and quantitatively evaluate the 
anatomy. and physiological function of various .targeted body areas inreal-time. It is frequently usedin conjunction 
with an ingested or injected xray contrast medium. Images can be viewed in both real-time and delayed format.) 

77 37680 H th6ng clp X- 
Quang nAo tMt barn 

khI 

(Pneumoencephalogra 
phic x-ray system) 

Mt tp hçip các thi& bj &rqc thit k dc bit d sIr dmg trong các nghiên cIru lien quan dn hinh ãnh X-Quang 
cüa tam tht và khoang drninhn (trong tIry) ciia näo, có th thrc hin .&rçYc bang each barn khI hoc không khI vo 
trUng qua chçc sang that lung. Nhóm thit bj nay dai  din cho cong ngh cii dâ duqc thay th phn lan bang may 
chup cat lop vi tinh tia X. 

(An assembly of devices specifically designed to be used in studies involving x-ray visualization of the ventricles 
and subarachnoid (intrathecal) space of the brain, made possible by injecting sterile gas or air via a lumbar puncture. 
This group of devices represents old technology that has been largely replaced by x-ray computerized tomography.) 

78 37681 H th&ig cong huOng 
tir tim mach,  nam 

châm din trO 

(Cardiovascular 
system resistive 

magnet) 

H tMng chip cong huOng tIr (MRI) ducic thi& k dành riêng cho các 1mg dimg chip ãnh tim hoc mach  máu. 
Thi& bj bao gm mt c%Im nam chain din trO và có th ducic dt 0 vj tn c djnh, di dng hoc có th vn chuyn. 
Cu hInh khung may bao gm c&r hmnh dOng, mO và cac thi& k có th tip cn v&i bnh nhãn khác. Mt s6 h 
th6ng có th thuc hin do quang ph MR hoc các quy trinh chiip ãnh thii gian thrc khác nhau cho các 1mg d%mg 
can thip, diu trj hoc phu thut có huOng dn bang MRI. H th6ng thu&ng bao gm mt bàn chup ducic thit k 
d djnh vj vj tn cüa bnh nhân cho hThh ành thi uu v tim hoc h thng mach máu trong thxi gian nghl ngcii, tp 
th dic và các thIr thut can thip. 
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(A magnetic resonance imaging (MRI) system designed exclusively for use in cardiac or vascular imaging 
applications. It includes a resistive magnet assembly and can be fixed location, mobile, or transportable. Gantry 
configurations include closed bore, open bore, and various other patient accessible designs. Some systems can 
perform MR spectroscopy or various real-time imaging procedures for Mifi guided interventional, therapeutic, or 
surgical applications. A system typically includes an imaging table designed to position the patient for optimal 
imaging of the heart or vascular system during rest, exercise studies, and interventional procedures.) 

79 37682 He thông cong  huông 
ttr tim mach,  nam 

châm vinh clru 

(Cardiovascular MRI 
system permanent 

magnet) 

H th6ng chip cong humg tir (MRI) ducic thi& k dành riêng cho các 1mg diing chip ãnh tim hoc mach máu. 
Thit bj bao gm mOt  cim nam chain vinh clru và có th dixcic dt i vj trI c6 djnh, di dng hoc có th vn chuyn. 
Cu hinh khung may bao gm c.0 hinh dóng, mi và các thMt k có th tip cn vOi bnh nhan khác. MOt  s h 
thng có th thrc hin do quang ph MR hoäc các quy trmnh chiip ãnh thôi gian thirc khác nhau cho các 1mg ding 
can thiêp, diu tn hoc phu th4t Co huOng dn bng MRI. H thong thixing bao gm mt bàn chiip duçic thit k 
dê dinh vi vi tn cua bênh than cho hmh anh tÔi tin ye tim hoäc he thông mach mau trong that gian nghi ngoi, tap 
th diic và các thu thut can thip. 

(A magnetic resonance imaging (MRI) system designed exclusively for use in cardiac or vascular imaging 
applications. It includes a permanent magnet assembly and can be fixed location, mobile, or transportable. Gantry 
configurations include closed bore, open bore, and various other patient accessible designs. Some systems can 
perform MR spectroscopy or various real-time imaging procedures for MRI guided interventional, therapeutic, or 
surgical applications. A system typically includes an imaging table designed to position the patient for optimal 
imaging of the heart or vascular system during rest, exercise studies, and interventional procedures.) 

80 37684 Man hinli hu'nh 
quang cUa h th&ig 

X-Quang hu'nh 
quang 

(Fluoroscopic x-ray 
system fluorescent 

screen) 

Man hinh huS'nh  quang tia X là mt thành phn cña h thong X-Quang huSnh  quang tao  ra hinh ánh tia X cO th 
nhhi thy dirçic cüa bnh nhãn d ngiIñ quan sat xem trrc tip trong th&i gian thrc. V thit k& thi& bi tuang tr 
nhu man hInh tang cuèng tia X va ging các man hmnh tang ctrô-ng, thiM b thithng bao gm mOt  4t lieu nn (bia 
clrng, thira hoc kim loai), mit lop phãn xa elm 4t lieu nhu titanium dioxide, mOt  lOp photpho phát sang hoat 
dng, vi d%i, calci tungstate, ban sunfat hoäc 4t lieu dt him, và mt lOp báo v. Anh sang tao  ra hinh ãnh phái có 
buOc song phü hcip vOi d nhy cam cüa mat nguii. 

(An x-ray fluorescent screen is a component of a fluoroscopic x-ray system that produces a visible x-ray image 
of a patient which is intended to be viewed in real-time, directly by the observer. In design, it is similar to x-ray 
intensifying screens and like intensifying screens, it typically consist of a backing material (cardboard, plastic r 
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metal), a reflecting layer of material such a titanium dioxide, an active layer of light-emitting phosphor, e.g., calcium 
tungstate, barium sulfate or rare earth material, and a protective layer. The light produced to form the image must 
have a wavelength corresponding to the sensitivity of the human eye.) 

81 37688 Thiét bi dim ãnh he 
thông X-Quang 

huS'nh quang 

(Fluoroscopic x-ray 
system photospot 

device) 

Mt cim bang cassette di chuyn di.rcic bAng din cci (duçic diu khin bAng tay hoc tu dng) dñng d djnh vj 
các phim X-(uang d thu dixqc ãnh X-Quang trong qua frInh chip huS'nh  quang (trc là chip hInh añh ti ch). 
Thit bj dim ãnh (FSD) thuing duçic dt ô phia sau bang hu'nh quang; thi& bj có th duqc thit k d thao tác vói 
các cun phim hoAc sr ding các khay drng trrc tip các tAm phim (thit bj không có bang cassette). HAu ht các 
thMt bi du duqc cp ngun din d djnh vj phim nhanh chong va d dãng, nhtrng các thiét bj cing có th gm môt 
tay cAm d cho phép djnh vj bAng tay. FSD thiräng bao gm mt s thit bi kim soát tia tu dng, djnh vj lai bang 
cassette, djnh dang phim va sp xp thu tir nhanh. 

(An electromechanical moveable cassette assembly (either manually or automatically controlled) intended to 
position x-ray. films to obtain.radiographs during fluoroscopic procedures (i.e., spot filming of the image). The 
photospot device (FSD) is typically located at the rear of the fluoroscopic table; it may be designed to manipulate 
film cassettes or use magazines that directly accommodate film sheets (cassette-less devices). Most devices are 
powered for fast and smooth positioning of the film, but they also include a handle to allow manual positioning. 
The FSD typically includes several.controls for automatic exposure, cassette repositioning, film format, and rapid 
sequencing.) 

82 37967 PhAn mm vn hãnh 
h thông X-Quang 

huSnh quang 

(Fluoroscopic x-ray 
system operation 

software) 

PhAn mm vn hành h thng (ph&i mm h th6ng) dira trên may tinh kin hoc may tInh cá nhãn (PC) dành 
riêng cho dcin vj xü l' trung tam (CPU) ducic tIch hçip vao cu hlnh h thng X-Quang hu'nh quang tng quát. 
Thit bj nay bao gm các chucmg trinh và quy trInh thithng quy dra trên phAn mm hoc phAn mm h thng do 
nhà san xut may tInh cung cAp d diu khin mt may tInh cii th thic hin các tác vii cüa no và h trçi ngithi vn 
hành, ngu&i 1p trinh ing dmg và các chuang trinh vO'i các chCrc nang h trci khác nhau. Ten dc quyn và "s6 
phiên ban" thuing duçic sü ding d xác djnh các phiên bàn 4n hành h thng khác nhau. 

(A mainframe or personal computer (PC) based operating system software (or firmware) specific to the central 
processing unit (CPU) incorporated into a general-purpose fluoroscopic x-ray system configuration. This includes 
the software or firmware based programs and routines supplied by the computer manufacturer that drive a specific 
computer in the performance of its tasks and assists the operators, applications programmers and programs wish 
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various supporting functions. A proprietary name and a "version number" are commonly used identif' different 
operating system versions.) 

83 40654 Bàn chup cüa he 
thng X-Quang chn 

doán, không ding 
din 

(Basic diagnostic x- 
ray system table, non- 

powered) 

Bàn không dimg din là môt thành phn cüa he th6ng X-Quang chn doán ca bàn duçic thi& k d djnh vj và h 
trçl bnh nhãn trong nhiu quy trinh chAn doán thtr?mg quy/phng hoc chuyên khoa yêu cu s& ding h tMng X-
Quang ch&i don; thi& bj không phãi là bàn chip ct lop hng và không phai là bàn chip ct lop vi iInh (CT). 
Thi& bj CO th c6 djnh hoc di dng và dixçic lam bang 4t lieu tan nhit vài he s6 suy giãm tia X thAp. Thit bj 
không ducic thit k d sü ding trong qua trInh chip X-Quang/phu thut can thiêp. 

(A non-powered table that is a component of a basic diagnostic x-ray system designed to position and support a 
patient during a variety of routine/planar or speciality diagnostic procedures requiring the use of a diagnostic x-ray 
system; it is not a planar tomography nor computed tomography (CT) table. It can be a stationary or mobile unit 
and is made of radiolucent materials with low x-ray attenuation coefficients. It is not intended for use during 
interventional radiology/surgery.) 

84 40655 Bàn ch%lp cüa h 
thng X-Quang chn 
doán, six dung diên 

(Basic diagnostic x- 
ray system table 

powered) ' 

Bàn chtp sir d%ing din/duçxc l.p trInh là mt thành phn cña h thong X-Quang ch.n doán co bàn dirçrc thit k 
d djnh vj và h trci beth nhân trong nhiu quy trInh ch.n doán thông thung/phng hoc chuyên khoa yêu cu sr 
dung he thông X-Quang chãn doan, thiêt bi không phai la ban chup cat kip phàng va không phài la bàn chup cAt 
lop vi tuth (CT) Thit bi co the cô drnh hoAc di dông va dirac lam bang vat lieu tan nhiêt vm he so suy giam tia X 
thp. Thit bj không dixçic thiM k d sr ding trong qua trinh chup X-QuangIphu thuât can thip. 

(A powered/programmable table that is a component of a basic diagnostic x-ray system designed to position and 
support a patient during a variety of routine/planar or speciality diagnostic procedures requiring the use of a 
diagnostic x-ray system; it is not a planar tomography nor computed tomography (CT) table. It can be a stationary 
or mobile unit and is made of radiolucent materials with low x-ray attenuation coefficients. It is not intended for 
use during interventional radiology/surgery.) 

85 40661 Bàn chiip cüa h 
thông chiip X-Quang 
cAt lap phang, không 

ding din 

Thiét bj là mt thành phn cüa h thng X-Quang chn doán, không sr dmg din vâi vj tn c djnh i du bàn 
hoc diu chinh vj trI dAu bàn và/hoc diu chinh chiu cao bàn bang ccr hQc, vl dt: diu khin bang khI nén, khOa 
tr, tay quay hoc ci ch don My duçic thi& k d h trçl và djnh vj bnh nhân trong qua trinh chiip ct lap phang. 
Thi& bj cO th c djnh hoc di dng và ducic lam bang 4t lieu tan nhit vôi h s suy giãm tia X tMp. 

(A device that is a component of a diagnostic x-ray system that is a non-electrical table with fixed position table 
top or mechanical table top positioning and/or table height controls, e.g., pneumatic controls, magnetic locks, cranj, 
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(Planar tomography 
x-ray system table, 

non-powered) 

or lever mechanisms specifically designed to support and position a patient during planar tomography examinations. 
It can be a stationary or mobile unit and is made of radiolucent materials with low x-ray attenuation coefficients.) 

86 40662 Bàn chiip cia h 
thông chup X-Quang 

cat lap phang, sir 
d%ing din 

(Planar tomography 
x-ray system table, 

powered) 

Thit bj là mt thành pMn cüa h thng X-Quang ch.n doán, six dmg dinI thrqc 1p trinh có bO phn diu khin 
diên tix va/hoàc phân mêm dê diêu khiên chiu cao va vi tn cua mat ban durc thiêt kê däc biêt áé dmh vi va h tni 
bnh nhãn trong qua trinh kim tra chip ct lap phng. Thit bi có th c6 djnh hoc di dng và diiçrc lam bng 4t 
lieu tan nhit vOi h s suy giâm tia X thp. 

(A device that is a component of a diagnostic x-ray system that is a powered/programmable table with electronic 
and/or software controls for table top height and positioning specifically designed to position and support a patient 
during planar tomography examinations. It can be a stationary. or mobile unit and is made of radiolucent materials 
with low x-ray attenuation coefficients.) 

87 40676 Bàn chiip cña h 
th6ng cong hx&ng tr, 

sü ding din 

(MRI system table 
powered) ' 

Bàn sir diing dinJ&rçrc 1p.trInh duqc thi& k d diu khin bng din tr và/hoc phn mm d djnh vj va h 
trq bnh nhãn trong qua trInh chiip cong huông tir (MRI). Là thit bj chuyên dvng.  ducic sü d%lng nhu mt thành 
phn cUah th6ng MRI, là mt thành phn không th thiu cüa khung h th6ng MRI, và &xcic lam bang 4t lieu st 
không có tir tinh d tilcmg thIch van môi tru6ng MRI. Thit bj có mt bàn có th tháo thi, giá d thit bj, man hInh 
theo dôi các thông s6 sinh l', nm, chuong báo và h théing djIIh vj beth  nhãn (PPS). 

(A powered/programmable table designed with electronic and/or software controls to position and support a 
patient during magnetic resonance imaging (MRI) examinations. It is dedicated for use as part of an MRI system, 
as an integral component of the MRI system gantry, and made with ferromagnetically inactive materials to render 
it compatible with MRI enviromnents. It may have a detachable table top, equipment supports, physiological 
monitors, mattresses, alarms and a patient positioning system (PPS).) 

88 40682 Ban chup cua he 
thông X-Quang tn 

lieu, không dung din 

(Therapeutic x-ray 
system table, non- 

powered) 

Ban xa fri không sir dung diên duoc thiêt kê dàc biêt dê drnh vi va h tror bênh nhân trong qua trinh diêu fri bang 
he thông X-Quang tn lieu Thiêt bi co mat ban duorc cô drnh vi tn hoäc mat ban co hoc co bô phãn diêu khiên vi tn 
vã/ho.c chiu cao bàn (vi d diu khin bang khI nén, khóa tir, tay quay và co ch don bAy). Thi& bj có th C6 djnh 
hoc di dng, hoc dircic k& hçip là thành phn không th thiu cüa thit k h th6ng X-Quang trj lieu. 

(A non-powered radiotherapy table specifically designed to position and support a patient during treatments 
administered using a therapeutic x-ray system. It has a fixed-position table top or mechanical table top with 

I-,, 
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positioning and/or table height controls (e.g., pneumatic controls, magnetic locks, cranks, and lever mechanisms). 
It can be a stationary or mobile unit, or incorporated as an integral component of a therapeutic x-ray system design.) 

89 40683 Bàn chup cüa h 
th6ng X-Quang frj 
lieu, sir ding din 

(Therapeutic x-ray 
system table, 

powered) 

Bàn xa trj sir dung din/ducic 1p trInh ducic thi& k dc bit d djnh v: và h trçr bnh nhãn trong qua trInh diu 
trj bang he th6ng X-Quang trj lieu. Thit bj có các b phn diu khin din tü và/hoc phn mm d diu chinh 
chiu cao vavj frI cüa rnt bàn. 1'hikbj có th c djnh hoc di dng, hoäc duçic k& hçp là thãnh phn không th 
thiêu cüa thiêt ké h thông X-Quang tij lieu. 

(A powered/programmable radiotherapy table specifically designed to position and support a patient during 
treatments administered using a therapeutic x-ray system. It has electronic and/or software controls for table top 
height and positioning. It can be a stationary or mobile unit, or incorporated as an integral component of a 
therapeutic x-ray system design.) 

90 40697 Gh chip cUa h 
thông X-Quang chãn 

doãn 

(Diagnostic x-ray 
system chair) 

Mt thit bj duçic thMt k d h trq va djnh vj bnh nhãn ngôi trong qua trinh kim tra lien quan dn vic si'x 
dung bat ky he thông X-Quang chãn doán nao (vi du he thông X-Quang muc dich chung, nha khoa, mach maui 
hu'nh quang hoäc CT). Thit bj thixnig là mt gh ngi có chân, có th có tra lung. 

(A device designed to support and position a seated patient during examinations involving the use of any 
diagnostic x-ray system (e.g., general-purpose, dental, angiography, fluorography, or CT system). It is pically a 
seat supported by legs, sometimes with a back.) 

91 40699 Gh chip cüa h 
thng cong huing tr 

(MRI system chair) 

Gh hoäc gh dAu duçic thit k dc bit d nâng di và djnh vj bnh nhân trong qua trinh khám bnh lien quan 
dn vic sfr dung h tMng chn doán hmnh ãnh cong huông tir (MRI). D tuang thich vâi h th6ng MRI, nhftng 
chik gh/ gh du nay duçic lam bang 4t lieu st không tr tinh. 

(A chair or stool specifically designed to support and position a patient during examinations involving the use 
of a diagnostic magnetic resonance imaging (MRI) system. For MRI system compatibility these chairs/stools are 
made of ferromagnetically inactive materials.) 

92 40705 Ghê chup cua he 
thông X-Quang diu 

til 

Ghê la môt bô phãn cua he thông X-Quang tn lieu va duac thiét kê dàc biêt dê h trçr va dmh vi bênh nhãn trong 
qua trinh diu fri xa trj lien quan dn vic sr ding he th6ng X-Quang fri lieu. 

(A chair or stool that is a component of a therapeutic x-ray system and that is specifically designed to support 
and position a patient during radiation therapy treatments involving the use of a therapeutic x-ray system.)

A 
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(Therapeutic x-ray 
system chair) 

93 40730 Khoang may cüa he 
thông cong hix?mg tü 

(MM system gantry) 

Thit bj là thành phn không th thiu cüa h thong chip ãnh cong huông tr (MRI) va thumg bao gm mOt 
khung ducic cô djnh bang các giá d ben cnh, hot dng nhu giá ct và vö chInh cho các thành phn to bIrc x, 
ông chuãn tnrc và/ hoc cum dAu do, dng cci và các thit bi din lien quan cüa h th6ng. Thit bj thumg kM hcp 
môt bàn diêu chinh bang dng cci/duçic 1p trInh d h trq, djnh vi và di chuyn bnh nhân dn vüng tr tnrng trong 
qua trinh kim tra. Tt Ca các b phn cüa khung duçic lam tir 4t lieu st không tr tInh d tucmg thich vói môi 
trithng MM. 

(A device that is an integral component of a magnetic resonance imaging (MM) system and that typically 
consists of a stationary frame stabilized by side supports, that acts as the primary support and housing for the 
radiation generating components, collimators and/or detector assemblies, motors and related electronics of the 
system. It typically incorporates a motorized/programmable tablefor patient support, positioning and movement in 
reference to the magnetic field during the examination. All parts of the gantry are made from non-ferromagnetically 
active materials in order to render it compatible with an MM environment.) 

94 40745 ThiM bj dng bô cüa 
h th6ng X-Quang 

(x-ray system 
synchronizer) 

ThiM bj theo dOi các thông s sinfrly" duçic sir ding nhir mt thành phn cüa h thng X-Quang chn doán, vi 
diii, nisoi hu'nh quang, chip mach máu hoc sü ding cho mic dIch chung, tao ra tin hiu cho phép d6ng bô hOa 
thông tin hInh ânh hoc dit lieu vói m,t thông s sinh ly có th do duqc, vI d sr bat du chu k' ho hp hoc chu 
k tim cüa bnh nhãn. ThiM bj chü yu ducxc sü ding cho mic dIch giàm thiu hoc nâng cao t l tin hiu trên 
nhiu trong các üng ding X-Quang chn doán dng hoc thEM gian thrc khac nhau. ThiM bj dôi khi di.rçic gi là phi 
kin hoäc b kIch hoat hinh ânh cO kim soát. 

(A physiological monitoring unit used as a component of a diagnostic x-ray system, e.g., fluoroscopy, 
angiography or general-purpose, that produces a signal which enables image formation or data collection to be 
synchronized with a specific measurable physiological parameter, e.g., the beginning of a patients respiratory or 
cardiac cycle. It is primarily used for the purpose of artifact reduction or enhancement of signal-to-noise ratios in 
various real-time or dynamic diagnostic x-ray applications. It is sometimes referred to as a gated imaging accessory 
or trigger.) 
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95 40749 CuOn phát RF cüa he 
th6ng cong hithng tir 

(MRI system coil 
radio-fequency) 

Cuôn phát tn s6 vo tuyn (RF) hoat dng nhix môt may phát, may thu hoäc câ may phát và may thu các xung 
tn s vô tuyn cn thi& cho các quy trinh chn doán hinh ãnh cong hu&ng tr (MRI). No duçic sir dimg d tang do 
phân giài hInh ãnh bAng cách câi thiên dc tInh tin hiu so vri nhiu. Co hai loai cun phát song RF chinh: cuôn 
th tIch (bao quanh phAn co th duqc chi,ip ãnh) và cun phAng (ducic dat và c djnh trijc tiêp trên hoc duói khu 
virc cAn ch%ip):Nhóm thit bj nay bao gm nhiu cAn hInh va thi& k cun RF khác nhau, vi d%1 thu cn phAng, 
cun day mãng theo giai don, cun kiu yen ngira cap, cun day cap Hemholtz hoc cun kiu 1ng chim. 

(A radio-frequency (RF) coil acts as a transmitter, receiver, or both a transmitter and receiver of RF pulses 
necessary for diagnostic magnetic resonance imaging (MRI) procedures. It is used to enhance image resolution by 
improving signal to noise characteristics. There are two main kinds of RF coils: volume coils (which surround the 
part of the body being imaged) and surface coils (which are placed and secured directly on or under an area of 
interest). This group of devices includes a variety RF coil designs and configurations including, e.g., surface coils, 
phased array coils, paired saddle coils, Hemholtz pair coils or bird cage coils.) 

96 40750 Cun chênh tir cüa h 
th6ng cong  hirOng tü 

(MRI system coil 
gradient) ' 

Cun chênh tr ducic sü dmg trong các üng ding h th6ng ch,ip ãnh cOng  huâng tü (MRI) và duçic thit k d 
to ra si,r biAn thiên duçc tInh trixàc vüng ttr trueing chInh chy qua ci th bnh than. CuOn  day nay thuông duqc 
thi& k d sr thay di có th a cã ba mt phAng và thuang có ba bO cuOn day (x, y và z). Sr thay di cüa tr truang 
trong ba mt phAng cho phép dinh vj hinh ãnh t& hGn và có th tOo  ra cht luçrng hlnh ãnh t6t han. 

(A gradient coil is used in magnetic resonance imaging (MRI) system applications and is designed to produce 
deliberate variations in the static main magnetic field run over the patient. This coil is typically designed so that 
this gradient change can be in all three planes, and there are usually three sets of coils (x, y, and z). The variation 
in the magnetic field in three planes allows for a better localization of the image and can produce better image 
quality.) 

97 40751 CuOn chêm tr cüa h 
thng cong htrâng tir 

(MRI system coil, 
shim) 

Thi& bj, là cuOn day dm hoc cuOn  day hiu chinh, duçic thit ké d "diu chinh" hoc hiu chinh cho si,r không 
dng tht trong tr tnthng ducic tOo  ra bii h th6ng chiip ãnh cong huang tr (MRI). Thi& bj thuing ducic kt hcp 
nhu mOt  thành phAn cüa h th6ng MRI. 

(A device, a shim or correction coil, designed to "tune" or correct for inhomogeneity in the magnetic field 
generated by a magnetic resonance imaging (MRI) system. It is typically incorporated as a component of an MRE 
system.) / 
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98 40761 He th6ng sieu am 
t6ng quat 

(General-purpose 
ultrasound imaging 

system) 

Là mt th hcTp cac thit bj c6 dinh hoc di dng, ducic thit k d thu thp, hin thj và phân tich hmnh ãnh siêu 
am trong qua trinh tao  ra hInh ãnh siêu am ngoài co th hoc trong ca th (sieu am ni soi) (vi d Tim, san khoa/phii 
khoa, sieu am qua ni soi, vi'i, tuyn tin lit, mach  máu và hInh ãnh trong pMu thut). H thng bao gm mt b 
xir l dir 1iu chiith vài phn mm tIch hqp (ducic cp ngun AC) và man hInh hin thi. H thng có th mang ducic 
nhiu loai d&u do tIch hcip vsi cac gói phn mm irng d%ing lien quan, có th bao gm cac du dO siêu am. 

(A stationary or mobile (e.g., on wheels) assembly of devices designed to collect, display, and analyse ultrasound 
images during a variety of extracorporeal and/or intracorporeal (endosonography or endoscopic) ultrasound 
imaging procedures (e.g., cardiac, OB/GYN, endoscopy, breast, prostate, vascular, and intra-surgical imaging). It 
consists of a mains (AC-powered) data processing unit with integrated software and a monitor. It is typically 
presented as a mobile assembly which may support a wide variety of transducers and related application software 
packages; an ultrasound transducer(s) may be included.) 

99 40763 H th6ng siêu am tim 
mach 

(Cardiovascular 
ultrasound imaging 

system) 

Là rnt to hçip các thit bj (duqc cp ngun AC) ducic thi& k cho vic chip ãnh ngoài ca th&và/hoc trong ca 
th lien qu.an dn tim mach  và  mach  máu (sieu am ni soi). Bao g6m bang diu khin và các gói phn mm h tv 
nhiu ch d tinh hoc th?n gian thc, duçic irng d%mg d chn doán các bnh l cia tim nhix: do liru hrcmg máu, 
chircnang/các vn d lien quan dn thi máu ca tim. Thit bj ducic sir dung d tao ra xung siêu am, huâng dn khu 
vrc mic tiêu, phát hin tin hiêu di, xir l thông tin kt qua, tao  hlnh ãnh và hin th hInh ãnh tTnh/dng, 2D/3D. 

(An assembly of mains electricity (AC-powered) devices designed for extracorporeal and/or intracorporeal 
(endosonography or endoscopic) imaging procedures involving the heart and blood vessels. Included are operator's 
console and software packages that support a variety of static or real-time cardiac specific imaging applications 
used to diagnose anatomical defects of the heart, determine blood flow characteristics and functionallanatomical 
problems associated with myocardial infarction. It is used to generate ultrasound pulses, direct them to a target area, 
detect the echoes, and process the resulting information to produce and display static or dynamic two or three-
dimensional (3-D) images.) 

100 40764 H thng siêu am vii 

(Breast ultrasound 
imaging system) 

Là mt t hcip cac thi& bj duqc thi& k cho vic chip ãnh ngoài ca th và/hoc trong ccr th lien quan dn vii 
(ni soi hoc siêu am qua ni soi); Thit bj bao gm các bang hinh ãnh dc bit, duc,c sir dmg d tôi tru hóa khà 
nng cung cp các hInh ãnh tai tao  ciia vii. Các gói phn mm h trq nhiu hinh ãnh tTnh hoc th&i gian thirc ci the 
v vii duqc sir dung chii yu cho wig thu. Thi& bi sê tao  ra các song siêu am, huóng chiing dn viing mic tiêu, phát 
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hin tin hiu song siêu am va x& iy thông tin thu dixçic d tao  hinh ãnh và hin thi hinh ãnh hai hoäc ba chiu (3-D) 
tinh hoc dng. 

(An assembly of electrically-powered devices designed for extracorporeal and/or intracorporeal 
(endosonography or endoscopic) ultrasound imaging procedures involving the breast. It typically includes special 
imaging tables used to optimize the ability to give reproducible images of the breast. It typically includes software 
packages that support a variety of static or real-time breast specific imaging used primarily for oncology. It will 
generate ultrasound pulses, direct them to the target area, detect the ultrasound echoes, and process the resulting 
information to produce and display static or dynamic two- or three-dimensional (3-D) images.) 

101 40774 Du phát sieu am cüa 
he th6ng siêu am 4t 

ly tn lieu 

(Physical therapy 
ultrasound system 

applicator) 

Mt thành phn cm tay cüa h th6ng sieu am 4t l trj lieu bao gm mt dAu do duçic thi& k d chuyn d6i 
din ap thành nang krçrng siêu am [vi du: các tn s6 lan han 20 kilohertz (kllz)] và huâng nang luçxng nay vào các 
mô co the Cac hiêu wig nhiêt va không smh nhiêt tai ch di.rac tao ra bcn näng luang siêu am co lien quan den viêc 
tang liru luang mau trong khu vuc ducrc dieu tn va nhäm thuc day nhanh qua tnnh sua chfta mô Thiêt bi nay thuon. 
duac sir dung vth gel kt n6i siêu am d dam bão dü diên tIch tip xüc vOn bnh nhân. Là thit bj cO th tái sr dmg. 

(A hand-held component of a physical therapy ultrasound system that includes a transducer designed to convert 
electric voltages into ultrasound energy [e.g., frequencies greater than 20 kilohertz (kHz)] and directs this energy 
into body tissues. The localized thermal and nonthermal effects generated by the ultrasonic energy is associated 
with increased blood flow in the treated area and is intended to accelerate tissue repair. The device is typically used 
with ultrasound coupling gels to ensure an adequate interface with the patient. This is a reusable device.) 

02 40779 He th6ng do mat d 
xi.rong bng siêu am 

(Bone absorptiometric 
ultrasound system) 

Mt sr k& hop các thiét bj duçrc sir ding d do mt do xuang va thrc hin các tInh toán khác dira trên dft lieu 
thu duçic tir song siêu am truyn và phãn xa. COn duçic gçi là may do mt do xuong, no cO mOt  du dO siêu am tIch 
hop d cung cp chim tia siêu am dn vOng co th cn do. Thông tin thu ducrc tir vic phát hin và phãn tich kM 
qua tiéng vçng ducic si ding trong tInh toán d uOnc tInh meet dO khoang cüa xuong hoc cht béo duOni da, hoc d 
thc hiên cac dánh giá dinh lirong khác (nhu nguy co gAy xuang). No thuOng kM hop du do siêu am, thiM bj phát 
hin, bang diu khin, may tInh, chtrong trinh phn mm, man Mnh video và h thong djnh vi bnh nhân (PPS). 

(An assembly of devices used to produce bone density measurements and other calculations based on data 
obtained from transmitted and reflected ultrasound (US) waves. Also called a bone densitometer, it has an integrated 
ultrasound transducer to deliver an ultrasound beam to an anatomical region of interest. Information obtained from 
detection and analysis of resulting echoes is used in calculations to estimate bone mineral density or subcutaney 
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fat, or to make other quantitative assessments (e.g., fracture risk). It typically incorporates an ultrasound transducer, 
detection electronics, a control panel, a computer, software programs, a video display, and a patient positioning 
system (PPS).) 

103 40821 Phê.n rnm diu khin 
h thông X-Quang 
chãn doán ci bàn 

(Basic diagnostic 
ray system operation 

software) 

Phn mm vn hành h th6ng (phn mm h thng) dra trên may tInh lan hoc may tInh Ca nhán (PC) dành 
riêng cho doil vj xü l' trung tam (CPU) duçic tIch hçip vaó cu hinh h thóng X-Quang thng quát. Thit bj nay bao 
gôm các chucing trInh và quy trinh thirôrng quy dim trên phn mm hoác phAn mm h thng do nhà san xu& may 
tInh cung cAp d diu khin mt may tInh cit th thi,rc hin các tác viii cüa no và h trç ngi.nñ vn hành, ngx?ri lap 
trInh 1mg ding va cac chucmg trinh viM các chlrc nàng h trçi khác nhau. Ten dc quyn và "s6 phiên bàn" thuô'ng 
ducic si:r dmg d xác djnh các phiên bàn vn hành h th6ng khác nhau. 

(Mainframe or personal computer (PC) based operating system software (or firmware) specific to the central 
processing uiiit (CPU) incorporated into a general-purpose x-ray system configuration. This includes the software 
or firmware based programs and routines supplied by the computermanufacturer that drive aspecific computer in 
the performance of its tasks and assists the operators, applications programmers and programs with various 
supporting functions. A proprietary name and a "version number" are commonly used identify different operating 
system versions.) 

104 40828 Phn mm di khin 
cüa h th6ng cong  

huông tr 

(MRI system 
operation software) 

Phn mmvn hãnh h thng (phn mm h thng) hoat dng trên may tInh lón hoc may tinh cá nhãn (PC) 
dành riêng cho don vj xir l tnmg tam (CPU) ducic tIch hçip vào cAu hinh h th6ng ch%ip cong huang tr (MRI). 
Thi& bj nay bao gm các chi.rcmg trinh và quy trmnh thithng quy da trén phn mm hoc phn mm h tMng do 
nha san xuAt may tInh cung cAp d diu khin mt may tInh cii th th%rc hin các tác vii cüa nO và h trq nguôi van 
hãnh, ngu&i 1p trinh 1mg diing va các chuong trinh viM các chlrc näng h trci khác nhau. Ten dc quyn và "so 
phiên bàn" thumg duçc sIr diing d xác djnh các phiên bàn vn hành h th6ng khác nhau. 

(Mainframe or personal computer (PC) based operating system software (or firmware) specific to the central 
processing unit (CPU) incorporated into a magnetic resonance imaging (MRI) system configuration. This includes 
the software or firmware based programs and routines supplied by the computer manufacturer that drive a specific 
computer in the performance of its tasks and assists the operators, applications programmers and programs with 
various supporting functions. A proprietary name and a "version number" are commonly used to identify different 
operating system versions.) 
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105 40844 May tinh cña he 
th6ng cong hirOng tr 

(MRI system 
computer) 

May tInh iOn chuyên dimg, may tinh cá nhãn (PC) hoAc nn tang dira trên PC và phn cüng, phn mm h th&ig 
va phn mm vn hành h th6ng có lien quan duoc sr dmg dac bit d diu khi&i và giám sat hoat dông cña h 
th6ng chup cong huOng tü (MRI) hoäc he thong quang ph cong huOng tr d sü d%ing in vivo và các chIrc nàng xu 
1', hi&i thi va phân tIch hinh ânh. 

(A dedicated mainframe computer, personal computer (PC) or PC based platform and associated hardware, 
firmware, and operating system software used specifically to control and monitor the operation of a magnetic 
resonance imaging (MRI) system or magnetic resonance spectroscopy system for in vivo use and associated image 
processing, display and analysis functions.) 

106 40847 May tInh cüa h 
thông X-Quang chân 

doán, thng quát 

(x-ray system 
computer, diagnostic, 

general-purpose) 

May tInh iOn chuyên ding, may tInh Ca nhãn (PC) hoàc nn tang d%ra trên PC và phn c(xng, ph.n mm h thng 
va phãn mém van hanh he thông co lien quan dircic six dung däc biêt dê diêu kluên va giam sat hoat dông cua he 
thng X-Quang y th tng quát và xir l, hMn thj và phân tIch hInh ãnh. 

(A dedicated mainframe computer, personal computer (PC) or PC based platform and associated hardware 
flnnware, and operating system software used specifically to control and monitor the operation of a general-purpose 
medical x-ray system and associated image processing, display and analysis functions.) 

107 40848 May tInh cüa h 
thông X-Quang nha 

khoa 

(Dental x-ray system 
computer) 

May tInh iOn chuyên dung, may tfnh cá nhãn (PC) hoc nn tang dija trên PC và phn cling, phn mm h thnj 
va phan mêm van hanh he th6ng co hen quan duçic six dung dàc biêt dê diêu khrên va giam sat hoat dong cua he 
th6ng X-Quang nha khoa và xu l', hin thj và phân tIch hinh ãnh. 

(A dedicated mainframe computer, personal computer (PC) or PC based platform and associated hardware, 
firmware, and operating system software used specifically to control and monitor the operation of a dental x-ray 
system and associated image processing, display and analysis fi.inctions.) 

108 40866 Phn mm 1mg ding 
cüa h th&ig X- 

Quang chn doán ccr 
bàn 

Mt chucmg trInh phn mm riéng lé hoc mt nhóm các chixcing trinh, quy trInh hoc thuât toán ho sung các 
khâ nàng xü l vàfhoc phãn tIch hInh ãnh cii th vào cu hinh h th&ig chup ãnh X-Quang mtc dIch chung. Mt 
tp hçip các chuxxng trinh va quy trInh 1mg diing c bàn di kern vOi các h thong chiip ãnh ducic diu khin bang 
may tInh va có th ducic nãng cp dè sfra li 1p trmnh hoc them các khà nang mOi cüa h thng. Mt s6 quy trInh 
hoc nhóm các gói quy trInh phn mm 1mg diing phâi ducic kt hc vOi cac phi,i kiin hoäc cu hInh phn cling 
hoc phn mm ct th d có th hoat dng thu dr djnh. Các gói chuong trInh 1mg d%mg thumg duçic xác djnh bang 
ten dc quyn và s6 "phiên bàn" hoc s6 "nâng cp". 

bvdhytb.vt_Van th
u Benh vien

 D
ai 

Hoc Y
 Thai 

Binh_21/10/2024 13:24:06



47 

STT 
Ma 

Danh pháp 
Ten thit b y t 
(Medical device) 

Djnh nghia danh pháp Thit b y t 
(Definition of Medical device nomenclature) 

(Basic diagnostic x- 
ray system 

application software) 

(An individual software program or group of programs, routines or algorithms that add specific image processing 
and/or analysis capabilities to a general-purpose x-ray imaging system configuration. A basic set of applications 
programs and routines are included with such computer-controlled imaging systems and they can be upgraded to 
correct programming errors or to add new system capabilities. Some applications software routines or groups of 
routine packages must be combined with specific hardware or firmware accessories or configurations in order to 
function as intended. Applications program packages are typically identified by a proprietary name and "version" 
or "upgrade" number.) 

109 40868 Phn mm 1mg di,mg 
cüa h thing X- 

Quang ch%ip mach 

(Angiographic x-ray 
system application 

software) 

Mt chucmg trinh phn mm riêng lê hoc mt nhóm các chucmg trInh, quy trinh hoc thuât toán b6 sung khã 
näng xü l và/hoc phân tich hinh ãnh ci th vào môt h th6ng hlnh ành dua trên phucmg pháp X-Quang hurnh 
quang bao gm các cAu hInh h th6ng X-Quang mach máu. Mt tp hqp các chuang trinh Va quy trinh 1mg dmg 
co bàn di kern vôi các h thng chip ãnh ducic diu khin bang may tInh và có th ducc náng cAp d süa li 1p 
trInh.hocthêm cac khâ nang mài cüa h thong. Mts6 chirang trinh phãi drcyc kt hcip vài cAu hInh phn c1mg 
hoc phn mm ci th d có th hoat dng nhix dr djnh. Các gói chi.rang trInh 1mg di,ing thuông duçic xác djnh bang 
ten dc quyn và s6 "phiên bàn" hoäc s "nàng cAp". 

(An individual software program or group. of programs,.routines or algorithms that add specific image processing 
and/or analysis capabilities to an x-ray fluoroscopy based imaging system including x-ray angiography system 
configurations. A basic set of applications programs and routines are included with such computer-controlled 
imaging systems and they can be upgraded to correct programming errors or to add new system capabilities. Some 
must be combined with specific hardware or firmware configurations in order to function as intended. Applications 
program packages are typically identified by a proprietary name and "version" or "upgrade" number.) 

110 40872 PhAn mm 1mg ding 
clia h thng cong  

huâng tü 

(IvilU system 
application software) 

Mt chtrang trinh phn mm 1mg ding d b6 sung khã nàng xü l' và/hoc phãn tIch hmnh ãnh ciii th vào cAu 
hInh h thong chtp cong huâng tr (MRI); không dành riêng cho vic 1p k hoach diu trj xa trj. Mt tp hçp các 
chucing trinh va quy trinh 1mg ding ca bàn di kern vài các h thong chip ãnh duqc diu khin bng may tinh và Co 
th ducic nãng cAp d slra li 1p trinh hoc them các khã nãng mcSri cUa h thng. Mt s chuang trmnh hoc các gOi 
chucing trInh phn mm 1mg ding phâi duçc kt hçp vOi các cAu lrinh phn clmg hoc phn mm ci,i th d cO the 
hoat dng thu dr djnh. Các gói chuang trmnh 1mg dung thiräng duçc xác djnh bang ten dc quyn va s "phiên 
bàn" hoäc s "nãng cAp". 
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(An application software program intended to add specific image processing and/or analysis capabilities to a 
magnetic resonance imaging (MRI) system configuration; it is not dedicated to radiotherapy treatment planning. A 
basic set of applications programs and routines are included with such computer-controlled imaging systems and 
they can be upgraded to correct programming errors or to add new system capabilities. Some applications software 
programs or program packages must be combined with specific hardware or firmware configurations in order to 
function as intended. Applications program packages are typically identified by a proprietary name and "version" 
or "upgrade" number.) 

111 40876 Phn mm üng di,mg 
cüa h th6ng X- 

Quang nha khoa thng 
quát 

(General-purpose 
dental x-ray system 

application software) 

Mt chucmg trinh phn mm riêng lé hoc mt nhóm các chuong trInh, quy trinh hoc thut toán b6 sung kM 
näng xü l và/hoc phan tIch hmnh ãnh ci th vào cAu hInh h th&ig X-Quang nha khoa muc dIch chung. Mt tp 
hçp các chucmg trInh và quy trinh img dmg co ban di kèm vth các h thng chip ãnh dtrcic diu khin bang may 
tmnh và. cO th dixcic nãng ctp d süa li 1p  trInh hoc them các khã näng md cüa h thng. Mt s6 quy trmnh hoc 
nhóm cac quy tnnh (cac goi) phân mém img dung phai duoc kêt hcip vm cac câu hinh phân cung hoàc phân mém 
cu the dê co the hoat dong nhu du dmh Cac gol chirong trmh ung dung thuong ducic xac dmh bang ten dc quyên 
Va so "phiên bàn" hoc s "nãng cp". 

(An individual software program or group of programs, routines or algorithms that add specific image processing 
and/or analysis capabilities to a general-purpose dental x-ray system configuration. A basic set of applications.. 
programs and routines are included with such computer-controlled imaging systems and they can be upgraded to 
correct programming errors or to add new system capabilities. Some application software routines or groups of 
routines (packages) must be combined with specific hardware or firmware configurations in order to function as 
intended. Applications program packages are typically identified by a proprietary name and "version" or "upgrade" 
number.) 

112 40878 Phn mm 1rng dmg 
cUa h th6ng X- 

Quang nha khoa toàn 
hàm/ct l 

(Panoramic/tomograp 
hic dental x-ray 

Mt 1mg ding hoc chuong tflnh dO lieu vn hành ducc thit k d sir ding trong hoc ciing vth cu hinh he 
thông X-Quang nha khoa toàn hànilcät lap. Mt tp hçip các chucmg trinh 1mg ding và quy trInh cci bàn ducic bao 
gôm trong bt kr h tMng ch.n doán hInh ãnh diu khMn bang may tInh. Mt s quy trInh hoc nhOm các quy trinh 
(cac gói) phãn mm 1mg ding phài dtrçrc kt hçrp vói các phi,i kin hoc cu hmnh phn cling hoc ph&n mm ci the 
d có th hoat dng thu di,r dlnh.  Các gói chucxng trInh ling ding thu&ng ducrc xác djnh bang ten dc quyn và s 
Ph1efl bàn" hoäc so "nâng cap". 
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system application 
software) 

(An application or operating data program designed for use in, or together with a panoramic/tomographic dental 
x-ray system configuration. A basic set of applications programs and routines are included with any computer-
controlled diagnostic imaging system. Some applications software routines or groups of routines (packages) must 
be combined with specific hardware or firmware accessories or configurations in order to function as intended. 
Applications program packages are typically identified by a proprietary name and "version" or "upgrade" number.) 

113 40912 B phn do thñ gian 
phát tia cüa he thong 

X-Quang 

(x-ray system 
exposure timer) 

Thiét bj hen gii phát tia X ti,r dng hoc bang tay là mt b phn cüa h th6ng tia X chin doán duçyc sü dung dê 
do, ghi li và kt thic vic to tia X ti mOt  thii dMm phü hcp vài sr phát tia theo ' mu6n hoãc trInh t%r phát tia. 
Thi& bj thung ducic diki khin bang din tr và tIch hcirp trrc tip vao h th&ig X-Quang chn doán hoc h th6ng 
X-Quang hu'nh quang. Nhóm thi& bj nay bao g6m nhiu thi& ké hen gRi khác nhau, vi di, dra trên bung ion 
hóa, dra trên may do quang din (phototimers), các thit bj hen gii dàc bit d sü di,mg trong các ing dimg ni soi 
hu'nh quang và các thit k hen gii tia X thxcc diu khin bang din hoàc din tir. Co th là mt thi& bj dt tu do, 
ducxc sir ding trong dam bào chit lucmg. 

(A device that is an automatic or manual x-ray exposure timer is a component of a diagnostic x-ray system used 
to measure, record, and terminate x-ray generation at a time consistent with a desired exposure or exposure 
sequence. It is typically electronically controlled and integrated directly into the diagnostic x-ray imaging or x-ray 
fluoroscopy system. This group of devices includes a variety of timer designs, e.g., ionization chamber based, 
photoelectric detector based (phototimers), timers specifically for use in fluoroscopy applications, and specific 
electronic or electromechanical controlled x-ray timer designs. It may be a freestanding device, also used in quality 
assurance.) 

114 40926 B nén ép cira h 
th6ng X-Quang nhO 

ânh 

(Mammographic , 
ray system 

compression device) 

Mt bô phn ducrc diu khin bang ca hQc, din tir hoc phn mm cüa he thng X-Quang nhü ãnh ducic sir dimg 
d lam phng va c djnh vu trong qua trinh ch%lp nhü ánh hoc qua trinh sinh thiM có huâng dn cña h thng chi,ip 
thu ânh. Thit bj nay ththng bao gm các t*m nén, giá d dirçic lien kt và b diu khin. 

(A mechanically, electronically or software-controlled component of a mammographic x-ray system used to 
flatten and stabilize the breast during mammography studies or mammography system-guided biopsy procedures. 
This device typically consists of paddles or plates, associated mounts, and controls.) 
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115 40927 B phãn nén ép cüa 
h thng X-Quang, 

bmg 

(x-ray system 
compression device, 

abdominal) 

M ,t b phn ducic diu khin bng c hoc,  din hoc phn mm cüa h th6ng X-Quang chn doán hoc diu tn 
duccc sir ding d lam phng và c6 djnh bing trong qua trinh chiip ãnh vã/hoac diu trj. 

(A mechanically, electronically or software-controlled component of a diagnostic or therapeutic x-ray system 
that is used to flatten and stabilize the abdomen during imaging procedures and/or treatments.) 

116 40940 Tram lam viec cüa he 
th6ng cong hxOng tr 

(MM system 
workstation) 

Tram xr l hInh ãnh tir do ducjc thit k dc bit d ni mng vOi mt hoäc nhiu h th6ng chiip cong huâng tir 
(MRI). Tr?m  lam vic cüa h th6ng MRI khác vOi bang diu khMn cüa ngrnii vn hãnh a ch không chCra các b 
diu khin cho hoat dng tr%rc tip cüa h th6ng ch&i doán hinh ãnh. No duçc thit k d nhn và truyn dft lieu cã 
trrc tuyn và ngoi tuyn và ththng dixçc dt tei  mt dja dim each xa bang diu khin cüa h th6ng MM. No ducic 
cu hinh d cung cp khâ näng xü l', thao tác và/hoc xem them hinh ãnh và thông tin cüa bnh nhán ducc thu thp 
t'ir mt hoäc nhi&i h thng MRI. 

(A freestanding image processing workstation specifically designed to be networked with one or more magnetic 
resonance imaging (MRI) systems. An MRJ workstation differs from the operator's console in that it does not 
contain the controls for the direct operation of the diagnostic imaging system. It is designed to receive and transmit 
data both on-line and off-line and is typically located at a site remote from the MM system's operator console. It is 
configured to provide the capability to further process, manipulate and/or view patient images and information 
collected from one or more MRI systems.) 

117 40946 Giá d bong x- 
Quang, lo.i treo tr*n 

(X-ray system tube 
support ceiling 

mounted) 

Môt thãnh phn cüa h th6ng X-Quang (drng hInh chAn doán, diu tn,  x trj) duc thiêt ké gân trn d gn, h 
trçi va to thun lçii cho vic djnh vj ciim bong phát tia X (khong bao g6m). No thuang bao gm mt giá d vâi các 
b diu khi&i. Cim bong phát tia X ducic gn vào giá và cO th di chuyn dc theo giá vàJhoc nghiéng di. Mt so 
thit k cling h trçs vic di chuyM và dlnh  vj b ghi nhn hInh ânh (vI di cim C-arm). 

(A component of an x-ray system (diagnostic, therapeutic, radiation therapy simulator) intended to be mounted 
on the ceiling to mount, support and facilitate positioning of the x-ray tube assembly (not included). It typically 
consists of a rack with controls. The x-ray tube assembly is attached to the rack and can be moved along the rack 
and/or tilted. Some designs also support the movement and positioning of an image receptor assembly (e.g., C-arm 
assembly).) II  v 
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118 40947 Giá d bong x- 
Quang, loai gn tu?ng 

(X-ray system tube 
support wail 

mounted) 

Mt thành phn cüa h th6ng X-Quang (dmg hInh chn doán, diu trj, xa trj) duçic thi& k gn tu?lng d gn, 
h trci và t?o  thun lçii cho vic djnh vj cim bong phát tia X (không bao gm). No thuing bao gôm mt giá dir vài 
cac b diu khin. Cim bong phát tia X thrcic g&1 vào giá va có th di chuyn d9c theo giá và/hoc nghiêng di. MOt 
so thiêt k cling h trq vic di chuyn và djnh vj b ghi nhn hInh ãnh (vI di cim C-arm). 

(A component of an x-ray system (diagnostic, therapeutic, radiation therapy simulator) intended to be mounted 
on a wall to mount, support and facilitate positioning of the x-ray tube assembly (not included). It typically consists 
of a rack with controls. The x-ray tube assembly is attached to the rack and can be moved along the rack and/or 
tilted. Some designs also support the movement and positioning of an image receptor assembly (e.g., a C-arm 
assembly).) 

119. 40949 Giá d bong x- 
Quang, loai g.n trén 

than may 

(X-ray system tube 
support, gantry 

mounted) 

Mtthãnh phn cUa h thng X-Quang (dmg hInh chn doán, diu tn, xa trj) ducic thi& k g&i trên giàn d gn, 
h trçi và.tao thun lçii cho vic djnh vj cm bong phát tia X (không bao gm). NO thu?ing bao gôm mt giá di vOi 
các .b diu khin. Cim bong phát tia X duçic gn vào giá và có th.di chuyn d9c theo giá và/hoc nghiêng dL Mt 
so thiêt k cling h trq vic di chuyn và djnh vj b ghi nhn hinh ãnh (vi di cm C-arm). 

(A component ofan x-ray system (diagnostic, therapeutic, radiation therapy simulator) intended tobemounted 
on a gantry to mount, support and facilitate positioning . of. the. x-ray tube assembly (not included). It typically 
consists of a rack with controls. The x-ray tube assembly is attached to the rack and can be moved along the rack 
and/or tilted. Some designs also support the movement and positioning of an image receptor assembly (e.g., C-arm 
assembly).) 

120 40951 Giá d& bong x- 
Quang, loai gn trên 

bàn 

(X-ray system tube 
support, table 

mounted) 

Mt thãnh phn cüa h thng X-Quang (drng hInh chn doán, diM trj, x trj) duc thi& k g&i trên bàn d gân, 
h trçi và to thun lçii cho vic dnh vj cim bong phát tia X (không bao g6m). No thixng bao gm mt giá d vOi 
các b diM khiM. C%Im bong phát tia X ducic gn vao giá và có th di chuyM dQc theo giá vã/hoc nghiêng di. Mt 
s thit k cling h trçi vic di chuyM va djnh vl b ghi nhn hInh ãnh. 

(A component of an x-ray system (diagnostic, therapeutic, radiation therapy simulator) intended to be mounted 
on a table to mount, support and facilitate positioning of the x-ray tube assembly (not included). It typically consists 
of a rack with controls. The x-ray tube assembly is attached to the rack and can be moved along the rack and/or 
tilted. Some designs also support the movement and positioning of an image receptor assembly.) 
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121 40956 Bô cp ngun din 
cüa h th6ng X- 

Quang 

(X-ray system power 
distribution unit) 

Ngun cung cAp din cho miic clIch dc bit ducic thit k dc bit d sü ding vài các h thng X-Quang ch.n 
doán và diu tn. Thit bj thi.rông bao gm mt tU ducic l&p dt c djnh thuemg duac gi là bô phãn ph6i din (PDU). 
PDU chüa cac thit bi diên tü va k& n6i duçc sü dung d chuyn di din áp ba pha (nhi.r 3 80/400 volt) thãnh din 
áp theo yêu cu cia mt h thng X-Quang ci th. Thit bj nay có th là môt thãnh phn cüa h thong X quang 
chn doán hoäc diu fri. 

(A special purpose power supply designed specifically to be used with diagnostic and therapeutic x-ray systems. 
It typically consists of a permanently installed cabinet often referred to as a power distribution unit (PDU). The 
PDU houses the electronics and connections used to convert three-phased voltage (e.g., 3 80/400 volt) to the voltages 
required by a particular x-ray system. It can be a component of a diagnostic or therapeutic x-ray system.) 

122 40960 Bô chuân truc cua he 
thông X-Quang nha 

khoa 

(Dental x-ray system 
collimator) 

Môt thiêt bi girn han chum tia drnrc su dung trong he thông X-Quang nha khoa dê xac dinh kich thuic va htrcmg 
cua chum tia X, han chê anh huong cua buc xa tan xa Thiêt bi duçc sir dung dê kiêm soat kich thuoc va hinh dang 
cua chum tia X den khoang miêng cua bênh nhân va phim hoAc bô glu nhân hinh anh Bao gôm tat ca cac bat thiêt 
bj hn ch chim tia X duçic sü ding trong h thng X-Quang chn doán nha khoa, thu b chu.n tia hinh non và 
khe. Thi& bj nay thuông ducic thi& k d sü ding vsi mt h th6ng X-Quang nha khoa ci th& 

(A beam restriction device used m dental x-ray systems to determine the dimension and direction of the x-ray 
beam, limiting the effects of scattered radiation. It is used to control the size and shape of the x-ray beam reaching 
the patient's oral cavity and the film or image receptor. It includes all kinds of x-ray beam restriction devices used 
in diagnostic dental x-ray systems, such as cones and slit collimators. The device is typically designed for use with 
a specific dental x-ray system.) 

123 40965 B phan ghi hinh 
doan phim ngän cüa 
h thông X-Quang 

hu'nh quang 

(Fluoroscopic x-ray 
system cine image 

recording wüt) 

T hçip thit bj chiip ãnh hu5rnh quang dng (CINE) sü dmg may quay phim dircic thit kê dàc bit dê ghi 1a  các 
hinh ãnh hu5rnh quang chuyn dng (thuôrng là phim 16 hoäc 35mm) hoäc các phuong tin truyn thông khác. Thiét 
bj là mt ph.n cüa h th6ng X-Quang hu'nh quang va bao g6m chu& hmnh ãnh dng huSrnh quang (may quay, phim 
hoAc video), co ch quang hoc, phim, b xü l' và may chiu hoc phn mm hin thj video và diu khi&i din. 

(An assembly of cinefluorographic (CINE) devices that uses a specially designed movie or video camera to 
record serial fluoroscopic images onto movie film (typically 16 or 35mm film) or other media. It is part of a 
fluoroscopic x-ray system and consists of a cinefluorography imaging chain (a camera, movie, or video), optical 
mechanism, film, processor and projector, or video display software and electromechanical controls.) 
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124 40970 Bang diu khin cña 
h thng cong hrnmg 

tr 

(MRI system operator 
console) 

Bang diu khin chInh cho h th6ng chip cong  huông tir (MRI). Thy thuc vao cu hinh thi& bj, có th bao g6m 
phn c(rng va phn mm cho phép hin thi, xir l, phãn tfch, km tru và truy xuAt hinh ãnh. Thit bj là mt thãnh 
phn cia h th6ng chn doán MRI va thuing bao gm cac khã näng duçc giao tip von h thng lien lac và km trü 
hlnh ãnh (PACS), mng cic b (LAN), h thng thông tin X quang (RIS) hoäc h thng thông tin bnh vin (HIS)). 
Thiét bi khác voni trm lam vic là clii chüa các bô diu khin chmnh cho hoat dông trrc tip cüa h th&ig MRI. 
ThiM bj ducc d.t a vj trI gn trrc tip cüa MRI, dt riêng lê hoàc tIch hqp. 

(The primary control panel for a magnetic resonance imaging (MRI) system. Depending on the device 
configuration, it typically includes hardware and software that allows for image display, processing, analysis, 
archiving and retrieval. It is a component of a diagnostic MRI system and typically includes the capabilities to be 
interfaced with a picture archiving and communication system (PACS), a local area network (LAN), a radiology 
information system (RIS) or a hospital information system (HIS). It differs from the workstation by only containing 
the primary controls for. the direct operation of the MRI system. It is located in the direct proximity of the MRJ 
either freestanding or integrated.) 

125 40994 Bang diu khin cüa 
h th6ng X-Quang 

diu tn 

(Therapeutic x-ray 
system operator 

console) 

MOt thành phn cüa cAu hinh he th6ng tia X diu trj có chüc näng nhu bang diu khin chInh cho tmg loai tia X 
diu tn chuyên bit, vl du: h th6ng tia Grenz. Bang diu khin dqc sr ding vói các h thóng x tnj phát tia X và 
khác vài trim lam vic là bang nay chi gm diu khin chinh cho h th6ng xa fri hoat dng trrc tip. Bang là mt 
thit bi riêng lé duçic k& n6i vài h th6ng trj lieu và i ngay ben hoc tIch hcp vào nhu tnrâng hçip cUa các may di 
dng hoc xách tay. 

(A component of a therapeutic x-ray system configuration that functions as the primary control panel for a 
specific kind of therapeutic x-ray system, e.g., a Grenz-ray system. It is used with radiation therapy systems that 
emit x-rays and differs from the workstation by only containing the primary controls for the direct operation of 
radiation therapy system. It is either a freestanding unit connected to the therapy system and located in the direct 
proximity or it can be integrated as is the case with mobile or portable system designs.) 

126 40999 H th6ng X-Quang 
nha khoa trong 

khoang ming di 

H th&ig X-Quang chn doán nha khoa luu dng (có bánh xe) ducic thit k d tao  ra và kim soát các chum tia 
X. NO ghi nhn kiu hp thii chum tia X duccc sir d%mg cho các kim tra vâi mic dIch chung, thtring quy, chip X-
Quang trong nha khoa lien quan dn chn doán và diu trj (vI di, phu thut hoc xãm lan) các bnh v rang, ham 
và cu tritc khoang ming. Cam bin duçic dt ben trong khoang ming, mic dIch là d hmnh dung chi tit mt vüng 
ducc giói hun. HInh ãnh là tir phim hoäc t#*m phospho. 
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dng, k thut tircmg 
tr 

(Mobile intraoral 
dental x-ray system 

analogue) ' 

(A mobile (on wheels) diagnostic dental x-ray system designed to generate and control x-ray beams. It records 
the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography examinations involving 
the diagnosis and treatment (e.g., surgical or interventional) of diseases of the teeth, jaw and oral cavity structures. 
The sensor is placed in the mouth, the purpose being to visualize a limited region in detail. The image is from film 
or phosphor plate.) 

127 

• 
• 

41000 H th6ng X-Quang 
nha ldioa trong 

khoang ming cô 
djnh, k5 thut tucing 

hr 

(Stationary intraoral 
dental x-ray system, 

analogue) 

H th6ng X-Quang ch.n doán nha khoa duçic thi& k dt c6 djnh hoàn toàn ti mt vj tn d tao ra và kiêm soát 
cac chim tia X. No ghi nhn kiu hp thi chum tia X ducic sr &mg cho các kim tra vói m'ic dIch chung, thuô'ng 
quy, chip X-Quang trong nha khoa lien quan dn chAn doán và diu tij vI dxi, phu thuât hoc xám ln) các bnh 
v rang, ham va cAu trCic khoang ming. Cam bin dixcic dt ben trong niing, miic dIch là d hmnh dung chi tit môt 
vmg duc giâi hn. Hinh ãnh là tir phim hoc tAm phospho. 

(A diagnostic dental x-ray system designed for permanent fixture in one location to generate and control x-ry 
beams. It records the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography 
examinations involving the diagnosis and treatment (e.g., surgical or interventional) of diseases of the teeth, jaw 
and oral cavity structures. The sensor is placed in the mouth, the purpose being to visualize a limited region in 
detail. The image is from film or phosphor plate.) 

128 41023 H thông X quang 
din ap thâp diêu t 

khôi u trén da 

(Skin-tumour low- 
voltage therapeutic x- 

ray system) 

Môt to hap cac thiêt bi dixc,c thiêt kê de phat chum tia X din áp thâp duac su dung trong diêu tim giãm the hoäc 
cha lath các i u trên b mt da. Din ap gia t6c cüa h th6ng diu bang tia X nay thug duài 100 kV. 

(An assembly of devices designed to deliver low-voltage x-ray beams used in palliative or curative treatments 
of superficial skin tumours. Acceleration voltages associated with this kind of x-ray therapy system are usually 
below 100 kV.) 

129 41917 Du do cüa h thng 
Doppler thai nhi 

(Foetal Doppler 
system robe J p / 

Môt b phn van hành bang tay cUa h th6ng Doppler thai nhi ducrc dt trên be mt b%ing cüa phii nft mang thai dê 
phát hin nhp tim cüa thai nhi bang cong ngh siêu am/Doppler. Thit bj có th bao g6m cu hinh bO chuyn dôi don 
hoc nhi&i thành phãn giüp chuyn di diên ap thành chum tia siêu am tái to chuyn dng và luu hrqng din hInh là 
am thanh. ThMt bj có sn nhiu mirc tan s6 khác nhau (nhu 2 hoc 3 MF1z). Là thth bj có th tái sCr thing. 

/ 

bvdhytb.vt_Van th
u Benh vien

 D
ai 

Hoc Y
 Thai 

Binh_21/10/2024 13:24:06



55 

STT 
Ma 

Danh pháp 
Ten thit bj y t 
(Medical device) 

Dinh nghia danh pháp Thit bj y t 
(Definition of Medical device nomenclature) 

(A hand-operated component of a foetal Doppler system which is placed on the surface of a pregnant womans 
abdomen to detect foetal heart beats using ultrasonic/Doppler technology. It may include single or multiple element 
transducer configurations that convert electric voltages into an ultrasound beam reproducing movement and flow 
typically as sound. The device is available in various frequency capacities (e.g., 2 or 3 MHz). This is a reusable 
device.) 

130 42066 H thng X-Quang 
nha khoa ngoai 

khoang ming cô 
djnh, k thut tuong 

tr 

(Stationary extraoral 
dental x-ray system, 

analogue) 

H th6ng X-Quang chn doán nha khoa duc thiét k dt c djnh hoãn toãn t.i mt vl trI d to ra và kiêm soát 
các chm tia X. No ghi nhn kiu hp thu chim tia X ducc sü d%mg cho các kim tra vâi mjc dIch chung, thuông 
quy, chip X-Quang trong nha khoa lien quan dn chn doán và dik trj (vi dii, phu thut hoc can thip) các bnh 
v rang, ham và cu trüc khoang ming. Cam bin ducic dt ben ngoài ming, m%lc dIch là d ghi nhn hInh ânh 
toàn b vüng ming vâi sr hin din cUa các rang xung ham trên, ham duài. Hinh ãnh là ttr phim hoc tAm 
phospho. 

(A diagnostic dental x-raysystem designed for permanent fixture. in one location to. generate and .control:x-ray 
beams. It records the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography 
examinations involving the diagnosis and treatment (e.g., surgical or interventional) of diseases of the teeth, jaw 
and oral cavity structures. The sensor is placed outside the mouth, the purpose being to visualize the entire mouth 
area showing teeth on both the upper and lower jaws. The image is from film or phosphor plate.) 

131 42067 H thng X-Quang 
nha khoa ngoài 

khoang ming luu 
dng, k5 thuât s 

(Mobile extraoral 
dental x-ray system, 

digital) 

H thing X-Quang chAn doán nha khoa liru dng (Co bánh xe) ducic thit k d to ra và kim soát các chum tia 
X. NO ghi nhn kiu hAp th1i chim tia X duçic sfx diing cho các kim tra vói mic dIch chung, thuông quy, chiip X-
Quang trong nha khoa lien quan dn chAn doán và diu tn (VI dii, phu thut hoc can thip) các bnh ye rang, ham 
và cAu trüc khoang ming. Cam bin ducic dt ben ngoài ming, miic dIch là d ghi nhn hInh ánh toàn b vüng 
ming vth sir  hin din cüa các rang xucing ham trén, ham duori. D1 lieu là hinh ãnh cüa k$ thut chuyn di tuang 
tir - s hoc bang hInh ãnh k thut s6. 

(A mobile (on wheels) diagnostic dental x-ray system designed to generate and control x-ray beams. It records 
the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography examinations involving 
the diagnosis and treatment (e.g., surgical or interventional) of diseases of the teeth, jaw and oral cavity structures. 
The sensor is placed outside the mouth, the purpose being to visualize the entire mouth area showing teeth on both 
the upper and lower jaws. The data is either from analogue-to-digital conversion techniques imaging or by digital 
imaging.) 
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132 42252 Bô chun tr%ic cüa he 
thng X-Quang chn 
doán diêu khin khAu 
dO thu cong. có dng 

c 

(Manual-aperture- 
control diagnostic x- 

ray system collimator, 
motorized) 

Mt thit bj chn doán, tiêu chun d djnh hInh và gith h?n  chim tia X vth ci ch dông cci man trp/diu chinh 
dO dài yêu cu ngix?ii van hành diu chinh thu cong màntrp cüa bô chun tia hoc chiu dài cUa hInh non truâc 
khi phcii sang d phi hcip vâi kIch thuâc và hInh dng cüa chum tia X vôi kIch thuOc cUa cuOn  bang tia X dang 
ducic sir dmg. HAu ht các bô chun tia Co dng ca du bao gm mOt  thit bj djnh tam ánh sang. Bô chun tia X 
ducc sr ding dã hn ch ânh huông cüa büc x phan tan dn chat luçing hinh ãnh và bão v bênh nhãn btng each 
loai bO sir phát tia dn các vüng ca th không phái mic tiêu. 

(A standard, diagnostic x-ray beam-limiting and shaping device with a motorized shutter/length adjustment 
mechanism that requires the operator to manually adjust the collimator shutters or length of the cone prior to an 
exposure in order to match the size and shape of the x-ray beam to the size of the x-ray cassette in use. Most motorized 
collimator assemblies include a light-centring device. An X-ray collimator is used to limit the effects of scattered 
radiation on image quality and to provide patient protection by eliminating exposure to non-target body areas.) 

133 42253 Bô chuân trtrc cua he 
th6ng X-Quang chn 
doán dieu ien u 
dO thu cong. không cO 

dng ca 

(Manual-aperture- 
control diagnostic 

ray system collimator, 
non-motorized) 

Môt thiêt bi ch.n doan, tiêu chuân dê girn han chum tia X, không co dông CG Co kich thucic/ chiêu dai/ cira trap 
ciun khAu dO phâi ducic diu chinh tht cong d phi hcip vâi kIch thuàc cüa chum tia X vi kIch thuàc cUa cuOn 
bang tia X dang duqc s dung. NO bao gm các thit k cO diu in thu cOng vn hành mOt  hoc nêu cp cua 
trap va cling cO các thit k yéu cu them hoc lo?i bO cac phn gn kern hoc phn ma rng cho phép nguai vn 
hành thay cMi kIch thuàc và hinh dng cüa chum tia phát ra tir hInh nOn hoc hInh trii. BO chun tia X dircic sü diing 
d hn ch ãnh huâng cüa büc xa phân tan dn chit hrçmg hlnh ành và bào v bênh nhãn bang cách loai bO sr phát 
tia den các vling ca the không phâi mic tiêu. 

(A standard, non-motorized, diagnostic x-ray beam-limiting device whose aperture size/length/shutter assembly 
must be manually adjusted in order to match the size of the x-ray beam to the size of the x-ray cassette in use. It 
includes designs with manual controls that operate one or more shutter pairs and also designs that require the 
addition or removal of attachments or extensions that allow the operator to alter the size and shape of the exit beam 
from a cone or cylinder. An x-ray collimator is used to limit the effects of scattered radiation on image quality and 
to provide patient protection by eliminating exposure to non-target body areas.) 

134 42254 Bô chun tric cüa h 
thông X-Quang chãn 
doán khau dO cô djnh 

Môt thit bj chn doán, tiêu chun d gi&i h?n  chum tia X, không co dng ca cO kich ththc cua c6 djnh. NO gn 
vào bang mOt  khe hoäc tam dê vào vO bao bOng phát tia h thng X-Quang chn doán và ducic sü d%mg d hn ch 
ânh htrOrng cüa bCrc x phân tan dn chat luçxng hInh ãnh và bão v bnh nhân bng cách loi bO s'r phát tia den các 
vling ca th không phâi m1c tiêu. Mãng chn ftu dO bao gm mOt  tm chi cO l i giüa. KIch thtrâc và hinh dng 
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(Fixed-aperture 
diagnostic x-ray 

system collimator) 

cüa l xác ctjnh kich thrn,c và hInh dung cüa chum tia x phát ra ti'r h thng X-Quang. Các hInh non và hmnh tri 
dtrçic sü dimg d chuk truc chim tia ducc lam bang chI và thrcic gn bng mt tm d vào cim vO bao bong phát 
tia X. 

(A standard, non-motorized, diagnostic x-ray beam-limiting device that has a fixed size opening. It attaches by 
means of a slot or base plate to a diagnostic x-ray system tube housing and is used to limit the effects of scattered 
radiation on image quality and to provide patient protection by eliminating exposure to non-target body areas. An 
aperture diaphragm consists of a sheet of lead with a hole in the middle. The size and shape of the hole determine 
the size and shape of the x-ray beam exiting from the x-ray system. Cones and cylinders used for beam collimation 
are made of lead and attach by means of a base plate to an x-ray tube housing assembly.) 

135 42261 B chuAn truc cüa h 
th&ig X-Quang tn 
liu, cOdngca 

(Manual-aperture- 
control therapeutic x- 
ray system collimator 

motorized) ' 

Môt thit bj djnh hinh và giâi hn chum tia X có gn dng ca, là mt thank phn cüa h thng tia X diu tn và 
diu chinh bang tay. Thit bj duçrc gn vào ng tia x và diu chinh kIch thi.râc và hInh dang cua chum tia x d phà 
hcipvàikIch ththcvà hInh dung cüavüngmictiêudircic xác djnh truâcliochInkdng cüa hp tia x ducc si'r dimg 
cho muc dIch dam bão chAt lucrng. Thi& bj sr diing trong các üng diving diu tn xa tn d h?n  ch ãnh huâng cüa 
b(rc xa tan xa và bâo v bnh nhân bang cách h?n  ch hoc loi bO tip xüc vo'i các vüng cu th không phài rniic 
tiêu trong qua trInh diu trj. Thiét bj nay duçrc thi& k dc bit d sü ding vói h th6ng mô phOng tia X hoc tia X 
tn lieu. 

(A motorized, x-ray beam-limiting and shaping device that is a component of a therapeutic x-ray system and that 
is adjusted manually. It is attached to the x-ray tube housing assembly and adjusts the size and shape of the x-ray 
beam to match the size and shape of a predefined target area or the shape of a x-ray cassette used for quality 
assurance purposes. It is used in radiation therapy applications to limit the effects of scattered radiation and to 
protect the patient by limiting or eliminating exposure to non-target body areas during treatment. This device is 
specifically designed for use with an x-ray simulation or therapeutic x-ray system.) 

136 42262 B chun trirc cüa h 
th6ng X-Quang tn 
lieu, không có dng 

(Manual-aperture- 
control therapeutic x- 

Mt thi& bj djnh hinh và giài hn chum tia X không CO gn dng ca, là mt thành phn cüa h th6ng tia X diu 
tn và diu chinh bang tay. Thi& bj dtrcic gn vào ng tia x và diu chinh kich thrnc và Mnh dung cüa chim tia x 
phü hçip v&i kich thuàc và hinli dung ci'ia vung muc tiêu ducic xác djnh tnrôc hoc hmnh dung cüa hop tia x duçic sfr 
dmg cho mi,ic dich dam bão chAt lucmg. Thi& bj sir di,ing trong các üng d%mg di&i tn xa tn d hn chê ãnh huing 
cüa büc xa tan xa va bào v bnh nhãn bang each h?n  ch hoc loi bO tip xüc vOi các vüng cci th không phài mic 

4 
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ray system collimator, 
non-motorized) 

tiêu trong qua trInh diu tn. Thi& bj nay duçc thit k dAc bit d sr dung vài he thng mô phóng tia X hoc tia X 
tn lieu. 

(A non-motorized, x-ray beam-limiting and shaping device that is a component of a therapeutic x-ray system 
and that is adjusted manually. It is attached to the x-ray tube housing assembly and adjusts the size and shape of 
the x-ray beam to match the size and shape of a predefined target area or the shape of a x-ray cassette used for 
quality assurance purposes. It is used in radiation therapy applications to limit the effects of scattered radiation and 
to provide patient protection by limiting or eliminating exposure to non-target body areas during treatment. This 
device is specifically designed for use with an x-ray simulation or therapeutic x-ray system.) 

137 42263 Bô chun trrc cüa he 
thông X-Quang fri 

lieu khâu d co dinh 

(Fixed-aperture 
therapeutic x-ray 

system collimator) 

Mt thit bj djnh hmnh và giói hn chum tia X, không tr dng, là môt thãnh phn cüa he thong tia X diu tn và 
va co kich thi.rcic m / chiêu dai / man trap dtwc cô dinh Thiêt bi sir dung trong cac irng dung thêu fri xa fri dê han 
ché anh hirmig cua brrc xa tan xa va bao ye bênh nhân bang cach han chê hoäc loai bo tlêp xuc vat cac vung ca the 
không phai muc tiêu trong qua tnnh diêu fri Thiêt bi nay thryc thiêt ké dAc biêt d sir dung vat he thông mô phong 
tia X hoc tia X tn lieu. 

(A non-automated, x-ray beam-limiting device that is a component of a therapeutic x-ray system and whose 
opemng size/length/shutter assembly is fixed It is used m radiation therapy applications to limit the effects of 
scattered radiation and to protect the patient by limiting or eliminating exposure to non-target body areas during 
treatment. This device is specifically designed for use with an x-ray simulation or therapeutic x-ray system.) 

138 42280 H thng X-Quang 
chip mu IVD 

(Specimen x-ray 
system IVD) 

MOt t6 hçip các thMt bj duçc thit k d to ra hmnh ãnh tia X cüa mt mu mô vI dii, lôi .sinh thi& 1p th ducc 
ly trong qua trInh chip nhü ãnh) và/hoc mt phn c th bj ct cit, bang cách to ra và ki&n soát chum tia X va 

ghi l?i  các mô hInh hp th%i cia chiip X-Quang. H thng nay thirông bao gm mt ngän d dt mu thr Va mt 
man chn; binh ánh dUVC to ra bang các phiwng pháp hmnh ãnh k th4t  s& 

(An assembly of devices designed to produce an x-ray image of a tissue sample (e.g., stereotactic biopsy cores 
taken during mammographic procedures) and/or an amputated body part, by generating and controlling x-ray beams 
and recording the absorption patterns of the x-rays. The system typically includes a cabinet where the specimen is 
placed and a screen; the image is generated via digital imaging methods.) 

139 42297 H thng X-Quang 
nha khoa trong 

He thong X-Quang chn doán nha khoa diroc thit k dt c6 djnh hoàn toàn t.i mt vj tn dê to ra và kiêm soát các 
chum tia X. No ghi nhn ki&i hp thi chim tia X dtrçic sü ding cho các kim tna vâi miic dich chung, thuing quy, 
chup X-Quang trong nha khoa lien quart dn chn doán và diM trj (vi dii, phu thi4t  hoc can thip) các bnh v nAn& 
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khoang miêng c 
djnh, k5 thut s 

(Stationary intraoral 
dental x-ray system, 

digital) 

ham va cu trüc khoang ming. Cam bi& ducic dat ben trong khoang ming, mic dlch là d ghi nhn clii tit môt 
vüng ducic giOi hn. Dir lieu là hinh ãnh cüa k5r thut chuyn di tuclng tu - s6 hoc b#*ng hinh ãnh k5? thuât so. 

(A diagnostic dental x-ray system designed for permanent fixture in one location to generate and control x-ray 
beams. It records the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography 
examinaticsns involving the diagnosis and treatment (e:g., surgical or interventional) of diseases of the teeth, jaw 
and oral cavity structures. The sensor is placed in the mouth, the purpose being to visualize a limited region in 
detail. The data is either from analogue-to-digital conversion techniques imaging or by digital imaging.) 

140 43333 H th6ng X-Quang 
nha khoa toàn cãnh, 
di dng, k thuât s 

(Mobile panoramic 
dental x-ray system 

digital) ' 

He thong chtp X-Quang rang k thut s, dung trong chn doán, di dng (co bánh xe) dUqC thit k vài cam 
bin và ngun tia X ngoài ming nhm tao  ra và diu khin chum tia X d tao ra hInh ãnh X-Quang toàn cãnh (thj 
tnIing và góc nhIn rng) cho rang, ham, và cac cu true khoang ming. H thng bao gm các cAu hInh mo-dun ccr 
ban cO th .duçc nâng cp bang cách b sung phn cüng, phn mm hoc các thành phn khác. Dir lieu là hinh ãnh 
ehuyn d& analog sangk5.thut s6 hoc bng hInhánh k .th4t sO. 

(A mobile (on wheels) diagnostic digital dental x-ray system designed with an extraoral x-ray sensor and source 
intended to generate and control x-ray beams to produce panoramic (wide field of view) x-ray images of the teeth, 
jaw: and oral cavity structures. It consists of basicmodular. configurations that can be upgraded by the addition of 
hardware, software or other components. The data is either from analogue-to-digital conversion techniques imaging 
or by digital imaging.) 

141 43367 He thng X-Quang 
nha khoa toãn cãnhl 
ct lop c6 djnh, k5 

thut tung tu 

(Stationary 
panoramic/tomograph 

ic dental x-ray 
system, analogue) 

H thong X-Quang dung trong chn doán nha khoa ducic thit k dt c6 djnh ti ch có cam bin và ngun tia X 
ngoài khoang ming nhm tao  ra và diu khin chum tia X trong các ung ding tao  hInh ãnh nha khoa vixt tri gm 
rang, ham, khoang ming, xoang và/hoc các cAu trüc rang ham mt khác. H thong sü dung k5 th4t tuong tir, 
hoc chuyn di k thut ttrcrng t%r sang k thuat s6 d ch%lp và hin thj hinh ãnh và có th bao gm các khà nãng 
xü l và phân tIch hmnh ãnh khác nhau. H th6ng nay duçic thit k vOi khã nàng tao  ra hal hoc nhiu loai hirih 
chup X-Quang nha khoa cho miic  dIch dc bit dung X-Quang trong khám nghim nha khoa: quét tuyn tInh, toàn 
cânh, rang ham và hp sç, chup c.t lOp tuyk tInh, chip ct lOp xon 6c, chip ct lOp vi tInh. 

(A diagnostic dental x-ray system designed for permanent fixture in one location with an extraoral x-ray sensor 
and source intended to generate and control x-ray beams used in advanced dental imaging applications involving 
the teeth, jaw, oral cavity, sinus, and/or other maxillofacial structures. It uses analogue, or analogue-to-digital 
techniques for image capture and display and may include various image processing and analysis capabilities. Thi 
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system is designed with the capability to produce two or more kinds of special purpose dental x-ray examinations: 
linear scanning, panoramic, cephalometric, linear tomography, spiral tomography, scanograms.) 

142 43368 He thing X-Quang 
nha khoa toàn cành, 
liru dng, k thut 

tucing tr 

(Mobile panoramic 
dental x-ray system, 

analogue) 

He thng chip X-Quang nha khoa, analogue, dung trong chn doán, di dung (co bánh xe) duçic thit k vth cam 
bin và ngun tia X ngoài ming nhm to ra va diu khin ch&n tia X d tao  ra hInh ãnh X-Quang toàn cãnh thj 
trithng và góc nhin rng) cho rang, ham, v các c.0 trñc khoang ming. H th6ng bao gôm các câu hInh mo-dun co 
bàn có th ducic nãng cp bang cách b sung pMn crng, pMn m&m hoc các thành phn khác. HInh ãnh là tr phim 
hoc thm phospho. 

(A mobile (on wheels) diagnostic analogue dental x-ray system designed with an extraoral x-ray sensor and 
source intended to generate and control x-ray beams to produce panoramic (wide field of view) images of the teeth, 
jaw and oral cavity structures. It consists of basic modular configurations that can be upgraded by the addition of 
hardware or software components. The image is from film or phosphor plate.) 

14. 43369 H th6ng X-Quang 
nha khoa toàn cành, 
c djnh, k thut s6 

(Station anoramic p 
dental x-ray system, 

digital) 

H th6ng chip X-Quang k5 thut s6, dfmg trong chn doán nha khoa, duqc thi& k dt c djnh ti ch vâi cam 
bin và ngun tia X ngoà.i ming nhm to ra và diu khi&i chum tia X d tao  ra hInh ãnh X-Quang toãn cãnh 
(trlrmg nhIn rng) cho rang, ham, và các c&u trüc khoang ming. H th6ng bao gm các câu hInh mo-dun ca bàn 
có th duçTc nãng ctp b.ng cách b6 sung phn cüng, ph.n mm hoAc các thành phn khác. Dtr lieu là hInh ãnh 
chuyn di analog sang k thuât s hoäc bang hInh ãnh k thuât s6. 

(A diagnostic digital dental x-ray system designed for permanent fixture in one location with an extraoral x-ray 
sensor and source intended to generate and control x-ray beams to produce panoramic (wide field of view) x-ray 
images of the teeth, jaw and oral cavity structures. It consists of basic modular configurations that can be upgraded 
by the addition of hardware, software or other components. The data is either from analogue-to-digital conversion 
techniques imaging or by digital imaging.) 

144 43377 He th6ng X-Quang 
nha khoa toàn 

cánh/ct lap, di dng, 
k thuat  s6 

(Mobile 
panoramic/tomograph 

H thng X-Quang dung trong chn doán nha khoa, di dng (co bánh Xe) &rçlC thit ké vO'i cam bin và ngun 
tia X ngoai ming nhm tao  ra và diu khin chiim tia X trong các üng dimg tao hinh ành nha khoa vlxçrt tri gôm 
rang, ham, khoang ming, xoang và/hoc các c.0 trüc rang ham mt khác. H thng sr diing k thut s6 d chiip, 
thao tác và hin thj hInh ành và có th bao gm các khâ nang xr ly' và phãn tIch hmnh ãnh khác nhau. He th6ng nay 
thrçic thi& k vói khà nàng tao  ra hai hoc nhiu loi hInh chip cho miic dIch dc bit dung X-Quang trong khám 
nghirn nha khoa: quét tuyn tInh, toãn cãnh, rang ham va hp sç, chip ct lap tuyn tInh, chiip ct lOp xoan ôc, 
chiip cat lOp vi tInh. 
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ic dental x-ray 
system, digital) 

(A mobile (on wheels) diagnostic digital dental x-ray system designed with an extraoral x-ray sensor and source 
intended to generate and control x-ray beams used in advanced dental imaging applications involving the teeth, jaw, 
oral cavity, sinus, and/or other maxillofacial structures. It uses digital techniques for image capture, manipulation 
and display and may include various image processing and analysis capabilities. This system is designed with the 
capability to produce -two or more special purpose dental x-ray examinations: linear scanning, panoramic, 
cephalometric, linear tomography, spiral tomography, scanograms.) 

145 43615 H th6ng X-Quang 
chiip do so mt, di 

dng, k5 thut tircing 
tr 

(Mobile 
eephalometri x-Y 
system, analogue) 

H th6ng X-Quang rang ham và hp s, hru dng (Co màng hlnh hi&i thj) ducic thi& k d to ra và kim soát 
các chm tia X và d ghi li các hinh ành hp thu cüa tia X di qua du (hop sQ) cüa bnh nhãn. Mite  dIch: 1) hinh 
ânh X quang và do kich thuóc cüa d,u, vi dii,  cu true bt thiràng cüa hp s; 2) dánh giá chinh nha v kt n6i cUa 
rang vài ham và xuang ham vOi ph.n cOn iai cüa khung xl.wng mt; 3) dánh giá &rng thi và các cu true mô mm 
khác. Cam biên duçic dt a ngoài du. Hinh ãnh thu nhn trén phim hoc thm phospho. 

(Amobile (withinanimagingfacility) cephalometricx-raysystemdesigned to generate and control x-ray beams 
and to record the absorption patterns of x-rays passing through a patient's head (skull). It is used for: 1) radiographic 
visualization and measurement of the dimensions of the human head, e.g., abnormal structures of the skull; 2) 
orthodontic. assessment of the relationship of the teeth to the jaws and the jaws to the rest of the facial skeleton; 3) 
assessment airway and other soft tissue structures. The sensor is placed outsidethe head. The image is from film or 
phosphor plate.) 

146 43617 He th6ng X-Quang 
chip do s mt, c 

djnit, kj thuât tircYng 
tir 

(Stationary 
cephalometric x-ray 
system, analogue) 

H th6ng X-Quang rang ham va hp sç, c6 djnh duçic thi& k d to ra và kim soát các chm tia X và d ghi 
li các hInh ánh hp thi cüa tia X di qua du (hop sQ) cüa bnh nhân. Mite  dIch: 1) hinh ãnh X quang và do kIch 
thtthc cña du, vi d%i, cu true bt thuOng cüa hop sQ; 2) dánh giá chinh nha v k& ni cUa rang v&i ham và xuang 
ham vài phn cOn lai cña khung xtrcing mat; 3) dánh giá dixO'ng th& và các cAu true mô mm khác. Cam bin dixcic 
dt i ngoài cüa du. Hinh ânh thu nhãn trên phim hoc tim phospho. 

(A stationary cephalometric x-ray system designed to generate and control x-ray beams and to record the absorption 
patterns of x-rays passing through a patient's head (skull). It is used for: 1) radiographic visualization and measurement 
of the dimensions of the human head, e.g., abnormal structures of the skull; 2) orthodontic assessment of the 
relationship of the teeth to the jaws and the jaws to the rest of the facial skeleton; 3) assessment airway and other soft 
tissue structures. The sensor is placed outside the head. The image is from film or phosphor plate.) 
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147 43619 He th6ng X-Quang 
chip do sç mat, di 
dng, k thut s 

(Mobile 
cephalometric x-ray 

system digital) 

He thng X-Quang rAng ham và hp s, liru dng (co màng hmnh hin thj) ducyc thi& k d to ra và kim soát 
các chim tia X và d ghi lai các hInh ânh hp thu cüa tia X di qua du (hop  so) cUa bnh nhân. Mic clIch: 1) hinh 
ânh X quang và do kIch thuâc cnn d&u, vi dxi, cu true Mt thuàrng cüa hp sç; 2) dánh giá chinh nha v k& nôi cüa 
rAng vài ham vâ xirong ham vâi pMn con l.i cüa khung xi.wng mat; 3) dánh giá duing thô va cac cAu true mô mm 
khác. Cam bin diwc dt & ngoài du. Dfr lieu là hInh ành k thut tuclng t%r và hinh ành chuyn dik5 thut tuclng 
tir sang k thut so hoc bang hinh ânh k thi4t so. 

(A mobile (within an imaging facility) cephalometric x-ray system designed to generate and control x-ray beams 
and to record the absorption patterns of x-rays passing through a patient's head (skull). It is used for: 1) radiographic 
visualization and measurement of the dimensions of the human head, e.g., abnormal structures of the skull; 2) 
orthodontic assessment of the relationship of the teeth to the jaws and the jaws to the rest of the facial skeleton; 3) 
assessment airway and other soft tissue structures. The sensor is placed outside the head. The data is either from 
analogue imaging and digitized afterwards or by digital imaging.) 

148 43620 H th6ng X-Quang 
chip do 59 mat, có 
dinh, k5 thuât s6 

(Station 
cephalometric x-ray 

system, digital) 

H thong X-Quang rAng ham và hp sç, c6 djnh dxcic thi& k d to ra và kim soát các chum tia X và d ghi 
lai các hmnh ãnh hp thi cnn tia X di qua dAu (hop  sQ) cnn benh nhân. Mic dich: 1) hinh ãnh X quang và do kich 
thixcc cua dâu, vi du, câu truc bat thi.rang cua hp s, 2) dãnh gia chinh nha ye ket nôi cua rang vth ham và xiwng 
ham vOi phn cOn li cüa khung xlwng mat; 3) dánh giá du&ng thâ và các cAu true mô mm khác. Cam bin duçie. 
dt & ngoai cüa dAu. DO lieu là hInh ãnh k5 thuat ti.rcmg tr và hInh ành chuyn di k thut ürong tir sang k thut 
s hoc bang hlnh ânh k thut s6. 

(A stationary cephalometric x-ray system designed to generate and control x-ray beams and to record the 
absorption patterns of x-rays passing through a patient's head (skull). It is used for: 1) radiographic visualization 
and measurement of the dimensions of the human head, e.g., abnormal structures of the skull; 2) orthodontic 
assessment of the relationship of the teeth to the jaws and the jaws to the rest of the facial skeleton; 3) assessment 
airway and other soft tissue structures. The sensor is placed outside the head. The data is either from analogue 
imaging and digitized afterwards or by digital imaging.) 

149 44245 H th6ng X-Quang 
nha khoa toàn 

H th&ig X-Quang k5 th4t s6 dmg trong chn doán nha khoa dircic thiét k dt c6 djnh t?i  ch cO cam bin Va 
ngun tia X ngoài khoang ming nhm to ra va diu khin chum tia X trong các (mg ding to hInh ãnh nha khoa 
vircittrC,i gm rang, ham, khoang ming, xoang và/hoc các cu trác rang ham mt khác. H thng sir dmg k thut 
sO dê chup, thao tác và hin thj hinh ãnh và cO th bao gm các khã nang xir ly và phãn tich hInh ãnh khác nhu. 
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cánh/ct lap, c6 djnh, 
k5 thut s 

(Stationary 
panoramic/tomograph 

ic dental xray 
system, digital) 

He th6ng nay dtrcic thit k vâi khá näng tao  ra hai hoc nhiu loai hinh chip cho mic dich dc biêt diing X-Quang 
trong khám nghim nha khoa: quét tuyn tInh, toãn cành, rang ham và htp sç, chip ct iap tuyn tInh, chip ct lop 
xon c, chip c&t lOp vi tInh. 

(A diagnostic digital dental x-ray system designed for permanent fixture in one location with an extraoral x-ray 
sensor and source intended to generate and control x-ray beams used in advanced dental imaging applications 
involving the teeth, jaw, oral cavity, sinus, and/or other maxillofacial structures. It uses digital techniques for image 
capture, manipulation and display and may include various image processing and analysis capabilities. This system 
is designed with the capability to produce two or more special purpose dental x-ray examinations: linear scanning, 
panoramic, cephalometric, linear tomography, spiral tomography, scanograms.) 

150 44262 H thing X-Quang 
nha khoa toàn cãnh, 

ct djnh, k5 th4t 
tircrng tr 

(Stationary panoramic 
dental x-ray system, 

analogue) 

He thng chup X-Quang k5 thut txong tV,  ding trong chn doán nha khoa, ducic thit k dt c djnh tai  ch vOi 
cam bin va ngun tia X ngoài ming nhim tao  ra va diu khin chiim tia X d tao  ra Mnh ành X-Quang toãn cãnh 
(thtrixà'ng..va góc nhIn rung) cho rang; hãm,và các cu tric lthoang ming H..th6ng bao gm các cu hinh mô-
dun cci bàn Co th di.rcrc nãng cp bng cách b sung phn cüng, phn mm hoc các thành phn khác. Hinh ành thu 
nhn trên phim hoc thin phospho. 

(A diagnostic. analogue dental x-ray system designed for pennanent fixture in one location with an extraoral x-
. ray. sensor and source intended to generate and.control x-ray beams. to produce panoramic (wide field of view) 
images of the teeth, jaw and oral cavity structures. It consists of basic modular configurations that can be upgraded 
by the addition of hardware or sofiware components. The image is from film or phosphor plate.) 

151 44266 H th6ng X-Quang 
nba khoa toàn 

cãnh/c& lOp, hru 
dng, k5 thut txang 

tr 

(Mobile 
panoramic/tomograph 

ic dental x-ray 
system, analogue) 

He tMng X-Quang dung trong ch.n doán nha khoa, di dng (có bánh xc) ducc thi& k vOi cam bin và ngun 
tia X ngoài ming nhm tao  ra va diu khMn chnm tia X trong các mg dmg tao  hinh ánh nba khoa vuit trOi  gm 
rang, ham, khoang ming, xoang vã/hoc các cu tn'ic rang ham mt khác. H thong sir dimg k thut tuclng tir, 
hoc chuyn di k thut tuclng tr sang k th4t s d ch%ip và hin thj hinh ânh và cO th bao gm các khã näng 
xu l va phân tIch hInh ãnh khác nhau. H thng nay ducc thi& k vói kha nang tao  ra hai hoc nhiu loai hmnh 
chiip X-Quang nba khoa cho mic dIch dc bit ding X-Quang trong khám nghim nba khoa: quét tuyn tInh, toàn 
cành, rang ham và hp sç, chip ct lOp tuyn tinh, ch%ip ct lOp xo&i c, chip ct lOp vi tInh. 

(A mobile (on wheels) diagnostic dental x-ray system designed with an extraoral x-ray sensor and source 
intended to generate and control x-ray beams used in advanced dental imaging applications involving the teeth, jaw, 
oral cavity, sinus, and/or other maxillofacial structures. It uses analogue, or analogue-to-digital techniques for images 
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capture and display and may include various image processing and analysis capabilities. This system is designed 
with the capability to produce two or more kinds of special purpose dental x-ray examinations: linear scanning, 
panoramic, cephalometric, linear tomography, spiral tomography, scanograms.) 

152 44311 H th6ng siêu am 
macli máu không xâin 

nhp, sir dmg pin 

oninvasive vascular 
ultrasound system 
battery-powered) 

MOt cm thiét bj cm tay, chay bng pin bao gm mt b phn hin thj d h9a và mt dAu do g&1 lin hoc các 
dAu do có th thay di, thxc thit k d dnh vi và dánh giá müc d fjn ch dOng chãy cüa mach  máu (vI d c 
máu dông, hep, t6n thuang ca hQc) bng cách do t6c dO dOng máu sr dmg cong ngh siêu am! Doppler/thOi gian 
chuyn tip. Các üng dung lam sang bao gm kim tra km krcing máu tTnh mch/dng mach  (thu dãnh giá thuyên 
tc khi, xa vfta dng mach,  giân tinh mach,  huyt kh6i tTnh mach  và trng thai mach  máu cüa các chi bj dirt thi mOt 
phn), chi s áp lirc m&t cá chãn vWhoc ghi 1ai  dng song liru luring máu. 

(A hand-held, battery-powered device assembly consisting of a graphical display unit and an attached probe or 
interchangeable probes, designed to noninvasively locate and assess the extent of vascular flow restriction (e.g., 
clots, stenosis, mechanical damage) by measuring blood flow rate using ultrasound/Doppler/transit tin 
technology. Clinical applications include venous/arterial flow screening (e.g., assessment of air embolism, 
atherosclerosis, varicose veins, venous thrombosis, and the vascular states of partially severed extremities), anide 
pressure index, and/or blood flow wave form recording.) 

153 44606 H thng X-Quang 
nha khoa trong 

khoang ming, cam 
tay, k thut so 

(Hand-held intraoral 
dental x-ray system 

digital) ' 

H th6ng X-Quang chn doán nha khoa ducic thit ké dê tao  ra và kim soát các chum tia X. No ghi than kiu 
hp thi chum tia X dixqc sir dung cho các kim tra vói miic  dIch chung, th.thng quy, ch1p X-Quang trong nha khoa 
lien quan dn chn doán và diu trj (vi dii, phu thu.t hoäc can thip) các beth v rang, ham và cAu true khoang 
ming. No dtrçrc thit k d d dàng mang di tir dja dim nay dn da dim khác chi vôi môt ngui vn hành. Cam 
biên duçrc dt ben trong ming, miie  dIch là d ghi nhn chi tMt mOt  vüng ducic giii han. Dfr lieu là tir hinh ánh 
analog và së hóa sau do hoc b.ng hinh ành k thut s& 

(A diagnostic dental x-ray system designed to generate and control x-ray beams. It records the absorption pattern of 
x-ray beams used for general-purpose, routine, dental radiography examinations involving the diagnosis and treatment 
(e.g., surgical or interventional) of diseases of the teeth, jaw and oral cavity structures. It is designed to be easily carried 
from location to location by a single operator. The sensor is placed in the mouth, the purpose being to visualize a limited 
region in detail. The data is either from analogue imaging and digitized afterwards or by digital imaging.) 

154 44642 H thng X-Quang 
nha khoa trong 

H th6ng X-Quang chn doán nha khoa dirqc thi& k d tao  ra và kim soát các chum tia X. NO ghi nhan kiu 
hap th1i chum tia X duçic sir dung cho các kim tra vOi muie  dIch chung, thuOng quy, chip X-Quang trong nha ld, 
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khoang ming cm 
tay, k5 thut tixcing tr 

(Hand-held intraoral 
dental x-ray system, 

analogue) 

lien quan dn ch&i doán và diu tn (vI d%i, phu thi4t hoc can thip) các bénh v rang, ham và cu tric khoang 
ining. No ducic thit k d d dàng mang di tix dja dim nay dn dja dim khác chi vài mt ngix?ñ vn hành. Cam 
bin ducic dt ben trong khoang ming, miic dIch là d ghi nhn chi ti& mt vüng dixçic giài h?n.  HInh ãnh là tix 
phim hoc tm phospho. 

(A diagnostic dental x-ray system designed to generate and control x-ray beams. It records the absorption pattern 
of x-ray beams used for general-purpose, routine, dental radiography examinations involving the diagnosis and 
treatment (e.g., surgical or interventional) of diseases of the teeth, jaw and oral cavity structures. It is designed to 
be easily carried from location to location by a single operator. The sensor is placed in the mouth, the purpose being 
to visualize a limited region in detail. The image is from film or phosphor plate.) 

155 45016 He thng SPECT/CT 

(SPECT/CT system) 

Là mt t6 hcip các thit bj chn doán hinh ãnh bao gm Ca h th&ig chup ãnh X-Quang, do làsr kêt hcTp cUa h 
thng chip ct lOp vi tInh phát xa dan photon (SPECT), cho ra hInh ãnh y h9c hat  than (NM), h thing chip cat 
lOp vi tInh (CT) cho ra hinh ãnh tia X. HInh ãnh y hçc hat than va hinh ãnh X-Quang duac tao  ra va hin thj 0 djnh 
dung ãnh hçip nhAt, d djnh vj ving giài phu, ca quan cn thäm khám. Các phAn cia h th6ng SPECT và CT cO 
th duçic six dung dc lap hoc kt hçip va hinh ãnh cO th dixçic chuyn sang các h th6ng khác d 1p k hoach xa 
trj hoc xix l' b6 sung. 

(An assembly of diagnostic devices that comprise a radiological imaging system that is a combination of a single 
photon emission computed tomography (SPECT) camera system for nuclear medicine (NM) images, and a 
computed tomography (CT) camera system for x-ray images. The nuclear medicine images and the x-ray images 
may be registered and displayed in a fused format (overlaid in the same orientation) for the anatomical localization 
of the nuclear medicine data (i.e., distribution of radiopharmaceuticals). The SPECT and CT portions of the system 
may be used independently or in combination and the images may be transferred to other systems for radiation 
therapy planning or additional processing.) 

156 45143 H thng PET/CT 

(PET/CT system) 

Mt h th6ng chn doán hInh ãnh phóng xa vOi 5%f kt hcip gifta h th&ig ghi hinh chip ct lOp phát xa positron 
(PET - Positron Emission Tomography) cho hlnh ãnh y hçc hat  than (NM - Nuclear Medicine) và h th6ng ch%lp 
ct lOp vi tith (CT) cho hIth ãnh X-Quang. Hlnh ãnh y hQc ht than và hinh ãnh tia X có th thrçic ghi và hiM thj 
0 dnh dung hp nht (ãnh di.rc dt len nhau theo cüng mt huOng) d djnh vi giài phu dft lieu y hQc hat  nhãn (VI 
di,i: Sir phan bi, thrçc chAt phOng xa). Các phn PET và CT cUa h thMg cO th duçic sir dmg dc 1p hoc kêt hçrp. 
HInh ãnh PET và CT có th thrçrc chuyM sang các h th6ng khác d 1p  k hoach xa t4 hoc xix l M sung. 
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(A diagnostic radiological imaging system that is a combination of a positron emission tomography (PET) 
camera system for nuclear medicine (NM) images, and a computed tomography (CT) camera system for x-ray 
images. The nuclear medicine images and the x-ray images may be registered and displayed in a fused format 
(overlaid in the same orientation) for the anatomical localization of the nuclear medicine data (i.e., distribution of 
radiopharmaceuticals). The PET and CT portions of the system may be used independently or in combination. The 
PET and CT images may be transferred to other systems for radiation therapy planning or additional processing.) 

157 45289 He thng X-Quang 
nha khoa tm soát sirc 

khóe cong  dông 

(Dental public health 
screening x-ray 

system) 

Tap hçip các thit bj y t ducic thit k d chi sir dung cho vic sang lQc X-Quang rAng, ham, khoang ming, 
xoang và/hoc cac cu trüc rAng ham mt khác cüa nhiu ngu&i trong mt khoãng thri gian ng&i. ThMt bj có ngun 
tia X (ông tia X), nm ben ngoai khoang ming cüa bnh nhan, d to và diu khin chum tia x cho hinh ãnh nha 
khoa chit luçmg cao va ghi li tin hiu ducic khuch di btii b tAng cring hInh ânh khi hInh ãnh toàn cãnh trên 
mt cun phim vOi mt may ãnh ti ch& Con duçic gi là h th6ng sAng 19c hAng lot, thumg duçrc sir ding dé 
chup lunh anh trong môi tnrong di dông va dtrqc di chuyen gifta cac dia diem khac nhau trong xc 

(An assembly of medical devices designed to be used only for radiographic screening of the teeth, jaw, mouth, 
nasal cavity and/or other portions of the maxillofacial structure of large numbers of individuals within a short time 
frame. It typically has the x-ray source (x-ray tube), located outside the patient's mouth, to generate and to control 
x-ray beams for the high quality dental image and records the signal amplified by the image intensifier as the 
panoramic image on a roll film with a spot camera. Also referred to as a mass screening system, it is often used in 
a mobile imaging environment and is moved between different locations in a van.) 

158 45855 H th6ng X-Quang 
nha khoa ngoài 

khoang ining c 
djnh, k thut so 

(Stationary extraoral 
dental x-ray system, 

digital) 

H th6ng X-Quang chn doán nha khoa ducic thi& k dt c6 djnh hoAn toAn ti mt vi trI d tao ra và kiêm soát 
các chum tia X. No ghi nhn kiu hp thii chum tia X duqc sir diing cho các kim tra vâi m'ic dIch chung, thithng 
quy, chirp X-Quang trong nha khoa lien quan d&i chn doán và diu tij (vI dxi, phu thut hoc xâm Mn) các bnh 
ye rAng, ham va cu trüc khoang ming. CAm bin di.rçrc ctt ben ngoài khoang ming, mic dIch là d hinh dung 
toàn b vüng ming cho th.y rAng a cã hal ham trén va ham dirói. Dir lieu là tir hlnh Anh analog và s hOa sau dO 
hoc bang hinh Anh k5 thut s& 

(A diagnostic dental x-ray system designed for permanent fixture in one location to generate and control x-ray 
beams. It records the absorption pattern of x-ray beams used for general-purpose, routine, dental radiography 
examinations involving the diagnosis and treatment (e.g., surgical or interventional) of diseases of the teeth, jaw 
and oral cavity structures. The sensor is placed outside the mouth, the purpose being to visualize the entire moutji 
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area showing teeth on both the upper and lower jaws. The data is either from analogue imaging and digitized 
afterwards or by digital imaging.) 

159 46374 Kçp Doppler mach 
máu 

(Vascular Doppler 
clamp) 

Mt thiM bj tIch hçip dAu do siêu am duçic chi djnh sr dmg d phát hin và lam tAc mach  máu tam thii trong 
qua trinh phu thut. No thuOng là mt thit bj cm tay ducic dt trên he mach  hti d tác dng. No ducic kt ni vài 
bô thu tin hiêu thich hcip và sü diing hiu üng Doppler [sr thay d6i tn s6 cia song nng hrçing (duçic do bOi mf 
nguOi giám sat) do chuyn dng tirong d6i gitra ngirii giám sat và ngun cUa song] cung cAp cho ngixOi sü dung 
thông tin lien quan dn sr tc nghên dä dt di.rc cia (cac) mach  máu. NO thung duc s dmg trên các dng mach 
ttr cung trong qua trinh phAu thi4t ct bO kh6i u ni soi. Là thit bj có th tái sü dung. 

(An instrument with an integrated ultrasound transducer intended to be used for the detection and temporary 
occlusion of blood vessels during a surgical procedure. It is typically a held-hand device that is placed on the 
exposed vasculature to be affected. It is connected to an appropriate signal receiver, and using the Doppler effect 
[variation in the. frequency of a wave of energy (as measured by an observer) due to relative motion between the 
observer and the source of the wave] provides the user with information regarding achieved occlusion of the 
vessel(s). It is typically used on uterine arteries during laparoscopic myomectomy. This is a reusable device.) 

160 46540 Pin cho h thng X- 
Quang di dng 

(Mobile x-ray system 
battery) 

Bô.pindiên hóa cong suAt cao duic .thit k d cung cAp näng hrçrng din dn b tao  tia X cüa h th6ng tia X di 
dng. Thi& bj nay gm b pin axit cM duccc han kin hoäc dôi khi là t bào niken-cadmium cO cong suAt len 25,000 
miliampe giây (mAs). 

(A high-capacity set of electrochemical cells designed to deliver electrical energy to the x-ray generator of a 
mobile x-ray system. The device typically consists of a stack of sealed lead-acid or, less frequently, nickel-cadmium 
cells with a capacity up to 25,000 milliampere second (mAs).) 

161 48108 H thong laser d 
chip cat Rip thu ãnh 

(Mammographic CT 
laser system) 

Mt sr kt hcrp các thit bj sr dung k thut laser ctrmg d thAp dixçic thi& k nhu mt cong ciii b6 sung d h 
trci phát hin không xâm ln wig thu vu a phii nft bang phuong pháp chup ct lop vi tinh laser nhü ành (CTLM). 
H th6ng thu?mg bao gm mt bàn quét ma bnh nhân nm trên do a tu th nm sAp vth vu ducrc Ri lung tij nhien 
trong mt khoang ben trong b mt cüa bàn, xung quanh do là các du do quét laser xoay duçrc b trI ging nhtr 
thi& ké cüa CT, bang diu khin dành cho nguOi vn hành, man hinh hin thj hInh ãnh và phn mm d tao  ra các 
hInh ành lat ct ngang cüa mô vu. H th6ng duc sü d%ing d t6i uu hóa khã nang cüa nguai su dng trong vic 
dánh giá v mt hinh ãnh giâi phu và chirc nàng cüa các mach  máu và mach bach huyt trong vu. 
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(An assembly of devices using low-intensity laser technology designed as an adjunctive tool to aid in the 
noninvasive detection of female breast cancer through computed tomography laser mammography (CTLM). It 
typically consists of a scanning table upon which the patient lies in a prone position with a breast suspended 
naturally in a cavity within its surface around which rotate laser scanning detectors arrayed in CT-like design, an 
operator's console, image display monitors, and software to create the cross-sectional slice images of the breast 
tissue. It is used to optimize the capability of users to visually evaluate the anatomy and function of blood and 
lymphatic vessels within the breast.) 

162 57883 H th6ng chip mach 
hu'nh quang cüa kInh 

hin vi phu thut 

(Surgical microscope 
fluorescent 

angiography system) 

Mt c%im thiM bj không vô trüng, sr dung dien (ngun AC) ducic thit k d xem hiu hrçing máu trong phu 
thut a vmg mach máu nâo, trong cac mãnh ghép bc cu trong phu thut ghép ni dng mach vành (CABG) và 
trong qua trinh phu th4t to hInh và tái tao. No cho phép kInh hin vi phu thut tao ra ánh sang kIch thIch và 
phân giãi hurnh quang tr chit hurnh quang màu xanh liic indocyanin (ICG). Tin hiu hu'nh quang mô tã sr phân 
bô cua thuôc nhuôm hông ngoai trong mach mau cua bênh nhân trong qua tnnh phu thuât He thông nay ducc gn 
vào mt kinh hin vi phu thut tuong thich và thuang bao g6m mt b lQc ICG, mt may quay video quang phô 
hap thu cn hng ngoai (NIR) linh kin tIch diên kép (CCD) và cap két ni. 

(A non-sterile, mains electricity (AC-powered) device assembly designed for viewing intraoperative blood flow 
in the cerebral vascular area, in bypass grafts during coronary artery bypass graft (CABG) surgery, and durin 
plastic and reconstructive surgery. It enables a surgical microscope to produce excitation light and resolve 
fluorescence from the fluorescent agent indocyanine green (ICG). Fluorescent signals depict the distribution of the 
infraxed dye in the patient's blood vessels during the operation. The system is attached to a compatible surgical 
microscope and typically includes an ICG filter, a near infrared (NIR) charge-coupled device (CCD) video camera, 
and connecting cables.) 

163 57997 H thong tiêm cMt 
dôi quang chup mach, 
sü ding din, di dOng 

(Angiography 
contrast medium 

Mtth hçip các thit b duçic thit k d &ra chit can quang qua mt ng thông nhô và vào he thng mach máu 
cho cac thu thuat chup mach (vi dii kiêm tra dông mach vanh va dông mach than, cac mach mau kin va he mach 
cia tim, não, cac co quan trong bng và tü chi). Bao gm các kim phun din co chy bang din (ngun AC) (dng 
Co din duçic kt n6i vâi mt vIt vn d di chuyn mt piston cüa ng tiêm) vai các ng tiêm có khà nng truyn 
môi trueing có áp suit, km hrçing và th tIch cn thiM cho các nghiên cCru chip mach, và di dông (vI dw trén be d 
có bánh xe). Mt s6 loai có th d6ng b hóa vic phãn phi môi tnrông vâi chu kr din tam d và/hoc may phát 
tiaX. 
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(Medical device) 

Dnh nghia danh pháp Thit b y t 
(Definition of Medical device nomenclature) 

injection system, line- 
powered, mobile) 

(An assembly of devices designed to inject contrast media through a small catheter and into the vascular system 
for angiographic procedures (e.g., examination of the coronary and renal arteries, and great vessels and vasculature 
of the heart, brain, abdominal organs, and extremities). It consists of mains electricity (AC-powered) 
electromechanical injectors (electric motor connected to a jackscrew that moves a syringe piston) with syringes 
capable of delivering media with the pressure, flow range, and volume required for angiographic studies, and is 
mobile (e.g., on a wheeled pedestal). Some types can synchronize media delivery with the electrocardiographic 
cycle and/or the x-ray generator.) 

164 57998 H tMng tiêm chit 
d6i quang chiip mach 
loai trung binh, chay 
bAng din, c djnh 

(Angiography 
contrast medium 

injection system, line- 
powered, stationary) 

MOt t6 hcip các thit bj duc thit ké d dim chit can quang qua môt ng thông nhô và vào h thông mach  máu 
cho các thu thut chiip mach (vi di,j: kim tra dng mach  vãnh va dng mach  then, các mach  máu lan và h mach 
cüa tim, näo, các cy quan trong bing va tux chi). Bao gm các kim phun din c chay bang din (ngun AC) (dng 
co din duqc kt n6i vOi mt vIt vn d di chuyn mt piston cüa 6ng tiêm) vôi các ng tiêm có khã näng truyên 
môi trurng có áp suit, liru lucmga.th tIch cAn thit cho các. nghiên ciru chup mach,  và c djnh (vI d ducic gAn 
c6 djnh vào giá c1rng trong phông). MOt  s6 loi có th dng b hóa vic phân pMi môi trueing vâi chu k' din tam 
d và/hoc may phát tia X. 

(Anassembly of devices designed to inject contrastmedia through a small catheter and into the vascular system 
for angiographic procedures (e.g., examination of the coronary and renal arteries, and great vessels and vasculature 
of the heart, brain, abdominal organs, and extremities). It consists of mains electricity (AC-powered) 
electromechanical injectors (electric motor connected to a jackscrew that moves a syringe piston) with syringes 
capable of delivering media with the pressure, flow range, and volume required for angiographic studies, and is 
stationary (e.g., fixed to room rack). Some types can synchronize media delivery with the electrocardiographic 
cycle and/or the x-ray generator.) 

165 58250 H th6ng PET/MM 

(PET/MRI system) 

H th6ng chAn doán hInh ãnh phong xa là sr kt hçxp cüa h th6ng may ãnh chiip ct lap bAng büc xa positron 
(PET) cho hInh ânh y hQc hat  nhãn (NM) và h tMng chip cong huâng tr (MM) cho hinh ãnh cong huâng tr. HInh 
ãnh y h9c hat  nhán và hInh ânh cong hi.thng tr có th dugc dAng k và hin thi a djnh dng hçp nhAt (phu theo cüng 
mt huang) d djnh vj giài phu cUa dft lieu y hQc hat  than (ttc là phán phói duqc phAm phong xa). Các thãnh phân 
PET và MRI cUa h thong có th duçc sir d%ing dôc 1p  hoc kt hçip; hInh ãnh cüa hQ có th duçic chuyM sang các 
h th6ng khác d xir l b6 sung. 
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Dnh nghia danh pháp Thit bj y t 
(Definition of Medical device nomenclature) 

(A diagnostic radiological imaging system that is a combination of a positron emission tomography (PET) 
camera system for nuclear medicine (NM) images, and a magnetic resonance imaging (MRI) system for magnetic 
resonance images. The nuclear medicine images and the magnetic resonance images may be registered and 
displayed in a fused format (overlaid in the same orientation) for the anatomical localization of the nuclear medicine 
data (i.e., distribution of radiophannaceuticals). The PET and MRI portions of the -system may be used 
independently or in combination; their images may be transferred to other systems for additional processing.) 

166 59678 Ngun tia X cüa h 
thng X-Quang diu 
trj trong / sau phu 

thut 

(Intraoperative/postop 
- erative therapeutic x- 

ray system x-ray 
source) 

Mt thiM b din ti'r (thrcc cp ngun xoay chiu) cüa h th6ng X quang trj lieu trong phu thuât / sau phu thut 
ducic thit k d tao ra büc x tia X d sü dmg chü yu trong diu tn ung thu (VI dw vu, nAo, da), thung là trong 
hoc sau phu thi4t ct bO kh6i u. Thit bj thuing sü ding then áp nhO han 50 kV d tang t6c các din tIch qua 
mOt 6ng huâng tài dim yang có büc xa tia X nãng luring thp dirçic tao  ra va phát ra dng huOng. ThMt bj thirbng 
ducic sü ding vó-i (ducic gn viii) các dmg ci cia dung cho các ung d%ing lam sang khác nhau và duc gn trên giá 
san di dng (co bánh xe). 

(A mains electricity (AC-powered) electronic component of an intraoperative/postoperative therapeutic x-ray 
system designed to generate the x-ray radiation for use primarily in the treatment of cancer (e.g., breast, brain, skin), 
typically during or after an operation for tumour resection. It uses voltages typically less than 50 kV to accelerate 
electrons through a drift tube onto a gold target where low energy x-ray radiation is generated and emitted 
isotropically. It is typically used with (covered by) various applicators for the different clinical applications, and 
mounted on a mobile (on wheels) floor stand.) 

167 59679 B diu khin cüa h 
thông X-Quang diu 
tn trong / sau pMu 

thut 

(Intraoperative/postop 
erative therapeutic x- 

ray system control 
unit) 

Mt thit bj din tr (duçic cp ngun xoay chiu) cia h th&ig X quang trj lieu trong phu thuât / sau phu th4t 
dàng lam giao din d kim soát và diu khin vn hành h th6ng tao ra và dim birc xa tia X có ngun näng luçing 
thp d sir dung chir yu trong diu trj ung thin (VI di: vu, nAo, da), thithng là trong hoc sau phu thut ct bO kh6i 
u. Thiét bj thi.ràng bao gm mt bang diu khin vo-i phn mm chuyên d%mg, mOt  bàn phIm và man hinh / man 
hmnh cam irng. Các thãnh phn CO th duçic sp xp di dng trên xe dy (co bánh xe). 

(A mains electricity (AC-powered) component of an intraoperative/postoperative therapeutic x-ray system 
intended as the interface for controlling and monitoring the operation of the system to generate and administer low-
voltage x-ray radiation for use primarily in the treatment of cancer (e.g.. breast, brain, skin), typically during or 
after an operation. It typically consists of a control console with dedicated software, a keyboard, and 
monitor/touchscreen monitor. These components may be arranged on a mobile (on wheels) trolley (cart).) 
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Dinh nghia danh pháp Thit b y t 
(Definition of Medical device nomenclature) 

168 59680 Bô d%ing cu kim 
chun cüa h thng 
X-Quang tn 1iu sü 

dimg trong I sau phu 
thut 

(Intraoperative/postop 
erative therapeutic x- 

ray system 
verification tool kit) 

BO ding ci1à thành phn cUa h tMng X quang tn 1iu trong phu th4t / sau pMu thut nhm dam bão sr phân 
b büc x dng hrning tr ngu6n tia X, dng th?ñ d do và diu chinh d thng cüa dAu do ngun tia X. Thãnh phn 
tiéu biu g6m các giá d, mt day diode quang d do và diu chinh dng huóng birc x, và mt b diu chinh du 
dO / giá d bu&ig ion hOa. 

(A collection of devices that is a component of an intraoperative/posfoperative therapeutic x-ray system intended 
to ensure isotropic radiation distribution from the x-ray source, and to measure and adjust the straightness of the x-
ray source probe. It typically consists of mountings, a photo diode array for measuring and adjusting of radiation 
isotropy, and a probe adjuster/ionization chamber holder.) 

169 59681 Du phát hInh cu cüa 
h th&ig X-Quang 
diu tn tronglsau 

phu thut 

(Intraoperative/postop 
erative therapeutic x 
ray system spherical 

applicator) 

Mt thit bj chira vo tring cüa h thóng X quang diu trj trong / sau phu thut ding d gn vào và.che nguM 
tia X cho bnh nhân có tMp xüc trLrc tip khi h thng dirçic sr ding trong diu tn mt s6 tInh trng1ãm sang (vi 
di:• ung thu vu). Thi& bjcó mt dâuhInh frOn thi.thngdirçic dua vào bung kh6i u dA ct bO d thi&i x và/hoc na 
khi u trong khi phu thut. Thi& bj có th gm mt b nhiu kich c vói khay drng khi tit tring. Thit bj thIch 
hçip sü dpng nhieu 1n va can tit trüng truâc khi si'r ding. 

(A non-sterile component of an intraoperative/póstoperative therapeutic x-ray system designed to be attachedto 
and cover the xray source for direct patient contact when the system is used in the treatment of certain clinical 
conditions (e.g., breast cancer). It has a ball-shaped distal end that is typically inserted into a resected tumour bed 
for the irradiation of the tumour bed and/or margins during an operation. It may be supplied as a set of graduated 
sizes with a sterilization tray. This is a reusable device intended to be sterilized prior to use.) 

170 59682 DAu phát ph.ng cüa 
h thong X-Quang 
diu tn trong/sau 

phu thut 

(IntraoperativeIpostop 
erative therapeutic x- 

ray system 

Mt thit bj chua vô thing cüa h thng X quang diu tn trong / sau phu thut dung d gn vào và che ngu6n 
tia X cho bnh nhãn Co tip xuc trirc tip khi h thng ducrc sir ding trong diêu tn mt s6 tmnh trng lam sang (vi 
di: kh,i u trong b%mg). Thi& bj cO d&u phng thuOng sr ding d chi&i xa vj tn diu tn trong qua trInh phu th4t. 
Thi& bj gm mt bO nhiu kich cer (dtrmg kInh). Thi& bj thIch hçip sr diing nhiu ln và cn tiêt trOng truàc khi 
six dmg. 

(A non-sterile component of an intraoperative/postoperative therapeutic x-ray system designed to be attached to 
and cover the x-ray source for direct patient contact when the system is used for the treatment of certain clinical 
conditions (e.g., intra-abdominal tumours). It has a flat distal end that is typically used to irradiate a treatment sjçe / 
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• - , .A • A Dinh nghia danh phap Thiet bi y te 
(Definition of Medical device nomenclature) 

intraoperative flat 
applicator) 

while it is exposed surgically during an operation. It is typically supplied in a range of sizes (diameters). This is a 
reusable device intended to be sterilized prior to use.) 

171 59683 DAu phát trên b mt 
da cüa h thMg X- 

Quang tn lieu  sr ding 
trong I sau phu thut 

(Intraoperative/postop 
erative therapeutic x- 

ray system surface 
applicator) 

Mt thit bj chua vô trüng cüa h thong X quang diM tn trong I sau phu th4t  dung d g&1 vào và che nguM 
tia X cho bênh nhân cO tip xic trLrc tip khi he thng duçic sir d%ing trong diM tn mt s6 tinh trng lam sang (vi 
d%i: kh6i u trên da). Thit bj có dAu ph.ng thirông sir d%mg d chiM xa ti ch b mat da Co th& vi diii thu da ma 
không cn phu thut. Thit bj gm mit b nhiM kich ci (diring kInh). Thit bj thich hcip sü dmg nhiM l.n va 
cn tit trüng trucc khi sr ding. 

(A non-sterile component of an intraoperative/postoperative therapeutic x-ray system designed to be attached to 
and cover the x-ray source for direct patient contact when the system is used for the treatment of certain clinical 
conditions (e.g., skin tumours). It has a flat distal end that is typically used to irradiate a body surface treatment site, 
e.g., skin that does not need surgical exposure. It is typically supplied in a range of sizes (diameters). This is a 
reusable device intended to be sterilized prior to use.) 

17 59684 Du phát dua vào am 
dao cua he thông X- 

Quang tn lieu sir dung 
trong / sau phu thut 

(Intraoperative/po stop 
erative therapeutic x- 
ray system vaginal 

applicator) 

Mt thit bj chua vô trüng ciia h thing X quang diM trj trong / sau phu thut dimg d g&i vào và che nguM 
tia X cho bênh than co tip xuc truc tip khi he thông duc,c sir dung xa tn trong am dao Thiêt bi co dang hinh trii 
va co phân bao ye cho phep gim han dua vao Thiêt bi gm môt bô nhiêu kich c (duccng kinh) Thiêt bi thich hcip 
sü diing nhiêu lan và can tit trüng truc khi sü diing. 

(A non-sterile component of an intraoperative/postoperative therapeutic x-ray system designed to be attached to 
and cover the x-ray source when the system is used for intracavitary radiotherapy of the vagina. It is cylinder-shaped 
and may have an introduction-restricting guard. It is typically supplied in a range of sizes (diameters). This is a 
reusable device intended to be sterilized prior to use.) 

173 59685 Du phát dng kim 
cüa h thông X- 

Quang tn lieu 5ir ding 
trong / sau phu thut 

(Intraoperative/postop 
erative therapeutic x- 

Du kim vô trüng cüa h th&ig X quang diM tn trong / sau phu thut ding d gn vào và che nguM tia X cho 
beth than có tiêp xüc trrc tip khi h th&ig ducrc sü d%Ing d diM tn mt s6 tmnh trng lam sang, diM hlnh là các 
khôi u trong các h6c hep (vi d nào, ct sMg). Thit bj tip xüc truc tip vói beth than và thithng ducrc sr ding 
trong phu thut bu6ng kh6i u da ct bô (vi dw nAo). Là thit bj sr ding mt ln. 

(A sterile needle-shaped component of an intraoperative/postoperative therapeutic x-ray system designed to be 
attached to and cover the x-ray source when the system is used for the treatment of certain clinical condition 
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ray system needle 
applicator) 

typically tumours in narrow cavities (e.g., brain, spine). The device is in direct contact with the patient and is 
typically used intraoperatively within a resected (e.g., brain) tumour bed. This is a single-use device.) 

174 59686 Du phát hinh cu cia 
h thong X-Quan trj 
lieu sx dicing trong / 

sau phu thut 

(Intraoperative/postop 
erative therapeutic x- 
ray system balloon 

applicator kit) 

Mt bô dmg c vô trüng là mt thãnh phn cüa he th6ng X-Quang diu trj trong phu thuât / sau phu th4t 
duc thit k d si d,mg bc x trong các üng dmg lam sang nMt djnli, thuàng là phu thut trong bung kh& u 
vu cn ct bO. Thit bj thu&ng bao gm mt b nhiu bong cAu Iron dung d do kIch thuâc khoang và rnt b d&u 
n6i hInh bong IrOn kIch thuâc thng dn. KIch thrnic cn thi& cüa du ni dizcic thit k d dt vao khoang kh6i u 
sau khi ct bO khi u và barn cãng, và 6ng thông ben trong duçc thit k d giü ng cüa ngun tia x, duçic n djnh 
bang môt b phn bào ye du dO, trong qua trInh diu tn bang tia xa. Là thit bj sr diing mt Mn. 

(A sterile collection of devices that is a component of an intraoperative/postoperative therapeutic x-ray system 
designed for the administration of radiation in certain clinical applications, typically intraoperatively within a 
resected breast tumour bed. It typically consists of a set of cavity ball gauges used for measurement of the cavity, 
and a set of graduated size balloon applicators. The.required size of applicator is intended to be placed in the tumour 
cavity after lumpectomy and inflated, and the inner catheter is designed to hold the tube of the x-ray source, 
stabilized by a probe guard, during radiotherapy treatment. This is a single-use device.) 

175 59687 Dimg cu bão v du 
phát cia h thng X- 

Quang trj lieu sr ding 
trong / sau phu thut 

(Intraoperative/postop 
erative therapeutic x- 

ray system probe 
gnd) 

Mt diing ciii ging nhix mt 6ng, chua vô trüng, cüa h th6ng tia X diu tn trong phu thut / sau phu thut 
duçvc thit.k d 6n djnh ng cUa ngu6n büc xa tia X khi no duqc dua vào trong rntdu bong trOn. Thit b gm 
mt b nhiu kich thuâc tang dn dxcic sü ding thay th tuy nhau tuy thuc vao yêu cAu sü dmg. Thit bj thIch 
hcp sr ding nhiu Mn và cn tit trüng trtxôc khi sir dmg. 

(A non-sterile tube-like component of an intraoperative/postoperative therapeutic x-ray system designed to 
stabilize the tube of the x-ray radiation source when it is inserted in a balloon applicator. It is typically supplied as 
a set of graduated sizes which are used as alternatives depending on requirement. This is a reusable device intended 
to be sterilized prior to use.) 

176 60924 H tMng sieu am cm 
tay, b mt co th 

Mt thit bj/ cm thi& bj cxn tay, chy bang pin, dixcic thit k d dt trên b mt ben ngoài cci th d thu thp, 
hin thj và phãn tIch thông tin siêu am trong nhiu quy trmnh siêu am khác nhau (tc là không chuyen ding); Ngoài 
ra, nO có th dirçic sir dung vOi vO b9c vô trüng d siêu am trong khi phu thut. No bao gm môt du dO siêu am 
phng hoäc lôm và môt h th6ng xu l hmnh ãnh tIch hçp; no có th bao gm mt man h.lnh tIch hçip hoc truyên 
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. - .A • A Dnh nghia danh phap Thiet bi y te 
(Definition of Medical device nomenclature) 

(Hand-held 
ultrasound imaging 

system, body-surface) 

hInh ãnh không day dn môt thit bj khác (vi du: din thoai thông minh, may tinh bang) có cài dat phn mm chuyên 
d%ing. No không ducyc thit k d siêu am true tràng hoc am dao. 

(A battery-powered, hand-held device/device assembly designed to be placed over the external body surface for 
collection, display, and analysis of ultrasound information during a variety of ultrasound imaging procedures (i.e., 
non-dedicated); it may in addition be intended to be used with a sterile cover for intraoperative imaging. It consists 
of a flat- or concave-lensed ultrasound transducer and includes an integrated image processing system; it may 
include an integrated display or be intended to wirelessly transmit images to an off-the-shelf device (e.g., 
smartphone, tablet) with dedicated software installed. It is not designed to be inserted into the vagina or rectum.) 

177 61108 T&n cam bin ban 
phng gián tip 

(Indirect flat panel x- 
ray detector) 

Mt thit bj ging nhu thin cassette chay bang din nhim m%ic dich 5ir dmg nhu mt phn cüa h thng X-Quang 
d phát hin hInh ãnh tia X sau khi phát tia và tao ra tin hiu k thut s; no không dành riêng cho vic chip ành 
giãi phu cii th. NO bao gm hal loai cong ngh chuyn d,i (tirc là gián tip): man sang nMp nháy [vi d Man 
hmnh Caesium iodide (CsI)] chuyn di nang hrçing tia X thành ánh sang, sau do chuyn di ánh sang thãnh tin hiu 
s6 bng màng quang diode. Dft lieu hmnh ãnh cO th ducc gui dn b xix l thich hcip thông qua kEt n6i có dày hoc 
không day (vi d Wi-Fi). No có th ducc 5ir ding thay cho dAu dO c djnh trong he th6ng chip ãnh X-Quang, vi 
dii, nhu mt phn cüa h thng chuyn di hmnh ãnh k5 thut so. 

(An electrically-powered, cassette-like device intended to be used as part of an x-ray system to detect x-r 
images following exposure, and create a digital signal; it is not dedicated to imaging of a specific anatomy. It 
includes two types of transducing technology (i.e., indirect): a scintillator [e.g. caesium iodide (CsI)] screen 
converts x-ray energy into light, followed by the conversion of light into a digital signal by photodiode array. The 
image data can be sent to an appropriate processing unit through a wired or wireless connection (e.g., Wi-Fi). It 
may be used in place of a fixed detector in x-ray imaging systems, e.g., as part of a digital imaging conversion 
system.) 

178 61226 Bu dO cüa h th6ng 
siêu am mach  máu 

xãm nhâp 

Mt b phn van hành bang tay cüa h th&ig siêu am mach  máu xâm ln nhm m%ic dIch s'i'r ding ngoai vi d do 
hru lucmg máu trong mach  máu dtrçrc cô lip,  bng each do ben ngoài mach,  str diing cong ngh siêu âm/Doppler/thOi 
gian chuyn tip. Thit cUng có th ducrc sfr ding d quan sát/chtip hinh ânh mAt ct ngang. Là thit bj có th tái sr 
dmg. 

(A hand-operated component of an invasive vascular ultrasound system intended to be used perioperatively to 
measure the flow of blood in an isolated blood vessel, by being applied to the outside of the vessel, ug' 
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(Definition of Medical device nomenclature) 

(Invasive vascular 
ultrasound system 

probe) 

ultrasonic/Doppler/transit time technology. It may also be used for cross-sectional visualization/imaging. This is a 
reusable device.) 

179 61227 H thng siêu am 
mach máu xâm nhâp 

(Invasive vascular 
ultrasound system) 

Mt sir kt hçxp các thit bj sü ding din (ngun AC) ducic thiM ké d xác djnh vj tn xâm Mn và dánh giá mirc 
d h?n  ch dông chãy cüa mach  máu (vi dw cic máu dông, hep, tn thuong cci hQc) bang cách do tc d dông máu 
bang cong ngh siêu am/Doppler! thii gian chuyn tMp trong các quy tnmnh lien quan dn phu thut mach  máu. 
Thit bj cong có th cung cp them các phtrang pháp do khác (thu huyt ap, süc can mach).  ThMt bj bao gm mt 
b phn diu khin di dng (có bánh Xe) vói giao din nguii dung d hQa, thuing dtrcc dt ben ngoài khu virc vô 
trüng; và mt dan do ducic gân kern, có th tái sr ding, có th khir trüng duçc dir djnh sü d%Ing trong ca th (xãin 
Mn) nhixng không phài trong lông mach  máu. Là thit bj có th tái sfr drng. 

(A mains electricity (AC-powered) device assembly designed to invasively locate and assess the extent of 
vascular flow restriction (e.g., clots, stenosis, mechanical damage) by measuring blood flow rate using 
ultrasound/Doppler/transit time technology during procedures involving vascular surgery. It may also provide 
additional measurements (e.g., blood pressure, vascular resistance). It consists of a mobile (on wheels) control unit 
with graphical user-interface, typically placed outside the sterile field; and an attached, reusable, sterilizable probe 
intended to be used within the body (invasive) but not within the lumen of the blood vessel. This is a reusable 
device.) 

180 61236 B diu khin ca h 
th&ig siêu am mach  

máu 

(Vascular ultrasound 
system control Üt) 

Mt thMt bj ben ngoài sir ding din ngun AC), có th bao gm pin sac  ben trong, duqc sir ding d xác djnh 
(trrc quan vã/hoc v mt l thuyt) hru luçmg máu trong mach  máu ngoai vi, thông qua kt n6i vài dan dO/ng 
thông chuyên ding (khong bao gm), sr ding cong ngh siêu am/Doppler! thii gian chuyn di. Thi& bj có th 
ding d xác djnh vj tn và dánh giá müc d hn ch dOng chày cüa mach  (nhu ctc máu dông, hçp, t6n thucmg c 
hçc) hoc dê theo di dOng máu lien quan den phu thut vi mach. 

(A mains electricity (AC-powered) external device, which may include internal rechargeable batteries, intended 
to be used to indicate (visually and/or sonically) blood flow in a peripheral blood vessel, through connection to a 
dedicated probe/catheter (not included), using ultrasound/Doppler/transit time technology. It may be intended to 
locate and assess the extent of vascular flow restriction (e.g., clots, stenosis, mechanical damage) or to monitor 
blood flow in association with microvascular surgery.) 
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181 61422 He tMng siêu am 
mach máu không xãm 

nhp, sü ding din 

(Noninvasive vascular 
ultrasound system, 

line-powered) 

Môt sij kt hçip các thit bj sr dung din (ngun AC) bao g6m môt man hInli d bàn, môt b hin thj hinh ãnh 
và môt du do gn lin hoc các du do có th thay di, dtrcic thi& k d djnh vj va dánh giá mic d hn ch dOng 
cháy cüa mach  máu (thu cic máu dông, hçp, tn thuong ccr hQc) bang cách do tc d dOng máu bang cong ngh 
siêu âmlDoppler/thOi gian chuyn d6i. Các üng dimg lam sang bao gm kim tra liru hrcmg máu tinh mch/dng 
mach (nhu dánh giá thuyên tAc khI, xc vita dng mach,  giãn tinh mach,  huyêt khôi tinh mach),  ch1 so áp lc mAt cá 
chan va/hoac ghi lai dang song luu lucing mau. 

(A mains electricity (AC-powered) device assembly consisting of a desktop unit, a graphical display unit and an 
attached probe or interchangeable probes, designed to noninvasively locate and assess the extent of vascular flow 
restriction (e.g., clots, stenosis, mechanical damage) by measuring blood flow rate using ultrasound/Doppler/transit 
time technology. Clinical applications include venous/arterial flow screening (e.g., assessment of air embolism, 
atherosclerosis, varicose veins, venous thrombosis), ankle pressure index, and/or blood flow wave form recording.) 

182 62139 B phan phat cua he 
th6ng siêu am trj lieu 

v& thuong 

(Wound therapy 
ultrasound system 

generator) 

Bô phân su dung diên (nguôn AC) cua h thông siêu am tn hêu vet thtrong dê tao ra nang luçing diên tan so vo 
tuyn, sau do thrçc chuyn d6i thành nAng hrcrng siêu am trong tay cm cüa h thng và chuyn dn born dung djch 
cMt lông d tao  ra dng phun strong truyn sieu am dtrcc sfr dmg d thüc dy qua trith chita lành vM thuong thông 
qua vic lam sach  va ty t bào cht. Thit bj ducic sü di,mg cüng vài tay cm/dAu tip cüa h thng và ngun chit 
lông (thu nuâc mui sinh l'). 

(A mains electricity (AC-powered) component of a wound therapy ultrasound (US) system intended to generate 
radio-frequency (RF) electrical energy, subsequently transduced into US energy in the system handpiece, and to 
pump a fluid solution for the production of an ultrasound-conductive mist used to promote wound healing through 
cleansing and debridement. It is intended to be used in conjunction with a system handpiece/tip, and fluid source 
(e.g., saline).) 

183 64492 H th6ng X-Quang 
ch.n doán hinh ãnh, 

có giá ds dat trén san 

(Diagnostic X-ray 
system image 

receptor floor stand) 

Thiêt bj chay bng din cüa h th6ng tia X ch&i doán có thi& k dt trên san d g&i, h trçi và thun tin cho 
vic djnh vj phn thi th hInh ãnh (bucky) [không bao gm]. No thumg bao gm mt giá d thng dung vi các 
bô diu khi&i duic g&i trên tim d. B thu nhn hinh ãnh duç,rc gn vâo giá d và cO th di chuyn dcc theo giá d 
và/hoAc nghieng. 

(An electrically-powered component of a diagnostic x-ray system intended to be placed on the floor to mount, 
support, and facilitate positioning of an image receptor assembly (bucky) [not included]. It typically consists of a 
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vertical rack with controls mounted on a base plate. The image receptor assembly is attached to the rack and can be 
moved along the rack and/or tilted.) 

184 65313 Khung djnh vi cüa h 
th6ng X-Quang ch.n 

doán 

(Diagnostic X-ray 
system positioning 

frame) 

Mt b phn ch.y bang din cüa h th6ng X quang chn doán duçc thit k dt trên san d djnh vj va h trc 
bnh nhãn, cim ng tia X và ciim tip nhn hInh ânh (bucky) trong qua trInh chip X quang chn doán. Thit bj bao 
gm bàn bnh nhan, giá do' trn san cho 6ng tia X, bi tip nhn hInh ành và b diM khiM. Bàn và giá do' trên san 
có th di chuyM và/hoc nghiêng; có th bao gm b tip nhn hmnh ãnh, tuy nhiên không bao g6m 6ng tia-X. 

(An electrically-powered component of a diagnostic x-ray system intended to be placed on the floor to position 
and support a patient, an x-ray tube assembly, and an image receptor assembly (bucky) during a diagnostic x-ray 
procedure. It typically consists of a patient table, floor stands for the x-ray tube and image receptor, and controls. 
The table and floor stands may be moved and/or tilted; the image receptor may be included, however the x-ray tube 
is not included.) 

185 65365 H th6ng ct lOp vi. 
tInh toàn thân/X- 

Quang huS'nh  quang 
tMg quát 

(Full-body 
CT/general-purpose 
fluoroscopic x-ray 

system) 

Thit bi di dng (trong khu vc lam vic) gm các thiM bj X-Quang hurnh quang chip ct lOp vi tInh (CT) nhim 
thu nhn, hiM thj và xü l' cá hai: 1) Mnh ành mt ct ngang hai vat hoc ba chiM (3-D) (chiip ct lop); và 2) hInh 
ãnh huinh quang th?ri gian thrc, tü Mt k' b phn nào cüa c th cho nhiM üng dung khác nhau. Thi& bj bao gm 
mt giàn vOi các 6ng tia X và may dO di .din xoay nhanh, bang diM khiM, man Mnh và giuOng bnh than. 

(A mobile (within an imaging facility) assembly of diagnostic x-ray computed tomography (CT) and 
fluoroscopic devices intended to acquire, display and process both: 1) two- and/or three-dimensional (3-D) cross-
sectional (tomographic) images; and 2) real-time fluoroscopic images, from any part of the body for a variety of 
applications. It typically consists of a gantry with x-ray tubes and opposing detectors that rotate rapidly, console, 
monitor and patient bed.) 

II Thit b lQc máu 

46210 H thong icc chit hOa 
tan lien kt 

(Bound solute dialysis 
s stem) y 

Môt sir kt hcip các thi& bj ducic sr ding d loai bô các dc tO lien kt vài albumin thOng thuo'ng ra khOi máu 
cüa bnh nhân dra trén nguyen l nhit dng lirc hoc cüa sr vn chuyM khOi chit tan qua màng lc và cO th sü 
d%ing them các k5 thut phãn tách, trong qua trinh lc máu ngoài c th & nhfing ngithi bj suy gan hoc ng dc/quá 
liu thuOc. Thit bj thuing bao gm mOt  may bmn/màn hinh d kim soát tun hoàn cUa djch icc máu chCra albumin 
huyt thanh nMg d cao thông qua mt thit bj bc dO gn kM và loai bO các dc tO lien kM vOi albumin (thu acid 
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met, kim loai nng) khôi máu, 6ng dan, du ni và phn mm mg dmg chuyên bit d kim soát qua trmnh. H 
th6ng nay có th là churc näng trong h thong tuin hoàn cia h thng then  nhãn tao. 

(An assembly of devices used to remove typically albumin-bound toxins from a patient's blood based on the 
thermodynamic principle of solute mass transfer across a dialysis membrane, and possibly additional separation 
techniques, during extracorporealblood purification in persons suffering liverfailure or poisoning/drug overdose. 
It typically includes a pump/monitor to control the circulation of a high-concentration serum albumin dialysate 
through a filter to bind and remove albumin-bound toxins (e.g., bile acids, heavy metals) from the blood, tubing, 
connectors and possibly dedicated application software to control the process. This system may function in a 
haemodialysis system circuit.) 

2 46211 Phn mrn üng ding 
cüa h thông bc cMt 

hôa tan lien kêt 

(Bound solute dialysis 
system application 

software) 

Mt chuong trmnh phn rng dmg mm riêng lé hoc mt nhóm cac chumig trInh, quy trinh hoc thut toán b6 
sung khá näng hiên th, xr l' và/hoc phan tIch cu th có sr h trç cüa may tinh vào h th6ng lQc chAt hôa tan gn 
két. Mt t.p hçip các chi.rcmg trInh và quy trmnh (rug d%Ing ca bàn thumg di kèm vài h th6ng và có th ducic nang 
cap dé süa li l.p  trInh ho.c them các tInh nAng mâi cüa h thong. Các gói chucing trinh ng ding thuing dtrcic x 
djnh bng ten dc quyM và s6 "phiên bàn" hoc s "náng cAp". 

(An individual software application program or group of programs, routines or algorithms that add specific 
computer assisted display, processing and/or analysis capabilities to a bound solute dialysis system. A basic set of 
applications programs and routines are typically included with the system and can be upgraded to correct 
programming errors or to add new system capabilities. Applications program packages are typically identified by a 
proprietary name and "version" or "upgrade" number.) 

3 46212 B lQc chAt boa tan 
lien két 

(Bound solute dialysis 
system component 

set) 

Mt tp hçip cac thit bj thuing bao gm b 19c, 6ng dn va du n6i ducic sr dmg trong he th6ng lc chAt tan 
gän kêt dê loai bO các chat dc gn vói albumin nhu acid met,  bilirubin, kim loi nng, phenol) khôi máu cüa bnh 
nhãn trong qua trinh 19c máu ngoài co th, thumg ô nhüng ngtri bi suy gan hoc ng dc/düng thuc qua liu. 
Các thãnh phn trong b thit bj nay là các thit bj hoat dng cmg vài may born/man hInh cüa h th&ig. Là thit 
bj sr ding mt lan. 

(A collection of devices that typically include filters, tubing, and connectors used in a bound solute dialysis 
system for the removal of albumin-bound toxins (e.g., bile acids, bilirubin, heavy metals, phenols) from a patient's 
blood during extracorporeal blood purification, typically in persons suffering liver failure or poisoning/drug 
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overdose. The items in this set are devices that function in association with a system pump/monitor. This is a single-
use device.) 

4 46214 Bcrmlbô phn theo dôi 
cüa h th6ng lc chat 

hôa tan lien két 

(Bound solute dialysis 
system 

pump/monitor) 

Thit bj sr ding din (ngun AC) là thành ph.n cüa h thng icc chit hôa tan lien kt va di.rcc di,r djnh d sü 
ding kim soát sr tuân hoàn cüa djch lc máu cO nng de, albumin cao thông qua me,t  thit bj lc, d lien kM và 
loai bO các 1e,c t6 lien kêt vài albumin (nhtr acid met, bifirubin, kim loai nng, phenol) ra khOi máu bnh nhãn trong 
qua trInh lc máu ngoài ca th& thung a nhirng nguii bj suy gan hoäc nge, de,c/düng  thu6c qua liu. ThiM b sir 
ding me,t be, thiM bj lc, duäng ng và du ni và cO th duçc diu khin bang phn mm üng dmg chuyên dig. 

(A mains electricity (AC-powered) device that is a component of a bound solute dialysis system and intended to 
be used to control the circulation of a high-concentration albumin dialysate through a filter, to bind and remove 
albumin-bound toxins (e.g., bile acids, bilirubin, heavy metals, phenols) from a patient's blood during extracorporeal 
blood purification, typically in persons suffering liver failure or poisoning/drug overdose. It uses a dedicated set of 
filters, tubing, and connectors and may be controlled by dedicated application software.) 

5 58906 He,p acid citric v 
sinh h thng thn 

nhãn tao 

(Citric acid 
haemodialysis system 

cleaning cartridge) 

He,p không vô trüng chCra acid citric khan di.rcic thiM k d kM n& vói tuin hoàn djch cüa h th6ng then than tao 
tao  ca s& y t c1 chu&i bj dung djch acid citric trrc tip d lam sch/khr khu.n dung djch cüa h thng (loai bó 
cn calci và magnesium) kM hçip voi chucmg trInh khü trüng bang nhit. Dung djch thu6ng ducirc rüa hoc xà troñg 
môt me,t chu trInh khép kin trong me,t khoãng thi gian nht djnh. Là thiM bj sr dung me,t ln. 

(A non-sterile cartridge containing anhydrous citric acid designed to be connected to the fluid circuit of an 
institutional haemodialysis system for the in-line preparation of a citric acid solution to clean/disinfect the fluid 
pathways of the system (remove calcium and magnesium deposits) in combination with a heat disinfection program. 
The solution is typically rinsed or flushed in a closed loop for a specified period. This is a single-use device.) 

6 36437 Cam bin phát hin 
khI/bt khI elm h 

th6ng then  than  tao  

(llaemodialysis 
system air/foam 

detector) 

Thit bj sr d%mg din (ngun AC) duqc thiM k d phát hin bt khI và/hoc bong trong máu tth lai cc, th 
[thrning qua l thông de,ng tinh mach  tir than (AVF)] qua tun hoãn máu ngoài ca th cüa h thng then than tao. 
ThiM bj có th phát hin bt/bóng khI sIr ding cam biMi sieu am (tIrc là phát hin nhftng thay d6i v mt de,  am) 
hoäc it sIr dijng hcm là bang cam bin quang din (vi dii: th bào quang din). Nu phát hin thy btJbong khI, thiM 
bj thurng kIch hoat báo de,ng  và kich hoat các Ca ch tr de,ng d nglrng berm máu v beth  nhãn. 

(A mains electricity (AC-powered) device designed to identify air bubbles and/or foam in blood returned to the 
body [usually through an arteriovenous fistula (AVF)] by the extracorporeal blood circuit of a haemodialysis 
system. It may detect the air bubbles/foam using either ultrasonic sensors (i.e., detecting changes in acousti 
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density), or less frequently using photoelectric sensors (e.g., a photocell). If bubbles/foam are detected, the device 
usually triggers alanns and activates automated mechanisms to stop the infusion.) 

7 36345 Thit bj trOn 
bicarbonate cua he 
thng then nhân tao  

(Haemodialysis 
system bicarbonate 

mixer) 

Mt b phn chy bang din tIch hcip cüa h th6ng then  nhãn  tao  dung d trn hai djch dm dc có n6ng dC,  cao, 
dich dam däc A va dich dam däc B, va voi nuoc bc mau, tao thanh dich bc (dung dich thãm phãn) va cac thiêt bi 
the6 dôi qua trinh trn. 

(An electrically-powered integral unit of a haemodialysis system that mixes two concentrates, A and B, plus 
water, to the dialysis solution (dialysate) and monitors the mixture.) 

8 32128 Cam biên phat hiên ro 
máu cüa h th6ng 

than flhâfl tao 

(Haemodialysis 
system blood leak 

detector) 

Môt bô phãn chay bang diên tich hop cua he thông than nhân tao dê phat hiên ro n mau a dâu thai cua dich bc 
trong h thng và phát ra am thanh báo dng nu phát hin cO máu & vi tn không có máu nay. 

(An electrically-powered integral unit of a haemodialysis system that detects blood leaks in the effluent side of. 
the dialysate within the system and sounds an alarm if there is blood detected on this non-blood side.) 

9 32127 Cam bin phát hin 
mire máu cüa h 

thng then than tao  

(Haemodialysis 
system blood level 

detector) 

Mt b phn chy bang din tich hop cüa h thng then nhân tao dircic thit k d báo hiu khi mire máu giãm 
xu6ng duài mire cO th chip nhn dirçrc trong bu by khI dng mach  hoc tTnh mach  cüa tun hoãn máu ngoài co 
th cüa h thng then nhãn tao.  Thi& bj thu,ng bao gm cam bin phát hin quang hQc hoc cam bin siêu am 
không tip xüc; cam bin phát hin rn(rc máu thu&ng kich hoat báo dng và kich hoat CC ca ch tr dng d dung 
dông máu khi xãy ra mire chat máu bat thurng. 

(An electrically-powered integral unit of a haemodialysis system designed to indicate when the blood level falls 

below acceptable levels either in the arterial or venous chamber of the extracorporeal blood circuit of a 
haemodialysis system. The device typically includes optical detection or non-contact ultrasonic sensors; it usually 
triggers alarms and activates automated mechanisms to turn off the blood flow when an abnormal fluid level occurs.) 

10 35684 Kep duông máu cüa 
h th6ng then  than 

tao 

Mt b phn chy bang din tich hop cüa h th6ng then than tao  duçrc sir d%mg d diu chinh hoc ngan dông 
máu chây qua durng 6ng dn máu trong qua trInh lQc máu. 

A 
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(Haemodialysis 
system blood line 

clamp) 

(An electrically-powered integral unit of a haemodialysis system used to modify or stop the flow of blood 
through the blood line tubing during dialysis.) 

11 36428 Barn máu cUa h 
th6ng then nhãn tao  

(Haemodialysis 
system blood 

Mt bO phn chay bang din tIch hcip cüa h th6ng then  nhân  tao  d  tao  ra áp lrc thông qua lrc nén ben ngoài 
cüa dumg 6ng dn máu barn tun hoàn thông máu tu.n hoàn máu ngoài ccx th và trâ 1a  bnh than trong qua trInh 
19c máu. 

(An electrically-powered integral unit of a haernodialysis system that creates pressure through external 
compression of the blood tubing to circulate blood through the extracorporeal circuit and back to the patient during 
dialysis.) 

12 37218 Thit bj theo dôi th 
tIch máu cüa h thng 

then nhan tao 

(Haemodialysis 
system blood volume 

monitor) 

Thi& bj sü dmg din ngun AC) dizçic thit k d theo dôi không xâm ln nhüng thay di tucing di cüa th 
tIch máu trong qua trinh diu fri then nhãn tao.  Máu ducxc dn qua mt bung trong thi& bj nay, noi thc hin do 
và tInh toán hernatocrit (phn tram th tich cüa hang cAu), d bão hôa oxy hemoglobin (SpO2), và phn tram thay 
di trong th tIch máu ducic thrc hin và hin thi.  Ngoài ra, man hmnh có th u&c tInh và hin thj t5 l giãm urê 
(URR) v nhftng thay di twang d6i cüa nng d nitcx urê trong djch 19c dA qua sr ding. 

(A mains electricity (AC-powered) device designed to non-invasively monitor the relative variations of the blood 
volume during a haemodialysis treatment. The blood is lead through a chamber in this device where measurements 
are taken and calculations of haernatocrit (volume percent of erythrocytes), haemoglobin oxygen saturation (SpO2), 
and percent change in blood volume are made and displayed. In addition the monitor may estimate and display the 
urea reduction ration (UR.R) on relative changes in urea nitrogen concentration in the spent dialysate.) 

13 36429 Man hmnh trung tam 
h thng then nhân 

tao 

(Haemodialysis 
system central 

monitor) 

Thit b sü ding din (ngun AC) có th dwçxc kt ni v&i nhiu h th6ng then  nhãn  tao  d theo dôi dong thói 
mt s6 qua trinh diu fri 1cc máu. 

(A mains electricity (AC-powered) device that can be connected to multiple haemodialysis systems in order to 
monitor several dialysis treatments simultaneously.) 
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14 62446 Thit bj theo dOi 
chlorine cüa h thing 

than nhân tao 

(Haemodialysis 
system chlorme 

monitor) 

BO phán sir dmg diên (ngun AC) cüa h tMng than nhân to &rqc dung d do lien ti,ic mirc dO chlorine toãn 
phn (tang hrçmg chioramine cong vài chlorine tr do) trong nrnc duic sir dung d chun bj djch bc máu. Thit bj 
tin hãnh vic 1y mu và bao gm sir  kt ni các bô phn din tir ti,r dng v,i may do màu do quang, hóa chAt thir 
to ra sir  thay d6i màu s.c khi phãn irng vôi chlorine/chloramine, dông co khuAy và man hInh hin thj k thut s6 
dê chi ra nng do chlorine. 

(A mains electricity (AC-powered) component of a haemodialysis system intended to continuously measure total 
chlorine (total chioramines plus free chlorine) levels in water used to prepare dialysate. It performs sample 
collection and consists of an automated electronic assembly with a photometric colorimeter, chemical reagents 
which produce a colour change upon reaction with chlorine/chloramine, a stir motor, and a digital display screen to 
indicate chlorine concentration.) 

15 36'424 Thi& bj theo dôi/kirn 
soát cüa h th6ng then 

nhân tao 

(Haemodialysis 
system 

controllmonitor) 

MOt  dcm vj tIch hçrp sir dung din (ngun AC) cira h thing lQc máu d diu khin và theo döi h th6ng trong 
qua trInh 19c máu. 

(A mains electricity (AC-powered) integral unit of a haemodialysis system that controls and monitors the system 
during the dialysis process.) 

16 63952 BO phãn ph6i djch 19c 
máu cüa he th6ng 

then nhân to 

(Haemodialysis 
system dialysate 

delivery set) 

Tp hcip các thit bj không sir dmg din, không vô trüng dung ducic tIch hçrp vào h thng thn nhân to giüp 
trOn  và phan phi dung djch 19c máu tir bO phân phi sir ding din (không bao gm) dn qua 1cc (khong bao g6m). 
BO phân ph6i nay bao gm các bung trOn d cho phép trOn trOn djch dm dc d teo  thành dch lc máu, các b 
chira born dirçic thi& k d nén bñ (các) thit bj truyn dng trong bO phãn ph6i d djch chuyn djch 1cc va các 
ng/ dAu kt n&; thiát bj ducic thit k d duçic sir ding ti nha và các co sâ y th. Là thit bj sir diing mOt  lAn. 

(A collection of non-powered, non-sterile devices intended to be integrated within a haemodialysis system to 
allow for mixing and delivery of dialysate solution from a powered delivery unit (not included) to the dialyser (not 
included). The set includes mixing chambers to allow the dialysate to be mixed from a concentrate solution, 
pumping reservoirs designed to be compressed by an actuator(s) within the delivery unit to displace the dialysate, 
and an array of tubing/connectors; it is intended to be used in the home and healthcare settings. This is a single-use 
device.) / 
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17 34994 B phan phân phi 
djch lQc máu cüa h 
th6ng thn nhân tao  

(Haemodialysis 
system dialysate 

delivery unit) 

Mt bô phan tIch hçp chay bang din cüa h th6ng thn nhân tao  dung d chun bj và cung cp dung dich l9c 
máu dn bC,  phn bc, tai  day no dtrçic sü ding d diu tij cho bnh nhãn (chi cho mt bnh nhân). Thit bj theo dôi 
và kim soát các thông s nhu nhit d, d dn din, t6c d dông chãy và áp sut. 

(An electrically-powered integral unit of a haemodialysis system that prepares and delivers the haemodialysis 
dialysate solution to the haemodialysis dialyser where it is used in the treatment of the patient (one patient only). It 
monitors and controls such indicators as temperature, conductivity, flow rate, and pressure.) 

18 32123 Thit bj do bun hrcmg 
djch lQc máu cña h 
th6ng then nhãn tao 

(Haemodialysis 
system dialysate 

flowmeter) 

MOt b phn tIch hçp chy bang din cUa h th&ig then nhân tao  dung d do hru luçmg djch lQc trong h thong 
d dam bão sir phü hçip. 

(An electrically-powered integral unit of a haemodialysis system that measures the flow of dialysate within the 
system to ensure that it is appropriate.) 

19 32126 Thi& bj phát hin 
m(rc dich lQc máu cia 

h thông then  nhân 
tto 

(1-laemodialysis 
system dialysate level 

detector) 

Mt b phn tich hcip chay bng din cüa h th6ng then  nhân  tao  dung d do phát hin mi'xc djch lQc trong h 
th6ng và phát ra am thanh báo dng nu không phü hçip. 

(An electrically-powered integral unit of a haemodialysis system that detects the level of dialysate in the system 
and sounds an alarm if it is inappropriate.) 

20 47739 Thit bj lQc pyrogen 
djch 1cc man cüa h 
tMng then nhân tao  

(Haemodialysis 
system dialysate 
pyrogen filter) 

Mt các thit bj vo trung ducic sü ding cüng vài h th&ig then nhãn tao  d 1cc djch djch lc trong qua trInh icc 
máu d loi bO vi khun và ni dc t6 và tao  ra lam djch lc máu tinh khit. Thit bj có th thrc hin qua trInh lc 
an toãn th(r cp d chun bj dung djch thay th tr%rc tip trên thring truyn và CO th truyn vào ca th bnh than 
d bü lai iuorng chit lông bj mt trong qua trInh then nhãn tao.  Thit bj thuèng bao gm vO ben ngoài bang nhta, 
chüa mt màng sci rng, vOi các du ni thich hçp x hal du. Là thit bj cO th tai sü dmg. 

(A sterile device designed to be used with a haemodialysis system for filtration of dialysate during haemodiaiysis 
to remove bacteria and endotoxins and produce purified dialysate for the procedure. It may perform secondary 
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safety filtering to prepare on-line substitution solution that can be infused into the patient to compensate for loss of 
fluid volume resulting from haemodialysis. It typically consists of a plastic housing, containing a hollow fibre 
membrane, with appropriate connectors at either end. This is a reusable device.) 

21 47334 Bô bc pyrogen dich 
19c máucua h th6ng 

than nhân tao 

(Haemodialysis 
system dialysate 

pyrogen-filtration set) 

Tap hp cac thiêt bi ducic thiêt kê dé sir dung cung vm he thông than nhân tao dé 19c truc tiêp dich bc máu trên 
dumg 6ng d loi bô vi khun, ni dc t6 trong qua trinh then  nhân tao. Djch lQc máu tinh khi& (dA 1cc) nay duçrc 
sir d%Ing d thay the djch (dung djch thay the). Thiet bj bao gm du?ing ng vói (các) thit bi 1c tIch hqp, các ket 
ni thông thuing (VI dw Luer-lock) và mt cng ly mu. Là thiet bj sü dmg mt l.n. 

(A collection of sterile devices designed to be used with a haemodialysis system for on-line filtration of the 
dialysate to remove bacteria and endotoxins during haemodialysis. This purified (filtered) dialysate is used for the 
replacement fluid (substitution solution). It includes tubing with an integrated filter(s), and typically connectors 
(e.g., Luer-lock) and a sampling port. This is a single-use device.) 

22 32156 Thiet hi báo dng 
nhit d djch lc máu 

cUa h th6ng then 
ithan tao 

(Haemodialysis 
system dialysate 

temperature alarm) 

Mt thành phn tich hçip chy bang din cüa h thng then  nhân  tao  dircic thiet ké de dua ra cãnh báo (bang am 
thanh, hinh ãnh hoc cã hal) neu nhit d djch lc trong dixing ng phãn ph6i djch lc không nm trong giii hn 
duc cài dt tnnsc (thung là 34 den 42 C). Thiet bj cling có the kich hoat chuyen hu&ng djch lc (sir dimg m)t 
duing ni tat) khöi bô phn 1cc neu sir c xây ra. 

(An electrically-powered integral component of a haemodialysis system designed to initiate alarms (sound, 
visual or both) if the dialysate temperature in the dialysate delivery circuit is not within pre-established limits 
(usually 34 to 42° Celsius). The device may also trigger the diversion of the dialysate (using a bypass line) from 
the dialyser if a problem occurs.) 

23 32144 Thiêt hi kep gift qua 
lc then cüa h thng 

thin nhân tao 

(Haemodialysis 
system dialyser 

holder) 

Môt thiêt bi duoc sir dung cung vol môt so loai he thông than nhân tao duçrc sir dung dé gift qua be gn tu dixcing 
máu tü b phn lc vào h thong. Thit b nay thuing dixcic lam bang nhra hoc thép không gi. 

(A device used together with certain types of a haemodialysis system that is used to hold dialysers in order to 
attach the blood lines from the dialyser to the system. The device is typically made of plastic or stainless steel.) 
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24 36342 Thit bj trn djch cUa 
h th&ig then nhãn 

to 

(Haemodialysis 
system fluid mixer) 

Mt b phn tich hçip chy bang din cüa h thng then nhân tao ding d pha trn dich dam dãc và nuc bc 
máu thành djch icc (djch thm phán) và các thi& bj theo di qua trinh pha trn. 

(An electrically-powered integral unit of a haemodiaiysis system that mixes a concentrate and water to the 
dialysis solution (dialysate) and monitors the mixture.) 

25 60638 Phn mm vn hành 
h thing 1c máu 

(Haemodialysis 
system operation 

software) 

PMn m&n vn hãnh h thng (phn mm ca si) diing trén may tmnh l&n hoc may tInh cá nhán (PC) dành riêng 
cho dan vj xü 1y trung tam (CPU) duçic tich hçp vào h thng then nhân to hoc b phãn phân phi dlch  lc máu 
cüa h thng lc máu. ThMt bj nay bao gm các phn mm và phn mm ca s& dra trên các chucing trinh hoc 
phn mm h thng do nhà san xuAt may tInh cung cp d diu khin mt may tInh ci th thrc hin các tác vi cüa 
no va h trçi ngx&i vn hãnh, ngtrii 1p trinh üng dmg và các chi.rcmg trinh vâi các chüc nàng h trç khác nhau. 
Ten dc quyn va "st phiên bàn" thuông ducirc sü dmg d xác djnh các phiên bàn vn hành h th6ng khác nhau. 

(Mainframe or personal computer (PC) based operating system software (or firmware) that is specific to the 
central processing unit (.CPU) incorporated into a haemodialysis system or haemodialysis system dialysate delivery 
unit. This includes the software or firmware based programs and routines supplied by the computer manufacturer 
that drive a specific computer in the performance of its tasks and assists the operators, applications programmers, 
and programs with various supporting functions. A proprietary name and a "version number" are commonly used 
to identif' different operating system versions.) 

26 36426 Dan vj lc huyt 
thong cüa h thong 

then nhân to 

(Haemodialysis 
system plasma 
filtration unit) 

Mt dan vj tIch hcip chy bng din cüa h thng then  nhân to giüp loai bO huyt tirang khOi man va truyn 
mt luçing tuang throng dung djch thay th huy& throng VàO máu. 

(An electrically-powered integral unit of a haemodialysis system that allows for the removal of plasma from the 
blood and the infusion of an equal amount of plasma replacement solution to the blood.) 

27 32109 Thit bj bão v du do 
cüa h th6ng then 

nhân to 

Mt thiét bj vô trüng ducic thi& k d bào v cam bin theo dOi áp suit h thng then  nhân tao và giüp duy tn 
tInh vô trüng cüa dithng máu. Thi& bj thu&ng thrcc gân gifta duäng máu và cam bin theo dOi ap suit và thuing 
bao gm vO bang nhua có chira bO lc kháng nuàc vñ kIch thhràc l tham chiu (vi di: 1 dn 2 micron) giip phOng 
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(Haemodialysis 
system transducer 

protector) 

ngra su lay nhim chéo vi rut, vi khun và các hat  rn trong khi d phông dông chãy cüa djch xãm nhp vao cam 
biên do áp sut. Là thiêt bj sü dmg môt lan. 

(A sterile device designed to protect a haemodialysis system pressure monitor and to help maintain the sterility 
of the blood tubing fluid pathway. It is typically attached between the blood tubing set and the pressure monitor 
and typically consists of plastic housing that contains a hydrophobic filter with a reference pore size (e.g., 1 to 2 
microns) that helps prevent cross-contamination by viruses, bacteria, and particulate matter while preventing the 
flow of fluids to the pressure monitor. This is a single-use device.) 

28 36341 B phn kiêm soát the 
tIch cña he th6ng then  

nhân too 

(Haemodialysis 
system volume 

control unit) 

Mt b phn tIch hcip chay bang din cüa h th6ng 19c máu ding d kim soát hrçing djch 1cc l.y ra khôi bnh 
nhãn. 

(An electrically-powered integral unit of a haemodialysis system that controls the quantity of filtration fluid 
taken from the patient.) 

294 58130 H thông then  nhân 
tOo, dung trong Co sâ 

y t 

(Haernodialysis 
system, institutional) 

Mt sir két hcip các thiêt bj sir dung din (ngun AC) d thrc hin then nhân tOo  cho bnh nhân, là mt phucmg 
pháp diu trj theo do máu ngoài co th ducic dua qua mt thi& bi lc d cho phép loi bO các ch& dc vàJhoc thay 
the các chit din giái, ducic thc hin bOi các chuyên viên dà ducic dào t0i các co sâ y t. H thng nay bao gm 
dung djch lc Va qua lc thn nhân tOo  de vn chuyen các chAt bang cách khuch tan, thm thAu Va siêu lc. Thiet 
bj thu?ing bao grn mt born và dtthng ng de bcim tun hoàn máu qua qua lc than than tOo,  mt thiet bj pha trn 
dung djch dé chuán bj djch lc máu, mt man hInh cüng vOn các b phn diêu khiên h thông và các b phn chuyên 
dmg khác. 

(An assembly of mains electricity (AC-powered) devices intended to be used to perform patient haernodialysis, 
a treatment whereby extracorporeal blood is passed through a filter to allow for the removal of toxins and/or the 
replacement of electrolytes, by trained professionals in a healthcare facility. The system functions with dialysate 
solution and a haemodialysis dialyser (haemodialyzer) for the transfer of substances by diffusion, osmosis and 
ultrafiltration. It typically includes a pump and tubing to circulate blood through the haemodialysis dialyser, a 
solution mixer to prepare the dialysate, a monitor with system controls, and other dedicated components.) 
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30 58131 H thong then nhãn 
tao, diing trong ca s& 

y t&diing tai  nhà 

(Haemodialysis 
s stem

• institutional/home- 
use) 

Mt su k& hçip các thi& bj sft diing din (ngun AC) d thc hin lc máu, là môt phi.wng pháp diu tn theo do 
máu ngoài ca th ducic dira qua mOt  thit bj 19c d cho phep 1oi bO các cht dOc  vàJhoc thay the cac ch&t then 
giài, có the dixcic sft ding tai  các cci si y tê và tai  nhà. H thông nay bao gm djch lQc máu Va qua lQc then  nhãn  tao 
de vn chuyen các chat bang cách khuech tan, thm thu và siêu icc. H th6ng thuing bao gm mt barn va duing 
6ng de born tuAn hoãn qua qua lc then  nhãn  tao, mOt thi& bj pha trn dung djch de chuAn bj djch 1oc máu, mt 
man hInh cüng vi các bô phân diêu khiên he th6ng va các ho phãn chuyên dung khac. 

(An assembly of mains electricity (AC-powered) devices designed to perform haemodialysis, a treatment 
whereby extracorporeal blood is passed through a filter to allow for the removal of toxins and/or the replacement 
of electrolytes; it can be used in healthcare facilities and in the home. The system functions with dialysate solution 
and a haemodialysis dialyser (haemodialyzer) for the transfer of substances by diffusion, osmosis and ultrafiltration. 
The system typically includes a pump and tubing to circulate blood through the haemodialyzer, a solution mixer to 
prepare the dialysate, a monitor with system controls, and other dedicated components.) 

31 33627 Thiet bi 1cc djch 1cc 
cña He th6ng lc 

màng b%Ing 

(Peritoneal dialysis 
system dialysate 

filter) 

Thiet bj vi mao quãn dirçic sft d%mg de gift iai  các thành phn ô nhim cüa djch lc trmrc khi thm vào khoang 
phüc mac. Là thiet b sft ding mOt  ln. 

(A microporous device used to capture contamination particles of the dialysate before its instillation into the 
peritoneal cavity. This is a single-use device.) 

32 17434 Dan vj büc xa cüa h 
th6ng lc mãng bing 

(Peritoneal dialysis 
system irradiation 

unit) 

Thiet b sft ding din (ngnn AC) dircic thiét ke de phát ra birc xa tia crc tim nhm gift cho kliu virc  và các thiet 
bj vô trng trong khi thc hin các ket n& thich hcip gifta các thãnh phn cüa b ng truyen thm phan phtc mac. 

(A mains electricity (AC-powered) device designed to emit ultraviolet radiation in order to keep the field and 
devices sterile while the appropriate connections between the components of a peritoneal dialysis transfer tubing 
set are implemented.) 

33 35000 B day cüa h th6ng 
lc màng bung 

B thiet bj vô trüng diing de thirc hin 1cc mãng bing. Thiet bj thirng bao gm &ig, mt t(ii chia dich bc tiy 
chçn và các du n6i thIch hçip. Thiet bj có the bao gôm mt b lc màng b%ing de gift li và loai bO các hat ô nhirn. 
Là thiet bj sft dmg mt lan.

-- 
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(Peritoneal dialysis 
system tubing set) 

(A sterile set intended for the administration of peritoneal dialysis. It will typically consist of tubing, an optional 
reservoir bag, and appropriate connectors. It may include a peritoneal dialysis filter to trap and remove 
contaminating particles. This is a single-use device.) 

34 58905 Hp natri carbonate 
v sinh h th6ng then  

than tao 

(Sodium carbonate 
haemodialysis system 

cleaning cartridge) 

Hp không vô trüng chüa natri cacbonat khan duçic thit k d6 k& n6i vâi thräng 6ng hru thông chit lông cüa 
he th6ng icc máu nhm chun bj dung djch natri cabonat trirc tip d lam sach  &rông djch cüa h th6ng (loai bó 
cn hftu co, cht béo, protein) kt hcip v&i chircing trinh khü trüng bang nhit. Dung djch thtthng duoc tha hoc xã 
trong theo mt chu trmnh khép kin trong mt khoãng then gian nMt djnh. Là thMt bj sCr dung môt ln. 

(A non-sterile cartridge containing anhydrous sodium carbonate designed to be connected to the fluid circuit of 
an institutional haemodialysis system for the in-line preparation of a sodium carbonate solution to clean the fluid 
pathways of the system (remove organic deposits, fats, proteins) in combination with a heat disinfection program. 
Th.e solution is typically rinsed or flushed in a closed ioop for a specified period. This is a single-use device.) 

III Thit b bom tiêm din 

13215 Born truy6n da nàng, 
sft ding din 

(General-purpose 
infusion pump line- 

powered) 

Thit bj sü dung din (ngu8n AC) ducic thit k d tao  diu kin cho vic sü dmg chInh xác và thich hçip các 
loi thu6c và dung djch qua các du&ng tinh mach,  duâi da, dng mach,  ngoài màng cmg va trong 6 bmg bang b 
truyn djch chuyén ding. Thiêt bj duqc sCr ding d tao  ra áp suAt cao hon áp sut duçic cung cp b&i b truyên tr9ng 
lrc duçic kep bang tay hoc b diu khin truyn djch. Thi& bj có phm vi km luçmg thông thurng tr 1 d&i 999 ml 
/ gi1 Va cung cAp các dung djch tir tui hoc chai djch truyM tiêu chun. Thit bj thu?ng có pin ben trong cho phép 
hoat dng trong th&i gian ngn khi không có din luài (VI d trong qua trInh di chuyn hoc mAt din). 

(A mains electricity (AC-powered) device designed to facilitate the accurate and consistent administration of 
drugs and solutions which can be delivered via intravenous, subcutaneous, arterial, epidural, and intracavital routes 
using a dedicated infusion set. It is used to supply higher pressures than those provided by manually clamped gravity 
infusion sets or infusion controllers. The device has a typical flow range of 1 to 999 mi/hour and delivers solutions 
from a standard infusion bag or bottle of fluid. It typically has internal batteries that enable operation for a short 
period when no mains electricity is available (e.g., during transportation or a power outage).) 

2 17634 Born truyM da näng, 
da kênh 

Mt thit bj da keith sü ding din (ngu6n AC) duçic thi& k d truyn tTnh mach  (IV) lien tic vâl hoc ngt 
qung hai hoc nhiu loi thu6c và/ hoc dung djch, thông qua b truyn, qua duàng tTnh mach,  nhung cling có th 
cung cAp qua duông duâi da hoc duôrng dOng mach, vói sir ki6m soát dc 1p cüa vic phân ph6i qua tüng kênh. 
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(Multichannel 
general-purpose 
infusion pump) 

Thit bj dtrçic si'r ding d to ra áp sut cao hon áp suit dixçic cung cp bth b truyn tr9ng 1ic duqc kep bang tay 
hoäc bC,  diu khin truyn djch; có phm vi và t& dO dông chãy khác nhau và có th sü ding éng tiêm, tái hoäc 
chai. Thi& bj thuing së có pin ben trong d cho phép hoat dng trong th?ii gian ngn khi không có din lithi (vi dxi: 
trong qua trinh di chuyn hoc mt din). 

(A mains electricity (AC-powered) multichannel device designed to facilitate continuous and/or intermittent 
intravenous (IV) delivery of two or more drugs and/or solutions, via infusion sets, via intravenous routes, but may 
be delivered via subcutaneous or arterial routes, with independent control of delivery through each channel. It is 
used to supply higher pressures than those provided by manually clamped gravity infusion sets or infusion 
controllers; has various flow ranges and rates and may use syringes, bags or bottles. It will typically have internal 
batteries to enable operation for a short period when no mains electricity is available (e.g., during transportation or 
a power outage).) 

3 17907 Born truyn hru lucmg 
cao/lãm m 

(Warming/high-flow 
infusion pump) 

Thi& bj sü ding din (ngun AC) ciucc thit k dé lam m và truyn máu và các dung djch khác mOt  cách nhanh 
chong (vi d dang tinh th và dung keo) vào bnh nhãn trong qua trInh phu thut mAt nhiu máu; thit bj cting 
duqc sfx ding cho các trithng hcrp bOng và chn thuong. T6c dO dOng chãy t6i da cO th vuçlt qua i Llphüt. 

(A mains electricity (AC-powered) device designed to warm and rapidly infuse blood and other solutions (e.g., 
crystalloid and colloid) into a patient during high-blood-loss surgical procedures; it is also used for burn and trauma 
cases. Maximum flow rates may exceed I L/min.) 

4 34071 Born truyn nOi  tuy 
cAy ghép, không ducic 

1p frInh 

(Implantable 
intrathecal inision 

pump 
nonprogrammable) 

Thit bj vo trüng chy bang pin, không thrcic 1p  trinh, dtrcic thiét k d cAy vào bnh nhãn d km trü và truyn 
các chAt gay nghin/ma táy (vi dw morphin sulfat, baclofen trong khoang du&i nhn d kim soát con dau khó 
cha và co that co có nguM gc ác tInh hoc không ác tinh. Bom truyn djch cAy ghep (lIP) nay có th cho phép 
cung cAp mOt  luçing thu6c, thixông là loai thu6c kim soát vâi sir hn ch cci hçc v t6c dO np dy cña thit bj hoc 
có th cung cAp dOng thu& lien tic vói t& d do nhà san xuAt thiêt lap. Thiêt bj thi.rng bao gm mOt  binh chCra 
thu6c, thrbng dixçic cAy duài da biting duài và mOt  ng thông duçic kêt nôi dirçic dt vào khoang chüa djch tüy sing. 

(A battery-powered, nonprogrammable, sterile device designed to be implanted in a patient for the storing and 
subarachnoid administration of narcotics/drugs (e.g., morphine sulfate, baclofen) to manage intractable pain and 
muscle spasms of malignant or non-malignant origin. This implantable infusion pump (lIP) may enable delivery of 
a bolus of medication, typically patient-controlled with mechanical restrictions that limit the refill rate of the device, 
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orit may provide a constant flow of medication at a factory-set rate. The device typically consists of a drug reservoir, 
usually implanted under the skin of the lower abdomen, and a connected catheter placed into the spinal fluid space.) 

5 35932 Bam truyn giãm dau 
do bnh nhân kim 

soát 

(Patient-controlled 
analgesia sion 

Thit bj truyn djch chy bang pin duçic thi& ká d cung cAp các liu thu6c opioid không lien tiic [vI di,i: Fentanyl, 
Demerol (meperidine), Morphine hoc Hydromorphone] theo yêu cu cüa bnh than (nghia là duqc bnh nhân kIch 
hot khi h9 cn giãm dau), hoc a ch d chm, lien tic d gay tê ic b. Barn truyn giãm dau do bnh nhãn kim 
soát (PCA) ducic sü ding d truyn thu6c vào vi tn phu thu.t hoc tiêm chrói da d kim soát can dau sau phu 
thut. Thit bj duqc sr ding ti bnh vin/ ti nhà va co th duçc bnh than deo khi di chuyn. Thit bi së kt hçip 
cac ca ch an toãn d ngàn ngra bnh nhân di'ing qua liu; mt s loi sê sir d%lng phn mm phán phi thu6c cap 
cüu trên may tInh (CADD). 

(A battery-powered infusion device designed to deliver intermittent bolus doses of opioid medications [e.g., 
Fentanyl, Demerol (meperidine), Morphine, or Hydromorphone] upon patient demand (i.e., when activated by the 
patient when he/she requires pam reliet), or m a slow, contmuous mode for regional anaesthesia A patient 
controlled analgesia (PCA) infusion pump is used to infuse drugs into an operative site, or subcutaneously fo 
postoperative pain management. It is used for hospital/home-use and can be worn by the patient for ambulation. It 

ll incorporate safety mechanisms to prevent the patient overdosing; some types ll employ computerized 
ambulatory drug delivery (CADD) software.) 

6 46024 Barn truyên ni tuy 
cay ghep, co the 1p 

trInh 

(Implantable 
intrathecal fusion 

pump, programmable) 

Thiêt bi vô trung, co th lap trmh, chay bang pin, &rcic thiêt kê d cay ghep vao bênh than de liru trtt va truyên 
chat gay nghien/ ma tuy (vi d%1: morphin sulfat, baclofen) vao khoang drcn nhçn (nçn tuy) de hem soát can dau kho 
chfta và co that ca có ngun gc ác tInh hoc không ác tInh. Barn truyn cAy ghép (lIP) cung cAp các liu thu& th 
b phn chia dUçIC CAY  ghép, ducrc kim soát bàn nng d thu& và/ hoc tin hiu tn s vô tuyn (RF) tir mt thit 
bj 1p tnInh ben ngoài. B phn chüa thu6c, thi.r&ng ducic cAy duàni da biing durOi, thu?ing ducic k& n6i vói mOt  ng 
thông dAt vào khoang dich tüy s6ng. 

(A battery-powered, programmable, sterile device designed to be implanted in a patient for the storing and 
subarachnoid (intrathecal) administration of narcotics/drugs (e.g., morphine sulfate, baclofen) to manage intractable 
pain and muscle spasms of malignant or non-malignant origin. This implantable infusion pump (lIP) delivers drug 
doses from its implanted reservoir which is controlled by drug concentration and/or by radio-frequency (RF) signals 
from an external programming device. The drug reservoir, usually implanted under the skin of the lower abdomen, 
is typically connected to a catheter placed into the spinal fluid space.) / 
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7 11010 May truyn djch có 
kim soát, sr dung 

din luài 

(Infusion controller 
line- owered) ' 

p 

Mt thit bi dung ngun din (cp ngun AC) duç,c sü dmg d kim soát và giám sat vic truyn djch theo tr9ng 
1rc vào tinh mach (IV), dua ra cãnh báo (hInh ãnh/ãm thanh) khi vllçit qua giài h?n  dt tnràc. No có hai cu hInh 
chInh: 1) mOt  thit bj có cam bin kru hrcmg din tü (b dm giçt) theo dôi / do luqng chAt lông di qua day truyn 
djch; hoc 2) mt thit bj do trçng hxcmg cUa bmnh chra chAt lông và có th h trc, vic truyn 1iu nhanh. Nguii 
ding có th chQn cac giá tn djnh trixâc va thit bj có th hin thj t& d dông chây, tng th tIch và có th ghi dit 
lieu. Mt s loai có th ducic sr ding trong qua trInh ni soi khOp. 

(A mains electricity (AC-powered) device used to control and monitor the gravity infusion of intravenous (IV) 
fluids, providing an alarm (visible/audible) when pre-set limits are exceeded. It is available in two main 
configurations: 1) a device with an electronic flow sensor (drop counter) that monitors/measures the amount of fluid 
that passes through the infusion line; or 2) a device that measures the weight of the fluid container and may assist 
in bolus administration. The predetermined values may be selected by the user, and the device may display flow 
rate, total volume, and may record data. Some types can be used during arthroscopic procedures.) 

8 13217 Born tiêm din 

(Syringe pump) 

Mit thit bj sir ding ngun din (cAp ngun AC) &rcic thit k d dn dong chInh xác pit tong cüa 6ng tiêm d 
truyn djch khi cn sü ding vài d chinh xác cao v th tIch và tInh nhAt quán v t6c d. Do cài dat liru hrcmg và 
d thay di km lugng thAp hon (vi dii: 0,1 ml/gRr), thit bj dc bit thich hçrp cho các üng ding cham soc tré so 
sinh, tré so sinh va chain soc tIch crc, trong do luçmg nhO thu6c Se ducic phn ph6i trong thôi gian dai. Thit bj 
cOng cO th ducic sü ding d gay tê ngoài màng cüng và thuing cO pin ben trong cho phép thit bj hoat dng trong 
mOt khoãng thôi gian ngân khi không có ngun din (vI d trong khi vn chuyn hoc mAt din). 

(A mains electricity (AC-powered) device designed to precisely drive the plunger of a syringe down its barrel to 
infuse a solution when it must be administered with a high degree of volume accuracy and rate consistency. Because 
of the lower flow settings and flow resolution (e.g., 0.1 mI/br), it is especially appropriate for neonatal, infant, and 
critical care applications in which small volumes of concentrated drugs are to be delivered over an extended period. 
It can also be used to administer epidural analgesia. It will typically have internal batteries that allow the device to 
operate for a short period of time when no line power is available (e.g., during transport or a power outage).) 

9 15286 Barn tiêm can quang 

(Angiographic 
syringe) 

Mt thit bj vô trüng, 4n hành bng tay bao gm mOt  xi lanh cO pit tong nhm mic dIch dira chAt can quang 
vào tim, các mach  ion và dng mach  vãnh d nghien cru tim và các mach  máu dixoi ãnh ch%lp X-Quang. Ngoài ra, 
nOcO the ducyc dung ctê truyn cac chat lông khác (vi diii nirac muôi) Thiêt bi nay không co y drnh sir dung vth he 
thong tiem chat tuang phan. La thiet b! sir d%mg mQt lan.

A / 
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(A sterile, manually-operated device consisting of a barrel (cylinder) with plunger intended to be used for the 
administration of a contrast medium into the heart, great vessels, and coronary arteries to study the heart and vessels 
under x-ray photography. It may in addition be intended for introduction of other fluids (e.g., saline). It is not 
intended to be used with a contrast medium injection system. This is a single-use device.) 

IV Thit bi y t can thip, cy ghép 

46777 Stent dng mach  chü 
có màng b9c 

(Abdominal aorta 
endovascular stent- 

graft) 

MOt thiM bj hInh 6ng không tr tiêu thir.ing ducic cy ghép ti dng mach chü bmg ph.n ni ci'ia dng mach  chü 
bmg và dng mach  chu gc t giãm áp 11rc len chüng phInh dng mach chü bing. Dmg Cu ducrc duia vào trong 
dng mach dài qua cia dn vj tn cy ghép và tir ma rng tai  ding vj tn, vài mt thit bj vn chuyn dung mt Mn. 
Dung cu thu?rng duçc lam bang mt cu tthc hrài kim loai ben ngoài vai mt ng polymer nm ben trong và thu?rng 
Co sn trong hal cách thit k& 1) Mt 6ng don lien tic d dim vào ben trong dng mach  chu; hoc 2) Mt thit k 
chia 2 nhánh (bifurcation) có hal phn (vI di nhu dung 6ng hInh chü Y) d di qua cà hal dng mach chu. 

(A non-bioabsorbable tubular device typically implanted at the junction of the abdominal aorta and the common 
iliac arteries to reduce pressure on an abdominal aortic aneurysm (AAA). It is percutaneously inserted via the 
femoral artery to the site of implantation, with a disposable delivery device, where it self-expands. It is typically 
made of a metallic outer mesh structure with an inner polymer tube (endovascular graft) and is typically available 
in two designs: 1) a single continuous tube for insertion into one iliac artery; or 2) a two-part bifurcation design 
(e.g., shaped as a Y in a tube form) for insertion through both iliac arteries.) 

2 10688 Ong thông chiip mach 

(Angiographic 
catheter single-use) 

Môt ng mOng, huh hoat duçc thit k d tiêm chit can quang vào các mach  máu chçn lQc cüa mach  máu nAo, 
ni tng hoc ngoai vi trong qua trInh chip dng mach  nhm  tao  diu kin cho hmnh ãnh nO rang v h th6ng mach 
máu cüa mt co quan hoc vüng mic tiêu cüa co th. Ong thông ducrc dua qua da, cO (cac) dim dánh du can 
quang dé djnh vj và có th bao g6m các thiêt bj dung mt Mn dành riêng cho vic dua/chIrc nAng cia ng thông [vi 
dii: (cac) vO bQc]. Thit bj nay cUng cO th ducic sir ding d do áp suit dng thii d xác djnh d dc áp lrc xuyên 
van, ni mach  và trong nào thAt. Là thi& bj sü ding mt Mn. 

(A thin, flexible tube designed to inject a contrast medium into select blood vessels of the cerebral, visceral, or 
peripheral vasculature during an angiographic procedure in order to facilitate the clear visualization of the vascular 
system of a targeted organ or area of the body. It is introduced percutaneously, has a radiopaque marker(s) for 
positioning, and may include disposable devices dedicated to catheter introduction/function [e.g., sheath(s)]. It maj 
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also be used for simultaneous pressure measurements to determine the transvalvular, intravascular, and 
intraventricular pressure gradients. This is a single-use device.) 

3 35285 Dung cii dic l thành 
dng mach  chü 

(Aorta punch 
reusable) ' 

Mt ding ci phu thut thu cong thrçic thit k d ct mt hInh trôn tü thành dng mach chU nhm tao  ra vi trI 
thông ni trong qua trmnh phu thut mach  máu. D%Ing c',i bao gm mt dAu nh9n, hmnh non, ging nhu chic dia a 
du cüa mt p1t-tông duçic dua vào qua mt vt rach  nhO;du&ng kInh cüa no tucing Crng vài kich thu& cüa 1& Phia 
sau du là mt phn mOng han d mc vào (gift) mô khi 1ui dao trôn sc ben dirge bác sT phu thut n pit-tong 
vào và xuyên qua mô. Diing cu thuing dtrcic lam bang thép không gi cao cAp và cO nhiu kIch ci ct khác nhau. 
NO ciing co th ducic sr dung d dic l trén các mach khác n&i cn. Là thi& b! cO th tái sr dung. 

(A manual surgical instrument designed to cut a circular plug of tissue from the wall of the aorta to create an 
anastomosis site during vascular surgery. It consists of a pointed, cone-shaped, disk-like tip on the end of a plunger 
that is inserted through a small incision made; its diameter corresponds to the size of the hole. Behind the tip is a 
thinner section which entraps (holds) the tissue as the sharp circular blade is pressed down the plunger by the 
surgeon into and through the tissue. It is typically made of high-grade stainless steel and is available in various 
punch sizes. It can equally be used to punch holes in other vessels if needed. This is a reusable device.) 

4 60242 Van dng mach  chà 
sinh h9c 

(Aortic heart valve 
bioprosthesis) 

Mt mô ghép ngoi lai (vI di nhir van tim tir 1cm hoäc bO) nhm muic dIch cAy ghép vào bnh nhân trong qua trinh 
phu thut tim h & si'ra chita hoc thay the van tim dng mach thu bj r6i lo?n chCrc nng. Mo ghép dirge xü l de 
lam cho mO trong van không the tn tii dirge; mô ghep cO the chi là mô hoc mô dugc gn vào mt khung kim loai 
hoc polyme tng hgp. Thiét bj nay thu&ng &rcic sr diing de dieu trj bnh van tim bj mc phãi hoc bm sinh. 

(A xenograft (e.g., porcine or bovine heart valve) intended to be implanted in a patient during open heart surgery 
to repair or replace a dysfunctional aortic heart valve. It is processed to render the tissue in the valve non-viable; it 
may be tissue only, or tissue attached to a metal or synthetic polymer framework. The device is typically used to 
treat acquired or congenital valvular disease.) 

5 60245 Van dng mach  chCt 
sinh h9c gn trên 

stent 

(Aortic transcatheter 
heart valve 

Mt mô ghep ngo.i lai cAy ghep &rçrc (vi d%i nhu tr bô, 1cm) nh*m mic dIch sCr ding de süa chita/thay the van 
tim dng mach  chü bj hep hoäc ha, hoc van tim d)ng mach  chü già dA dirge cAy ghep truâc do và dirge thiet ke de 
cAy ghep bang mt &ig thông qua dirmg can thip xuyên dng mach  (vI di nhu dng mach  diii, dng mach  dithi 
dOn, dng mach  chü) hoc can thip xuyên dng mach  trong khi tim dang dp. Mo ghep bao gm mO ghép ngoai 
lai, duçic xu:r l' d lam cho mô không the tn tai  ducic, duçic gn vào meit  khung kim loai có the ma rng, dugc cAy 
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bioprosthesis, stent- 
like framework) 

bng mt ng thông di kern và khi dn vj tn cn có th duçic m& rng bng bong hoc tir gian no. Thung bao gm 
các thit bj lien quan dn cAy ghép (vI di nhu ng thong, ding Cu giOi thiu). 

(An implantable xenograft (e.g., bovine, porcine) intended to be used to repair/replace a stenosed or regurgitant 
aortic heart valve, or previously-implanted aortic heart valve prosthesis, and which is designed to be implanted with 
a catheter via transarterial access (e.g., femoial, subclavian, aortic) or transapical access while the heart is beating. 
It is comprised of the xenograft, processed to render the tissue non-viable, attached to an expandable metal 
framework, which is implanted with an included catheter, and when in situ, may be expanded with a balloon or 
self-expand. Typically devices associated with implantation (e.g., catheter, introducer) are included.) 

6 

4 

36142 Khay hi.'it, si dmg 
mt ln 

(As iration tra 
smgle-use) 

Mt thüng chira nhiu dmg ciii, bang gac, duçic phm và các vat ding khác cn thit d thrc hin qua tnmnh hit 
và các thu thut lien quan. Thüng nay thuOng bao gm các phn riêng bit dixçic chi djnh d chüa các ding ci khác 
nhau can thiêt cho smh thiêt nh'tr kim, hut vã/hoäc dn luu Day cua no thuong co môt miêng dm xôp bang nhua 
di.rac dánh dAu d cho phép dat các vat sc nhon và kim tiêm. Là thi& bi sü dung môt ln. . . . . . 

(A container of various instruments, dressings, pharmaceuticals, and other items necessary to perform an 
aspiration and related procedures. It typically includes separate sections designated to hold the various utensils 
required for needle biopsy, aspiration, and/or drainage. Its bottom typically has a plastic foam insert that is scored 
to allow placement of sharp objects and needles. This is a single-use device.) 

7 43691 Stent duOng mt 
không phii thuc 

(Bare-metal bili 
stent) 

Mt thit bj hInh ng không hAp thu sinh hQc, vô trüng nh&n mic dich cAy vào mt Mg mt bj tAc nghên (vi dii: 
Mg mt chung) d duy frI sir thông thoáng ben trong lông 6ng met.  No có th là mt cAu tthc lithi hoc mt ông 
lien tiic diicic lam hoàn toãn bang kim loai [VI dij: thép không gi cao cAp, coban-crôm (Co-Cr), hqp kim niken-titan 
(Nitinol)]. No có th thrcic mO rng tai ch (vi dt: vOi Mg thông bong hoc tu mO rng) và có th bao gm các thiêt 
bj ding mt ln nhm h trç cay ghép. 

(A sterile non-bioabsorbable tubular device intended to be implanted in an obstructed biliary duct (e.g., common 
bile duct) to maintain luminal patency. It may be a mesh structure or a continuous tube and is made entirely of metal 
[e.g., high-grade stainless steel, cobalt-chrome (Co-Cr), nickel-titanium alloy (Nitinol)]. It may be expandable in 
situ (e.g., with a balloon catheter or self-expands) and disposable devices intended to assist implantation may be 
included.) 
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8 45851 Stent dng mach  cãnh 
không phü thu6c 

(Bare-metal carotid 
artery stent) 

Mt thi& bj hInh ng không phân irng sinh hoc nhm muc dIch cAy ghép ào dong mach  cãnh cO tác dung gilt 
cho lông mach  thông thoáng và giáp cãi thin dung kInh lông mach  a nhltng bnh than mc x vlta dng mach. 
Stent duçic lam bang kim loi (vi d%i hçip kim Niken-titan) thuOng cO cAu trüc hthi hInh ng.Stent ducic dim dn vi 
fri cAy ghep bang dimg cii chuyên diing d no tij m& rng khi thã. Stent cO nhiu kIch thuâc khác nhau và cO th 
di.rcic sü d%ing kt hçip vOi thit bj khác. 

(A non-bioabsorbable tubular device intended to be implanted in a carotid artery to maintain arterial patency and 
improve luminal diameter in patients with atherosclerotic disease. It is made of metal [e.g., nickel-titanium alloy 
(Nitinol)] typically in a tubular mesh structure, and is typically delivered to the site of implantation by a dedicated 
instrument where it self-expands upon release. It is available in a variety of lengths and diameters and may be used 
in conjunction with an embolic protection device. Disposable devices associated with implantation may be 
included.) 

9 53616 Stent dng mach  vành  
không phü thu6c 

(Bare-metal coronary 
artery stent) 

MOt  thi& bj hmnh ng không tr tiêu [stent kim loai trân (BMS)] nhm mic dich cAy ghép vào frong dng mach 
vãnh hoc tTnh mach  hin cia tim d duy fri d thông ca lông mach  và cái thin dithng kInh lông mach,  din hInh 
& bnh nhân mc bnh tim do xa vlta dng mach.  Thit bj thithng ducic lam bang thép không gi cao cAp hoãc bng 
coban-chrome (Co-Cr), có th là thng hoc có thit k phân nhánh (VI d%i nhu có hInh chIt Y & dung ng) và có th 
giân n& bang bOng hoc tr giân no. cO th m& rng. CO th bao gm các thit bj cAy ghep dling mt Mn chuyên 
dung (vi dii  nhu ng thông bOng, ding ci vn chuyen). 

(A non-bioabsorbable tubular device [bare metal stent (BMS)] intended to be implanted in a coronary artery or 
saphenous vein graft of the heart to maintain luminal patency and improve luminal diameter typically in a patient 
with symptomatic atherosclerotic heart disease. It is typically made of high-grade stainless steel or cobalt-chrome 
(Co-Cr), may be linear or have a bifurcation design (e.g., shaped as a Y in a tube form), and may be balloon-
expanded or self-expandable. Dedicated disposable implantation devices (e.g., balloon catheter, delivery 
instrument) may be included.) 

10 46352 Stent mach  máu  nOi 
so không phu thuôc 

Mt thit bj hinh 6ng không tir  tiêu thirOng dirçic cAy vào dng mach  nn hoc dng mach  g& cüa bnh phlnh 
dông mach ni so (vi du nhu bênh phinh dong mach dang cô rông tai diem duai cua môt nhanh) giup tao diêu kiên 
van chuyn chAt gay tc d lAp dy phn t(ii phinh, to diu kin thun lcii cho qua trInh dông máu trong tüi phmnh 
bng cách lam chm dOug máu chãy vào và/hoc d h trci cho phucing pháp dt vông xo&i kim loai ni mach duçic 
dt ben trong tüi phlnh. Vông xon kim loai ni mach ducic lam bng kim loai không tráng phü (vi d nhu Nitii1,, 
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(Bare-metal 
intracranial vascular 

stent) 

môt loai hçip kim giUa Titan và Niken) va tr no ra sau khi duçic dua dn vj tn cn dat trong ni mach (vi dz nhu tr 
mOt  ding cu vn chuyn chuyên dung). Co th bao gm các dmg cj lien quan dn cy ghep duig môt lan. 

(A non-bioabsorbable tubular device typically intended to be implanted into the base or parent artery of an 
intracranial aneurysm (e.g., wide-neck aneurysm situated at the base of a bifurcation) to facilitate the delivery of 
embolics to fill the aneurysm, facilitate clotting within the aheurysm by slowing blood flow into it, and/or to provide 
support for a neurovascular embolization coil placed inside the aneurysm. It is made of uncoated metal [e.g., nickel-
titanium alloy (Nitinol)] and self-expands after it is delivered to the site of implantation and released (e.g., from a 
dedicated delivery instrument). Disposable devices associated with implantation may be included.) 

11 45852 Stent dng mach  thn 
không phü thu& 

(Bare-metal renal 
artery stent) 

Mt thit bj dng ng không hp th%1 sinh hçc duqc thit k d cy vào dng mach then nhm duy tn tInh trng 
thông 5u6t cüa dng mach  và cài thin dirông kinh lông dng mach 0 nhung bnh nhân mc bnh xc vira dng 
mach cO triu chng. No ducic lam bang kim loi [vi dii: thép không gi, coban-crom (Co-Cr), hqp kim niken-titan 
(Nitmol)] throng co câu truc dang hrcn hmh ông, doi khi co thiêt kê phãn nhanh (hinh chit Y) va tlnrong ducie 
chuyn dn vj trI c.y ghép bang mt 6ng thông bong s mO rng thi& bj khi born bong phng len. No cO nhiu 
chi&i dài va duOng kInh khác nhau. Co th bao gm các thi& bj dmg mt ln lien quan dn cy ghép. 

(A non-bioabsorbable tubular device intended to be implanted in a renal artery to maintain arterial patency and 
improve luminal diameter in patients with symptomatic atherosclerotic disease. It is made of metal [e.g., stainless 
steel, cobalt-chrome (Co-Cr), nickel-titanium alloy (Nitinol)] typically in a tubular mesh structure, sometimes 
bifurcation (Y-shaped) design, and is typically delivered to the site of implantation with a balloon catheter which 
will expand the device upon balloon inflation. It is available in a variety of lengths and diameters. Disposable 
devices associated with implantation may be included.) 

12 43589 Stent khI quãn/ph 
quãn không phü thu6c 

(Bare-metal 
tracheal/bronchial 

stent sterile) 

Mt thit bj hmnh ng không hp thi sinh hoc, vô trüng nhtm m%lc dich cy ghép vào khi quàn và/hoc ph 
quãn/tiu ph quãn bi tc hoc bj hep d duy tn d thông thoáng trong lông khi quàn/ph quàn. No cO th là mt 
câu trác hrOi thang hoc phãn nhánh hoc ng lien tiic ducic lam bang kim loi [vi d%i: thép không gi cao cp, hçip 
kim niken-titan (Nitinol)]. No thuOng cOth mO rng tai  ch (vi d vOi 6ng thông bong hoc tir mO rng) và có 
the bao gôm các thiêt bj dung mt lan nhm ho trci cay ghép. 

(A sterile non-bioabsorbable tubular device intended to be implanted into an obstructed or stenosed trachea 
and/or bronchus/bronchiole to maintain luminal patency. It may be a straight or branched mesh structure, or 

- continuous tube, and is made of metal [e.g., high-grade stainless steel, nickel-titanium alloy (Nitinol)]. It is typicaIy 
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expandable in situ (e.g., with a balloon catheter or self-expands) and disposable devices intended to assist 
implantation may be included.) 

13 31657 DAu do do km hrçing 
mãu không xâm nhp 

(Blood flowmeter 
transducer non- 

rndwellmg) 

Mt thi& bj ducic thiM k d si'r dmg cüng vói may do km krcmg máu d do lien tic liru hxcing máu ben ngoài 
ngoài mach  máu) cüa bnh nhân. No cO th do hru lucmg máu trong mt bung kIn bao quanh du dO ben ngoài 

ca th hoc ben ngoài mach  máu (dircic tao  thành dirói dng mt vOng trOn mô tnrcit trên mach,  có dung kInh khác 
nhau d phü hçrp vài các mach  máu có kIch thuóc khãc nhau). No có th hoat dng bng cách sir dmg cong ngh 
siêu am hoac dien tr (EM). Là thit bi sir dung môt ln. . . 

(A device designed to be used together with a blood flowmeter for the continuous external (extravascular) 
measurement of a patient's blood flow. It may measure the blood flow either in a closed chamber that encompasses 
the transducer outside of the body or over the outside of a blood vessel (formed as an open circle which is slid over 
the vessel, having different diameters to fit different size blood vessels). It may function by using ultrasound or 
electromagnetic (EM) technologies. This is a single-use device.) 

14 35974 H th6ng thäm dO 
din sinh l tim 

(Cardiac 
electrophysiology 

stimulation s stem) y 

Mt tp hçip các thi& bj di.rcxc 1p trInh d cung cp các xung din ducc djnh thri gian chInh xác dn tim, theo 
nhjp ttr phát và, nhp dircrc tao,  d chn doán kIch thIch tim. No thu?rng bao g6m các din crc/dây dn dt vào tim 
và mt may tao  xung ben ngoài (EPG). NO có th duccc sir d%ing a ch d không dng b hoc ding b, d cung 
cAp các kich thich cO cu&ng d thay di va d tao  nhjp trong phm vi rng cüa d dài chu k5' (thuOng tr 150 dn 
1500 ms). NO dircic sir dmg d thrc hin các kim tra sinh l tim nhu xác djnh chüc nang cüa các thãnh phn khác 
nhau ciia dn truyn nhi thAt, các yu t cn thi& d tao ra và chm dut nhjp tim nhanh và dánh giá chCrc nng nut 
xoang. 

(An assembly of devices programmed to deliver precisely timed electrical impulses to the heart, during 
spontaneous and paced rhythms, for diagnostic cardiac stimulation. It typically includes electrodes/leads applied to 
the heart and an external pulse generator (EPG). It may be used in asynchronous or synchronous mode, to deliver 
stimuli of variable strength, and for pacing in a wide range of cycle lengths (typically from 150 to 1500 ms). It is 
used for performing physiologic cardiac tests such as to determine the function of various components of the 
atrioventricular conduction, factors required for induction and termination of tachycardia, and to assess sinus node 
function.) 
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15 46355 Catheter 1p bàn d 
din hoc tim 

(Cardiac mappmg 
catheter 

percutneous ingle- 
use) '  

MOt 6ng vô trüng, có th diu khin dtrçic, linh hoat chia nhiu din crc duçic dua vao các bung tim qua da d 
truyn các xung din nhim kim tra chn doán din sixth lb', vi du nhu cam bin trong tim, df lieu ni tam mac dirçirc 
ghi lai, sx kich thich, tao nhip do tim tam thm dê danh gia rôi loan nhip tim, chuyên nhip cua rôi loan nhip diên 
hOaC lap bàn d6 din sinh l cüa c&u triic tim. Ong thtr?ing duçjc lam bang nhra vài các din crc nhiing thithng bang 
bach kim, iridium hoc mt 4t lieu tng hçip. Là thit bj sü ding mt lAn. 

(A sterile, steerable, flexible tube containing multiple electrodes that is introduced percutaneously into the heart 
chambers in order to transmit electrical impulses for electrophysiological diagnostic examinations, e.g., intracardiac 
sensing, endocardial recording, stimulation, temporary pacing for evaluation of cardiac arrhythmias, cardioversion 
(CV) of electrical arrhythmias or electrophysiology (EP) mapping of cardiac structures. It is typically made of 
plastic with embedded electrodes often of platinum (Pt), iridium, or a composite. This is a single-use device.) 

16 46265 He thông lap ban do 
then smh lytim 

(Cardiac mappmg 
system) 

Môt tap hap cac tluêt bi dxrcic tlut ké dé do, xtr ly va hru trtt dt'r lieu then txr dê giai thich cho các thông so smh 
lytim nhãn di.roc tir dir hêu dâu ra cua cac thiêt bi do (vi du cam biên diên tam do, dâu do, catheter xâm lan hoäc 
qua be mat ca the) Cac thông so co the duac so sanh vai cac tiêu chi chãn doan dircic thiêt lap tnràc dôi vn cac 
thông s nhu hru hrcing máu, d&i truyn din hoc hinh dung bung tim. H th6ng thithng bao gm may tram 
chuyên ding, phãn cung va phãn mêm hiên thi ban d tim 3 chiêu thai gian thuc (vi du su lan truyên then, diên the 
sinh hQc và bàn d6 hInh dung bung tim), và mOt  ông thông. 

(An assembly of devices designed to measure, process, and store electronic data for the interpretation of cardiac 
physiological parameters received from the output of connected measuring devices (e.g., body surface or 
intracardiac electrocardiograph (ECG) sensors, transducers, and catheters). The measurements can be compared to 
pre-established diagnostic criteria for parameters such as cardiac blood flow, electrical conduction, or heart chamber 
geometry. It typically consists of dedicated workstation, hardware and software that display real-time, three-
dimensional (3-D) cardiac maps (e.g., electrical propagation, electrical potential, and cardiac chamber geometry 
maps), and a catheter.) 

17 31742 Tram lam vic cira h 
th6ng 1p  bàn d din 

sinh l tim 

Mt thiêt bj sir ding ngun AC dtrqc thit k nhu mt b diu khin d diu hrning qua da (dinh lurông va diu 
khin) ng thông ciia h th6ng 1p  bàn d tim hoc day dk huvng lien quan cüa no theo hu&ng mong mu6n dn vj 
tn mic tiêu ducic chi djnh (vi dxx: mach  vành). No sir ding phAn mm chuyên ding va có th sir ding nhiu cong 
ngh kiiac nhau (thuing là tir tnrông); no thumg ducic sir dung trong phông thI nghim din sinh l (EP). 
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(Cardiac mapping 
system workstation) 

(A mains electricity (AC-powered) device designed as a control unit to percutaneously navigate (orientate and 
steer) a cardiac mapping system catheter, or its associated guidewire, in the desired direction to the designated target 
site (e.g., coronary vasculature). It uses dedicated software and may employ various technologies (often magnetic 
fields); it is typically used in the electrophysiology (EP) laboratory.) 

18 62545 D&u do siêu am tim 
có chirc nàng 1p  bàn 
d din sinh l tim 

(Cardiac 
mapping/ultrasound 
imaging catheter) 

Mt &ig mm vô trüng có hal mic dich mt 1a chCra các din crc có sp xp vâ hal là b chuyn di hmnh ãnh 
siêu am & du xa cüa nO, dtrçic thit k d: 1) kim tra chn doán diên sinh l chng hn nhi.r 1p bàn d din sinh 
l (EP), cam bin và ghi lai cu trüc tim; 2) siêu am trong tim d quan sat giai phu tim (b mt ben trong), chü yu 
d h trç các chrc nang din sinh 1. No ducic dua vào qua da thông qua mt ng thông dn hirâng có th diu 
khin (không bao gm) ducic tuang thIch d cho phép di chuyn trong giãi phu tim. Là thit bj sir d%Ing mt in. 

(A sterile, flexible, dual-purpose tube containing an arrangement of electrodes and ultrasonic imaging 
transducers at its distal tip, designed for: 1) electrophysiological diagnostic examinations such, as electrophysiology 
(EP) mapping, sensing, and recording of cardiac structures; and 2) intracardiac ultrasound for visualization of the 
cardiac anatomy (inner surface), primarily to support the EP functions. It is introduced percutaneously through a 
compatible steerable guide catheter (not included) to enable manoeuvring within the cardiac anatomy. This is a 
single-use device.) 

19 45418 Dung cubit tim và 
mach máu 

(Cardiac occluder) 

Mt thi& bj hlnh dia cy ghép ducic sir ding d dóng các khim khuyt tim theo cách xãm ln ma không cn 
phu thut và dtrcrc trin khai bang cách sir dmg 6ng thông (catheter)/ vO bc chuyên ding. NO duçic lam bang lir&i 
thép (vi dxi: hcip kim niken-titan (nitinol) hoc polyester) cO th t%r gin nâ. Thi& b duçrc dung d diu tn các bnh 
r& loan tim nhu: Thông lien nhi (ASD); Thông lien tht (VSD), l bu dire (PFO) và COn 6ng dng mach  (PDA). 
Là loai sir dimg mt ln dành riêng cho cy ghep. 

(An implantable disk-like device intended to be used for the minimally-invasive closure of cardiac defects and 
deployed using a dedicated delivery catheter/sheath. It is made of wire mesh [e.g., nickel-titanium alloy (Nitinol)], 
and possibly additional materials (e.g., polyester), and is typically self-expandable. The device is used to treat 
cardiac disorders that may include (but not limited to) atrial septal defect (ASD), ventricular septal defect (VSD), 
patent foramen ovale (PFO), or patent ductus arteriosus (PDA). Disposable devices dedicated to implantation may 
be included with the implant.) 
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20 45419 Bô dung cu dung dê 
bit tim và mach  máu 

(Cardiac occiuder 
delivery kit) 

Môt tap hop cac thiét bi dtrac thiêt kê dê cay ghep môt vat lieu bit kin tim (khong bao gôm) dé ctong cac di tat 
tim ma không cAn phu thuât. Bô thit bj có th bao gm Catheter/&ig dan, dung cii nong, dAy dn hung và các 
4t ding b sung d dn truyn ni mach  và trin khai d%ing ct bit tim. Các thit bi nay ducic sir thing trong diu tij 
các ri loon tim nhix Thông lien nhi (ASD), thông lien tMt (VSD), con l bAn duc (PFO) hoäc cOn 6ng dng mach 
(PDA). Là thit bj sü d%Ing mt In. 

(A collection of devices designed to implant a cardiac occluder (not included) for the non-surgical closure of 
cardiac defects. The collection may include a delivery catheter/sheath, dilator, loading device, delivery cable, and 
additional items for the intravascular delivery and deployment of a cardiac occluder. The devices are used in the 
treatment of cardiac disorders that may include atrial septal defects (ASD), ventricular septal defects (VSD), patent 
foramen ovale (PFO), or patent ductus arteriosus (PDA). This is a single-use device.) 

21 47205 B 1p trInh may tao 
nhiptim 

(Cardiac pulse 
generator 

programmer) 

Mt thit bi ben ngoài nhAm mic dich cho phép chuyên gia chm sOc sue khOe trong môi tnrOng lam sang thay 
dôi cac cai dat va tnch xuât dü hêu môt cach không xãm lAn tix mt may tao xung tim dA duoc cAy ghép (vi du nhu 
may tao nhip tim, may tao niup tim/may khu rung tim) Thiêt bi bao gôm môt may phat/may thu tAn so vô tuy&i va 
cO th hoat  dng dc 1p hoc k& hop vOi may tInh cá nhAn/máy tinh bAng sü d%ing phAn mm chuyên diing. 

(An external device intended to enable a healthcare professional in a clinical setting to noninvasively change the 
settings of, and extract data from, an implanted cardiac pulse generator (e.g., pacemaker, pacemaker/defibrillator),. 
It includes a radio-frequency transmitter/receiver and may be intended to operate independently or in conjunction 
with a personal computer (PC)/tablet using dedicated software.) 

22 61438 DAn dcc may tao  nhjp 
tim, si:r dung tai  nhà 

(Cardiac pulse 
generator reader 

home-use) ' 

Mt thit bj ben ngoài nhAm mic dich cho phép mt ngirOi không chuyen trich xut dü lieu tü môt may tao  nhjp 
tim duçic cy ghep (tue là cy ghép tim tIeh crc diu trj) d cung cAp thông tin ljch sü vA/hoe hin tai  v hiu suAt 
cüa thi& bj, ngoài ra có th duçic dung d giao tip vài thit bj cAy ghép tim chAn doAn (vi du: may theo dOi cAy 
ghép tim); nO không duçic thi& k nhAm m%ic dich 1p  trinh cAy ghép diu tn và ducic dành riêng cho vic sr ding 
tim. No bao gm mt may phát/máy thu tAn s vô tuyn và CO th ducic thiát k d hoat dng dc 1p hoc kt hop 
v&i may tInh cá nhAn (PC)/máy tInh bAng bAng phAn m&n chuyên dicing. Day là mt thi& bj sü dmg tai  nhà. 

(An external device intended to enable a layperson to noninvasively extract data from an implanted cardiac pulse 
generator (i.e., therapeutic active cardiac implant) to provide historic and/or current information on device 
performance, and may in addition be intended to communicate with a diagnostic cardiac implant (e.g., implantable 
cardiac monitor); it is not intended to program therapeutic implants and is dedicated to cardiac use. It includes,a 
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radio-frequency transmitter/receiver and may be intended to operate independently or in conjunction with a personal 
computer (PC)/tablet using dedicated software. This is a home-use device.) 

23 61785 Catheter c& d6t tim 
bang nang hrçxng RF 

(Cardiac radio- 
frequency ablation 
system catheter) 

Môt 6ng thông mm vô tràng có th diu khin dxçc nhun mvc  dIch sir thing nhu môt phn cüa h thng ct bô 
tim bang tan s6 vô tuyn bang cách áp ding dông din xoay chiu có tAn s6 vô tuyn d ct bó các vüng ni tam 
mac cüa tim dang dp trong diu trj r6i loan nhjp tim; nO cOng thuông ducc dOng d truyn các kIch thIch to nhjp 
dien dn và các phãn üng din tir tim d 1p bàn d diên sinh l' (EP). No duçic thiét k d dua vào tim thông qua 
tMp cn tTnh mach  (vi dxi: tTnh mach  diii) và có th chCra các diên crc ct bO dan crc và/hoc lining c'rc. Là thi& bj 
sir dmg mt lAn. 

(A sterile, flexible, steerable catheter intended to be used as part of a radio-frequency cardiac ablation system to 
apply radio-frequency alternating current to ablate areas of the endocardium of a beating heart in the treatment of 
cardiac arrhythmias; it is typically also intended to transmit electrical pacing stimuli to, and electrical responses 
from, the heart for electrophysiological (EP) mapping. It is intended to be introduced. into the heart via venous 
access (e.g., femoral vein) and may contain monopolar and/or bipolar ablation electrodes. This is a single-use 
device.) 

24 47270 May tao  nhjp tái ding 
b tim có chüc nang 

phá rung 

(Cardiac 
resynclironization 

therapy implantable 
defibrillator) 

Mt thit bi cy ghep, chy bang pin, bao gm mt may tao  xung nhjp có vO kIn và mt may tao  xung tich hçip 
khi'x rung tim có day dn v&i tam tht phài, trong tinh mach  vãnh trên tam thAt trãi va thtning a tam nhT phài (ba 
bung). Ngoài các chirc nang tao nhjp và khü rung tim thông thuing, thit b con duçnc thit k d cung cAp lieu 
pháp tao  nhjp tai dng b ca tim (CRT) thông qua kich thIch din a hal tam thAt d d6ng b hOa các can co th& cOn 
tam thAt phãi và trái nhm barn máu hiu qua han d diu trj cac triu chüng suy tim (vi dii nhu khO thô, d met 
mOi) và các vAn dè nghiêm tr9ng v nhptim [may khü rung tim CRT]. 

(An implantable, battery-powered device consisting of a hermetically-sealed pacing pulse generator and an 
integrated defibrillation pulse generator with leads in the right ventricle, in a coronary vein over the left ventricle, 
and often in the right atrium (triple chamber). In addition to conventional pacing and defibrillation functions, the 
device is intended to provide cardiac resynchronization therapy (CRT) through biventricular electrical stimulation 
to synchronize right and left ventricular contractions for more effective blood pumping to treat symptoms of heart 
failure (e.g., shortness of breath, easy fatigue) and serious heart-rhythm problems [CRT defibrillator (CRT-D)].) 
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25 47263 May tao nhjp tai dông 
bO tim 

(Cardiac 
resynchronization 

therapy implantable 
pacemaker) 

Môt may tao xung CO vO kIn, chay bang pin, duçic thi& k d cAy ben di.rói da ngirc trong môt tiii duçic tao ra 
bang phu thut và sü thing vM day dn tao nhjp ducc dt i tam thAt phái, trong tTnh mach  vành trên tam thAt trái, 
và thuing trong tam nhT phâi (ha bung) d kIch thIch tim dp vâi thc d nhanh han khi may cam thAy nhjp tim 
chm và cung cAp lieu pháp tao  nhjp tai dng bô cci tim (CRT) thông qua kIch thich din hai tam thAt d ding bô 
hOa cac can co th&t tam thAt phãi và trái nhm diu tn ëác triu chxng suy tim (vi diii nhu d mt môi) và các vAn 
d nghiêm trçng v nhp tim [may tao  nhp tim CRT}; may không ding cho lieu pháp khr rung tim. 

(A battery-powered, hermetically-sealed pulse generator, intended to be implanted beneath the skin of the chest 
in a surgically-created pocket, and used with pacing leads placed in the right ventricle, in a coronary vein over the 
left ventricle, and often in the right atrium (triple chamber) to stimulate the heart to beat at a faster rate when it 
senses bradycardia and provides cardiac resynchronization therapy (CRT) through biventnicular electrical 
stimulation to synchronize right and left ventricular contractions to treat symptoms of heart failure (e.g., easy 
fatigue) and serious heart-rhythm problems [CRT pacemaker (CRT-P)]; it is not intended for defibrillation therapy.) 

26 47247 B diing ci dung dé 
chQc vách tim 

(Cardiac transseptal 
access set) 

Mt tp hqp các thit bj xãm lAn không th cAy ghep nhm sü diing d dam xuyên vách lien nhi trong qua trInh 
dt ng xuyên vách, và d tao  mt ng dn cho vic dua vào các 6ng thông tim mach  khác nhau vào ben trái tim. 
Thit bj bao gm mt &ig thông dn husng mach máu (có th dirçic gti là mt ding ci mô throng có th diêu khin 
duc) vói mt kim dam xuyên vách d tao  ra vt chQc, và thuOng bao g6m các thiét bj h trci mO thrOng b sung 
cAn thit cho thi thi4t (vi d%1 thu ng thông, day dn, dmg ci nong mach).  Là thi& bj sü ding mOt  lAn. 

(A collection of nonimplantable, invasive devices intended to be used to puncture the interatnial septum during 
a transseptal catheterization procedure, and to create a conduit for the introduction of various cardiovascular 
catheters into the left side of the heart. It includes a vascular guide-catheter (which may be referred to as a steerable 
introducer) with a transseptal needle to create the puncture, and typically includes additional introduction assistive 
devices necessary for the procedure (e.g., stylet, guidewire, dilator). This is a single-use device.) 

27 47248 Kim chçc vách tim 

(Cardiac transseptal 
needle, single-use) 

Mt ding ci ducic thiêt k d chQc thiing vách lien nhT trong qua trInh dt catheter xuyên vách d tip cn tim 
trái nhAm tao  diu kin thun lçci cho vic hut và tiêm/truyn djch, lAy máu và theo döi áp luc. No thuOng là ng 
thép không gi dài, mOng, cO th u6n cong và nhQn 0 dAn, thirOng có mt tric vOi khóa stopcock và các chi báo dnh 
huo'ng & phIa gAn. NO có th bao gm mt que thông nhAm h trcl trong qua trInh xii 1). Là thi& bj sr difling mtlAn. 

(A device designed to puncture the interatrial septum during a transseptal catheterization procedure to gain left 
heart access typically to facilitate fluid aspiration and injection/infusion, blood sampling, and pressure monitonin. 
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It is typically a long, thin stainless steel tube that is curved and pointed at the distal end, usually having a hub with 
a stopcock and orientation indicators at the proximal end. It may include a stylet for support during handling. This 
is a single-use device.) 

28 17613 Ong thông chip 
bungtim 

(Cardiac 
ventriculography 

catheter) 

Mt 6ng linh hoat vâi các cu hInh dAu ct th duçic thit k d di vào tam that trái hoc phâi d thrc hin cac 
thu thut chn doán huyt dng/ehip mach bang chit can quang. Du xa c6th có mt l cu6i và/hoc mt s l 
ben. Ong duçic dua vào mach  máu ngoai vi và dAu xa cUa no ducic dt vao tam thAt trái hoc phãi tüy theo hinh ânh 
tam thAt mong mun. Chip tam thAt trái di.rçic si'r diing d dãnh giá tInh trng suy yu cüa tarn thAt trái, s hin din 
cüa chng phInh dng mach thAt hoc khuyt tt vách ngän hoäc d dánh giá van hal lá. Chup tam thAt phãi duoc 
si dmg chü yu d dánh giá bnh tim bm sinh. Là thi& bj sir d%Ing mt thn. 

(A flexible tube with specific tip configurations designed to enter the left or right ventricle to perform diagnostic 
haemodynamic/angiographic procedures with contrast media. The distal tip may have an end hole and/or several 
side holes. The tube is introduced into a peripheral blood vessel and its distal tip is placed in the left or right ventricle 
according to the desired ventriculography. Left ventriculography is used to assess impairment of the left ventricle, 
the presence of ventricular aneurysms or septal defects, or to assess the mitral valve. Right ventriculography is used 
mostly to asses congenital heart disease. This is a single-use device.) 

29 35094 Day dn dträng cho 
can thip mach 

(Cardiac/peripheral 
vascular guidewire 

single-use) ' 

Mt sçii dày dài, mOng, vô trüng nhm mic dich dt qua da vào mach  máu tim (tam thAt hoc mach  vành) có 
chirc nng h trq cho vic thra vào, dinh  vj và/hoc 4n hành mt thit bj (vi dti: ng thông, day dAn nhjp); nO cUng 
có th ducic sir ding trong mach  máu ngoi vi. No có th duçic lam bang kim loai (vi dw Thép không gi, Nitinol) 
hoc 4t lieu polymer và/hoc thiiy tinh d mang li khã nng ttrang thIch vOi may chip cong  huông tir, có hoac 
không cO krp phô và cO sAn trong nhiu thi& k du xa cüa day. No thrcrc sir diing cho nhiu quy trinh chn ctoán 
và can thip khác nhau và cO th bao gm các thit bj thrçic sir ding d h trcT thao tác (vi dw thiM bj mo-men xon). 
Là thiét bj sir ding mt ln. 

(A long, thin, sterile wire intended to be percutaneously placed into the cardiac vasculature (ventricles or 
coronary vessels) to function as a guide for the introduction, positioning, and/or operation of a device (e.g., catheter, 
pacing lead); it may also be used in the peripheral vasculature. It may be made of metal (e.g., stainless steel, Nitinol), 
or polymer and/or glass materials to provide MRI-compatibility, with or without coating, and is available in a 
variety of distal tip designs. It is used for various diagnostic and interventional procedures, and may include devices 
used to facilitate manipulation (e.g., torque device). This is a single-use device.)

A 
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• - • Dinh nghia danh pháp Thiet b y Ic 
(Definition of Medical device nomenclature) 

30 47799 Ca-nuyn lit tim 

(Cardioplegia 
cannula) 

Mt thit bj hinh 6ng, mt duâng, vô triing dtrcic thiM k d dua dung djch 1it tim dn gc dong mach  chü d 
ngrng nhjp dp cüa tim và gi[ cho tim không hoat dng; thit b cüng cO th ducic sr ding d thông hcri cho dng 
mach chü và tim trái trong thà thut bc cu tim ph6i. Thi& bj thu&ng ducic lam bang nhira [VI di nhu polypropylen, 
polyvinyl clorua] vài mt du chên mm va mt mt bIch khâu d neo gilt no; thMt bj có th cO mt hoc nhiu 6ng 
(met ng th(r hai d hi'it, nucn) và (cac) du n6i khóa Luer thixmg d kt ni vài Mg tiêm truyM djch và (cac) 
dxing hut. Thi& b cO th bao gm mt kep 6ng thu cong và vic chèn 6ng thuing duçc thrc hin bang mt que 
thông có th tháo ri. Là thit bj sü d%Ing mt in. 

(A sterile, single lumen, tubular device designed to deliver cardioplegic solution to the aortic root to stop the 
beating of the heart and maintain it dormant; it may also be used to vent the aorta and the left heart during a 
cardiopulmonary bypass procedure. It is typically made of plastic [e.g., polypropylene, polyvinyl chloride (PVC)] 
with a soft insertion tip and a suture flange for its anchoring; it may have one or more tubes (a second for aspiration, 
if needed), and typically Luer connector(s) for connection to the infusion syringe and aspiration line(s). It may 
include a manual tubing clamp and insertion is typically achieved with a removable stylet. This is a single-use 
device.) 

31 34893 Ca-nuyn dng mach 
dung trong tim phi 

nhãn tao 

(Cardiopulmonary 
bypass cannula, 

arterial) 

Mt Mg vô trüng, ban cüng hoc cüng ducic sr ding trong phu thut tim ha, trong dO nO ducic dim vào d 
truyM máu cho d)ng mach  chü trên, dong vai ttO là kênh 4n chuyM máu duçc bcim, ducic oxy hóa tr h th6ng 
tim phi nhan tao  (tim- may ph6i). No thuing là mt Mg nhra düc cO gia c bang day thép không gi, d chMg 
xon/s%1p, cO nhiMi l hoc rAnh i du xa giüp khukh tan va phãn tan máu. NO cO th ducic dua vào b&ng lui trocar 
tuong thich. Mt s lo.i có th duçc phñ heparin và cO cMg theo dôi áp suit. Là thi& bj sr ding mt l.n. 

(A sterile, semi-rigid or rigid tube intended to be used during open heart surgery where it is surgically inserted 
for perfusion of the ascending aorta, serving as a channel for the transport of pumped, oxygenated, blood from a 
cardiopulmonary bypass system (heart-lung machine) tubing circuit. It is typically a moulded plastic tube with 
stainless steel wire reinforcement, to prevent kinking/collapse, having multiple perforations or flutes at the distal 
end which help diffuse and disperse incoming blood. It may be inserted using a compatible trocar blade. Some types 
may be heparin coated and include a pressure monitoring port. This is a single-use device.) 
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32 34905 Ca-nuyn tinh mach 
dling trong tim ph6i 

nhAn to 

(Cardiopulmonary 
bypass cannuin, 

venous) 

Môt ng vô trüng, ban cling hoc cling nhm muc dIch sIr diing trong phu thut tim ha, di.rcic dira vào qua phu 
thut, thuing là tam nhi' phãi và tinh mach chU trên/duài, d lam kênh vn chuyn rnáu dn mach &lg h thng tim 
phi nhân tao. (may tim-phi) noi máu dirqc barn và oxy hOa. No thu?mg là mOt  6ng nhra dl&c có gia c bang day 
thép không gi, d tránh bj xo&i/sip Va có nhiu l O d.0 xa và cO th là vj trI kçp không duoc gia c6 & dAu gAn. No 
thir&ng duçic chèn bang luOi trocar tirong thIch. Là thit bj sIr d%ing mt ln. 

(A sterile, semi-rigid or rigid tube intended to be used during open heart surgery where it is surgically inserted, 
typically into the right atrium and superior/inferior vena cava, to serve as a channel for the transport of blood to a 
cardiopulmonary bypass system (heart-lung machine) tubing circuit where the blood is pumped and oxygenated. It 
is typically a moulded plastic tube with stainless steel wire reinforcement, to prevent kinking/collapse, and having 
multiple perforations at the distal end and possibly a non-reinforced clamping site at the proximal end. It is typically 
inserted using a compatible trocar blade. This is a single-use device.) 

33 17206 Thi& bj lam m/lãm 
mat h thng tun 
hoàn ngoài co th 

(Cardiopulmonary 
bypass system 

heating/cooling unit) 

Mt b phn sIr ding ngun din (duçic cp ngun AC) cüa h thng tim phi nhãn tao  ducc thi& k d lam 
nóng hoc lam mat cci th bnh nhãn bang cách trao di nhit ngoài cci th vôi máu duçic tuai cüa bnh nhân trong 
quy trinh Mc cAu tim phi. No bao gôm mt h th6ng lam nóng hoc lam mat cMt lông truyên nhit, may barn d 
cung cp sr tun hoàn cüa chat lông dn b trao di nhit cling viii h thng giám sat và báo dng. Thi& bi cO th 
dtrac bit dn nhtr mt may h than nhit/tang than nhi@ vi khà näng diu chlnh nhi& d ca th theo cà hal cách. 

(A mains electricity (AC-powered) component of a cardiopulmonary bypass system designed to heat or cool a 
patient's body by extracorporeal heat exchange with the patient's perfused blood during a cardiopulmonary bypass 
procedure. It consists of a system to heat or cool a thermal transfer fluid, pumps to provide circulation of the fluid 
to a heat exchanger, and monitoring and alarm systems. It may be known as a hypothermia/hyperthermia unit 
because of its ability to regulate body temperature either way.) 

34 46662 Bong chèn dling trong 
can thip, tái sIr dmg 

(Catheter/overtube 
balloon inflator 

reusable) ' 

Mt thi& bj duoc thit ká d barn và diu chinh áp lc cia qua bong trong catheter, catheter ni soi hoc thit 
bj xãm ln khác Mng cách barn hoc xã cMt lông hoc không khi ben trong qua bong trong su& qua trInh. Thiét 
bj bao gm mt ng tiêm hoäc pit tong thi cong hoc din tIr chuyen ding d bornl xá, mt d&ig h do! man hinh 
tuang tr hoc man hInh k th4t dê theo dôi áp lrc, van khoa và 6ng kt n6i. Là thiêt bj cO th tái sIr dmg. 

(A device designed to inflate and regulate the pressure of the balloon of a catheter, endoscopic overtube, or other 
invasive device (e.g., tamp, endomicroscopy probe), typically by injecting and aspirating fluid or air within the 
balloon, and to deflate the balloon  during a medical procedure. It typically consists of a dedicated man%lald 
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syringe/plunger or electronic mechanism for inflation/deflation, an analogue or digital gauge/screen for monitoring 
pressure, a locking mechanism, and a connecting tube. This is a reusable device.) 

35 17541 Bong chèn dñng trong 
can thip, dung mOt  

Mn 

(Catheter/overtube 
balloon inflator 

single-use) ' 

Mt thit bj duoc tht k d barn phng và diu chinh áp suAt cüa bOng nong mach,  ng lng ni soi hoäc thit 
bi xãm Mn khác (vI dw diing cii dm, du do ni soi), thumg bang cách born và hut cMt lông hoäc không khI ben 
trong bOng và d lam xçp bong trong mt thu thi4t y t& NO thtràng bao gm mt born tiêm/plt tong thi cong chuyên 
d%ing hoc co ch din tü d born phng/lam xçp, mt dng h do/man hInh s hoc tuong tr d theo dOi ap suAt, 
mOt co chê khóa và mt ông kêt nôi. Là thiêt bj sir ding môt Mn. 

(A device designed to inflate and regulate the pressure of the balloon of a catheter, endoscopic overtube, or other 
invasive device (e.g., tamp, endomicroscopy probe), typically by injecting and aspirating fluid or air within the 
balloon, and to deflate the balloon during a medical procedure. It typically consists of a dedicated manual 
syringe/plunger or electronic mechanism for inflation/deflation, an analogue or digital gauge/screen for monitoring 
pressure, a locking mechanism, and a connecting tube. 1'his is a. single-use device.) 

36.., 10729 Catheter tTnh mach 
trung tam 

(Centrally-mserted 
central venous 

catheter) 

MOt ông mm duçic thi& k d dun vào tTnh mach  c hoc ngrc và thuing dun vào tinh mach  chit trên cho các 
quy trinh truyn/hitt khác nhau (nghia là không chuyen ding) bao gm truyn tinh mach  chit dinh dtr&ng, cht lông, 
tac nhãn hoa fri lieu hoAc cac loai thuôc khac va lay hoäc cung cap mau, no cUng co the ducic sir dung dé theo dot 
áp lire tTnh mach.  DAu gn ciia ng thông tTnh mach  trung tam (CVC) nay thuing duqc c djnh cho bnh nhân d& 
sir ding lâu dài. No có th bao gm các thit bj h6 trcr lien quan dn vic dira vào (vI dti: day dan, introducer); no 
không chit yêu dành cho các lieu pháp máu ngoài co th nhu chay then  nhân tao. Là thiét bj sir dirng mt Mn. 

(A flexible tube intended to be introduced into a neck or thoracic vein and often advanced into the superior vena 
cava for various infusion/aspiration procedures (i.e., non-dedicated) including the intravenous administration of 
nutrients, fluids, chemotherapeutic agents or other drugs, and blood sampling or delivery; it may also be used to 
monitor venous pressure. The proximal end of this central venous catheter (CVC) is typically fixed to the patient 
for long-term use. It may include supportive devices associated with introduction (e.g., guidewire, introducer); it is 
not primarily intended for extracorporeal blood therapies such as haemodialysis. This is a single-use device.) 

37 47732 BOng nong mach 
vành 

Mt ông mém diroc thiêt ké dê nong mach  vành qua da (PTCA) nhm lam gian dng mach  vành bj hçp bang 
cách born phng cO kim soát qua bong c du 6ng thông. Catheter bao gm: 1) Loai dng truc (over-the-wire, 
OTW) cO 2 nOng hoäc 3 nOng, mt cho dày dn hixàng và môt hoäc hal d born hoc xâ xep 1 bOng hoc 2 bong. 
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(Coronary angioplasty 
balloon catheter, 

basic) 

2) Loi trao di nhanh (RX) I nOng. Bong nong cO nhiu kich thuOc khác nhau d lam giân các dng mach  vành 
nhO, hçp hoc tc nghn. Cling có th ducrc dling d nong truàc hoc sau khi dat stent. Là thit bi sr dung mt ln. 

(A flexible tube designed for percutaneous transluminal coronary angioplasty (PTCA) to dilate a stenotic 
coronary artery by controlled inflation of a distensible balloon(s) at its distal tip. It is typically available as: 1) an 
over-the-wire (OTW) type that has a double or triple-lumen, one for the guidewire and one or two for single- or 
double-balloon inflation; and 2) a rapid exchange (RX) type with a single-lumen. It is available in various sizes for 
the dilatation of small, narrowed, or obstructed coronary arteries or bypass grafts. It may also be intended for pre-
or post-dilatation of a balloon-expandable stent (not included) in the coronary arteries. This is a single-use device.) 

38 44088 Bong nong mach 
vãnh cO ct mãng xa 

vita 

(Coronary angioplasty 
balloon catheter 
cutting/scoring)' 

Mt ng mm, vô tràng duqc thiêt k d sü ding trong phu thut tao hInh mach  vành (PTCA) d mô thông các 
d.ng mach  vãnh bj hçp và thng tixOi máu ca tim. Bang cách barn phng có kim soát qua bong drcic gn a du có 
b phn ct nhutm loai bO phn gay hçp dng mach  (vi dii: các mãng xa vita). Dt bong nong mach  vãnh bang cách 
sit dmg day dn huàng, ng thông và bong ducic barn phng bang cách barn khi/cht lông qua 6ng thong. Ong và 
bong duçic lam tir 4t lieu polyme và b phãn ct thuang &rcc lam bang kim loai (vI di: hçip kim niken-titan 
(nitinol). Là thiét b sit ding mt lan. 

(A sterile, flexible tube designed for use in percutaneous transluminal coronary angioplasty (PTCA) .to dilate a 
stenotic coronary artery and increase myocardial perfusion, by controlled inflation of a distensible balloon at its 
distal tip with peripheral cutting/scoring elements (e.g., microsurgical atherotomes) intended to remove stenotic 
material. The device is typically placed using a guidewire and guiding catheter, and its balloon is inflated by the 
infusion of liquid through its tubular body. The tube and balloon are typically made of polymer materials and the 
cutting/scoring elements are typically made of metal [e.g., nickel-titanium alloy (Nitinol)]. This is a single-use 
device.) 

39 62218 BOng nong mach 
vãnh phü thu6c 

(Coronary angioplasty 
balloon catheter 

dru -coated' ' g
/ 

Mt ng mm có lap phU thuc ô du xa, dirçc tbth k d tao  hinh  mach  vãnh qua da (PTCA) nhm lam gian 
dng mach  vành bj hep do xa vita bang cách barn cAng có kim soát mt qua bOng nong a du xa và dng thai giái 
phóng mt 1°a1  thuc nhm Crc ch tai hep. No cling cO th dtrcxc dung d nong tnrâc hoc sau khi nong mt stent 
CO the nong bang bong (không kern theo) trong d)ng mach  vành. NO có the cO sAn dirOi dng qua day (OTW) hoc 
loa.i trao d,i nhanh (RX) và cO th bao gm các thiêt bj h trci dt ng thông. Là thi& bi sit dmg môt ln. 

17 
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(A flexible tube with a drug coating at its distal end designed for percutaneous transluminal coronary angioplasty 
(PTCA) to dilate an atherosclerotic stenotic coronary artery by controlled inflation of a distal distensible balloon, 
and to simultaneously release a drug intended to inhibit restenosis. It may also be intended for pre- or post-dilatation 
of a balloon-expandable stent (not included) in the coronary arteries. It may be available as an over-the-wire (OTW) 
or a rapid exchange (RX) type, and devices to assist catheterization may be included. This is a single-use device.) 

40 48137 Day ni dài day dn 
can thip dng mach  

vành 

(Coronary artery 
guidewire extension) 

Mt day dài, mông, vô trüng duçic thit k d cung cAp d dài cn thit cho phép trao di mt 6ng thông nong 
dng  mach  vành vth mt ng thông khác, d6ng thii duy tn vj trI cüa day dn 6ng thông tim trong dng mach  vành, 
trong khi chip mach  vành hoc nong dng mach  vành qua da (PTCA). Day thuing duçic lam bang thép không gi 
&rcic phü polymer [VI d%i nhu polytetrafluoroethylene (PTFE)] và duçic cung cAp cñng vài thiM bj chèn m& rng 
dày dn d tao  diu kin ni dày vâi du g.n cüa dày dn hucng ti ch& Sau khi d6i 6ng thong, phn mô rng cüa 
dày dn có th duçic tách ra và day dn ducrc sr ding nhtr dr kin. Là thit bj sir diing mt ln. 

(A long, thin, sterile wire designed to provide the necessary length to allow the exchange of one coronary artery 
dilatation catheter for another, while maintaining the position of the cardiac catheter guidewire in the coronary 
artery, during angiography or percutaneous transluminal coronary angioplasty (PTCA). It is typically made of 
polymer-coated [e.g., polytetrafluoroethylene (PTFE)] stainless steel and supplied with a guidewire extension 
insertion device to facilitate its joining to the proximal end of the in situ guidewire. After the catheter exchange, the 
guidewire extension can be detached and the guidewire used as intended. This is a single-use device.) 

41 36205 Ong thông truyên 
djch trong lông dng 

mach vãnh 

(Coronary artery 
infusion catheter) 

Mt ông mm vô trüng, thuông có 2 nông, ducic thit ká d tip cn mach  máu dng mach  vành d tniyn các 
dung djch chAn doán hoc diu tn tai  ch (vi dii: chAt can quang ch%ip dng mach,  thuc chng dông máu, mr6c 
mu6i) và thuing có chCrc nng nhir mt du?ing dn cho dày dk htrâng d h trc vj tn cCia no trong dng mach 
vành. Là thit bj si:r dmg mOt  l.n. 

(A sterile flexible tube, typically with a double-lumen, designed to access the coronary artery vasculatune for 
local infusion of diagnostic or therapeutic solutions (e.g., angiographic contrast medium, heparin solution, saline), 
and often to function as a passage for a guidewire to assist its placement in the coronary artery. This is a single-use 
device.) 

42 34914 Ong thông tixOi máu 
dng mach  vãnh 

Mt ng linh hoat, vô trüng dxcic thit k d tuài máu cho dng mach  vành bang máu dtrçc dn liru (vI dii: tir 
dng mach  düi) nhm ngän ngra thiu máu c%lc b, thithng là trong qua trinh ghép bc cu dng mach  vành không 
born hoc trong các thu thut phu thut tim xãm lan tôi thiu. Là thi& bj sü dirng mt lan. 
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(Coronary artery 
perfusion catheter) 

(A sterile, flexible tube designed to perfuse the coronary arteries with shunted blood (e.g., from a femoral artery) 
to prevent ischemia typically during off-pump coronary artery bypass grafting or during minimally-invasive cardiac 
surgical procedures. This is a single-use device.) 

43 36109 Ca-nuyn thông xoang 
vành 

(Coronary sinus 
cannula) 

Mt 6ng vo tring, cng hoc 6ng c8 ngng dtrcic thit k d phu thut dua tam  thii vào l xoang vành d cung 
cp ttrài máu mach  vành/lit ca tim tróng qua trInh bc cAu tim phi hoc phu thiit xâm l.n t,i thiu. No Co th 
ducic trang bj rnt qua bong áp suAt thp ti,r barn hoi, thumg ducc sü dimg d dÀy liii mach  vành trong truông hcip 
vô tinh tc mach  vãnh do khI. Viêc dua ng vào duqc thrc hin bang cách sr ding mt kim djnh hinh cO th tháo 
ron hoäc hrOi trocar. Là thit bj sr ding mt l.n. 

(A sterile, rigid or semi-rigid tube designed to be surgically inserted, temporarily, into the ostium of the coronary 
sinus to provide retrograde coronary perfusion/cardioplegia during cardiopulmonary bypass or minimally invasive 
surgery. It may be equipped with a self-inflating low pressure balloon that is typically used for back flushing the 
coronary vessel in the event of inadvertent coronary air embolization. Insertion is achieved with the use of a 
removable stylet or trocar blade. This is a single-use device.) 

44 60910 Din cvc tao nhjptinh 
mach vành 

(Coronary venous 
pacing lead) 

Mt day rnm cAy ghép duçic vOi mt din circ, duac each din bang 4t lieu không dAn din, ngoai trir các dÀu 
day, dOng vai trO là mt day dAn din dA truyn các xung tao  nhp tü may tao  xung duçxc cAy ghep cung cAp lieu 
pháp tái dng b nhjp tim dn tam thAt trái cUa tim. Day cfing có th truyn phãn rng din tü tim tth lai  may  tao 
np tim; day không nhim mixc dich tiên hành các xung khü rung tim. DAu din crc ducic dtra vào tinh mach  tim 
thông qua duonng truyn tinh mach  cüa xoang vãnh. Day thithng ducic tAm mt loai steroid (vi di,x nhir 
dexamethasone) nhm mic dIch rüa giâi vào các mô d giâm viêm. 

(An implantable flexible wire with an electrode, insulated with non-conductive material except at its ends, which 
serves as an electrical conductor to transmit pacing impulses from an implanted cardiac resynchronization therapy 
(CRT) pulse generator to the left ventricle of the heart. It may also transmit electrical responses from the heart back 
to the pacemaker; it is not intended to conduct defibrillation impulses. The electrode end is introduced into a cardiac 
vein through transvenous approach via the coronary sinus. It is typically impregnated with a steroid (e.g., 
dexamethasone) intended to elute into the tissues to reduce inflammation.) 

45 45664 Vt lieu nut mach Mt thit bj khong hAp thi sixth hoc ducic thi& k d cAy vào day chng hoc các mô rnm khác nhm lam nai 
gn các vt lieu kt dInh/cAy ghép trong phu thut (vi dxx: luài, chi khâu); nO không nhm mic dIch c djnh các 
mô mm vao xuang và không nhm miic dIch sü ding trong nhân khoa. NO thumg là mt thit bi gi&ig thu vit c 
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. - . • Dinh nghia danh phap Thiet bi y te 
(Definition of Medical device nomenclature) 

(Chemotherapeutic 
agent embolization 

particle) 

ren và duçic lam bang 4t lieu không th b phân hüy hoAc hp thi v mt hóa h9c thông qua các qua trinii tr nhiên 
cüa ca th (VI dij: kim loai, polypropylen); nO nhim mic dich tao ra mt dim neo c djnh và không phãi là mt 
thit bj buc cht thra trên throng khâu thu chi khâu chü T. No thuOng duçic cAy ghép bang cách sir d%mg mt diing 
cii chuyên d%lng thing m,t ln. 

(A non-bioabsorbable, implantable bead/microsphere preloaded with a chemotherapeutic agent (e.g., 
doxorubicin) intended to be introduced into the peripheral vasculature during an interventional radiology procedure 
to treat a malignant hypervascularized tumour. It is typically available as an injectable solution containing numerous 
microspheres [e.g., compressible poiyvinyl alcohol (PVA) microspheres] intended to permanently obstruct blood 
flow to the tumour while providing local, controlled, and sustained delivery of the chemotherapeutic agent to the 
tumour, minimizing systemic levels of the agent.) 

46 4806'O Stent dng mach  chü 
xuông co mang bc 

(Descending thoracic 
aorta endovascular 

stent-graft) 

Mt thit bj dung 6ng không tr tiêu nhm miic dIch cAy vào ben trong ctng mach  chü ngrc xu6ng d sra chfta 
mach mau [bao gôm sua chtta chung phinh dông mach chu nguc (TAA), càtlboc tach do chãn thuang, l ro, vtt 
bet xuyên thAu]. Thit bj thumg thrcic lam bang hçrp kim kim loai [vi diii: hcp kim niken-titan (Nitinol)] to thành 
cAu tthc lixOi ben ngoài vOi ng polymer tng hcip ben trong (ghép ni mach)  và thirOng ducic thit k dithi dng 
mt ng dan lien tiic cO th duçic sü dimg trong cAu hinh dan lê. và/hoc mo-dun. Thi& bj duc that k d dua qua 
da; cO th bao gOm vOi mt thit bj vn chuyên dung mt ln (co th bao gm 6ng thông bong). 

(A non-bioabsorbable tubular device intended to be implanted within the descending thoracic aorta to repair the 
vessel [includes repair of thoracic aortic aneurysm (TAA), traumatic transsections/dissections, flstulae, penetrating 
ulcers]. It is typically made of a metal alloy [e.g., nickel-titanium alloy (Nitinol)] that forms an outer mesh structure 
with an inner synthetic polymer tube (endovascular graft) and is typically designed as a single continuous tube 
which may be used in singular and/or modular configurations. It is intended for percutaneous introduction; 
disposable delivery device (e.g., balloon catheter) may be included.) 

47 58760 Stent dng mach  vành 
phü thuc, phü kháng 

th 

Mt luOi kim loai hinh ông không t%r tiêu ducrc phü ben ngoài bang mt lOp khang th (met bin di b mt tng 
hçip c'üa các kháng th dan dông lien k& nhm mic dich cAy ghép, sü dung ng thông bong dn truyn, di vâo 
dng mach  vành nai bong duqc mO rng d duy trI sr thông su& mach  0  beth  than mc bnh dng mach  vãnh có 
triu chung thi&t máu cic b; luOi cung bao gm mt loi thu& nhm mic dIch rc the sr tái hçp mach  bang cách 
giám sir tang sinh th bào ca tran mach  man. LOp phü khãng th nhim miic dIch dAy nhanh qua trInh lành vet thuang 
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(Drug-eluting 
coronary artery stent, 

antibody-coated) 

tu nhiên sau khi dt stent (vI di nhu bng cách thu gift các t bào tin than ni mô dang tun hoàn d thüc dy qua 
trinh ni mô hóa nhanh chong trong stent và cung cp sr bão v chng lai  huyt kh6i). 

(A non-bioabsorbable metal tubular mesh externally coated with a mono-layer of antibodies (a synthetic surface 
modification of bound monoclonal antibodies) intended to be implanted, using a delivery balloon catheter, into a 
coronary artery where it is expanded to maintain patency in patients with symptomatic ischemic coronary artery 
disease; it also includes a drug intended to inhibit restenosis by reducing vessel smooth muscle cell proliferation. 
The antibody coating is intended to accelerate natural healing after stent placement (e.g., by capturing circulating 
endothelial progenitor cells to promote rapid stent endothelialization and provide protection against thrombosis).) 

48 58771 Stent dng mach  vành 
có phil thuc, phü 
polymer tr tiêu 

(Drug-eluting 
coronary artery stent 

bioabsorbable- ' 

polymer-coated) 

Mt cu trüc hrói dng ng kim loi không tr tiêu duçc bao phü bi môt loai polyme tr tiêu có chüa thu&, ducxc 
thit k d cy ghep thông qua mt 6ng thông dua vâo dng mach  vãnh (hoc ming ghep/ cAu n& tinh mach  hin) 
d duy tn tmnh thông thoang a bnh nhân mc bnh tim xa vfta dng mach  có triu chüng. Thu6c ducic hp tini ti 
tr khi polyme phãn hüy và nhtm miic dich üc ch qua trmnh tái hep bang cách giãm sr thng sinh t bào c trcin 
mach rnáu. Mt s6 l°a  có th duqc dành niêng d cy ghép qua mt nhánh dng mach  vành. Co th bao g6m trong 
các thiêt b dung mt lan lien quan den cay ghép. 

(A non-bioabsorbable metal tubular mesh structure covered with a bioabsorbable polymer that contains a drug, 
designed to be implanted via a delivery catheter into a coronary artery (or saphenous vein graft) to maintain its 
patency typically in a patient with symptomatic atherosclerotic heart disease. The drug is slowly released as the 
polymer degrades and is intended to inhibit restenosis by reducing vessel smooth muscle cell proliferation. Some 
types may be dedicated to implantation across a coronary artery bifurcation. Disposable devices associated with 
implantation may be included.) 

49 56304 Stent dng mach  vành 
phü thu6c tr tiêu hoãn 

toàn 

(Drug-eluting 
coronary artery stent 
fully-bioabsorbable) 

Mt thi& bj hInh ng hoc hinh cun day có khâ nàng tir tiêu vai mt l&p phü thuc nhm d cy ghép, thông 
qua ng thông dn truyn, di vào a de novo or restenotic native coronary artery trong qua trInh can thip dng mach 
vãnh qua da (PCI) d tm thii duy tn tinh trng thông su& cila dng mach,  thuàrng a nhftng bnh nhãn mc bnh 
tim có tniu ching bnh xa vfta dng mach.  Lap thu6c phU nhm mic dIch üc ch srtái hçp mach  bang cách giãm 
sr tang sinh th bào c trcm mach  máu. Thit bj nay duçc lam bang vt lieu cO khâ näng phãn hüy và hp thi b&i 
cac mô ca th (vI di nhtr polyme hp thi sinh hçc) và ducc thit k d gift trong mach  nhim h trçi cho don tn 
thurmg hçp cho dn khi do?n hep b thoái hOa. 
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(Definition of Medical device nomenclature) 

(A bioabsorbable tubular or coil-shaped device with a drug coating intended to be implanted, via a delivery 
catheter, into a de novo or restenotic native coronary artery during a percutaneous coronary intervention (PCI) to 
temporarily maintain its patency, typically in patients with symptomatic atherosclerotic heart disease. The drug 
coating is intended to inhibit restenosis by reducing vessel smooth muscle cell proliferation. The device is made of 
a material capable of being degraded and absorbed by body tissues (e.g., bioabsorbable polymer) and is designed 
to remain in the vessel to provide support for the stenosed lesion until it degrades.) 

50 56284 Stent dng mach  vành 
phü thu6c, phü 

polymer không tiêu 

(Dru -e1utin g 
coronary artery stent, 
non-bioabsorbable- 

polymer-coated) 

Mt cu trüc hxOi dng ông kim loai không Mp thi sinh hQc duçic bao phü bcM mt lo?i polyme không tiêu và. 
lop phü thuc duac thit k d cy ghép, thông qua mt ng thông dn hrnrng, vào dng mach  vãnh (hoc tinh 
mach  hMn) d duy tn tInh thông thoáng cüa dng mach  ô bnh nhãn b bnh tim xa vfta dng mach  có triu chi'rng. 
LOp phü thu6c ducic giãi phong tir tr và nhm mic dIch üc ch qua trinh tái hep bang cách giãm sir tang sinh tê bào 
c(y fran mach máu. 

(A non-bioabsorbable metal tubular mesh scture covered with a non-bioabsorbable polymer and a drug 
coating that is designed to be implanted, via a delivery catheter, into a coronary artery (or saphenous vein graft) to 
maintain its patency typically in a patient with symptomatic atherosclerotic heart disease. The drug coating is slowly 
released and intended to inhibit restenosis by reducing vessel smooth muscle cell proliferation. Disposable devices 
associated with implantation may be included.) 

51 46919 Stent dng mach  düi 
phü thuóc 

(Drug-eluting femoral 
artery stent) 

Mt cu trüc luôi cIng ng kim loai không phan (mg sinh hoc thrçc phCi thu& nhuim mic dIch cAy ghép, thông 
qua mt Catheter vào dng mach  düi dé duy tn sir thông thoáng cüa dng mach,  din hinh 0 nhftng bnh nhãn mc 
bnh dng mach  ngoi vi có triu ch(mng. LOp phü thuc duçic hôa tan tin tin và (mc ch qua trInh tai hep dng mach. 

(A non-bioabsorbable metal tubular mesh structure with a drug coating intended to be implanted, via a delivery 
catheter, into the superficial femoral artery to maintain luminal patency typically in patients with symptomatic 
peripheral artery disease. The drug coating is slowly released and intended to inhibit restenosis. Disposable devices 
associated with implantation may be included.) 

52 37265 May phá rung tim hai 
buMg 

May tao  xung kin chay bang pin có h tMng nhn dung nhjp tim nhim thu thp và phãn tich dii lieu din tam d 
(ECG) và cung cAp các xung din thich hcq dé khir rung tim (lthôi phic nhjp tim binh thuOng) hoc lam chm nhjp 
tim nhanh va diu chinh nhjp d tim (dé diu tn nhip tim chm). No ducrc cAy vào vj trI dung tái ben duOi da ngirc 
hoc bung cüa bnh nhân và thrqc kt ni vOi các day dn ducc dat ben trong tam nhi' phãi vâ tam thAt phãi dé  te9, / 
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(Definition of Medical device nomenclature) 

(Dual-chamber 
implantable 
defibrillator) 

dOi ECG và tr dng truy&i xung din; no thu&ng ducc bit dn nhtr mt may khü rung tim cy ghép tr dong 
(AICD). 

(A battery-powered, hermetically-sealed pulse generator with a cardiac rhythm recognition system intended to 
collect and analyse electrocardiogram (ECG) data and deliver appropriate electrical impulses to defibrillate the 
heart (restore normal rhythm) or slow a rapid heart rate, and to pace the heart (to treat bradycardia). It is implanted 
in a pouch beneath the skin of the patient's chest or abdomen and intended to be used with leads that are positioned 
inside the right atrium and right ventricle to monitor the ECG and to automatically deliver the electrical impulse; it 
is commonly known as an automatic implantable cardioverter-defibrillator (AICD).) 

53 47265 May to nhjp tim hai 
bung cO dáp Crng t.n 

s6 

(Dual-chamber 
implantable 

pacemaker rate- 
responsive) 

Mt may to xung có vO kIn, chy bang pin, ducc cy ben dirói da ngrc trong mt tüi ducic tao ra bang phu 
thut, v&i day dn to nhjp dt ben trong hoc ben trên hal bung cüa tim (tam nhT phãi và tam tht). May cO mi,ic 
dich kIch thich cac bung cüa mt trái tim hot dng không blnh thuing, thông qua các xung din, lam tim cO th 
dp theo cách tr nhiên và diu chinh tc d co bóp d dáp üng thu cu hxu lixçng máu ngày càng tang cüa ca th 
do qua trinh hoat dng. May chüa mt hoäc nhiu cam bin d phát hin nhftng thay cti trong ca th (vI d%i thu 
chuyn dng, tn s th&) d nhn biét khi nào cci th cn nhiu oxy han và sau dO tang t6c d nhip dp ci:ia tim; 
may không dung cho lieu pháp khir rung tim. 

(A battery-powered, hermetically-sealed pulse generator, implanted beneath the skin of the chest in a surgically-
created pocket, with pacing leads in or on two chambers of the heart (right atrium and ventricle). It is intended to 
stimulate the chambers of an abnormal heart, through electrical impulses, to beat in their natural sequence, and to 
adjust the rate of contraction to meet the body's increased need for blood flow due to activity. It contains one or 
more sensors to detect changes in the body (e.g., motion, breathing frequency) to indicate more oxygen is needed, 
and subsequently increases the pacing rate; it is not intended for defibrillation therapy.) 

54 35853 Day din crc phá 
rung ni tam mc 

(Endocardial 
defibrillation lead) 

Mt day mm dêo vii mt din crc cy ghép ducc, ducc cách din bng 4t lieu không dn din ngoi trir các 
du cüa day, CO chüc nang nhu mt day dn din d truyn các xung khr rung tim tr may khü rung tim cy ghep 
(lCD) [may khu rung tim cAy ghép tu dng (AICD)] den ni tam mac cua tam that phai No ciing co the dung de 
truyen xung nhp tix may tái dong b9 tim (CRT), may khu rung tim cay ghep tt dcng hoc thiet b to nhp khac. 
NO thumg thrcrc ngãm, t!m dày dn bang mt lo?.i steroid (vi d, dexamethasone) nhim m11c dIch rra giâi vào các 
mô dê giãm viêm nhim. 
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Dinh nghia danh pháp Thik bj y t 
(Definition of Medical device nomenclature) 

(An implantable flexible wire with an electrode, insulated with non-conductive material except at its ends, 
intended to function as an electrical conductor to transmit defibrillation impulses from an implanted cardioverter-
defibrillator (lCD) [automatic implantable cardioverter-defibrillator (AICD)} to the endocardium of the right 
ventricle. It may also be intended to transmit pacing impulses froma cardiac resynchronization therapy (CRT) pulse 
generator, AICD, or other pacing device. It is typically impregnated with a steroid (e.g., dexamethasone) intended 
to elute into the tissues to reduce inflammation.) 

55 35223 Day diên circ tao nhp 
ni tam mac 

(Endocardial pacing 
lead) 

Môt day mm vâi mt din crc, cy ghep dtrçic, ducic each din bang 4t lieu không dn din ngoai trir a các 
du cüa no, day dong vai trô nhtr mt day dn din d truyn các xung tr may tao  nhp drçic cy ghep dn tim; nO 
không nhun mic dIch tin hành các xung khr rung tim. Day dn có th truyn các tIn hiu din phân hi tr tim tr& 
lai may tao nhip. Du din cue thumg duçic dt qua tTnh mach d tip xüc vOi thành cüa mt trong các buong tim 
(ni tam mac)  và du con lai  &rcic ni vâi may tao  nhp. CO th ngam, tm day dn bng mt loai steroid (vi dii, 
dexamethasone) nh%m mic dich rüa giai vào các mô d giãm viêm nhim. 

(An implantable flexible wire with an electrode, insulated with non-conductive material except at its ends, which 
serves as an electrical conductor to transmit pacing impulses from an implanted pulse generator to the heart; it is 
not intended to conduct defibrillation impulses. It may also transmit electrical responses from the heart back to the 
pacemaker. The electrode end is normally placed through a vein to contact the wall of one of the heart's chambers 
(endocardium), and the other end is connected to the pacemaker. It is typically impregnated with a steroid (e.g., 
dexamethasone) intended to elute into the tissues to reduce inflammation.) 

56 35039 Day din cijc tao  nhp 
ngoi tam mac 

(Epicardial pacing 
lead) 

Mt day mm vOi mt din cijc, cy ghép dtrçic, ducic cách din b.ng vt lieu không dn diên ngoai trir các 
du cüa no, day dong vai trO nhu mt day dn din d truyn các xung tr may tao nhjp &rqc cy ghép dn tim. Day 
dn ciing cO th truyn các tin hiêu din phan h6i tü tim tr?c li may tao nhp; nO không nhtm m',ic dIch tin hãnh 
các xung khr rung tim. DAu din circ thuông du?c cy vào b mt ngoài cüa tim (ngoi tam mac)  tip xiic gn vai 
thãnh cia mt trong các bung tim (ni tam mac)  và dAu ha duçic ni vài may tao  nhp. CO th ngãm, thm dày dn 
bng môt loi steroid (vi dxi, dexamethasone) nhuim mic dich rra giãi vào các mô d giãm viêm nhim. 

(An implantable flexible wire with an electrode, insulated with non-conductive material except at its ends, which 
serves as an electrical conductor to transmit pacing impulses from an implanted pacemaker to the heart. It may also 
transmit electrical responses from the heart back to the pacemaker; it is not intended to conduct defibrillation 
impulses. The electrode end is normally implanted in the outer surface of the heart (epicardium) in close contaetjo 
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the wall of one of the chambers of the heart (endocardium), and the other end is connected to the pacemaker. It may 
be impregnated with a steroid (e.g., dexamethasone) intended to elute into the tissues to reduce irifiammation.) 

57 35224 May tao nhjp tam 
thii, tao  nhip ngoi 

tam mac 

(External pacemaker 
epicardial pacing) ' 

Mt may tao xung ben ngoài (EPG - External Pulse Generator) dxcic thi& k d tao  ra các xung din nhjp tim 
có chu kr và truyn chüng dn tim thông qua duing xâxn l.n (qua da) d kIch thIch tim khi nut xoang nhl' (SA - 
Sino-Atrial) không hoat dng bInh t1iuing hoc khi tim bj rM lon dn truyn. Nó thuäng thrcc sr dmg: 1) trong 
tru1ng hcip khn cAp; 2) trong khi phu thut; hoc 3) sau phu thut tim h& cho dn khi tim hi phic. Ne không 
dành cho khü rung tim hoc chuyn nhp tim. Các day dn (không bao gm) duorc dua vào tim thông qua tTnh mach 
chmnh (vi di: Tinh mach  duài xtwng don) hoc gän truc tip vào thành tim. 

(An external pulse generator (EPG) designed to generate periodic electrical cardiac pacing impulses and 
transmits them to the heart via invasive (percutaneous) leads to stimulate the heart when the sino-atrial (SA) node 
is not functioning properly or when the heart has a conductive disorder. It is commonly used: 1) in an emergency; 
2) during surgery; or 3) following open-heart surgery until the heart recovers. It is not intended for defibrillation or 
cardioversion. The leads (not included) are inserted into the heart through a major vein (e.g., subclavian) or attached 
directly to the heart wall.) 

58 35822 May tao  nhjp  tam 
thoi, tao  nhip qua da 

(External pacemaker 
transcutaneous ' 

pacing) 

Mt may tao  xung ben ngoai (EPG - External Pulse Generator) ducic thit k ci tao  ra các xung diên tao  nhjp 
tim nhm kIch thIch dng thii toàn b tim (ngucic lai vâi tao  nhjp xãm ln mt hoc hai bung tim) d h6i stc cho 
bnh nhân, phiic hi nhjp tim binh thuing vã/hoc tao nhp tim tm thOi trong các thu thut xâm Mn d gay r6i lo?n 
nhjp tim hoc vô tam thu (tim ngrng dip).  Các xung din tr thi& bj thuOrng ducic dua vào b mt ngrc thông qua 
các day dn/din cue duth da (kich thIch tim qua da). 

(An external pulse generator (EPG) designed to generate electrical cardiac pacing impulses to stimulate the entire 
heart simultaneously (in contrast to single- or dual-chambered invasive pacing) to resuscitate the patient, restore 
normal cardiac rhythm, and/or temporarily pace the heart during invasive procedures that may induce cardiac 
arrhythmias or asystole (cardiac standstill). The electrical impulses from the device are usually applied to the surface 
of the chest through cutaneous leads/electrodes (transcutaneous cardiac stimulation).) 

59 60710 Ding ci dóng dng 
mach 

Mt thiét bj cAy ghep, có khà nang tr tiêu dizçic thit k d cm máu/dóng l can thip, thông qua áp l%rc/nén, 
trén bnh nhân da trãi qua dt ng thông dng mach  düi; thit bj nhm mtc dich thay th cho các k5' th4t nén thu 
cong hoc phu thut d giãm thOi gian cm máu. Thiét bj bao gm mt nut collagen có ngun g6c tr dng 4t 
dLrcic cAy b&ng thit bj dn di kern (vi di,i thu day dan, thit bj dn cm tay) len be mt ngoài mach  máu cüa vj tn4 
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(Femoral artery 
closure plug/patch, 

collagen) 

can thip dng mach düi (tren cng cüa vj tn m?i dung mach) va có th dirccc gift c djnh bang ming dán/neo/chi 
khâu thng hçp tr tiêu di kern d dat dixcic khâ nAng cm máu. 

(An implantable, bioabsorbable device designed for haemostasis/closure of a puncture site, through 
pressure/compression, on a patient having undergone femoral artery catheterization; it is intended as an alternative 
to manual compression ccr surgical techniques to reduce the time to haemostasis. It consists of an animal-derived 
collagen plug that is implanted using an included delivery device (e.g., guidewire, hand-held delivery unit) onto the 
extravascular surface of the femoral artery access site (top of arteriotomy site), and may be held in place with an 
included synthetic, bioabsorbable patch/anchor/suture to achieve haemostasis.) 

60 61208 Clip ni soi tiêu hóa, 
không tr tiêu 

(Gastrointestinal 
endoscopic clip, long- 

term, non- 
bioabsorbable) 

Clip không tiêu sê duçic cy ghép lâu dài (> 30 ngày) trong ththng tiêu hóa (GI) d danh du ni soi, cm máu, 
dóng các l thi'ing d dày, diu trj các khim khuy& niêm mac/duói  niêm  mac  và/hoAc trong diu fri béo phi. Clip 
ducic lam bang kim 1oi, có cu ch móc. 

(A non-bioabsorbable clip intended to be implanted long-term (>30 days) within the gastrointestinal (GI) trait 
during an endoscopic procedure for endoscopic marking, haemostasis, tissue approximation, closure of luminal 
perforations, treating mucosallsubmucosal defects, and/or as part of baniatric procedures. It is a metallic device with 
a clasping mechanism; a disposable applicator may be included.) 

61 35157 Ding cu that bui tn 

(Haemorrhoid ligator) 

Dung cu phu thuât thu cong cam tay ducic thiêt ké dê buôc/thàt day (vi du day cao su latex) bui tn noi dê ngan 
chn toàn bô dông máu tâi bii tn nhm loai hO büi tn. No thix?ing duçic lam bang thép không gi cao cp và có mt 
tric dài v&i mt kep d gift 1 hoc nhiEu day. Bác sT phu thut thrc hin thci cong tay cm d nhã và buc các day 
n6i khi cn thi&. Là thi& bj có th tái sr ding. 

(A hand-held manual surgical instrument designed to deploy a ligature (e.g., a latex rubber band) to internal 
haemorrhoids for their removal through blood flow occlusion. It is typically made of high-grade stainless steel, and 
has a long shaft with a profiled clamp or grip at the distal end for holding multiple ligatures. The surgeon 
mechanically operates the distal clamp or grip with a handle(s) to release and deploy the ligatures as needed. This 
is a reusable device.) 

62 36079 Van cm máu 

(Haemostasis valve) 

Mt thit bj không xâm Mn ducrc thMt k nhu mt ng dn ma qua do (cac) thi& bj chn doán/can thip duing 
kInh nhO có th thrcic diia vào hoc rut ra khOi mach  máu cüa bnh nhãn ding thOi ngän chn dOng máu chày ngIcic; 
ngoài ra no cO th dixcic dung cho các üng ding ti& niu. No dixcc thi& k d gin, thuing thông qua khóa Luer, 
vào mt ng thông dua vào xâm Mn (không bao gm) và thuäng có (cac) lông tir bit kIn [vi d van Touhy-BqrsJ' 
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và cng ben d thra dung djch vào. NO có th bao gm các phi kiin day dn không xãm ln (VI di: dung ci dt day 
dk). No không duçic thit ké d kt ni gifta các &ig (tüc là không phai là van ni tuyn). Là thit bj sü ding mt 
in. 

(A noninvasive device designed as a conduit through which a small-diameter diagnostic/interventional device(s) 
can b introduced into or withdrawn from a patielit's vasculature while preventing backflow of blood; it might in 
addition be intended for urinary applications. It is intended to be attached, typically via Luer-lock, to an invasively-
placed catheter introducer (not included) and typically has a self-sealing lumen(s) [e.g., Touhy-Borst valve] and 
sideport for the introduction of solutions. It may include noninvasive guidewire accessories (e.g., guidewire 
introducer). It is not designed to be connected between tubing (i.e., not an in-line valve). This is a single-use device.) 

63 44279 Stent d)ng mach 
chu, không phü 

thu6c 

(Iliac artery stent 
bare-metal) ' 

Mt thit bj dung ng không hp thu sinh hçc dixoc thit k d cy vào (các) dng mach chu trong và/hoc dng 
mach  chu ngoài d duy trI tinh trng thông su& và kIch thuâc dithng kmnh lông dng mach  cüa nhüng bnh nhân 
mc bnh xa v(a dng mach  có triu chüng. No ducic lam b&ng kim loai [vI dii: thép không gi, hçrp kim niken-titan 
(Nitinol)] và cO th ducic dua vâo bang 6ng thông bong lam cho thi& bj gian ni khi barn cãng hoc có th tr gin 
no sau khi duqc thra vào dung vj trI. No cO th là rnt 6ng lien tue hoc mt cu trüc dng ng luOi và cO các chiM 
dài, dtrông kmnh khác nhau. CO th bao g6m các thit bj dung mt ln lien quan dn cAy ghép. 

(A non-bioabsorbable tubular device intended to be implanted in the common and/or external iliac artery(ies) to 
maintain arterial patency and luniinal diameter in patients with symptomatic atherosclerotic disease. It is made of 
metal [e.g., stainless steel, nickel-titanium alloy (Nitinol)] and may be inserted with a balloon catheter which causes 
the device to expand when inflated, or it may self-expand after insertion with a delivery device. It may be a 
continuous tube or a mesh structure in tubular form and is available in a variety of lengths and diameters. Disposable 
devices associated with implantation may be included.) 

64 43526 Stent dng mach  châu 
dñi có mãng b9c 

(Iliofemoral artery 
endovascular stent- 

Mt thMt bj hInh 6ng không phãn üng sinh hçc nhm mic dIch cAy ghép vào dng mach  chu và dng mach  düi 
d ph%ic hi 1a  các dng mach  cüa thong bnh nhãn mc bnh mach  ngoi vi (PVD). Stent duçic dua qua da vào 
dng mach  düi dn vj tn cAy ghep thông qua các thi& bj phi trg, tai  vj trì nay, stent giân ra, c djnh vào thành mach 
máu. Stent thuing duçic lam tr hçip kim Niken-Titan (Nitinol) tao  thãnh cAu tthc luOi ben ngoài và bong polyme 
ben trong. NO cO chiu dài và duing kinh khác nhau. CO th bao gm các 4t tu dung mt lan. 

(A non-bioabsorbable tubular device intended to be implanted in the iliac and, alternatively, superficial femoral 
arteries to reline tortuous arteries in patients with symptomatic peripheral vascular disease (PVD). It is 
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percutaneously inserted via the femoral artery to the site of implantation, with a disposable delivery device, where 
it self-expands. It is typically made of nickel-titanium alloy (Nitinol) that forms an outer mesh structure with an 
inner polymer tube (endovascular graft). It is available in a variety of lengths and diameters. Disposable devices 
associated with implantation may be included.) 

65 47804 May theo dôi nhjptim 
cAy ghép duac 

(Implantable cardiac 
monitor) 

Mt thit bj có vô kin chy bang din [mot may theo dOi nhp cy ghep ducic] nhm mic dich cAy ghép d theo 
dôi, ghi 1a  va ltru tr1t các tin hiu din tam d giüp chAn doán va theo dôi ri lon nhjp tim và/hoc các thay d6i 
cüa hC)i  ching  mach  vãnh cAp tInh (ACS); thit bj có th có chüc nang báo dC)ng rung và du lieu có th duçic truy&1 
ttr xa dn môt thit bi ngoai d báo dC)ng cho bnh than và/hoc truyn dfr lieu tii xa. Thit bj dircic sü ding cho 
bnh nhân gp phãi các triu chxng lien quan dn tim không giâi thich duçic và/hoc có nguy cci bj ri lo?n nhjp 
tim và/hoc các bin c6 cüa hC)i churng mach  vãnh cAp tInh. 

(A hermetically-sealed, electrically-powered device [an implantable cardiac monitor (1CM)] intended to be 
implanted to monitor, record, and store electrocardiographic signals to help diagnose and monitor cardiac 
arrhythmias and/or acute coronary syndrome (ACS) changes; it may have a vibratory alarm function and the data 
can be telemetrically transmitted to an external device for alarming the patient and/or remote data transmission. It 
is used for a patient who experiences unexplained cardiac-related symptoms and/or is at risk for cardiac arrhythmias 
and/or ACS events.) 

66 47805 BC) 1p trmnh/máy 
pháticãnh báo theo 

dôi nhjp tim cAy ghép 
dixçic 

(Im lantable cardiac p 
momtor 

programmer/transmitt 
er/alarm) 

MC)t thit bj cm tay chay bang din duçic thiM k d bác si lam sang hoc bnh nhân vn hânh nhm thay d& 
các cài dt mC)t cách không xâm lAn (vI di nhu btJtt) cüa may theo dôi tim cAy ghep duçic (1CM) vã/hoc trich 
xuAt dtt lieu tir thit bj cAy ghep và/hoc cung cAp chüc nang báo dC)ng; thit bj không nhm miic dich giao tip vri 
thit bj cAy ghép tim tn 1iu. Thiét bi bao gm mC)t may phátlthu tAn s vô tuyn và có th hoat dC)ng dC)c 1p hoc 
kt hcip vôi may tInh cá nhãn (PC)/máy tInh bang sir ding phAn mm chuyên dmg. Thit bj có th duqc sr diing 
tai nhà hoäc c s chäm soc sirc khOe. 

(A hand-held, electrically-powered device designed to be operated by a clinician or patient to non-invasively 
change the settings (e.g., turn on/off) of an implantable cardiac monitor (1CM), and/or extract data from the implant, 
and/or provide an alarm function; it is not intended to communicate with a therapeutic cardiac implant. It includes 
a radio-frequency transmitter/receiver and may be intended to operate independently or in conjunction with a 
personal computer (PC)/tablet using dedicated software. It may be used in the home or healthcare facility.) 

bvdhytb.vt_Van th
u Benh vien

 D
ai 

Hoc Y
 Thai 

Binh_21/10/2024 13:24:06



119 

STT 
Ma 

Danh pháp 
Ten thit b y t 
(Medical device) 

Dnh nghia danh pháp Thit bi y t 
(Definition of Medical device nomenclature) 

67 62611 Ong dn luu xuyên 
rut cAy ghep ducic 

(Implantable 
transenteric drainage 

tube) 

Mt &ig không tiêu dtrcc thit k d cAy ghép thông qua n)i soi qua thành giüa duing tiêu hóa (GI) va nang gin 
tiy hoac dithng mt d dn luu. No là mt cAu triic gi6ng nhu stent CO mat bich ducvc lam bang kim loi dixçic 
phii/lót bang vt lieu polymer tng hcip (vi dw silicone). No thung drcxc mô rng ti ch (vi d bang 6ng thông 
bong hoc t%r ma rng) và các thit bt dung mt ian d h trcr cay ghép, cO hoc không có chirc nang mô din, có 
th di kern vai thét bj. 

(A non-bioabsorbable tube intended to be endoscopically implanted transmurally between the gastrointestinal 
(GI) tract and a pancreatic pseudocyst or the biliary tract for drainage. It is a flanged stent-like structure made of 
metal which is covered/lined with a synthetic polymer material (e.g., silicone). It is typically expanded in situ (e.g., 
with a balloon catheter or self-expands) and disposable devices to assist implantation, with or without 
electrosurgical functionality, may be included with the device.) 

68 60789 May tao  nhjp cAy 
trong bung tim 

(Intracardiac 
pacemaker) 

Mt may tao  xung chy bang pin, cO vO kin di.rcyc tm steroid (vI du nhu dexamethasone) d cAy ghép bang môt 
ng thông, thông qua duôrng truyn tinh mach, vào tam thAt phãi (tire là tao  nhjp mt bung) ciia tim loan nhjp d 

tao raJdiu khin các xung din d câi thin cung h.rcing tim. May chira các cam bin d phât hin nhftng thay di 
trong ca th (vi dii nhu chuyn dng, tAn s6 nhp thi) và d diêu chinh toe d nhjp tim phi hcip (dap (mg nhip tim). 
Do tir dong tir xa không day vcri các thit bj ben ngoài cho phép diêu chinh 1p  trinh và cO th cho phép theo döi 
tim lien t1c; may không cung cAp lieu pháp khir rung tim. CO th bao gm các thi& bj dung mt lAn lien quan dan 
cay ghép. 

(A battery-powered, hermetically-sealed pulse generator impregnated with a steroid (e.g., dexamethasone) 
intended to be implanted with a catheter, via transvenous access, into the right ventricle (i.e., single-chamber pacing) 
of an arrhythmic heart to generate/conduct electrical impulses to improve cardiac output. It contains sensors to 
detect changes in the body (e.g., motion, breathing frequency) and to adjust the pacing rate accordingly (rate-
responsive). Wireless telemetry with external devices enables programming adjustments and may allow on-going 
heart monitoring; it does not provide defibrillation therapy. Disposable devices associated with implantation may 
be included.) 

69 47486 Day dAn theo dôi 
huyt dng ni mach  

Mt thi& bj vô trüng, cO th diu khin là mt thành phAn cüa h thng theo dôi huyt dng d do huy& áp 
và/hoc the d dOng máu trong tAt cã các mach  máu, bao grn Ca dng mach  vành và dng mach  ngoi vi, trong 
qua trmnh chAn doán và/hoc các thñ tic can thip. No thumng bao gm mt thanh dài, mOng, linh hoat  cO b chuyn 
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(Intravascular 
haemodynamic 

monitoring system 
guidewire) 

dM/cãm bin do áp suAt/hru hrorng tIch hqp O du lam vic cüa no và mt thi& bj xon d h trcl diu huong qua 
mach máu; no có tay cAm i dAu gAn và (cac) cap d kt ni vôi h th6ng giám sat. Là thit bj sr ding mt lAn. 

(A sterile, steerable, component of a haemodynamics monitoring system for the in vivo measurement of blood 
pressure and/or blood flow velocity in all blood vessels, including the coronary and peripheral arteries, during 
diagnOstic and/or interventional procedures. It typically consists of a long, thin, flexible rod that has built-in 
pressure/flow measuring transducers/sensors at its working end, and a torque device to facilitate navigation through 
the vasculature; it has a handle at the proximal end and a cable(s) to connect to the monitoring system. This is a 
single-use device.) 

70 32584 Catheter có bong chen 
mach 

(Intravascular 
occluding balloon 
catheter image- 

guided) 

Mt ng thông mm có mt hoc nhiu bong born hoi r clAn xa dtrçic dUng d diia vào trong thii gian ngn duài 
huOng dn cUa Mnh ánh d tm th?ri lam thuyên tc mach  máu. No có th duc sü drng d chip dng mach,  chiip 
dng mach  chçn 1cc, lam tc truâc phu thut, tc mach  ngoi vi va ni sp, kim soát xuAt huyt khiin cap, diu tn 
chüng phinh dng mach,  truyn thuc hóa tn lieu và các thu thut lam m& then. No có th có thiát ká hal hoc nhiM 
nông, mt d barn bong và mt d dua nO qua day dn, hoc d truyn chit can quang, 4n chuy&i mOt  6ng thông 
nhO han hoc các tác nhân gay tc mach;  mt s6 loai cO vach  chia ct d h trcr vic lun 6ng thông. Là thit bj s1r 
ding mt lAn. 

(A flexible tube with an inflatable balloon(s) at the distal end intended to be introduced short-term under imagc 
guidance to temporarily block a blood vessel. It may be used for arteriography, selective angiography, preoperative 
occlusion, peripheral and intracranial vasculature occlusion, emergency control of haemorrhage, to treat aneurysms, 
chemotherapeutic drug infusion, and renal opacification procedures. It may have a dual- or multi-lumen design, one 
for balloon inflation and another to pass it over a guidewire, or for the infusion of contrast medium, delivery of a 
smaller catheter, or embolic agents; some types have graduated markings to assist insertion. This is a single-use 
device.) 

71 44141 DAn dO siêu am ni 
mach 

(Intravascular 
ultrasound imaging 
catheter, single-use) 

Mt 6ng m&n, không diu khin vâi clAn dO siêu am duçrc bc trong vO cách din, each am, chng nuàc, ch6ng 
cht lông; duçic dUng d dua vào mach  máu (h thng mach  máu ngoai vi, dng mach  vành); không duçc dUng thu 
nhn ãnh trong tim. DAn dO hay cOn gui là dAu dO siêu am mach  máu, ththng bao gm mt hoc mt mãng các 
phAn tCr clAn dO. Là thi& bj sir ding mC,t  lAn. 

(A flexible, non-steerable tube with an ultrasound imaging transducer enclosed in a fluid-resistant or waterproof 
acoustically- and electrically-insulated housing, designed for insertion into the vascular system (i.e., peripheral 
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vascular system, coronary artery) by an operator; it is not intended for intracardial insertion/imaging. Also known 
as a vascular ultrasound transducer, it includes either a single or an array of transducer element(s) (piezoelectric, 
active, or crystal); it cannot be manoeuvred via controls (i.e., non-steerable). This is a single-use device.) 

72 44307 B ct xa vita mach 
ngài vi 

(Mechanical 
atherectomy system 
catheter, peripheral) 

Mt ng mm vô trüng (ông thông) ducic thit ké d dim vào qua da nhm phá v co h9c mãng xi vita ben trong 
lông mach khôi thãnh dng niach ngoi vi. No có mt du ct hoc mài iiiôn chay bang din d ctJnghin mãng 
xa vita thãnh nhftng mânh dir nhO d hirt hoc hp thu. ThMt bj nay không dành cho sir ding trong mach  vành, dng 
mach cãnh, chu hoc then. Là thit bj sir ding mt ln. 

(A sterile, flexible tube (catheter) intended to be percutaneously introduced for the intraluminal mechanical 
disruption of atheroma plaque from the walls of peripheral arteries. It has a power-driven cutting or abrasive head 
for slicing/grinding the atheroma into fragments small enough to be aspirated or absorbed. This device is not 
intended for use in the coronary, carotid, iliac or renal vasculature. This is a single-use device.) 

73 17519 Bô ct x vita dng 
mach vành, sir dung 

pin 

(Mechanical 
atherectomy system 

coronary, battery- 
powered) 

Mt t hqp các thi& bj nhm phá vit/loai bó c h9c mãng xa vita khOi thãnh dng mach  vành. NO thurng bao 
gm mt may phát san xut nng krçing chay bang pin có chirc näng giám sat, diu khin tir xa hoc cong tc chân, 
tay khoan (d kt n6i 6ng thông) và ng thông dung mt lan chuyen dimg cO du ct hoc mài mon truyn nng 
hrçrng cci lice dn màng xci vita. He thng cO th bao gm mt h thng tuâi/hirt tIch hcip và bao gm/yêu cAu các 
thi& bj phi kiin cho chirc näng cira no (vI dii: nuâc mu6ilcMt bôi trcm, may berm, day dan). 

(An assembly of devices intended to mechanically disrupt/remove atheroma plaque from the walls of coronary 
arteries. It typically includes a battery-powered energy-producing generator with monitoring functions, a remote 
control or foot-switch, a handpiece (to which the catheter connects) and a dedicated disposable catheter with a 
cutting or abrasive head that transmits the mechanical energy to the atheroma. The system may include an integrated 
irrigation/suction system and includes/requires accessory devices for its function (e.g., saline/lubricant, pump, 
guidewire).) 

74 61205 B ct xer vita dng 
mach vãnh, sir dung 

din 

(Mechanical 
atherectomy system, 

Mt t hçip cac thMt bj nhIm phá vWloai bO mãng xcr vita khOi thành dung mach  vãnh mt cách ccr hoc. No 
thuing bao gm mt than may chy b&ng din cO chCrc nang theo dôi, mt diu khin tir xa hoc ban dp chãn, mt 
tay khoan (d kt n6i Catheter) và catheter dung mt ln chuyên ding có du ct hoc mài mOn mãng xci vita. H 
thng cO th bao gm mt Thit bj bcim/hirt tich hcip và các dung djch, phi kin di kern nhu nuàc mui, chit bôi 
trcin, may berm, day dn 
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coronary, line- 
powered) 

(An assembly of devices intended to mechanically disruptlremove atheroma plaque from the walls of coronary 
arteries. It typically includes a mains electricity (AC-powered) energy-producing generator with monitoring 
functions, a remote control or foot-switch, a handpiece (to which the catheter connects) and a dedicated disposable 
catheter with a cutting or abrasive head that transmits the mechanical energy to the atheroma. The system may 
include an integrated irrigation/suction system and includes/requires accessory devices for its function (e.g., 
saline/lubricant, pump, guidewire).) 

75 45577 Vong van hai lá 

(Mitral annuloplasty 
ring) 

Mt vông trôn ducic cy vào tim d h trçi vOng van hai lá nhIm tái tao  và/hoc sra chia van hai lá bj h& vã/hoc 
bj hçp. No thuông thxçic gn trên cim giá d hoc ducic 1p sn trên thit bj dua vao dung mt ln cho phép no duy 
tn hinh dung và h trçi cy ghép bng chi khâu hoc neo. Thit bj nay cO th dng cu tao  c ngng hoc mm và 
có th bao gm vt lieu kim loai, polyme va/hoc 4t lieu dot;  nO có nhiu kIch ci khác nhau. 

(A circular band intended to be implanted in the heart to support a mitral valve annulus for the reconstruction 
and/or remodelling of an insufficient and/or stenotic mitral valve. It is typically mounted on a disposable holder 
assembly or preloaded in a disposable delivery system to enable it to maintain its shape and aid in its implantation 
with sutures or anchors. The device may be semi-rigid or flexible and may include metallic, polymeric, and/or 
textile materials; it is available in various sizes.) 

76 60244 Van tim hal lá sinh 
hQc 

(Mitral heart valve 
bioprosthesis) 

Mt mô ghép ngoi Iai (VI d%i nhu van tim tü 1cm hoc bô) nhuim mic dIch cy ghép vâo bnh nhãn trong qua 
trInh phu thut tim ha d süa eha hoäc thay th van tim hal lá bj r& loan chCrc nAng. Mo ghép duçic xir l d lam 
cho mô trong van không th t6n ti duçic; mô ghép có th chi là mô hoc mô ducic gn vào mt khung kim loai 
hoc polyme t6ng hcp. Thit bj nay thuôrng dtrqc sr ding d diu tnj bnh van tim mc phài hoc b.m sinh. 

(A xenograft (e.g., porcine or bovine heart valve) intended to be implanted in a patient during open heart surgery 
to repair or replace a dysfunctional mitral heart valve. It is processed to render the tissue in the valve non-viable; it 
may be tissue only, or tissue attached to a metal or synthetic polymer framework. The device is typically used to 
treat acquired or congenital valvular disease.) 

77 47932 Stent dng mach 
ngoi vi, không phü 

thuc 

Mt thiM bj dng ng không tx tiêu duçmc thi& k ct cO khã nàng cAy vào nhiu c1ng mach  ngoi vi (vi dii thu 
dng mach  chu, dng mach  cãnh, dng mach  then) ct duy tn vinh vin tInh trang thông su& và cái then duing 
kinh lông mach  a nhftng bnh nhãn mc bnh xa vita dng mach  hoc sau khi tái thông mach  bj tc hoãn toãn. 
Thi& bj thumng ducic cAy ghép bang mt ding ciii chuyen ding, ncii nO t%r ma rng khi thà ra hoc ducmc ma rng 
bang qua bOng. Thit bj duçmc lam bang kim loai [vi dii thu hçmp kim niken-titan (Nitinol)] và có th là mt ng lien 
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(Multiple peripheral 
artery stent, bare- 

metal) 

tue cO chiu dài nht djnh, cAu trüc dang hrói hoc thit k khác d h trç liru hrcmg máu lien tic qua dông mach. 
Mt s lOai cO th ducrc si'r ding trong 6ng mt nhu mt miic dich sü ding phi." 

(A non-bioabsorbable tubular device intended to be alternatively implanted in more than one peripheral artery 
(e.g., iliac, carotid, renal) to indefinitely maintain patency and improve luminal diameter in patients with 
atherosclerotic disease or following the recanalization of a total occlusion. It is typically implanted by a dedicated 
instrument where it self-expands upon release or is balloon expanded. It is made of metal [e.g., nickel-titanium 
alloy (Nitinol)] and may be a continuous tube of a certain length, a mesh structure, or other design for supporting 
constant blood flow through the artery. Some types may be used in the biliary duct as a secondary intended use.) 

78 60940 Coil nut mach  h than 
kinh 

(Neurovascular 
embolization coil) 

Mt thiM bj không hp thii sinh hQc, cy ghép ducic vào co th nhm mic dIch gay huy& kh6i mach  máu than 
kinh d diu trj chi'xng phhih dng mach  máu nAo vã/hoc dj dung dng mach  thn kinh (AVM); thit bj cting cO 
th ducic dung d diu tn các dj tt không phâi mach  máu thin kinh. Thit bj a dng kim lo?.i [vI dii: hçp kim bach 
kim] hoc kim loi/dây polyme t6ng hcrp cun lai  khi duçrc trin khai trong phInh dng mach/mach  máu; nO thix&ng 
duçic gn sn vào mt day dn không th c.y ghep. CO th bao gm các thi& bj dung mt ln lien quan dn cy 
ghép (vI dii: day dan, ng thông). 

(A non-bioabsorbable, implantable device intended to induce a neurovascular thrombosis to treat an intracranial 
aneurysm and/or neurovascular arteriovenous malformation (AVM); it may also be intended to treat non-
neurovascular malformations. It is in the form of a metal [e.g., platinum alloy] or metal/synthetic polymer wire 
which coils upon deployment within the aneurysm/vasculature; it is typically pre-attached to a nonimplantable 
delivery wire. Disposable devices associated with implantation (e.g., delivery wire, catheter) may be included.) 

79 60941 Coil nut mach  không 
phà.i h th.n kinh 

(Non-neurovascular 
embolization coil) 

Mt thi& bj cy ghép, không th hp thii sinh hçc (không tiêu) nhm mic dIch tao  huy& kh6i trong mach  máu 
không phái mach  máu thn kinh d diu trj chüng phinh dng mach  vã/hoc dj dung dng tinh mach  không phâi 
mach máu thn kinh (AVM); Không sü diing cho Cmg ding mach  máu th.n kinh. NO i dung mt day kim loai hoc 
kim loai va polyme tang hcip cun l.i khi thc hin diu tn phInh dng mach  hoc  mach  máu xung quanh dj tat;  no 
thuing dtrçic gn sn vào mt day dn hirang không th cy ghép. CO th bao gm các thit bj dung mt ln lien 
quan dn cy ghep (vi dii: day dn, 6ng thông). 

(A non-bioabsorbable, implantable device intended to induce a thrombosis within a non-neurovascular blood 
vessel to treat an aneurysm and/or non-neurovascular arteriovenous malformation (AVM); it is not intended for 
neurovascular application. It is in the form of a metal or metal/synthetic polymer wire which coils upon deployment 
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within an aneurysm or the vasculature surrounding a malformation; it is typically pre-attached to a nonimplantable 
delivery wire. Disposable devices associated with implantation (e.g., delivery wire, catheter) may be included.) 

80 17184 Bong nong mach 
ngoi vi 

(Peripheral 
angioplasty balloon 

catheter basic) 

Mt 6ng mm vô trüng không trng thu6c duqc thit k d tao  hinh  mach  máu qua da (PTA) nhm nong mt 
dung mach  ngoi vi bj hçp (nghia là không phãi d)ng mach  nAo, không phâi mach  vành) bang cách born ph6ng có 
kim soát (cac) bong có th cang a duçic a cu6i du xa cia no; no cling có th thrcc ding d djnh vj và mi rng 
mOt giá da/dt gia d. No có sn ô dng day dn dng triic vài nhiu nOng hoc loai tir bung nhanh (RX) vâi mt 
nông. Môt s6 loai có th bao gm cac thãnh phn ct/rach (vi dxi: luOi dao vi phu, cu hinh day kép) d rach/süa 
di mãng barn. Là thit bj sü dung mt lan. 

(A sterile, non-drug-eluting, flexible tube designed for percutaneous transluminal angioplasty (PTA) to dilate a 
stenotic peripheral (i.e., non-cerebral, non-coronary) artery by controlled inflation of a distensible balloon(s) at its 
distal tip; it may also be intended for positioning and expansion Of a stent/stent-graft. It is available as an over-the-
wire (OTW) type with multiple lumens, or a rapid exchange (RX) type with a single lumen. Some types may include 
cutting/scoring elements (e.g., microsurgical blades, dual wire configurations) to score/modifr the plaque. This is 
a single-use device.) 

81.. 62551 

• 
Bong nong mach 

ngoai vi có phi thuc 

(Peripheral 
angioplasty balloon 

catheter, drug-coated) 

Mt ng linh hoat, vô trling duc thi& k d tao  Mnh  mach  máu qua da (PTA) nhm nong mt mach  ngoai vi bj 
hep (không phài dng mach  nâo, dng mach  vành) bng cách born cang CO kim soát (các) qua bong nong, dng 
thli giài phong thu6c nhm ic ch tái hçp; no cling có th duçic ding d djnh v và ma rng stent/stent-graft. NO 
có sn ô dung over-the-wire (OTW) vâi nhiu c&ig hoc loai RX vOi mt c6ng. Là thit bj Si ding mt ln. 

(A sterile, flexible tube designed for percutaneous transluminal angioplasty (PTA) to dilate a stenotic peripheral 
(i.e., non-cerebral, non-coronary) artery by controlled inflation of a distensible balloon(s) at its distal tip, and to 
simultaneously release a drug intended to inhibit restenosis; it may also be intended for positioning and expansion 
of a stent/stent-graft. It is available as an over-the-wire (OTW) type with multiple lumens, or a rapid exchange (RX) 
type with a single-lumen. This is a single-use device.) 

82 33963 B h trci dt ng 
thông tTnh mach  ngoai 

vi 

Mt tp hçip các thit b không xãm ln nhm mic dIch chuk bj vWhoc bang bo cho vj tn tip cn tinh mach 
ngoi vi (IV). NO thuang bao gm các thi& bj thu garô, gac  khi trling, bang, bang gac  và gang tay; không bao gôrn 
thiét bj tip cn IV cling nhu duçic phm. NO cling có th bao gm 6ng ngn và/hoc &ig tiêm, tuy nhiên nO không 
nhm mic dIch dn chit lông tnjc tip tIn tii/chai truyn djch IV (không phãi b truyn djch IV). Là thi& bj sIn 
ding môt lan. 
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(Peripheral 
intravenous 

catheterization 
support kit) 

(A collection of noninvasive devices intended to prepare and/or dress a peripheral vein intravenous (N) access 
site. It typically includes devices such as a tourniquet, disinfected swabs, dressings, tape, gauze, and gloves; neither 
the IV access device nor pharmaceuticals are included. It may also include short tubing and/or syringe, however it 
is not intended to directly conduct fluids from an IV administration bag/bottle (i.e., not an IV administration set). 
This is a single-use device.) 

83 58115 Day dn can thip 
mach ngoi vi 

(Peripheral vascular 
guidewire manual) 

Mt sçii day dài, mông, vô trüng ding d lun vào mach  máu ngoi vi qua da (khong phâi tim hoc h th.n kinh 
trung uong) d thrc hin chi'rc nng dn duông cho vic thra các thi& bj vào (vi dii nhu 6ng thông). Day ducic lam 
bang kim loai (VI dt nhu thép không gi, Nitinol), có hoc không cO lop phü và cO nhiu kiu dáng dâu phia xa. Day 
dircic thit k d sr ding cho chup dng mach  qua da, tao  hlnh  mach,  ct xa vfta xoay và ct bO huy& kh6i, dn hiu 
và các thu thut chn doán và can thip khác. Day cO th bao gm các thit bj duc sü dmg d h trçi thao tác (vi 
di thu thit bj mo-men xo.n). Là thit bj sü diing mt Mn. 

(A long, thin, sterile wire intended to be percutaneously placed into the peripheral vasculature (not heart or 
central nervous system) to function as a guide for the introduction of devices (e.g., catheters). It is made of metal 
(e.g., stainJess steel, Nitinol), with or without coating, and is available in a variety of distal tip designs. It is intended 
to. be. used for percutaneous angiography, angioplasty, rotational atherectomy and thrombectomy, drainage, and 
other diagnostic and interventional procedures. It may include devices used to facilitate manipulation (e.g., torque 
device). This is a single-use device.) 

84 61856 Stent tTnh mach  ngoi 
vi có mãng bQc 

(Peripheral venous 
endovascular stent- 

graft) 

Mt thit bj hInh ng không th hp thu sinh hçc thrçc thi& k d cy vào tinh mach ngoai vi nhm duy trI d 
thông thoáng cüa lông mach,  din hInh là d diu trj chüng hçp 0 dông chãy ra cüa l rô dng tinh mach  (AVF) 
hoac si'r ding d chay then  nhãn tao. DO là mt cu trüc luOi lam b.ng kim loai [vi dw hcip kim niken-titan (Nitinol)] 
thrçic bao phü b&i mt mãng polyme t6ng hçip [vi d: polytetrafluoroethylene (ePTFE)] (ghep ni mach)  và chüa 
lOp phü carbon ben trong giüp ngàn tiu c.u. kt dIith. No thumg ducic mO rng tai  ch (vi du: tr mO rng hoc có 
th mO rng bang bong nong) và có th bao gm các thit bj ding mt ln lien quan d&i cy ghep. 

(A non-bioabsorbable tubular device designed to be implanted in a peripheral vein to maintain vessel lumen 
patency, typically to treat steno sis in the outflow of an arteriovenous fistula (AVF) or graft used for haemodialysis. 
It is a mesh structure made of metal [e.g., nickel-titanium alloy (Nitinol)] that is covered with a synthetic polymer 
[e.g., polytetrafluoroethylene (ePTFE)] membrane (endovascular graft), and contains an inner carbon coating to 
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help prevent platelet adhesion. It is typically expanded in situ (e.g., self-expands or balloon-expandable) and 
disposable devices associated with implantation may be included.) 

85 36257 Ong thông tinh mach 
trung tam dt tr 
dithng ngoi vi 

(Peripherally-inserted 
central venous 

catheter) 

Mt ng mm, mông duçxc thi& k d dua vao tinh mach ngoi vi và ti&i t&i tTnh m.ch trung tam d tip cn ni 
mach trong thôi gian tü ng&1 dn dài han d sr dicing thuc (kháng sinh), chAt hóa tn lieu, chAt dinh dung, dung 
djch tiêm, chAt giãm dau i dng lông và dôi khi ch lAy mu máu, theo döi huyt áp, nhit d '.'à tiêm mnh chAt 
can quang; ng nay không dành cho các lieu pháp máu ngoài co th nhu chy then  nhân tao. Con duçic gçi là ông 
thông trung tam ducic dua vào ngoai vi (P1CC), no thuOrng bao gm các phii kin chuyên ding d h tro' duaJthrc 
hin chüc nang cüa &ig thông (vi dii: tri,ic Luer, 6ng thông kim). Là thit bj si'r dmg mt ln. 

(A thin, flexible tube intended to be introduced into a peripheral vein and advanced to a central vein for short-
to long-term intravascular access to administer medications (antibiotics), chemotherapeutic agents, nutrients, 
parenteral solutions, pain management fluids, and sometimes for blood sampling, monitoring of blood pressure and 
temperature, and for power injection of contrast media; it is not primarily intended for extracorporeal blood 
therapies such as haemodialysis. Also known as a peripherally inserted central catheter (P1CC), it typically includes 
dedicated accessories to facilitate catheter introduction/function (e.g., Luer hubs, stylet). This is a single-use 
device.) 

86 35156 May phát näng lung 
RE ding trong ct d6t 

(Radio-frequency 
ablation system 

generator) 

Mt thi& bj din (ngun din xoay chiu) duqc thi& k d to ra dOng din tn s6 vô tuyn (RF) dung d tp 
nhit thông qua (cac) din circ tai mt vj tn chInh xác, & nhit do ducyc kim soát, d ct bO khu trü các mô không 
phãi mô tim (vi du: day thn kinh không thuOc tim, kMi u, mô tin ung thu); no có th duçxc dung d dong máu tuy 
nhiên nO không ducyc dung cho dao m din. May phát din kt n6i qua cap phãn ph6i dn d.0 dO/ng thông phu 
thut din (khong bao gm) d truyn dOng din RE dn vj tn phu thut; Ngoài ra, no có th ducic dung d lam 
nóng dAu din circ (d6t din). 

(A mains electricity (AC-powered) device designed to generate radio-frequency (RF) electrical current used to 
create heat via an electrode(s) in a precise location, at a controlled temperature, for focal ablation of non-cardiac 
tissues (e.g., non-cardiac nerves, tumours, precancerous tissue); it may be intended for coagulation however it is 
not intended for electrosurgical cutting. The generator connects via a delivery cable to an electrosurgical ablation 
probe/catheter (not included) to transmit the RE electrical current to the operative site; it might additionally be 
intended to heat an electrode tip (electrocautery).) 
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87 35852 May phá rung tim 
mt bung 

(Single-chamber 
im lantable 
defibrillator) 

May to xung cy ghép (IPG) có h th6ng nhn d.ng nhjp tim, d phân tIch din tarn d6 (ECG), nhm cung cAp 
(cac) xung din d khlr rung tim (khôi phic nhjp tim binh thu&ig) hoc lam chm nhjp tim nhanh và thuing lam 
tang nhjp tim chm. NO ducic cAy vào vl frI dung tüi ben duài da ngxc hoc bmg cüa bnh nhãn và ducic kt nôi 
vâi (cac) day dn dugc dt ben trong hoc trên mt bung tim (thu.ing là tam thAt phãi) dê theo döi ECG và t%i dng 
truyn xung din. No cO phi ben trong cung cAp nãng hrcing cho qua trInh phong din; nO thtr&ng ducic bi& dn thu 
mt may khlr rung tim cAy ghep tir dng (AICD). 

(An implantable pulse generator (IPG) with a cardiac rhythm recognition system, to analyse an 
electrocardiogram (ECG), intended to deliver an electrical impulse(s) to defibrillate the heart (restore normal 
rhythm) or slow a rapid heart rate, and typically to pace a slow heart rate. It is implanted in a pouch beneath the 
skin of the patient's chest or abdomen and has connected a lead(s) that are positioned inside or on one heart chamber 
(typically right ventricle) to monitor the ECG and to automatically deliver the electrical impulse. It has internal 
batteries that provide the energy for the discharges; it is commonly known as an automatic implantable cardioverter-
defibrillator (AICD).) 

88 47267 May to nhp tim mOt 
buong CO dáp 1mg tn 

s 

(Single-chamber 
implantable 

pacemaler rate- 
responsive) 

Mt thi& bj chay bng pin bao gm mt may to xung cO vO kin, dtrcic cAy ben duâi da ngrc trong mt tüi ducic 
to ra bang phu thuat, vOi mt day dn to nhjp dt ben trong hoc ben trên mOt  bung ci'ia tim (tam nhi hoc tam 
thAt phài). May cO miic dIch tao ra và dn các xung din dn mt trái tim hot dng không binh thuing d diu 
chinh tc d co bóp cUa tim nhim dáp 1mg thu cAu hru hxçing máu tang len elm cci th do qua trInh hoat dng. May 
chlra mt hoc nhiu cam bin d phát hin nhftng thay di trong ca th (vI dii thu chuyn dng, tn s6 thi) d 
then bit khi nao c th cn nhiu oxy hcm và sau dO tang tc d nhjp dp cm tim; may không nhm m'ic dIch 
cung cAp lieu pháp khlr rung tim. 

(A battery-powered device consisting of a hermetically-sealed pulse generator, implanted beneath the skin of the 
chest in a surgically-created pocket, with a pacing lead in or on one chamber of the heart (right atrium or ventricle). 
It is intended to generate and conduct electrical impulses to an abnormal heart to adjust its rate of contraction to 
meet the body's increased need for blood flow due to activity. It contains one or more sensors to detect changes in 
the body (e.g., motion, breathing frequency) to indicate more oxygen is needed, and subsequently increases the 
pacing rate; it is not intended to provide defibrillation therapy.) 

89 35375 Van khóa Mt van da nang duçic sIr thing d diu chinh huâng cIra dông chAt lông hoc kM. No thtthng duçic lam bang 4t 
lieu bin, vi du: nha vã/hoc kim loi và cO th ducrc sIr dmg cho nhiu mic dIch chung. Là thit bi sIr d%Ing mt n, 
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(Stopcock) (A general-purpose valve that is used to regulate the direction of a liquid or a gas flow. It is typically constructed 
of a durable material, e.g., plastic and/or metal, and may be used for a variety of general-purpose uses. This is a 
single-use device.) 

90 35854 Catheter tao  nhjp tam 
th&i có bong 

(Temporary cardiac 
pacing balloon 

catheter) 

Mt 6ng mm vô trüng dAu có bong duc,c thit k d cung cp các kich thfch tao  nhip tam thii cho tim; ng nay 
có th phát hin các tin hiu din sinh hQc tr tim. Bong duçic sii ding trong tam nhT và/hoc tam tht và có các din 
circ thumg ducic ap vao tam that và kát nii vth may diu hôa nhp tim ben ngoài d tao ra các xung din tao  nhip. 
Bong cO th là don crc hoAc lueing cijc và tao thun lcii cho vic hin thj các tin hiu din tam d& Ong duçic sr 
ding: 1) trong tnthng hçip khn cp khi nhp tim chm hoc vô tam thu cho dn khi có th c.y may tao  nhjp tim d 
kim soát nhjp tim; 2) trong vàJhoc sau phu thut hoc 3) trong khi dt 6ng thông tim [VI dw ki&n tra din sinh 
l (EP)]. Là thit bj sü ding mt lan. 

(A sterile, flexible, balloon-tipped, tube designed to deliver temporary pacing stimuli to the heart; it may detect 
bioelectric signals from the heart. It is used in the atria and/or ventricles and has electrodes which are usually applied 
to the ventricles and connect to an external pacemaker that generates the electrical pacing impulses. It may be 
unipolar or bipolar and facilitate the display of electrocardiographic signals. It is used: 1) in an emergency during 
bradycardia or asystole until a pacemaker can be implanted to control the heart rate; 2) during and/or after surgery; 
or 3) during cardiac catheterization [e.g., electrophysiological (EP) examinations]. 1'his is a single-use device.) 

91 58173 Ong thông hut huy& 
khM 

(Thrombectomy 
suction catheter) 

Mt ng mm vo trüng duçic thMt k d di qua da, xuyên qua lông mach  và loai bO cic rnáu dông (nhix huyt 
khi hoc thuyên tc huyt kMi) hoc cac yu t6 hinh thành khác gay tc nghn mach  trong các mach  máu tr nhiên 
va các mach  rnáu duc dt stent, ming ghep mach  máu tr nhiên và tng hçp vã/hoc các ming ghép can thip d 
chy then  than  tao,  thông qua lrc hiit (hut) thu?mg dat  duçc bng cách sr d%ing (các) 6ng tiêm di kern gan vao dâu 
gn cUa 6ng thông hoc kt n6i vài h thng born hut chuyên d%Ing. GiO thu git ctng cO th ducc sü dmg nhm 
ly rnu máu dA 19c d phãn tich. Là thi& bj sir ding mt ln. 

(A sterile flexible tube designed for the percutaneous, transluminal disruption and removal of clotted blood (i.e., 
a thrombus or thromboembolus) or other formed elements causing vascular obstruction in native and stented blood 
vessels, native and synthetic bypass grafts, and/or haemodialysis access grafts, through suction (aspiration) typically 
achieved with the use of an included syringe(s) attached to the proximal end of the catheter, or connection to a 
dedicated suction pump system. Collection baskets may also be included to obtain filtered blood specimens for 
analyses. This is a single-use device.) 
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92 61779 Ding ci 1y huyt 
kh6i 

(Thrombectomy wire- 
net) 

Mt thi& bj ducc thit k d dua qua da vào mach  máu (mach vành, ngoai vi và/hoc ni s) thông qua mt ng 
thông ni mach  thIch hqp (không bao gm) d loai bO máu dông (nghTa là huyt khi hoc huyt kh6i thuyên tic) 
hoc các yu t6 hInh thành khác gay tc nghn mach  máu. COn duc gQi là ding ci thu hi stent, nO bao gm mt 
krài day ging nhir stent mei rng d.rcc kt n6i vci mt day c1y chü yu nhm kep và loai bO thuyên tc/huyt kh6i; 
trong mt s6 trung hcrp, tái thông mach  máu cO th dt &rcic thông qua vic diu chinh li huyt kMi. Là thit bj 
sIr dmg mt lan. 

(A device intended to be percutaneously introduced into the vasculature (coronary, peripheral and/or intracranial) 
through an appropriate intravascular catheter (not included) for the removal of clotted blood (i.e., a thrombus or 
thromboembolus) or other formed elements causing vascular obstruction. Also referred to as a stent retriever, it 
consists of an expanding, stent-like wire net connected to a pusher wire primarily intended to grip and remove the 
emboli/thrombi; in some cases revascularization may be achieved through thrombus reorientation. This is a single-
use device.) 

93 36273 May phát cüa dao 
siêu am 

(Ultrasonic surgical 
system generator) 

MOt b phn chay bang din cUa h th6ng phu thut sieu am nhm tao  ra dOng ctin thn s6 cao, thumg thrcyc b6 
trI trong tay cAm, dOng din nay duqc chuyn d6i thành dao dng siêu am d phãn mânh các th bào mô cling vWhoc 
mô mm khi tip xIrc vâi dAu rung. NO dtrcc sIr dmg trong nhiu linh vrc phu thut khác nhau (vI d ni soi 
khp, phii khoa, phu thut thAn kinh, phu thuat tái to nha khoa/sç ham); no không dành riêng cho các 1mg ding 
nha khoa. NO cung cp các chlrc näng diu khin và giám sat cho dao siêu am trong su6t quy trinh và thrOng diêu 
chinh näng hrcnig cho h thong thông qua cong tc chãn; cO th bao gm chlrc nAng hlit 

(An electrically-powered component of an ultrasonic surgical system intended to generate a high frequency 
electrical current that is converted, typically within a handpiece, into an ultrasonic oscillation to fragment hard 
and/or soft tissue cells upon contact with a vibrating tip. It is used in a variety of surgical disciplines (e.g., 
arthroscopy, gynaecology, neurosurgery, dental! craniomaxillofacial reconstructive surgery); it is not dedicated to 
dental applications. It provides the controls and monitoring functions for the system during the procedure, and 
typically regulates energy to the system via a foot-switch; integrated suction/aspiration function may be included.) 

94 58865 Bô mO dtrOng vào 
mach máu 

Mt tp hcip các thit bj xâm ln, vo tr1mg, không th cAy ghep nhAm mic dIch can thip mach  máu qua da d 
cho phép dira catheter (không di kern) vào h thing mach  máu. Thit bj bao gm mt ng thông mO thrmg mOng, 
dai, không th diu khin duxc vài mt que nong trong và thrOng là mt (các) thi& bj can thip phii trçi [vi dii nhu 

bvdhytb.vt_Van th
u Benh vien

 D
ai 

Hoc Y
 Thai 

Binh_21/10/2024 13:24:06



130 

STT 
Ma 

Danh pháp 
Ten thit bj y t 
(Medical device) 

Djnh nghia danh pháp Thit hi y t 
(Definition of Medical device nomenclature) 

(Vascular catheter 
introduction set, 
nonimplantable) 

day dan, kim mO c1umg, 6ng tiêm, que nong b sung] cO th bao gm mOt  van cm máu d cm máu, thuing là d 
cho phép can thip dng mach. Là thit bj si'r ding mt lan. 

(A collection of sterile, nonimplantable, invasive devices intended to provide percutaneous vascular access to 
enable introduction of a catheter (not included) into the vascular system. It includes a non-steerable introducer 
sheath with an inner obturator/dilator, and typically an additional access device(s) [e.g., guidewire, introducer 
needle, syringe, additional dilators] which may include a haemostatic valve to control blood loss, usually to enable 
arterial access. This is a single-use device.) 

95 64885 Ong thông can thp 
n& del 

(Vascular guide- 
catheter extension) 

Mt 6ng mm duçc thit k d kéo dài chiu dài cüa 6ng thông dn hixâng mach  máu trong qua trInh xuyên qua 
da và dat thit bj chn doán/can thip vi d dày dn tao  nhp, ng thông nong bong) trong mach  vành  hc*c mach 
máu ngoi vi. No ducxc thiét k d thra vào qua lông cüa &lg thông dn hmrng và bao gm mt tay cm gn và tric 
phãn ph6i duçic kt ni vci mt ng kéo dài & phia xa. Là thi& bj sü dimg mt lan. 

(A flexible tube designed to extend the length of a vascular guide-catheter during percutaneous transluminal 
passage and placement of a diagnostic/interventional device (e.g., pacing lead, balloon dilatation catheter) within 
either the coronary or peripheral vasculature. It is intended to be inserted through the lumen of the guide-catheter, 
and includes a proximal handle and delivery shaft connected to a distal catheter-extending tube. This is a single-
use device.) 

96 17846 Ong thông dn throng 
trong mach  máu 

(Vascular guide- 
catheter single-use) 

Mt ng mm thrcrc thit k d sü ding cho vic lun qua da và dt catheter chn doán/can thip, day dn (vi 
dw day dn tao  nhjp, bong nong mach)  hoc dày dn qua (các) lông cüa no, trong h thng mach  máu. NO có th 
cüng hoäc mm, không diu khin thrcrc hoc diu khin duçrc, mt hoc nhiu 1 thông và phn xa có th cO nhiu 
hlnh dng ducc tao  sn (vi d%I: thng, gy khüc con cu). NO không dixc dung d tiêm truyn, không dung d can 
thip các mach  nhO siêu chQn lQc va không bao gm kim xuyên vách. NO cO th bao gm mOt  b m& thrOng qua da 
ding mt ln hoc các din crc quan sat trLlc. Là thi& bj sü dung mt in. 

(A flexible tube intended to be used for the percutaneous transluminal passage and placement of a 
diagnostic/interventional catheter, lead (e.g., pacing lead, balloon dilatation catheter), or guidewire through its 
lumen(s), within the vascular system. It may be rigid or flexible, non-steerable or steerable, single or multiple 
lumen(s), and the distal section can have a variety of preformed shapes (e.g., straight, hockey stick). It is not 
intended solely for infusion, is not intended to access superselective small vessels, and does not include a transseptl 
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STT 
Ma 

Danh pháp 

.h • Ten thiet bi y te 
(Medical device) 

. - - .& • Dinh nghia danh phap Thiet b y te 
(Definition of Medical device nomenclature) 

needle. It may include a disposable percutaneous introduction set or shaft visualization electrodes. This is a single-
use device.) 

97 10691 Vi ng thông can 
thip mach  máu 

(Vascular 
microcatheter) 

Mt 6ng linh hoat, dithng kInh nhO, dcm nông, vo trüng ducyc thiM k d truyn cht lông có kim soát (vi dw 
thu6c tan huyt khi, chAt can quang ch.n doán) vào các mach  nhô siêu ch9n 19c (bao gm câ mach  vành  nOi  sp, 
ngoai vi hoc maóh  vành bj tic) d chi,ip dng macWdiu  trj, ià thtrng cüng dmg d diiza các thik bj (vI li: cAy 
ghép gay tc mach,  day dn dtrông) vào các mach  quanh co hoc xuyên qua các tn thuong chit hçp. NO có th bao 
g6m môt du do siêu am, môt cam bin nhiêt và môt l d dt day dn nm a Mu xa. Day không phãi là mt 6ng 
thông dn duing (tlrc là không nhm miic dIch dua các 6ng thông hoAc day dn diu trj khác t4rc tiêp qua lông cüa 
nO). Là thit bj sü ding mt ln. 

(A sterile, small-diameter, single-lumen, flexible tube designed for the controlled infusion of fluids (e.g., 
thrombolytics, diagnostic contrast media) into superselective small vessels (including intracranial, peripheral, or 
occluded coronary vasculature) for angiography/treatment, and typically also for the delivery of devices (e.g., 
embolization implants, guidewires) into tortuous vessels or across tight lesions. It may include an ultrasound 
transducer, a thermal sensor, and a hole for guidewire placement located at the distal tip. It is not a guide-catheter 
(i.e., is not intended to deliver other catheters or therapeutic leads directly through its lumen). This is a single-use 
device.) 

98 44864 Lithi bc tinh mach 
chñ, tam  thii/vinh 

vin 

(Vena cava filter 
temporary/permanent) 

Môt thit bj nhm mJ1c dIch cAy ghep vào tTnh mach  chü duài (IVC) d ngän ngira thuyên tc phôi (PE) NO Co 
th ducic dt tam  thOi hoc cAy ghep vinh vi&i. NO cO nhiu kIch thuic khác nhau, khi giân na sê barn cht vào 
thành tTnh mach  chü d dam dam djnh v và sr 6n djiih. No duçxc ding d gut các ciic máu dông trong khi vn duy 
tn sr n djnh cüa tTnh mach  chü. No ducic lam bang hçip kim kim 1oi (vi dii: Titan, Niken-titan) và có thi& k giàn 
no khac nhau (VI di: Hlnh non, hmnh ri). Là thit bj sü diing mt lan. 

(A vascular device intended to be percutaneously implanted in the inferior vena cava (IVC) to prevent pulmonary 
embolism (PE); it can be retrieved before a threshold period or remain as a permanent implant after the period. It 
achieves its unconstrained diameter upon deployment in the IVC and imparts an outward radial force on the luminal 
surface of the vena cava to ensure proper positioning and stability. It is designed for blood clot capture while 
maintaining caval patency. It is made of metal alloys [e.g., stainless steel, titanium (Ti), nickel-titanium alloy 

(Nitinol)] and is available in various self-expanding designs (e.g., conical, basket). This is a single-use device.) 
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