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QUYET PINH

Vé viée ban hanh Danh muc B{ danh phap thiét bi y té nim 2023

BQ TRUONG BQ Y TE

Can cu Nghi dinh 56 95/2022/NP-CP ngay 15 rhang 11 nam 2022 cua Chinh
phii vé viée Quy dinh, chie ndng, nhiém vu, quyén han va co cdu té chirc cuia Bo Y té;

Can cik Nghi dinh s6 98/2021/ND-CP ngay 08 théng 11 nam 2021 cia Chinh
phuvé quan 1y thiét bi y té;

Can cir Nghi dinh 56 07/2023/ND-CP ngay 03 thang 3 nam 2023 cua Chinh phu
swa doi, bo sung mot 5O ' diéu clia Nghi dinh so 98/2021/ND-CP ngay 08 thang 11 ndm
2021 ciua Chinh phii vé quan Iy thiét bi y té;

Can cit Nghi dinh sq 96/2023/ND-CP ngay 30 thang 12 nam 2023 cua Chinh
phu quy dinh chi tiét mot sé diéu czia Ludt Kham bénh, chita bénh;

Can cit Két ludgn thanh tra s6 1066/KL-TTP ngay 15 thang 11 nam 2022 cua
Thanh tra Chinh phu vé viéc mua sdm trang thiét bi, vt tw Yy té, sinh phém, kit xét
nghiém, vdc xin, thuoc phong, chong dich Covid-19 tai B6 Y té;

Cén cir Ké hoach s6 456/KH-BYT ngay 03 thang 4 ndm 2023 cia BY Y té xdy
dung Bo danh phap thiét bi y té nam 2023.

Theo dé nghi cua Cuc Co so ha tcfng va Thiét bi y té tai phiéu trinh s6 331/HTTB-
DKKD ngay 10/10/2024.

QUYET PINH:
Piéu 1. Ban hanh kém theo Quyét dinh nay: “Danh muc B danh phép thiét bi y té
nam 2023.”

Piéu 2. Viéc sir dung B danh phap thiét bi ¥ té dugc ap dung tai cic co so y té
va doanh nghiép san xuét, kinh doanh thiét bj y té.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Cac ong, ba: Chanh Van phong Bg; Chanh Thanh tra B§; Cuc truong Cuc
Co s& ha tang va Thiét bi y t& va Thi truéng cac don vi ¢6 lién quan chiu trach nhiém
thi hanh Quyét dinh néy.f./?/

Noi nhan:
- Nhu Diéu 4; BO TRUONG

- Bo trudng (dé blc);

- Céc /e Thir trudng;

-S&'Y té cac tinh, thanh phé;

- Céc don vi thudc va truc thude Bo Y té;

-'Y té cac nganh;

- Hoi thiét b y té Viét Nam;

- Cac doanh nghiép san xuét, mua béan thiét bj y té;
- Luu: VT, HTTB.
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phiic

DANH MUC
BO DANH PHAP THIET BI Y TE NAM 2023

(Ban hanh kém theo Quyét dinh s6 3107 /OD-BYT ngay 21 /10 /2024 ciia Bé Y t6)

S Ma Tén thiét biy té Dinh nghia danh phap Thiét bi y té

L Danh phip (Medical device) (Definition of Medical device nomenclature)

I | Thiét bi chin do4n hinh dnh

1 16604 Bong phat tia X Mot thanh phan c6 thé thay thé clia hé théng X-Quang chén doan y khoa hodc nha khoa, hoic diéu tri bao gdm

(X-ray system tube) mot bf'mg Phét tia (mot bao’ thﬁ'y t'%nh baq qua-nh 1}16t day téc, anode, cathode trong chén khong, va mdt bé mit chung

cho két n6i dién) duoc thiét ké dé chuyén d6i dau vao la nang lugng dién thanh dau ra l1a ning luong tia X. Day la
thanh phin ctia hé théng X-Quang cung cip ngudn electron chuyén dong tu do, mdt phuong tién dua cac electron
chuyén déng & téc do cao, va cung cip mét luc khién ching dot ngdt déi huéng din dén tao ra tia X. Bao gdm cac
thiét ké dugc goi 1a bong phong khi cathode lanh, bong anode cé dinh, béng anode xoay, béng thay déi 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 luong Mot dng mém dugce chi dinh dung dé dua vao 1ong mach mau dé xac dinh tdc do dong mau bang cach do su thay
mau, Doppler d6i tan sb siéu 4m giira tin hiéu truyén va tin hiéu phan xa (nguyén ly Doppler). N6 thudmg ¢6 mét tinh thé gdm

(Blood flowmeter du‘qc gin & hogc gé‘m déu Xa cta n6 6 kha nang truyén va nhén tin hiéu siéu 4m [tan sb 20 megahertz (MHz) la

catheter, Doppler) dién hinh]. Dau gan duoc két noi vai don vi do Iuu lwgng mau Doppler 1a noi cac phép do dugc hién thi. N6 thuong
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STT

Ma
Danh phap

Tén thiét bi y té
(Medical device)

Pinh nghia danh phap Thiét biy té
(Definition of Medical device nomenclature)

duge sir dung dé do huyét dong dong mach vanh (vi du téc d6 dong mau trung binh mau va dinh) trong cac thu
thudt dong mach vanh. La thiét bi sir dung mot lan.

(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.)

31828

Thiét bi can chinh
chum tia cua hé thong
X-Quang nha khoa
(Dental x-ray system

beam alignment
device)

Mét thiét bi co hoc dugc sir dung dé hd tro va dinh vi phim X-Quang nha khoa va dung 1am huéng dan cho viéc
cin chinh vat 1y phit hop ciia bong phat tia X véi phim X-Quang nha khoa di dugc dinh vi trong quy trinh chén
doan hinh anh X-Quang nha khoa. Tty thudc vao thiét ké cua thiét bi, né c6 thé duoc sir dung nhu mot huéng dan
cho hé théng X-Quang nha khoa trong miéng ho#ic ngoai miéng.

(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.)

32517

Hé thong X-Quang
nha khoa di dong
chup ngoai khoang
miéng, k¥ thuét tuong
tu

(Mobile extraoral
dental x-ray system,
analogue)

Hé théng X-Quang chdn do4n nha khoa di dong (c6 banh xe) dugc thiét ké dé tao ra va kiém soat cac cham tia
X. N6 ghi nhén kiéu hip thu chim tia X dugc sir dung cho céc kiém tra véi muc dich chung, thuong quy, chup X-
Quang trong nha khoa lién quan dén chan doan va diéu tri (vi dy, phdu thuat hodc can thiép) cdc bénh vé ring, ham
va ciu triic khoang miéng. Cam bién duoc dit bén ngoai khoang miéng, muc dich 14 d thu nhén toan b hinh anh
ving khoang miéng, bao gdm rang va xuong ham & ca hai ham: ham trén va ham duéi. Hinh anh thu nhan dugc
trén phim hodc tim 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.)

33109

Hé théng X-Quang
nha khoa di dong

Hé théng X-Quang chén dodn nha khoa luu ddng (c6 banh xe) dugc thiét ké dé tao ra va kiém soat cac chum tia

X. Né ghi nhan kiéu hip thu chum tia X dugc sir dung cho cdc kiém tra véi muc dich chung, thuong quy, chup X-D/
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(Medical device)

Pinh nghia danh phéip Thiét bi y té
(Definition of Medical device nomenclature)

chup trong khoang
miéng, k§ thuat sb

(Mobile intraoral
dental X-ray system,
digital)

Quang trong nha khoa lién quan dén chin doan va diéu tri (vi du, phiu thudt hodc can thiép) cic bénh vé ring, ham
va céu tric khoang miéng. Cam bién dugc dit bén trong khoang miéng, muc dich 13 dé thu nhén hinh anh giéi han

| ctia mot viing khoang miéng, bao gbm ring va xwong ham. Dir liéu 14 hinh anh cta ky thudt chuyén déi tuong tu -

s6 hoac bang hinh anh k¥ thuit sb.

(A mobilé (on wheels) diagnostic dental x-ray system designed to generate and control x-ray bearms. 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.)

i

33136

Bo chuén truc cta hé
théng X-Quang chin
doan diéu khién khau
do tw dong
(Automatic-aperture-
control diagnostic X-
ray system
collimator)

MGt thiét bi chin do4n, tiéu chuin dé dinh hinh va gi¢i han chim tia X bao gdm co ché tu dong diéu khién dong
co man trap. N6 duoc thiét ké dé diéu chinh man trap sao cho hinh dang chum tia X khép véi kich thuée cia cudn
phim trong gia d& va duoc gin vao cdng thoat chiim tia ctia vo bao bong phét tia hé théng X-Quang chin doan. N6
thuong bao gdm maot thiét bi dinh tdm anh sang dugc sir dung dé chiéu truong 4nh sang 1én bénh nhén trung véi
chiim tia X nhim t4p trung bong phét tia trén cudn phim. N6 duoc sir dung dé han ché anh huéng ctia birc xa phin
tan dén chét lugng hinh anh va bao vé bénh nhan bi‘mg cach loai bo su phat tia dén cac vung co thé khong phai muc
tiéu. ]

(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.)

34040

Hé théng Doppler thai
nhi

(Foetal Doppler
system)

Thiét bi di dong, cim tay, chay béng pin bao gdm mdt bd phan do luong va hién thi va mot dhu do gén lién hoic
cac dau do c6 thé hoan ddi cho nhau dugc thiét ké dé phét hién nhip dap cua tim thai mét cach khong x4m l4n bing
cong nghé siéu am/Doppler. Nhip tim thudng duoc truyén dat mdt cach rd rang thong qua thiét bi do / hién thi va dau
do gan lién st dung trén bé mat bung cia phu nit mang thai. Thiét bi hd tro x4c dinh kha ning séng cua thai nhi.

i
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- Ma Tén thiét bi y té Pinh nghia danh phap Thiét biy té
Danh phap (Medical device) (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 Bo phan kiém soét Kiém soat phat tia tr dong 1a mdt hé thng phu dwoc didu khién bing phian mém hodc dién tir cia hé théng X-
phét tia tw dong cia | Quang chén do4n, né theo ddi tu déng chum tia X truyén qua bd phan co thé bénh nhan dang duoc kiém tra va
hé théng X-Quang | chém durt phat tia khi da dugc nhén di luong birc xa dé tao ra mot hinh anh X-Quang c6 mat do can thiét.
(X-ray system (An automatic exposure control is a software- or electronically controlled sub-system of a diagnostic x-ray
automatic exposure | System that automatically monitors the beam of x-rays transmitted through the part of the patient's body being
control) 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 Bo phén ghi hinh Mot té hop thiét bi 1a thanh phén cta hé théng X-Quang huynh quang va dugce thiét ké dic biét dé hién thi hinh
video ctia hé thong X- | anh tia X thoi glan thyre. Thuong duoc goi la chudi hinh anh X- -Quang. Bao gém mot may quay phim [dya trén thé
Quang huynh quang | ma hda hoic 6 ong cam bién hinh anh], bo tao tin hiéu video va hé théng cap duge sir dung dé chuyén dbi hinh anh
(Fluoroscopic x-ray tu?'ng ‘ti,l' du:(gc la}.r tI:l' 101? két qua dz-lu l'fl cuaj b tang cuong hinh zanh X-Quang va f‘l‘e hién thi n6 trén mot hodic nhiéu
system video image man hinh hién thi hinh anh [don vi hién thi tryc quan (VDU)] dé xem ngay 14p tirc.
recording unit) (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 Thiét bi déng bd ca Thiét bi theo dai cac thong s6 sinh Iy dugc sir dung nhu mot thanh phén cta hé théng chin doén hinh anh cong

hé thong chup cong
hudng tir

(MRI system
synchronizer)

hudng tir (MRI) tao ra tin hiéu cho phép dong bd héa théng tin hinh anh hodc dir liéu véi mot thong sb sinh 1y ¢o
thé do dugc, vi du: s bit ddu cua chu ky hdé hip hodc chu ky tim. Thiét bi chu yéu dugc sir dung cho muc dich
giam thiéu yéu t6 gay nhiéu ho#ic ning cao ty 1é tin hiéu trén nhiéu trong céc tmg dung MRI chan doan dong hoic

thoi gian thue khac nhau. Thiét bi dbi khi dwoc goi la phu kién hodc b kich hoat hinh anh c6 kiém soat. V
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S5 Mi Tén thiét biy té Pinh nghia danh phap Thiét bi y té
Danh phap (Medical device) (Definition 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 T4m phéng dai ctia hé Mot thiét bi 1a mot thanh phin ctia hé thdng X-Quang chin doan nhii anh dugc thiét ké nhu mét tim thiu xa, khi
théng X-Quang nhii | duoc dat gifta vii va cudn phim hoc b ghi nhan hinh anh, dugc dung dé cung cip khoang cach, ciing véi hiéu biét

anh vé tiéu diém bong phat tia X, c6 thé duoc dung dé tao ra hinh 4nh X-Quang phéng dai.
(Mammographic x- (A device which is a component of a diagnostic mammographic x-ray system designed as a radiolucent plate
ray system that, when placed between the breast and the film cassette or image receptor, is used to provide spacing that, along

magnification plate) with knowledge of the x-ray tube focal spot, can be used to produce a magnified x-ray image.)

12, 36513 B phén sinh thiét Mot thiét bi chi c6 thé dap tmg muc dich ctia n6 khi duoc sir dung ciing v&i va ning cao chirc ning ctia hé théng
#* dinh vi clia hé théng | X-Quang chén do4n nhii anh. Puoc sir dung dé chup hai nhii anh tir hai géc d6 khéc nhau. Trén co s& hinh anh 1ap
# X-Quang nhii anh thé nay, c6 thé xac dinh chinh xéc vi tri ctia ton thuong v va s& ldy mAu té bao cua tén thuong nay. Thiét bi hodc

(Mammographic x- k§ thuét nay c6 thé duge tich hop sin trong mdt s6 hé théng X-Quang chin doén dé chup nhii anh.
ray system (A device that can only fulfil its purpose when used together with and enhance the function of a diagnostic
stereotactic unit) | 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 B6 phén thu hdi khi Mot thanh phan clia hé théng chin doan hinh anh cong huong tir (MRI) duoc thiét ké dé tai tao va thu hdi céc
ctia hé théng cong | khi da sir dung, vi dy, heli (He) hoc nito (N2), di duoc sir dung trong qué trinh hoat dong ctia hé théng MRI 1am
huong tir mat nhanh.

(MRI system gas
recovery unit)

(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 MRI systems.)

A




- Mi Tén thiét biy té Pinh nghia danh phap Thiét bi y té
Danh phiap | (Medical device) (Definition of Medical device nomenclature)
14 36521 B0 phén thu phat RF M6t thanh phén hodc cum céc by phén phu cia hé théng chin doan hinh anh cong hudng tir (MRI) duge thiét
ctia hé théng cong | ké @ truyén va/hodc nhéan séng tan sb vo tuyén (RF) trong céc tmg dung chup cong hudng tir va quang phd.
huong tir (A component or subassembly of a diagnostic magnetic resonance imaging (MRI) system that is designed to
(MRI system transmit and/or receive radio-frequency (RF) waves during MRI and spectroscopy applications.)
generator, radio- -
frequency)
15 36589 Cong tic cao ap ciia Mot thiét bj dugc sir dung véi méy phat tia X mot pha hodc nhidu pha duoe sir dung dé bét va tit dong dién trong
hé thong X-Quang | bong phat tia X. Cong tic co hoc ludn duoc ndi véi phia dién ap thip (so céip) ciia mach cao ap. Cong téc dién tir,
(X-ray system high vi du thy.ran‘on, duc;rc thiét kfé nhu mét triode c!n’ra day khi c6 ch}’IC ning nhu mdt cong tic diép tir va duoce di%u
voltage switch) khién boi mét bo dérp thoi gian dién tir. Cong tdc nay cling bao gom céc thyratron ¢ trang thai ran, vi du, cong tac
hoac bd chinh luwu diéu khién 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 B6 phén 1am mat Mot thanh phén ctia hé théng MRI hoic hé théng X-Quang chén doan / diéu tri dugc thiét ké dé 1am mét cudn
cufn chénh tir cia h¢ | gradient hodc bong phét tia X trong qua trinh van hanh. N6 thudng tich hop (cac) quat va/hodc (cac) may bom va
théng cong huong | ¢6 thé sir dung khong khi va/hodc nude dé lam mat cac cudn ddy hodc diu trong vo bao bong phat tia X.
tir/bong phat tia ctia (A component of an MRI or diagnostic/therapeutic x-ray system that is designed to cool gradient coils or an x-
hé théng X-Quang | ray tube during operation. It typically incorporates a fan(s) and/or pump(s) and may use air and/or water to cool the
(MRI system coil/ X- coils or oil in the x-ray tube housing.)
ray system tube

cooling unit)
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— Ma Tén thiét biy té Pinh nghia danh phap Thiét bi y té
Danh phap (Medical device) (Definition of Medical device nomenclature)

17 36593 Cum anode quay cua .a'mot thanh phén cia bong phat tia X, bao gdm mot bd phan lam quay mét dia lam bing vat liéu vonfram (W)
bong phat tia X cia  [~hodc hop kim cta vonfram véi téc do trén 3000 vong /phut khi bong phat tia X hoat dong. Dia nay duogc dat trong
hé thong X-Quang " | mot khoang chédn khong lam bang thiy tinh. Nang lugng dé tao ra hidu img quay dugc cung cip béi tir truomg tao
(X-ray systetttube | ™2 tir céc cil@n day stato bao quanh c¢d cuia bong phat tia X bén ngoai vé thuy tinh. Co ché nay duoc sir dung trong

rotaing anode céc thict ke b(’)t}g‘phét tia X dé tan nhiét dugc tao ra boi bong phat tia X va cho phép ching chiu dugce nhiét dugce
dssembly) tao ra boi su tiép xtc voi lugng 1om 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
Z 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.)

184 36912 May nén lanh cua hé Mbt thanh phan cta hé théng chup cong hudng tir (MRI) duge sir dung dé chin doan hinh anh hoic quang phd
W théng cong hudng tir | va dugc thiét ké dé duy tri 4p sudt trong cum 1am mat nam chim ctia hé théng nhim giam sy mét khi heli (He) do
# (MRI system bay hoi.

cryostatic (A component of a magnetic resonance imaging (MRI) system used for diagnostic imaging or spectroscopy and
compressor) 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 | Bophianchénhtircia | Bo phén chin doan cta hé théng hinh anh cong hudng tir (MRI) tao ra su chénh léch tir trudng c6 kiém soét

hé thong cng hudng | trong mit phing doc. Py 14 co s& cho viée xdy dung hinh anh.
tur (The diagnostic unit of the magnetic resonance imaging (MRI) system that gives a controlled gradient to the
(MRI system gradient magnetic field in the longitudinal plane. This is the basis for the picture construction.)
unit)
20 36937 Céng van chuyén Ban c6 thé di chuyén khong sir dung dién dugc 1am bing vat liéu sit tir khdng hoat dong (khdng tir tinh) twong
bénh nhan trong | thich v&i méi trudng chup cong hudng tir (MRI) va dugce thiét ké dé van chuyén bénh nhan dén va di tir ban kham
phong chup cong | ctia hé théng MRI. Vi tinh twrong thich, ban nay c6 thé dugc dé an toan trong phong chup MRI trong khi bénh nhan

dang duoc kiém tra.
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S Ma Tén thiét bi y té Pinh nghia danh phép Thiét bi y té
Danh phap (Medical device) (Definition of Medical device nomenclature)
hudng tir, khong dung (A non-powered mobile table that is made of ferromagnetically inactive materials (non-magnetic) to render it
dién _compatible with magnetic resonance imaging (MRI) environment, and that is designed for the transport of the
(MRI system table, patient to and from the examination table in the MRI system. This table can be safely left in the MRI examination
non-poweted) room because of its compatibility, whilst the patient is being examined.)
21 36970 Pau dd cua hé thong Mot thanh phan dugc vin hanh bang tay ctia hé théng siéu 4m mach méu khong xam l4n dung dé dit 1én bé mat
siéu Am mach mau | co thé bénh nhén @ do lwu lwong méu trong mach mau bén dudi bang céng nghé sidu am/Doppler/thdi gian chuyén
khong xdm nhdp | tiép. Thiét bi c6 thé bao gdm ciu hinh bd chuyén dbi don hodc nhiéu thanh phin gitip chuyén dbi dién ap thanh
(Noninvasive vascular chum :cia s'iéu 4m ti tao chuyén dong va luu luong bé{lg dd hgaz thuomg 14 kém theo 4m thanh. Thiét bi c6 sin nhiéu
ultrasound system murc tan sO khac nhau (nhu 4, 5 hodac 8 MHz). La thiét bi co thé tai sir dung.

probe) (A hand-operated component of a noninvasive vascular ultrasound system intended to be placed on the surface
of a patient's body to measure the flow of blood in the underlying vasculature using ultrasonic/Doppler/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 Gia d& bong X- Mot thanh phén ctia hé théng X-Quang (dung hinh chén doan, diéu tri, xa tri) dugc thiét ké dé dat trén san dé
Quang, loai gén san | gin, hd tro va tao thuén loi cho viée dinh vi cum bong phat tia X (khong bao gdm). N6 thudng bao gdm mét gia d&
(Cany system tube véi cic bd diéu khién duge gin tré’n m(:jt tém dé. Cwl_.lm béng phat tia‘X duge gén vao gia va c6 thé di chuyén doc
support, floor theo gia va/hodc nghiéng di. Mot so thiét ké ciing ho trg viée di chuyén va dinh vi by ghi nhén hinh anh (vi du cum

standing) 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 Hé théng tiém chét Mot td hop cac thiét bi duoc thiét ké dé dwa chét can quang qua mot 6ng théng nhé va vao hé théng mach méau
déi quang chup mach, | cho cac thu thuat chup mach (vi du: kiém tra dong mach vanh va dong mach thén, cic mach méu 16n va hé mach
chay bang pin

clia tim, ndo, cdc co quan trong 6 bung va tir chi). Bao gdm bom tiém dién co chay bang ning luong Pin (dong C;'J/
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. M3 Tén thiét bi y té Pinh nghia danh phap Thiét bi y té
Danh phap (Medical device) (Definition of Medical device nomenclature)

(Angiography dién duoc két nbi véi mot truc vit vo tan dé di chuyén mot piston cia dng tiém) véi cac bng tiém c6 kha nang truyén
contrast medium moi trudong co ap suat luu lu(mg va thé tich can thiét cho céc nghlen ctru chup mach, va di dong (vi du: trén bé do
injection system, < | c6 banh xe). Mot s6 loai c6 thé dong bd hoa viée tiém truyén chét can quang vao mach méu v6i chu ky dién tam do
battery-powered) va/hodc may phat tia X.

‘ (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 battery-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

i generator.)

24, | 37604 B phan diéu khién May phat tia X 1a thanh phan khong thé thiéu ciia hé thdng X-Quang chén doan cb dinh, vi du mot hé théng duoc
ﬁ phat tia X ciahé | thiét ké dé van hanh tai mot vi tri c§ dinh trong mét co s& y té hodic xe chup anh di dong. N6 dugc sir dung dé diéu
‘¢ thong X-Quang chin | chinh dién 4p va dong dién nhim cung cp cho béng phét tia X v&i mot mu‘c nang luqng cin thiét dé tao ra chum
4 doan, loai ¢b dinh | tia X c6 dién ap (kV) va dong dién (mA) nhu mong mudn. N6 thuong bao gbm cum diéu khlen (bang diéu khlen)
- (Diagnostic x-ray va cum may bién 4 ap cao thé, hoic 1a bd diéu khién phat tia X véi kiéu mét binh, thiét ké bao gdm bd bién 4p, bd 6n

system generator, ap, bién tan va tu dién phéng nap.
stationary) (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 phan diéu khién Mot méy phét tia X véi céc yéu clu dic biét vé kich thude, trong luong va cong suét giup né phu hop dé sir dung

phat tia X cia hé
théng X-Quang chin
doén, loai di dong

trong hé théng X-Quang luu dong, vi du mot hé théng dugc thiét ké dé diy hodc diéu khién dén céc vi tri khac nhau
trong mét co s& y té. Pugc sit dung dé diéu chinh dién ap va dong dién nhim cung cép cho bong phat tia X mot
ning lugng can thiét dé tao ra chim tia X ¢6 dién ap (kV) va dong dién (mA) nhu mong mudn. N6 bao gdm céc

thiét ké bién 4p, mdy phat dién bién tén va phong dién bang tu dién. Thudng bao gbm cum diéu khién (bang d‘izu/,

Fs
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ST Ma Tén thiét bi y té Pinh nghia danh phap Thiét bi y té
X Danh phap (Medical device) (Definition of Medical device nomenclature)
(Diagnostic x-ray | khién) va cum may bién ap cao thé, hoic la thiét ké bo diéu khién phat tia X kiéu mét binh. B diéu khién phat tia
system generator, | X nay la thanh phin khong thé thiéu cia hé théng X-Quang chén doan luu dong.
mobile) (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 transformer assembly or is
of a mono-tank generator design. This generator is an integral component of a mobile diagnostic x-ray system.)
26 37606 Bo phan diéu khién Mot méy phat tia X voi cac yéu cau dic biét vé kich thude, trong lugng va cong sudt gitip n6 phit hop dé sir dung
phat tia X ciahé | trong hé théng X-Quang di dong, vi du mot hé théng duoc chi dinh dé d& dang théo roi va lip rap lai tai céc vi tri
théng X-Quang chin | khac nhau. Pugc st dung dé diéu chinh dién 4p va dong dién nham cung cip cho béng phét tia X mot ning luong
doén, loai xach tay | can thiét dé tao ra chum tia X c¢6 dién ap (kV) va dong dién (mA) nhu mong mudn. Nhom thiét bi nay duoc thiét
) : ké bao gdm bién ap va bién tAn. My phat tia X di déng thudng bao gdm cum diéu khién (ban diéu khién) va cum
(Diagnostic x-ray o DS g 7Sk . I
system generator, may bién ap cao ap hoac co thiét ké mdy phat tia X kiéu mot binh.
portable) (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 to be 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 B0 phan diéu khién Mot méy phat tia X véi cac yéu cAu dic biét vé kich thudc, trong lugng va cong suat gitip né phit hgp dé sir dung
phat tia X ciahé | trong hé théng X-Quang cAm tay, vi du mt hé théng duge cAm tay trong khi van hanh. Pugc sir dung dé diéu chinh

théng X-Quang chin
doén, loai cAm tay
(Diagnostic x-ray

system generator,
hand-held)

dién 4p va dong dién nham cung cip cho bong phat tia X mot ning lugng can thiét dé tao ra chum tia X c6 dién 4p
(kV) va dong dién (mA) mong mudn. Thiét bi niy bao gdm cac thiét ké bién p va méay phat dién bién tan. Méy
phét dién hé théng X-Quang cAm tay thuong bao gdm cum diéu khién (ban diéu khién) va cum méy bién 4p cao ép,
nhung ciing c6 thé 1a thiét ké may phat dién mot 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 curry

A
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e M3 Tén thiét bi y té Dinh nghia danh phap Thiét biy té
Danh phap (Medical device) (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 37608 Bo phandiéu khién May phat tia X duoc két hop nhu mdt thanh phin khéng thé thiéu cia hé théng X-Quang diéu tri. Pugc sir dung
phattia X ciahé | dé diéu chinh dién 4p va dong dién di vao nhim dé cung cp cho bong phat tia X ning luong cin thiét dé tao ra
thong X-Quang tri | chum tia X c6 dién ap (kV) va dong dién (mA) mong mudn. Thuong bao gdm mdt cum diéu khién, vi du bang diéu
liéu khién, va mét cum may bién ap cao thé, va ciing c6 thé bao gém mét ciu hinh may phat dién mot binh. Nhom thiét

(Therapeutic x-ray bi nay bao gf”)m cac thiét ké bién ap, may phat dién ap 6n dinh va bién tén.
system generator) (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
- i voltage transformer assembly, and will also includes mono-tank configurations. This group of devices includes a

% transformer, constant potential and inverter generator designs.)
23"_‘ 37609 Bo phan chup vii ciia MGt cum thiét bi tao thanh hé thong chn don hinh dnh cng hudng tir (MRI) duge thiét k& danh riéng cho céc
! hé thong cdng hudng | iing dung chup cong hudng tir nhii anh. Hé thong nay bao gdm mot cum nam cham siéu dan cb dinh, di dong hoic
tir, nam cham siéu | c6 thé van chuyén. Cac cdu hinh khung may bao gdm khung kin, m& hodc céc thiét ké c6 thé tiép cén véi bénh nhan
dan khéc. Ngoai viéc tao ra hinh anh cong hudng tir théng thudng, thiét bi c6 thé duoc thiét ké dé do phd tir truong va
(Superconducting- | A€ 9uY trinh chug anh thoi gian thue khéc nhau cin tgﬁét cho céc {mg dung can thigp, didu tri v uph.?iu thudt c6
mignet breast MRI huimg dén‘bén’g cong nhuonghtu Thiét bi thuong bao gdm mot ban ho trg bénh nhan chuyén biét dé dinh vi bénh
system) nhan cho hinh anh tuyén vu téi wu.

(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.)

74
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STT Ma Tén thiét biy té Pinh nghia danh phap Thiét bi y té
Danh phap | (Medical device) (Definition of Medical device nomenclature)

30 37611 B§ phan chup vi cua Hé théng chén doan hinh anh cong hudng tir (MRI) dugce thiét ké danh riéng cho céc ung dung chup cfng hudng
hé thong cong hudng | tir nhii anh. Hé théng nay bao gém mot cum nam cham dién tré duge ¢b dinh, di ddng hodc c6 thé van chuyén. Cac
tir, nam cham dién/trd | cdu hinh khung may bao gfim khung kin, mé hoac cac thiét ké co thé tiép cén voi bénh nhan khac. Ngoai viéc tao

(Resistive-miagnet ra hinh anh cdng hudng tir thﬁpg thu't’mg, thiét bi c6 thé dugc thiét kff: dé do ph6~tir trudng va cac quy trinh chup
breast MRI system) anh thoi gian thl._{c khac nhau can thict cho céc ing dung can thiép, diéu jri va phau thudt c¢6 huéng dan bang r':f_mg
huong tir. Hé thong chup cdng hudng tir vi thuong bao gom mdt ban ho trg bénh nhan chuyén biét dugc thiét ké
dé dinh vi bénh nhén dé c6 hinh anh tuyén vi t6i wu.
(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 imaging procedures 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 Hé théng X-Quang M&t hé théng X-Quang huynh quang k¥ thuat sb, di dong (trong mét trung tdm chén doén hinh anh), ding cho

chup mach mau di
dong, k¥ thuét sb
(Mobile angiographic
X-ray system, digital)

chan doan, dugc thiét ké chuyén biét dé t6i wu hoa kha ning danh gia clia ngudi sir dung vé mat hinh anh va dinh
luong giai phiu va chirc ning cac mach méu cia tim, nfo va céc co quan khac, ciing nhur hé bach huyét. Hé théng
str dung k¥ thuat sb dé chup, hién thi va thao tac hinh anh thoi gian thyue, va con cé kha niang tao mot doan hinh
chiéu huynh quang trén mét ving chup chiéu. Hé théng thudong duoc sir dung két hop véi mot chét can quang
dwong tiém trong cac thu thudt can thiép hodc phiu thuat can sy huéng din cta hinh anh X quang. Hinh anh c6 thé
dugc xem & ca hai ché d6: thoi gian thuc hodc tré.

(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.)

/
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g \% B Tén thiét biy té Pinh nghia danh phap Thiét bi y té
Danh phap (Medical device) (Definition of Medical device nomenclature)
32 37614 Hé théng X-Quang Mot hé théng X-Quang huynh quang, di dong (trong mét trung tim chin do4n hinh anh), ding cho chén doan,
chup mach mau di duoc thiét ké chuyén biét dé t6i uu hoa kha nang dénh gia cua ngudi sir dung vé mit hinh anh va dinh lugng giai
d6ng, k¥ thuat twong | phiu va chirc ning cdc mach mau ciia tim, nfio va cac co quan khac, cling nhw hé bach huyét. Hé théng sir dung k§
tur thuat twong tu hozic chuyén déi tir ky thuat twong tu sang k¥ thuét sé dé chup, hién thi va thao tic hinh 4nh thoi
(Mobile a.ngiographic gian thl:.IC, va cfn: co khé.’l:lﬁn% tao :n('_it’ doan hinh c‘hiéu Euj*nh qumg tl’él:l mé}tﬂvimg ch_uﬁp chi?u. HS: théng th:r{‘mg
w-tay system, dugc su'xdl_mg kejt hop véi mét chat can quang dupmg tiém trong cdc thu, thudt can thiép hodc phaP thuét can su
analogue) hudng dan cta hinh anh X-Quang. Hinh &nh c6 thé dugc xem & ca hai ché d6 thdi gian thuc hodc tré.

(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

s 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
€ format.)

33:;; 37615 Hé théng X-Quang Mot hé théng X-Quang di dong (trong mét trung tdm chin doan hinh 4nh), ding cho chin doén véi tinh nang

huynh quang phu
khoa-tiet niéu, di
dong, k§ thuét so
(Mobile uro-
gynaecological

fluoroscopic x-ray
system, digital)

huynh quang thdi gian thue, dugc thiét ké chuyén biét dé sir dung trong cac thu thuét can thiép hodc phiu thuét tiét
niéu va/hoic phu khoa cé yéu ciu theo d6i hinh anh ving xuong chau theo thoi gian thuc. Hé thong sir dung k¥
thuat s6 dé chup, hién thi va thao tic hinh anh theo théi gian thuc, va con cé kha nang tao mét doan hinh chiéu
huynh quang trén mét ving chup chiéu. Hé théng thudong dugce sir dung trong céc tha thuat can thiép hodc phiu
thuét can sy huéng din cia hinh anh X-Quang. Hinh anh c6 thé dwoc xem & ca hai ché d6 thoi gian thuc hodc tré
va c6 thé bao gdbm cac mirc d6 xir 1y va phan tich hinh anh khac 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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— Ma Tén thiét bi y té Pinh nghia danh phap Thiét bi y té
Danh phiap | (Medical device) (Definition of Medical device nomenclature)

34 37616 Hé thong X-Quang Mot hé théng X-Quang huynh quang, ¢6 dinh, ding cho chin dodn, dugc thiét ké chuyén biét dé ti wu hoa kha
chup mach mau loai_-{ nang danh gia ciia nguoi sir dung vé mit hinh anh va dinh luong giai phau va chirc ning cac mach méau cta tim,
c6 dinh, ky thuat * | nfio va cac co quan khéc, ciing nhw hé bach huyét. Hé théng sir dung k¥ thuét tuong tur hodc chuyén déi tir k§ thuat
tuong ty tuong tu sang ky thuét s6 dé chup, hién thi va thao tac hinh anh thoi gian thuc, va con cé kha niang tao mot doan
S taﬁon'm hinh chi'é'iu‘hujmh quang trén mot ving chup chiéu;< Heé théng thuong duge sir dung ket hop véi mot chit can quang
angiographic x-ray du;brng tiém tro’ng‘céc' thﬁathnu{it can _thiq":p hodc phali thudt can su hudng dan cua hinh anh X-Quang. Hinh anh c6

system, analogue) thé dugc xem & ca hai ché do thoi gian thuc hodc tré.

(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 | Hé théng chup ciit16p |  Mdt su két hop céc thiét bi chup cét 16p vi tinh (CT) dé chin doén sir dung tia X véi mot khung du 16n cho phép

vi tinh toan than
(Full-body CT
system)

chup hinh bat ky phan nao cia co thé. N6 bao gdm céc thiét ké véi mot hodc nhiéu tip hop céc dng tia X hinh vanh
khan c6 dinh va cac dau do dbi dién hodc cac thiét ké c6 (cac) dng tia X va cum déu do ddi dién quay nhanh xung
quanh mét diém truc trung tdm trong khéng gian chup hinh ctia khung. Hé thong c6 thé tao ra cac hinh anh mat cit
ngang (chup cit 16p) hai chiéu va/hoic ba chiéu (3-D), bao gdm chup CT xoén d¢ hoiic cac tmg dung chup hinh dac
biét khéc & nhidu géc khic nhau so v6i vi tri co thé. N6 c6 thé sir dung nhiéu phuong phép k¥ thuét s6 khac nhau
dé thu thap thong tin, tai tao va hién thi hinh anh.

(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.)

A

Y



16

— Ma Tén thiét biy té Pinh nghia danh phap Thiét bi y té
Danh phap (Medical device) (Definition of Medical device nomenclature)

36 37619 Heé théng gidi han La'mdt hé thdng chdn doan X quang cit 16p vi tinh (CT), thiét bi c6 mot khung duge thiét ké dé chi chup giéi
truomg chup cia hé  |-han cho cac tmg dung chup hinh diu va cé va/hodc cac chi. Bao gdm mgt hogc nhiéu ddy hinh vanh khén gén cb
théng cat 16p vi tink | dinh mot bong X quang va cum diu do ndm dbi dién hoac (cac) bong X quang va céc cum ddu do nim dbi dién
(Limited-view-field quay nhan'h xung quanh mf‘)t diém @c Fl:ung tam gitta vung chup va khupg may. Hé thér}g 96 thé tao ra céac hinh

CT.system) anh mat cat ngang (cl}up cat lop) hai chiéu va‘hodc ba clzléu (3-D), pao gom chup CT xoan oc hoac cac lrng dung
chup hinh khéc & nhiéu géc khac nhau so v6i vi tri co thé. N6 c6 thé sir dung nhiéu phuong phap k¥ thuét s6 khac
nhau dé thu thap thong tin, tai tao va hién thi hinh anh.

(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

5 : (tomographic) images, including spiral CT or other imaging applications at multiple specified angles in relation to
2 body position. It may use a variety of digital techniques for information capture, image reconstruction, and display.)
37.| 37621 He théng X-Quang Mot su két hop céc thiét bj dé tao thanh mdt hé théng X-Quang huynh quang téng quét, ¢6 dinh, ding cho chén
G . huynh quang tong | dodn, sir dung k¥ thuét analog hodc chuyén doi analog sang k¥ thudt so thoi gian thuc dé chup, hién thi va thao tac
- quat, ¢b dinh, k§ thuét | hinh anh, duge sir dung trong nhiéu img dung tdng quét c6 yéu ciu chup huynh quang thi gian thuc. Hé thong bao
'F tuong tu gdm céc tinh nang X-Quang mot khu vurc gi6i han (spot-film) cling véi céc tinh ning huynh quang va dugce sir dung
(Stationary uenseal- dé t61 wu hoa kha nang danh gia cta ngudi sir dung vé mat hinh anh va dinh luong giai phau va chirc ning sinh ly

purpose fluoroscopic
X-ray system,
analogue)

clia cac ving co thé muc tiéu khéc nhau & ché do thoi gian thuc. Hé thong thudng duoc sir dung két hop véi mot
chét can quang dudng ubng/tiém. Hinh anh c6 thé dugc xem & c hai ché do thoi gian thuc hodc tré.

(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 Hé théng X-Quang Mot hé théng X-Quang huynh quang tdng quat, di dong (trong mot trung tdm chin doan hinh anh), dung cho
huynh quang tong | chan doan, sir dung C-arm va k¥ thuét trong tir hodic chuyén ddi tir k§ thuét twong tu sang k§ thuét sé theo thoi
quat, di dong, k¥ gian thuc dé chup, hién thi va thao tac hinh anh va duoc thiét ké dé sir dung trong nhidu img dung téng quat ¢6 yéu
thudt tuong tu cdu tinh niing chup huynh quang thoi gian thuc. Hé thng bao gdm tinh nang tao mdt doan hinh chiéu huynh quang
(Mobilé ge n - trén mot vung Chl}pﬁ chiéu va duoc sir dung dé t6i uu héa kha nang danh gia cua nguoi sir d}mg v& mat hinh anh va
purpbse fluoroscopic dil:lh luong giai phau va chfm, nang sinh 1y cﬁa' cac vung co thé muc tiéu khac nhau & ché do thoi gian thuc. Hé
X-ray system, thong thuong duoce sir dung két hgp véi mét chit can quang dudng udng hoic tiém.

analogue) (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 Hé théng X-Quang Mot hé théng X-Quang huynh quang ¢b dinh, diing cho chin doan, dugc thiét ké chuyén biét dé t6i uu hoa kha
chup mach méu ¢d | ning dénh gi4 ctia ngudi sir dung vé mit hinh 4nh va dinh lugng giai phau va chirc ning cdc mach mau cua tim,
dinh, ky thuat s6 | ndo va cac co quan khac, ciing nhu hé bach huyét. Hé théng sir dung k¥ thuat s6 dé chup, hién thi va thao téc hinh
. anh thoi gian thuc, va thudng bao gdm céc tinh ning X-Quang mét khu vuc giéi han (spot-film) cling véi cac tinh

(Stationary " . A A S G Al o B
. . nang huynh quang. Hé thong thuong duogc sir dung két hop véi mét chat can quang dudng tiém trong céc thu thuat
angiographic x-ray s g A i3 > 2 ” i G e . @ g et g
system, digital) can thl.t;p. hodc phau thua} can su huéng dan cua X-Quang hodc chup anh. Hinh anh cé thé dugc xem ¢ ca hai che
do thoi gian thuc hoac tré.

(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 Hé théng X-Quang La m6t hé thdng chin doén X quang di dong (trong mét trung tdm chin doén hinh anh) véi tinh nang chup huynh

huynh quang phu

quang thoi gian thuc, dugc thiét ké chuyén biét dé dé sir dung trong cac thii thudt can thiép hodc phiu thuit tiét nidu M

A
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khoa-tiét niéu, di
dong, k¥ thuat tuong
tu

(Mobile uro-
gynaecological '
flueroscopic x-ray
system, analogue)

va/hoic phu khoa c6 yéu cau theo déi hinh anh viing xuong chéu theo thoi gian thuc. Hé thong str dung k§ thuét
twong tu hoiic chuyén dbi tir k§ thuét tuong tu sang k¥ thuét sé dé chup, hién thi va thao tac hinh 4nh thoi gian thuc,
va con ¢6 kha ning tao mét doan hinh chiéu huynh quang trén mot viing chup chiéu. Hé théng thudng duoc sir
dung trong cac thu thuét can thiép hoic phiu thuat cin su huéng din cia hinh anh X-Quang. Hinh anh c6 thé dugc
xem & ca hai ché do thoi gian thuc hodc tré va c6 thé bao gdm cac mirc d6 xir Iy va phan tich hinh anh khac 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.)

37625

Hé théng do mat do
xuong bing tia X,
mot mirc nang luong
(Bone absorptiometric
X-ray system, single-
energy)

La mot hé thong thiét bi duoc thiét ké d& do mat dé xuong va thuc hién céc tinh toan khac dua trén dit lidu thu
dugc khi stir dung mét nguf")n ning luong photon don. Con duge goi 1a may do mat d6 xuong. Hé théng sir dung
mot dng hodc cic 6ng phat tia X 1am ngudn photon, ngudn photon duoc dat & vi tri thing hang va di chuyén song
song cung véi dau do photon, thudng di chuyén theo mét dudmg thing. Chum tia X song song dugc chiéu true tiép
xuyén qua viing co thé cin do @& phat hién cac sy hép thu khac nhau. Théng tin nay duge sit dung dé tinh todn wdc
lugng mat do khoang cua xuong (lodng xuong), m& dudi da, nguy co giy xuong.

(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

Hé théng X-Quang
chén doan co ban di
ddng, k¥ thudt tuong

tur

Mt su két hop cac thiét bi dé tao thanh mot hé théng X-Quang téng quat di dong, ding cho chin dodn, analog
dugec sir dung trong nhiéu img dung chup X-Quang thudng quy. Dién hinh 12 mét hé théng sir dung phim X-Quang
va k§ thuat analog hogic chuyén ddi analog sang k¥ thuat s dé chup va hién thi hinh anh. Thiét ké di dong cho phép
hé thong hoat dong véi ngudn dién truc tiép hodc bang pin va ngudi van hanh c6 thé van chuyén hoac diy dé ﬁl‘

p,

e
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(Mobile basic
diagnostic x-ray
system, analogue)

chuyén hé théng dén cac vi tri khac nhau trong khuén vién co s& y té. Hé théng thuong duge sir dung dé chup X-

‘Quang tai giudng bénh va chup X-Quang cho céc thi thuét can thiép va trong qua trinh phiu thuat. Hé thong bao

gbm céc cAu hinh md-dun co ban ¢6 thé duoc nang cp. Nhom céc thiét bi nay khong bao gbém céc hé théng c6 cac
tinh ning chup huynh quang va chup cét 16p.

(An assembly of"devices that comprise an analogue general-purpose mobile diagnostic x-ray system used in a
variety of routine 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

Hé théng X-Quang
nguc dé tAm soét sirc
khoe cong ddng
(Thoracic public

health screening x-ray
system)

Mot su két hop céc thiét bi y té duoc thiét ké dé chi su dung cho viéc sang loc X-Quang nguc ctua nhiéu nguoi
trong mot khoang thoi gian ngin. Hé théng thuong cé méot cAu hinh don gian, duge sir dung dé tao ra, didu khién
céc tia X va ghi nhan lai cc kiéu hip thu cia tia X di xuyén qua mét viing co thé muc tiéu. Hé théng con dugc goi
12 hé thng sang loc hang loat, duoc sir dung dé t6i wu héa kha ning ctia ngudi sir dung trong viéc danh gid hinh
anh cua phéi hodc cac co quan khéac ctia ving nguc, st dung cac phuong tién xem va luu trir khac nhau, vi du nhur
phim, gidy, tm tao anh phospho kich thich phat sang, dinh dang k¥ thuat sb hodc video. Hé thng thudng duoc sir
dung dé chup hinh anh trong méi truomg di dong va duoc di chuyén giira cac dia diém khac 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 environment and is moved between different locations
in a van.)

4

37630

Hé théng X-Quang
chup nhii anh c6 dinh,
k¥ thuét tuong tu

Mot sur két hop cac thiét bi duge thiét ké chuyén biét dé cung cAp mot hé thdng X-Quang lip dat ¢ dinh (trong
mdt trung tdm chén do4n hinh anh hoic trong xe luu déng) dé ép va chup hinh anh cta vi. Hé thong chi yéu duge
str dung dé t6i wru héa kha niing ciia ngudi sir dung trong viéc danh gia hinh anh phim X-Quang thé hién giai phau

va chirc niing clia c4c mach mau va mach bach huyét trong v ctia ngudi. Hé théng sir dung k¥ thuét analog hoéc,M

) 2
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Danh phip (Medical device) (Definition of Medical device nomenclature)
(Stationary chuyén dbi analog sang k¥ thuét s6 dé chup va hién thi hinh anh. Hé théng dugc sir dung dé sang loc ung thu vi va
mammographic x-ray | két hop vai viéc dit cac chat danh d4u sinh thiét va sinh thiét dinh vi va thiét bi dinh vi ton thuong duéi sy huéng
system, analogue) din ciia X-Quang.

(An assembly of devices specifically designed to provide a fixed installation (in an imaging facility, or
transportation van) x-ray system 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 and
stereotactic biopsy and lesion localization equipment requiring x-ray guidance.)

45 37631 Hé thong X-Quang Mot su két hop cac thiét bi dé tao thanh mot hé théng X-Quang huynh quang tong quét, di dong d& théo lap (di
g huynh quang tbng | chuyén tir dia diém nay sang dia diém khéc va théo lap d& dang), ding cho chén doan, sir dung k¥ thuit twong tu
) quat, di dong, k§ hoap ky thuat tuong tu sang ky thl{at s6 thoi gian thuc dé chup, hién thi va thin tac h‘m‘h anh, dugce st dung trong
thuat tuong tu nhi€u mg dung tong quéat c¢6 yéu cau chup huynh quang thoi gian thuc. Hé thong bao gom céc tinh ndng X-Quang
v (Portable general- mét khu vure gidi han (sp‘ot-ﬁlm) cung vdi céac tinh nang huifn't_l quang va dugc sir dung dé t6i wu hoa kha néng danh
e purpose fluoroscopic gia cua nguoi s,ir dung -vé-me“_it hinh anh \fé dinh lugng giai phau va f:hfrc néng sinh 13'{ cua céac vung co thé Imt_lc'tiéu
x-ray system, khéac nhau & ché d9 thai gian thuc. Hé thong thudmg dugce sir dung két hop vai mét chat can quang dudng uong/tiém.
analogue) (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 ingested/injected x-ray contrast

medium.)
46 37632 Hé théng X-Quang Mbt sur két hop cac thiét bi duoc thiét ké chuyén biét dé cung cip mot hé thong X-Quang xéch tay (dugc thiét

chup nhii anh di dong,
k¥ thudt tuvong tu

ké dé thao 1dp dé dang khi st dung, di chuyén tir dja diém nay sang dia diém khéc) dé ép va chup hinh anh cta
tuyén vi. Hé théng chi yéu dugc sir dung dé t&i wu hoa kha ning ctia ngudi sir dung trong viéc danh gia hinh anh
phim X-Quang thé hién giai phiu va chitc ning ctia cdc mach mau va mach bach huyét trong tuyén v ctia ngudi.
Hé thdng sir dung k¥ thudt twong tu hoic chuyén dbi ky thuat tuong tur sang k¥ thuét sé d& chup va hién thi high

7
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Danh phap (Medical device) (Definition of Medical device nomenclature)
(Portable anh. Hé thong duoc sir dung dé sang loc ung thur v va két hop v6i viée dit cac chat danh d4u sinh thiét, sinh thiét
mammographic x-ray | dinh vi va thiét bi dinh vi ton thuong dudi sy huéng dan ciia X-Quang.
system, analogue) (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 Hé thong X-Quang Mot hé théng X-Quang cb dinh, ding cho chin dodn v6i tinh ning huynh quang thoi gian thue, duge thiét ké
huynh quang phu chuyén biét dé sir dung trong cac thu thuat can thiép hoiic phiu thuat tiét niéu va/hoic phu khoa ¢6 yéu cu theo doi
khoa-tiét niéu, cb hinh anh viing chau thoi gian thwe. Hé théng sir dung k§ thuét s dé chup, hién thi va thao tac hinh anh thoi gian
- dinh, k¥ thuét s6 thue, va bao gdm céc tinh ning X-Quang médt khu vuc giéi han (spot-film) va c4c tinh ning huynh quang. Hé théng
. thudng duoc sir dung trong cac thi thuit can thiép hodc phiu thut cin sy huéng din X-Quang va chup anh. Hinh
(Stationary uro- AR S R
gynaecological anh c6 thé duogc xem ¢ ca hai ché d¢ thoi gian thyc hodc tré va c6 thé bao gdm cac mite d6 xr 1y va phan tich hinh
fluoroscopic x-ra 4nh khic nhau.
P y
system, digital) (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 Hé théng X-Quang Mot hé théng X-Quang cb dinh, ding cho chn do4n véi tinh ning huynh quang thdi gian thuc, duoc thiét ké

huynh quang phu chuyén biét dé str dung trong cac thi thuat can thiép hozc phiu thuat tiét nidu va/hodc phu khoa ¢é yéu ciu theo dai
khoa-tiét niéu, cb hinh anh viing chéu thoi gian thuc. Hé thdng sir dung k¥ thuat analog hoac chuyén dbi analog sang k¥ thuat sb dé
dinh, k§ thuit twong | chup, hién thi va thao tac hinh anh thoi gian thuc, va bao gdém cac tinh ning X-Quang moét khu vuc gidi han (spot-
tu film) va céc tinh nang huynh quang. Hé théng thudng duge sir dung trong cac thu thudt can thiép hodc phau thuat
. cin su huéng din X-Quang va chup anh. Hinh anh c6 thé duoc xem & ca hai ché do thoi gian thuc hodc tré va cé

(Stationary uro- P A ; U R T e ;

. thé bao gom cac mirc do xir ly va phan tich hinh anh khac nhau.
gynaecological

{/{:?/

A
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fluoroscopic x-ray
system, analogue)

*| guided surgical or interventional procedures. The images can be viewed in both real-time and delayed formats and

(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

may include various levels of imaging processing and analysis capabilities.)

49

37642

Heé théng X-Quang
chén doan co ban, di
dong, k¥ thuat tuong

tr

(Portable basic
diagnostic x-ray
system, analogue)

Mt sur két hop céc thiét bi d tao thanh mot hé théng X-Quang tdng quét x4ch tay, ding cho chin doan, k§ thuat
tuong tu duge st dung trong nhiéu tmg dung chup X-Quang hai chiéu thudng quy. Pién hinh 1a mdt hé théng sir
dung phim X-Quang va k§j thudt twong tur hodic chuyén déi k§ thuét tuong tu sang k¥ thuat sé dé chup va hién thi
hinh anh. Thiét ké x4ch tay cho phép hé théng van hanh véi ngudn dién truc tiép hodc bang pin va thao lip d& dang
khi sir dung, di chuyén tir dia diém nay sang dia diém khac. Hé thdng bao gdm cac ciu hinh mé-dun c6 thé dugc
nang cap bang cach bd sung thém cac phu kién phan cimg/ phin mém. Nhém cac thiét bi nay khong bao gbm cac
hé théng c6 céc tinh ning chup huynh quang va chup cét 16p.

(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

Hé théng X-Quang
chén doan co ban di
dong, k¥ thuat s6
(Portable basic
diagnostic x-ray
system, digital)

Mot su két hop cac thiét bi dé tao thanh mot hé théng X-Quang téng quét di dong dé théo 13p, ding cho chin
doén, duoc sir dung trong nhiéu tmg dung chup X-Quang hai chiéu thuong quy. Hé théng sir dung k§ thuat sé dé
chup, hién thi va thao tac hinh anh. Thiét ké xach tay cho phép hé théng van hanh v&i ngudn dién truc tiép hodc
béng pin va thdo lip d& dang khi sir dung, di chuyén tir dia diém nay sang dia diém khac. Hé théng bao gdm céc
cAu hinh mé-dun ¢6 thé duoc nang cAp bing c4ch bd sung thém cac linh kién phén ctmg/phin mém. Nhém céc thiét
bi nay khong bao gdm céc hé thdng cé cac tinh ning chup huynh quang va chup cét 16p.

(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, moved

p ¢
A




23

— M3 Tén thiét bi y té Pinh nghia danh phap Thiét bi y té
Danh phap | (Medical device) (Definition of Medical device nomenclature)
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 Hé thng X-Quang Mot sur két hop céc thiét bi dé tao thanh mot hé théng X-Quang tong quét cb dinh, dung cho chan doan, dugc sir
chan doan co ban, di | dung trong nhiéu img dung chup X-Quang hai chiéu thucmg quy Dién hinh 12 mdt hé thong sir dung plum X-Quang
dong, ky thuat twong | va ky thuat analog hodc chuyén déi analog sang k§y thuat 50 dé chup va hién thi hinh anh. Thiét k& c6 dinh doi hoi

tu hé thong phai dugc lap dat va sir dung tai mot dia diém cb dinh trong mot co s hodc trong mét xe luu dong (trung
(Staticiary basis tdm chén doén hinh 4nh luu dong). Hé théng nay bao gém cdc cAu hinh mé-dun c6 thé duoc néng cép bing cich
diagnostic x-ray b(;?) SL'mg'thém céc linh kién hoac phu k}c‘;n phén’cfrng/ phan mém. Nhém céc thiét bi nay khong bao gdm céc hé thong
system, analogue) c6 céc tinh nang chup huynh quang va chup cat 16p.

(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 Hé thdng X-Quang M5t su két hop céc thiét bi dé tao thanh hé théng X-Quang tdng quat ¢b dinh, dung cho chén doan, duoc sir dung

chén doén co ban, cb
dinh, k¥ thuét sb
(Stationary basic
diagnostic x-ray
system, digital)

trong nhiéu tng dung chup X-Quang hai chiéu thuémg quy. Hé théng sir dung k§ thuét sé dé chup, hién thi va thao
tac hinh anh. Thiét ké ¢6 dinh doi hoi hé théng phai dugc 1ap dat va sir dung tai mot dia diém cé dinh trong mot co
s& hoidc trong mot xe luu dong (mot xe chin doan hinh anh luu dong). Hé théng nay bao gdm cac cdu hinh mé-dun
c6 thé dugce nang cip bang cach bd sung thém céc linh kién phin ctmg/phin mém. Nhém céc thiét bi nay khong
bao gdm céc hé théng c6 c4c tinh nang chup huynh quang va chup cét 16p.

(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
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53 37646 Hé théng X-Quang Mot hé théng X-Quang huynh quang téng quat, di dong (trong mdt trung tdm chén doan hinh anh), diing cho
huynh quang téng  [.chén do4n, sir dung C-arm va k¥ thuat s& dé chup, hién thi va thao tac hinh anh va dugc thiét ké dé sir dung trong
quat, di dong, k¥ nhiéu tmg dung tng quat ¢6 yéu cau tinh nang chup huynh quang thoi gian thuc. Hé théng bao gdm céc tinh ning
thuat sb X-Quang mdt khu vyc gi6i han (spot-film) ciing véi cac tinh niang huynh quang va dugc sir dung dé t6i wu hoa kha
7 e ning danh gia ciia ngudi sir dung vé mit hinh anh va dinh luong giai phiu va chirc nang sinh 1y cia cac ving co

(Mobile general- 2 A ; s i A e % & gk i 3 % T
purpese fluoroscopic the‘ muc fle“ khéc .nnhau 0‘ che, do 1:1'10'1 igl::).n :chucf. Hg tlzong .thljrong duoc st d::mg két hop véi mét chat can quang

4%y systern, digital) duong udng hodc tiém. Hinh anh c6 thé & ca hai ché d6 thoi gian thuc hodc tre.

(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

e F 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. Images can be both real-time and delayed formats.)
54 } 37647 Hé théng X-Quang Mot sur két hop céc thiét bj @& tao thanh mot hé théng X-Quang tdng quat di dong, dung cho chin doén, k¥ thuat
w& chén doan co ban, di | sé dugc sir dung trong nhiéu img dung chup X-Quang hai chidu thuong quy. Hé théng sir dung k¥ thuat s dé chup,

dong, k¥ thuét sb
(Mobile basic
diagnostic x-ray
system, digital)

hién thi va thao tac hinh 4nh va thiét ké di ddng cho phép hé théng hoat dong vadi ngudn dién truc tiép hodc béng
pin va ngudi van hanh ¢6 thé van chuyén hoic diy dé di chuyén hé thdng dén cac vi tri khac nhau trong khuén vién
co sd/trung tdm y té. Hé thong thudng duge sir dung dé chup X-Quang tai givong bénh va chup X-Quang cho céc
thti thuét can thiép va trong qua trinh phiu thuat. Hé théng bao gém céc cAu hinh mé-dun co ban c6 thé dwoc ning
cip. Nhém cac thiét bi nay khong bao gdm cac hé théng ¢6 céc tinh ning chup huynh quang va chup cét 16p.

(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
various 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.)
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55 37648 Hé théng chup X- Mbt sur két hop cac thiét bi duoc sir dung dé tao ra cac hinh anh mat cat ngang hai chiéu (chup cét 16p) trén phim
Quang cit 16p tuyén_ | X-Quang & mot goc va dé sau cb dinh twong quan véi vi tri co thé bang cach phdi hop dng tia X thang va tim hoic
tinh phim ghi anh chuyén déng ddng bd véi nhau va thuong song song nhung nguoc chidu nhau trong trinh tu phoi
(Linear tomograph sang. Piéu nay lam cho bong ctia mit phing duogc chon ding yén trén phim chuyén dong, trong khi bong cia cac
graphy Jitly iy : 2 KA : el Ty 2 iR R . FaR "
x-ray‘system) mat Ph?ng.lfhac 'co su dich chuyep tuc-mg do! trén phlm’va bi x?a hodc m¢. Nhom céc thiét'bi nay dai dién cho cong
nghé cii; hién tai da dugc thay thé béi hé thong chup cat 1op 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 Hé thdng X-Quang Mot hé thong X huynh quang tdng quat, di dong d& théo 13p (co thé di chuyén tir dia diém nay sang dia diém
huynh quang téng | khéc va thao lip d& dang), ding cho chén dodn, sir dung k¥ thuét sb thai gian thuc dé chup, hién thi va thao tic hinh
quat, di dong, k§ anh va dugc thiét ké chuyén biét @ sir dung trong nhiéu img dung téng quét ¢é yéu cdu chup huynh quang thoi
thuat sb gian thuc. Hé théng bao gdm céc tinh nang X-Quang madt khu vuc gidi han (spot-film) cung véi cac tinh nang huynh
(Portable general- q?ang' va duoc §1’r dung dé t{ii uu hoéa kha p?mg dé.nh gia cua ngudi sfrr dung v% n?é_it hinh anh va CAImh luong giai phau
purpose fluoroscopic va chucj nang smh lhy cuzi caf: vung co th‘é mug tiéu k“héc. Anhau o che do thoi gian thue. Hé thong thuong duge sir
x-ray system, digital) dung ket hop véi mot chat can quang dudng udng hodc tiém.

(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 Hé thong chup cong Hé théng chén doan hinh anh cdng huéng tir (MRI) sir dung céng nghé nam cham vinh ciru duge thiét ké dac

hudng tir dau c6 va

biét chi dé chup hinh anh diu, c¢b hoac cac chi. Hé théng chup anh dau cb va chi thuong 1a thiét ké kin v6i dng hinh

tru hodc éng hinh chit nhat mé nhung c6 thé 1a thiét ké “mé”. Bao gdm cac hé théng MRI c6 kha ning chup dau CV
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chi, nam chdm vinh | va chithong thuong, cac hé thong théng thuong cé kha ning chup quang phd hodc céc quy trinh chup anh thdi gian
ctru thuc khac can thiét cho cac img dung MRI can thiép va diéu tri, va cac hé thong quang phé MR chuyén dung.

(Extremity MRI (A diagnostic magnetic resonance imaging (MRI) system employing permanent magnet technology specifically

system, permatient designed to image only the head and neck or limbs. Extremity imaging systems are typically closed b