CT592

Callipers

Devices used for making accurate
measurements, usually diameters or
thicknesses. Its accuracy depends upon the
design of the calliper (e.g. analogue, Vernier
scale or digital).

CT593

Dental/endodontic carriers

Dental or endodontic hand-held instruments
specially designed to collect, transport and
deposit filling materials or medicaments into
prepared cavities.

CT594

Detergents

Substances (e.g., a chemical agent in solution)
which purifies/cleanses by exerting cleansing
(oil-dissolving) and antimicrobial effect through
surface actions that depend on hydrophilic and
hydrophobic properties. - See also CT390 and

CT595

Dental scalers

Dental instruments used to remove calculus
and other deposits from the tooth surface and
between the teeth during dental cleaning and
periodontal (gum) therapy.

CT596

Cardiographs

Devices used for making recordings of
specialized body functions, which are not
normal ECG recordings, and typically will be
measurements pertaining to heart conditions of
a special nature - See also CT263.

CcT597

Dental carvers

Dental instruments used for producing and
perfecting anatomical forms in dental
restorations (e.g., for smoothing amalgam
finishes, carving and fashioning wax patterns).

CT598

Cast material/devices

Materials and the devices used to make, apply,
manage, and remove a cast (a device used to
immobilize broken bones).

CT599

Catheters, haemodialysis

Devices designed as a flexible tube for the
extracorporeal dialysis of blood and is used to
facilitate the withdrawal and return patient
blood to and from a dialyser within a closed
loop.

CT600

Catheters, hyperthermia

Devices designed as a long, thin tube or rod
that is a component of a hyperthermia system
and is used to provide either heating or cooling
treatment to a targeted tissue.

CTe01

Catheters, intrauterine

Devices designed as a flexible tube for
intrauterine use, typically having a dedicated
function, and typically introduced via the
vagina.

CTe02

Assistive products for training in skills

Devices intended to improve the physical,
mental, and soscial abilities of a person with a
disability.

CT603

Catheters, perfusion

Devices designed as a flexible tube for the
forward or retrograde diffusion of blood
through blood vessels to the heart, brain, or
other organs.
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CT604

Catheters, rectal

Devices designed as a flexible tube used to
access the rectum for irrigation or other
purposes.

CTe05

Compressors

Devices that produce compressed air which is
drawn in from the surrounding environment,
filtered/treated and fed to the source of use.

CT606

Assistive products for handling objects and
devices

Devices used by a person with a disablility to
operate and control equipment, handle
containers, and to mark, identify and handle
objects, to move, reposition, lift, carry and
transport objects.

CTe07

Covers

Devices used as a physical barrier for
protection against the effects of environmental
exposure and/or to maintain the required level
of hygienic level for the protection of patients,
staff or products - See also CT124.

CT608

Curtains

Devices in the form of a piece of drapable
material hung up as a screen and/or protection.
It can typically be moved sideways or upwards.

CT609

Wax

Devices manufactured containing or using wax
[a viscous or solid material of natural (e.qg.,
ester or fatty acids) or mineral (e.g.,
hydrocarbons) origin, characteristically
lustrous, insoluble in water, and having a low

CT610

Dentures and ancillary devices

Dental devices used as a removable artificial
replacement for one or more teeth carried on a
removable plate or frame and the devices used
to manufacture, wear, and maintain dentures.

CT611

Depressors

Surgical instruments used to displace an organ
or tissue to facilitate examination of the
surrounding organs and tissue.

CT612

Dosimeters

Devices used to monitor by measuring the
cumulative exposure a person, usually a
healthcare worker, has to a harmful source
(e.g. chemical, gas or radioactivity). It is
usually worn by personnel or placed in the near

CT613

Assistive products for communication and
information

Devices used for helping a person with a
disability for seeing, hearing, reading, writing,
telephoning, signalling, alarming, and
information technology.

CTe14

Surgical drivers/Wire drivers

Surgical instruments and devices (manual or
powered) used to impart a mechanical or
rotational force upon another object in order to
produce a movement; typically a forward
motion,

CT615

Elevators

Surgical and dental instruments used to lift,
position or pry up an organ or anatomic
structure, a surgical material or instrument.
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CT616

Environmental
monitoring/regulating/improvement devices

Devices used to monitor (measure) and/or
regulate (alter by adjustment) and/or improve
(change through an active electromechanical or
chemical action) a function of the environment
for comfort or hazardous conditions.

CTe17

Epilators and ancillary devices

Devices used to remove body hair, typically
facial, using various methods (e.g., mechanical
extraction or through the application of a high
frequency electric current).

CT618

Files/Rasps

Devices that have various forms of ridged
cutting surfaces along part or all of its working
length that is used for smoothing, filing or
cutting hard tissue (e.g., bone, teeth) or
material (e.g., plastic, metal, wood).

CT619

Orthopaedic bone nails and ancillary devices

Implantable devices inserted into the
intramedullary canal to act as an immobilization
device to hold a fractured bone in position or to
support a bone in the presence of a
pathological condition, and the devices directly

CT620

Jars

Devices used as a receptacle for the purpose of
holding something. This is typically a medical
device for storage and/or hygienic reasons -
See also CT563.

CT621

Assistive products for housekeeping

Devices used for helping a person with a
disability to run the normal activities of running
their own house (housekeeping).

CT622

Fixation anchors

Devices that may be implanted or not used
permanently or not to attach and stabilize part
of the anatomy [e.g., various soft tissues
(ligaments) or surgical binding materials
(sutures) or other devnces (dentures or

CT623

Flowmeters

Devices used to measure and indicate the rate
of flow in precise quantities of the medium
being measured (e.g., gases, fluids, blood) in
vivo and outside the body involving mechanical
and/or electronic measuring methods.

CT624

Fluid delivery mounts and ancillary devices

Devices from which different fluid delivery
devices can be attached/suspended (e.g., fluid
containing bags, bottles, and associated
delivery devices). It is typically used for
mfusmn therapy, bfood transfusion or

CT625

Mounts/Stands

Devuces used to support or suspend another
device or devices from the ceiling, wall or floor
and can be mobile or permanently fixed - See
also CT624.

CT626

Simulators

Devices used to simulate (imitate) specific
conditions or characteristics of a real process,
activity, or device for the purpose of calculating
a patient treatment, controlling the function of
a device, or for training - See also CT254,

CT627

Separators

Devnces used to permanently or temporarily
part (separate) merging substances (e.g., to
space anatomical structures during a procedure
or to break down blood into constituent parts).
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cT628

Assistive products for recreation

Devices used to assist a person with a disability
to exercise their recreational activities (e.q.,
play, hobbies, sports, and leisure).

CT629

Heat exchangers

Devices used for transferring heat (hot or cold)
from one medium to another (typically fluids)
without allowing them to mix - See also CT235.

CT630

Markers

Device used to make a physical identifiable
mark on or in body (e.g., ink, x-ray visible)
that allow measurement, identification, and
location of objects in relation to that part of the
body that is undergoing examination/treatment.

CTe31

Medication administration/management devices

Devices used to administer and/or manage
medication. It may or may not be supplied with
the medicine.

CT632

Histological mounting media

Substances used to fix and preserve a
histological specimen, usually between a pair of
microscope slides, in preparation for
microscopic examination.

CT633

Occlusal splints

Dental devices used to overlay the occlusal
surfaces of the teeth to maintain the position of
displaced/movable teeth, to treat teeth
clenching/bruxism and their sequelae, and to
provide relief from muscle or temporo-

CT634

Assistive furnishings/adaptations for home and
premises

Devices including furniture and fixtures used for
home-use and/or work and the accessories
required by a person with a disability to
function.

CT635

Trial devices

Devices that are identical in shape, size, and
use to the device that they simulate (imitate)
and that are used to test for appropriateness of
use of the actual device to be used - See also
CT546 and CT626.

CT636

Quantitative sensory testers

Devices used to examine and determine the
level of sensory perception threshold in a
patient where there is suspicion of a disorder
[e.g., early diabetes, exposure to neurotoxic
compounds (solvents or heavy metals) or

CTe37

Plethysmographs and ancillary devices

Devices used to measure the changes in
volume of a limb, organ or part or whole of the
body for diagnostic purposes.

CT638

Phantoms

Device used for the quality assurance (QA) of
ionizing and non-ionizing radiation emitting
diagnostic/therapeutic radiation systems and
consist of patterned arrays of materials or
human tissue.

CT639

Patient body rests/supports

Devices used to support/retain parts of a
patient's body that need to be held in a secure
manner, typically for procedural purposes but
also for safety measures. It will often be
considered to be a component to a parent
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CT640

Phacoemulsification/vitrectomy systems and
ancillary devices.

Ophthalmic devices used for the liquefaction
and removal of the opaque lens nucleus in
cataract surgery and/or the vitreous humour
(the jelly-like substance that fills the centre of
the eye) during ophthalmic surgery.

CTe41

Picture archiving and communication systems
(PACS)

Devices that are computer-based used to
store/recall digital format images from different
imaging modalities (e.g., CT systems, digital
radiography, nuclear medicine, ultrasound, MRI
systems, endoscopic or microscopic images) -

CT642

Calculators

Devices used for performing mathematical
calculations, especially an electronic device that
can be held in the hand - See also CT345.

CT643

Power supplies

Devices used to provide regulated electricity
taken from the mains electricity (AC-powered)
and/or a battery backup to supply power to
another device and is applicable to
external/separate power supplies - See also

CT644

Pressure monitors and ancillary devices

Devices used to measure direct patient-related
pressures, excluding blood pressure, which will
have an effect upon the patient during a
treatment or diagnosis - See also CT129.

CT645

Pumps

Devices used for compressing, driving, raising,
or reducing the pressure of a fluid or gas to
create negative or positive pressure, especially
by means of a piston(s) or rotating impellers.

CT646

Radiation analytical measuring devices

Devices used to detect/measure/identify the
presence of ionizing radiation levels, typically
as exposure to staff/patients and in
substances/devices. Such devices are radiation
survey meters, counters and measuring probes

CcT647

Radio/Television receivers and ancillary devices

Devices used for the reception/conversion of
incoming radio waves/electrical signals.

CT648

Radiographic film/film processing and handling
devices

X-ray film and the devices used to process,
handle and store it.

CT649

Radiological quality assurance devices

Devices used to check the
calibration/performance of devices that produce
ionizing radiation, non-ionizing radiation or
ultrasound for diagnostic or therapeutic
applications (e.g., beam production and quality,

CT650

Radionuclide teletherapy systems and ancillary
devices

Devices that deliver a therapeutic radiation
dose to an anatomical region from a single
external radiation beam produced by a
radionuclide source; commonly known as a
cobalt therapy machine.

CTe51

Bone absorptiometer/densitometer systems
and ancillary devices

Devices used to determine the density of bone
in a living person for diagnostic purposes using
a variety of technologies that include x-ray,
radionuclide, or ultrasound systems based on
absorption or reflection patterns.

—186—




CT652

Radionuclide diagnostic systems and ancillary
devices

Radionuclide devices that uses a radionuclide
source or neutron activation to produce a
photon radiation beam directed through an
anatomical region for diagnostic purposes - See
also CT651.

CTe53

Stereotactic surgical/biopsy systems and
ancillary devices

Devices used for the precise location of a
specific site in the anatomy using at least two
known axes for biopsy/treatment and is
typically used for locating tumours (e.g., in the
brain or the female breast).

CT654

Razors and ancillary devices

Devices with extremely sharp-edged blades
(fixed, rotating, exchangeable, or single-use)
that are used to remove facial or body hair, and
in certain instances for surgical interventions -
See also CT429.

CT655

Regulators

Devices used to control the functioning of
substances/energies (e.g., gas, fluids,
electricity or temperatures) or to regulate some
activity of a parent device or system.

CT656

Resuscitation devices

Devices used to restore or assist the
physiologic function of a patient's cardiac
and/or respiratory system. It is typically used
in ambulances, emergency rooms, patient care
areas throughout hospitals and in emergency

CT657

Retainers

Dewces in the form of a clasp or attachment
that are used to stabilize, attach, or fix a
tissue/organ, bandage, or prosthesis in a
desired position/location.

CT658

Sharpeners

Devices used to create or re-establish a thin,
keen edge or fine point (to sharpen) on a
cutting instrument or blade or a pointed object
(a needle) used to cut or puncture.

CT659

Garments/Apparel, general-purpose

Clothing/apparel used to cover/adorn the body
or part of the body of a person and that has no
medical function - See also CT386 and CT438.

CT660

Shaver systems and ancillary devices

Devices used for soft and bone tissue resection
during arthroscopic surgery procedures of a
joint (e.g., knee, shoulder, ankle) or surgery in
the nasal cavity using powered cutting
instruments.

CT661

Shoes/Boots and ancillary devices

Devices worn on the foot/feet of an person or
in which the foot/feet are placed (e.g., hospital
staff, a patient, visitors, or a person with a
disability) and may be (e.g., conductive,
protectwe, corrective footwear or treatment

CT662

Skin contouring/surface treatment systems and
ancillary devices

Dewces used to treat the skin and its surface
appearance (e.g., to temporarily minimize the
manifestation of cellulite, loose or wrinkled skin
or to remove excessive and unsightly skin) -
See also CT213.

CT663

Slings/sling materials

Devices designed as a hanging bandage or
other material that is usually suspended from
the body or structure used to support and limit
the range of motion of an injured limb during
the healing period.
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CT664

Soaps

Cleaning or emulsifying agents, typically made
by reacting animal or vegetable fats or oils with
potassium or sodium hydroxide and often
contain colouring matter and perfumes - See
also CT390.

CTe65

Splints

Devices that are rigid or semi-rigid that are
used immobilize/support/protect an injured
body part and is normally placed externally
along the injured limb/body part - See also
CT591.

CT666

Spacers

Devices used to separate anatomical structures
from each other or from another object
typically for treatment purposes.

CT667

Tenaculums

Devices that are scissors-like, ring handled
surgical instrument whose blades, distal to the
pivot point, form hooks whose tips may be
brought together to grasp and manipulate a
specific anatomic structure - See also CT460.

CT668

Spectrum analysers

Devices that resolves the spectral components
of a signal and presents the result as relative
power versus frequency so that the signal can
be sampled and processed digitally using swept
spectrum analysis. Also referred to as a wave

CT669

Spill kits

Devices used to clean up spillages which are
potentially hazardous and will consist of tools
for removing the spillage and a container
designed to safely transport the spillage to a
place of disposal.

CT670

Spoons

Devices which has a shallow, dished shape
distal end and a handle by which it is held at
the proximal end. It can be a surgical
instrument, used for serving medication or
food, or have other functions - See also CT569.

CTe71

Stockings/Stockinette

Devices intended to be worn singly or in pairs
on the legs or feet of the user to provide [e.g.,
a protective or therapeutic treatment, personal
comfort, or function as a support for another
device applied to a limb (a bandage or IV line)].

CTe72

Lice treating devices

Devices used to treat human head lice
(Pediculus Humanus Capitis) in order to remove
them from the infected person.

CT673

Stress exercise systems and ancillary devices

Devices used to record, analyse and display
predetermined physiological patient parameters
while the patient engages in varying degrees of
stress exercise activities - See also CT359.

CT674

Stretchers and ancillary devices

Devices on which a patient lies for transport or
reclines after treatment. It may have a wheeled
undercarriage and can be manually
carried/pushed or motorized.

CT675

Synchronizers

Devices used for physiological monitoring that
produces a signal which enables image
formation/data collection to be synchronized
with a specific physiological parameter (e.g., a
patient's respiratory or heart cycle).
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CT676

Thermography systems and ancillary devices

Devices used to produce, display and analyse
two or three-dimensional (3-D) images or
graphical representations of the distribution of
surface body temperature (thermographs) for
the purpose of diagnosing and assessing

CcT677

Timers/Timepieces

Devices used to measure and indicate the time
or a length of time. It primarily functions as a
clock, but will often have a dedicated purpose
for use in the healthcare sector.

CT678

Tissue reconstructive materials

Implantable synthetic or biological devices used
as a space-occupying substance in the
anatomical reconstruction or improvement of
body tissue; typically a solid or fluid material
that is surgically implanted or injected.

CT679

Toilets/Urinals/Bidets and ancillary devices

Devices used for personal discharge of natural
body waste and cleansing.

CT680

Toothbrushes, personal

Devices (a brush) designed to be used by the
user for cleaning the surfaces of their teeth.

CT681

Ultrasonic diagnostic system transducers and
ancillary devices

Devices used together with an ultrasound
system (US) and that is used as the scanning
element of the system (i.e., it converts electric
voltages into US energy that replicates an
image of the scanned object).

CcTe682

Patient lifting/transfer systems/devices

Devices used to physically lift and/or transfer
(move) a patient/person from one
position/place to another typically due to their
lack of mobility and/or an ongoing treatment -
See also CT221.

CT683

Transformers

Devices used to transfer an alternating current
(ac) from one circuit to one or more circuits,
usually with an increase (step-up transformer)
or decrease (step-down transformer) of voltage
- See also CT643.

CT684

Water purification systems and ancillary devices

Devices used to purify water (to free from
contaminating, debasing matter) by using a
variety of technologies (e.q. filtration,
deionization, reverse osmosis or ultraviolet
light).

CT685

Utility supply systems and ancillary devices

Devices, usually designed as permanently
mounted entities, that provides easy access to
utilities/amenities (e.g., electricity, gas, gas
scavenging, lighting, or water/fluids) in rooms
for patient treatment/recovery or dental

CT686

Ventilators and ancillary devices

Devices used to provide automatic cycling to
assist/control alveolar ventilation by delivering
an appropriate volume of gas to the respiratory
airways of a patient via a mouthpiece, mask,
endotracheal or tracheostomy tube for life

CT6e87

Vibrators

Devices designed to provide a vibrating
function, the effect of which is used in
treatment being applied to a person or patient;
the degree of vibration, oscillation, depends
upon the intended purpose.
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CT688

View boxes and ancillary devices

Devices used to support and illuminate an
object so that the information held therein can
be seen and studied [e.g., x-ray, magnetic
resonance imaging (MRI), computed
tomography (CT ) ultrasound images, or a body

Fluoroscopic x-ray systems and ancillary
devices

Devices used to generate/controi an x-ray
beam and detect/convert patterns of absorbed
or attenuated x-rays passed through the body
into real time visible images for (e.g., surgical
or interventional procedures requiring real time

CT690

Radiographic grids

Devices used in diagnostic x-ray imaging which
are placed between the patient and the x-ray
film to absorb scatter radiation, eliminate
artefacts, and improve x-ray image contrast by
absorbmg secondary radiation before it reaches

CT691

Dental x-ray systems and ancillary devices

Dental dewces used to generate and control x-
ray beams and to record their absorption
patterns onto various viewing/archive medium
during surgical or interventional treatment of
the teeth, jaw and oral cavity structures.

CT692

Basic diagnostic x-ray systems and ancillary
devices

Devices used to generate and control x-ray
beams that comprise a planar (non-
tomographic) general-purpose diagnostic x-ray
system used to image any targeted area of the
body and to record the absorptnon pattern of

CT693

Therapeutic plasma exchange (TPE) systems
and ancillary devices

Dewces used for the extracoporeal removal and
exchange of plasma containing disease
circulating substances and the return of the
purified plasma together with the red and white
blood cells to the patient.

CT694

Neurosensory evaluation devices

Devices used in the testing of neurological
sensory pathways to determine the degree of
diminished function/damage.

CT695

Assistive products for personal medical
treatment of persons with a disability

Devices used for improving, monitoring or
maintaining the medical condition of a person
with a disability. Excluded are devices used
exclusively by healthcare professionals.

CT696

Reprocessed devices/systems

Single-use devices that have previously been
used on a patient, and that have been
subjected to additional processing and
manufacturing for the purpose of an additional
single use on a patient.

CT697

Refurbished devices/systems

Reusable devices that have previously been
used on patients, and the have been subjected
to additional processing and manufacturing for
the purpose of additional uses on patients.

CTe98

Tamps

Devices typically used during a surgical
procedure to force/pack down firmly a part of
the anatomy or another device that is
deliberately being compressed through the
application of repeated blows or high pressure.

CT699

Cartridges

Devices designed in the shape of a small,
closed, cylinder containing a medium (e.q.,
pressurized gas, liquid or medication) and that
is inserted into a parent device to serve as a
power source, refrigerant, sterilizing medium,
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DNHEIA DD AFETEZAHERE

SG1/N011 EMEIROZEMRMERRORAEFAOBESHEET HDOY T —
T ANV EF a2 AT —3 2 (Summary Technical Documentation for
Demonstrating Conformity to the Essential Principles of Safety and Performance of
Medical Devices)

SG1/N029 “EHH#LE" SWOMBOERICAET 51 (Information Concerning the

Definition of the Term “Medical Device™)
N A > OB IC T OXE

SG1/N040 [EREE%a3 DTk ATE S a%MMi (Premarket Conformity Assessment for Medical
Devices)

4. 0 & =

BEBNEMA S EREEE (Active implantable medical device) :
AR UIEZRICAERIC, IEERZIAICK > TERBORIC, 24X
WM EATSEDICEKL., UBHRICEET S XD ICEK L -iEBE ERE
&V, (HHI—I1S0 13485)

HEEN T EEFERAS (Active medical device) :
BROBENEIMN I INF—HEXIANE L ZEHLUANAONRT—RIZEKFT S
EREEE S, (HI—1S0 13485)

REBHTL A FEHAR (Active therapeutic device) :
B 3O ESREE A SDE THERTA20ENEMD T, KN, BFELL
FEEEEOHREUIENZENE L T, £YEBEXIME R BHE. &
BT EIHE T D EEERER R 210D, (Kl —BRMNIER 93/42/EEC)

BEBNEZ W AR (Active device for diagnosis) :
HMXIMoOEHEB CMAAGDETERT NG EZEDOT, £BFHRE, 2
BERRE, s L < REXRMNTHEEHA, ¥, BERAIBETL-0O0HRER
T HEBBERBEEZ D, (M —BNFET 93/42/EEC)
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FEHEERR (Central circulatory system) :
ZOXEBEOHWDHIZ, PRERFZREFUTOLOEZZTUEERAENOME %\
g |
A fRAR. ARENAR. (CBRERAR. KEOAR. FEOAR. AMEONR. ResABIAR. KEMiR. LK
ARk, TORARIR. BIRENAR. BREEIAR. KHRE EhAR
(Hig — A+ Y EH RIS HIAI SOR/98-282)

HHEFIER (Central nervous system) :
ZOXEDOHBDIZDIZ, PHEMRER & I3R, SRR UFbEZWV D,
(3 — 71 - EFEHEES R SOR/98-282)

R BAE (Duration of use)

—WF§# (Transient) : WE, 6 0 RMOBKHERZERTS L,
SR (Shortterm): W, 6 0 &30HEOMTHEFAEZERT S &,
FEHIB (Longterm): E%. 30HZBALMUEFEMEENTS L,

H: ZOXEOBHOEHIZ, MEHERSIT, BEREOERRL ZBMICHT
DFBORBVEEOHEBERZ NS, =L, FENd-TH, TOEHEAKEL
DOHL /WL -HAREER--HEEEZMASHEITE WA REHT—FTIV
DEH) . CHIRENEROIEEERRZINSERETH S,

(Hi8 — BRINFE ST 93/42/EEC)

—R DO /I —7 (Generic device group)
Fl—#& U <3BEHOEKL-EH (EHER) XIILBOHEN AT 5 EHEE %
) 50
(Hi8 —EN 1874 Ml T — 5 5D B D720 DE AR HFF > 2 T L DIERR)

fa® (Harm) :
ADORBEIZHT 2REAHES L <3EE. UIMES L I3REICHT 2 EF%E
Vo, (R —ISO/MEC Guide 51:1999)

NY—R (Hazard) : fEFOBERAMRIE (L8 —ISO/IEC Guide 51:1999)

EHEOEE (Immediate danger) :

BEICHTHEALBEFLH LT S720I1C, BRFIKENZEH INIES. ol kiR
PMIHBFNER T NDIREEZ WS,
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HERLAER/EHL~E8 (=f#HAEM) (Intended use/ intended purpose) :
WEEENSREINEHEE, REFASRUHRICAOESE / TO0EA /Y
—EZADEREZWVD, (HHM—I1SO 14971)

B (Invasive devices)

EMAE (Invasive device) :
SEA TR AGBEOEXIAGEREZEC THERNZBEET SEEEND.

AEBAOEE (Body orifice) :
AMEO BB OR EBERONEBEME B [[EHR) XITHE (stoma) ZEIEHE (tracheotomy)
DEHBAAKNALEROREEZWND,

AR R REBAEE (Surgically invasive device) :
AR FHREHB L, N3FIICHE L TAKRRE» SEANZEAT HREREZ0N
50
¥: LEUAOHEET, BEOAKMOSUNOERHERKT S EEDNEA
BEAS S LTED®RS, (st —EMNES 93/42/EEC)

A 7828 (Implantable device) :
HAWXILENIITRNEINZ2HDEED,. UTOLDICEMLBEZND,
— ENICHEBEEEFATLIZ L, X
— FEZEBIBEEZERTS L

AR AL > TERNIZEMICHEATAISICERL. UEED2<EH30
AREETALSICERL BB LRIU<HEAZBEBLEEISNS.
({8 —1S0 13485)

4 #EBh (Life supporting) XIZ4EMHMERF (Life sustaining) :
AN DR T BB SEAEO RIS UIF LA L 2 5 H8EE. LA RE
BEZ5#aEE0S, (L —FDAMRAI 21CFR 860.3(¢))

EE#EHRAE (Medical device) :

GHTFH#x® M"EHER" 0\ ABEOERICETSH®) (SGI/N029) 25
BOZ &,
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BEMREZ AR AR (Reusable surgical instrument) :
LIBA. AL, UDMT, dEEE. RRME. AR, BRI S UmEoNEIZ XA RKE
MEERLZBAETH- T, EBRESRBBICEEINS AL, MDOREBEN
O3 T @) ENE S N RICEERATE S XD IC S EE SN
L72b?D, (HB—BERMETT 93/42/EEC)

A2 (Risk) :
BEOREMBLETOEEORZIOMAAEDE (K —ISO/IEC Guide 51:1999)

5. 0 —RJFAI

MBI, A O RLEEAHDRRET, RS RORFEIZYS = > TRREDFIEICHED = &
EHERIZTHIEIZLD, BE, fHERVE=#FDORRELLEMRTILOICERL
TWw3,

HEOEBRIZL->THIEEZIZINA I A7IE, EEMNICIE. FOERL-BHOARE ST,
aREt, WEBERMERICY->THEAZINBYAIIRDA L bEROEDHIZEEZNS
HDTH D,

MEREAE DL R UMD BAE ) R TERBEDOS N V)] LETAHGHT
FIREHEDL, TXRTORBOVRAI I SAHEBI NS,

REIEEIT, BREBE SRV SN XL X)VIZhEITERETH D, REER
DLNIE, BBEOERICL>TRETNSAREZE/L DD, AT ORENKEIE,
WMT5ETH5. FARHZ, REEHOBRENT. TEHLYECHEEF I TRLEREH
ZHENDRETARL,

PE-T :
- BE, HHERUVBE=&IIHTH)ADICEDE, ERBRETRTAINENHD ;

s JO=NVIZBEINIRI AT AN INS RS, BEEHOTEY RBICHE
EHLH5TOTHS.

6. 0 HW|EIF

6. 1 FoHRHEH

- ITBCARI, YO—NNIVRnBY AT AOMIZINT THEEZITORETH S,

s EILIT AT AR, RO —bEHNEL DD, BEOEFERFHD LB 24
BIIEDIRETH D,
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s CDIVATALR ADDURAI T ZAMERDINDNRETH S, GHTFRIERA >/N—
DREBRICLDE, TOVATAL. 2EHBREZATTH0ICHHTHD ., EEYENM
EHOMBHINDBRMENIL L AT LAZAHRIZT 5,

s JSABREIR, VAV ESZRITEROFENSHIANDIFEDIL —ILIZHETIAN
ETH5.

s ATEDON—=IVIZ+2CHAETHDREITHD, #EURES. TBRURBICILIHEERFRZ
M5, BLEREEN, TOERBEOV S AEEDIIHNTELLDIITRETH S,

» BLEREFIIL. HAN—NIIDWTHESHFEEEEY/ XRTERYRICB2TSHE.
MRBEORREEZSD, YEUAERED) AV FAIEETHEDDIEN D&
NEBLELIRETH S,

¢ FOI—IT, FROBHBAREAETELSLIICTIRETH S,

- BRI, VIR OMO T S A BERBEOEEAERTHHE, JO—/NbN—
EFAY—ar AU T7+—A (GHTF)., BAOITEHYERUVEER L HET
RETHS,

- TECSRAFOEOEFRBEBRERML, BITT2-DIC8AT 57 7 A2HOHH
N—IWid, BhBRIZHA. REMIZI3HRIRETH S,

6. 2 WEIBEEIDHIER

Z£<OERD, PRI, WL Skl OEmEN, REORE. #ENSBHIIEEMCT
FNF—EHFESTHENEI D, BEVBHEIEMFNRZEEZRIITIOICERNLTNHD
MmES M, BN RENEZE 1A K0S RNRIMERER) 280, HMIX
IS L THREIRICEBEREITMBLALL,

EHERICERO 7 AN AN EAThLHE, TOERERL. mReh-gkdbE
WISAZEDETENENETHD.

—DOEHBBEHOEFELMLEDETEATLILSCERLEHG. FUBER
FZOHDOTHHNEMIMDST (FRE £BFHNE_F—-LHOLREE. —&KA
BOEHE EEHE R FAN-), 77 ZA3FN—IVIE, GILICEERBRIEM I NS
ETHB,

TRTOENERBAZ@ENICH-TERBREOMAGDOEZ Y I ASETIHGITE,
FHLENAOBBE OIS ICHAEDYE, A%L., HTRTZ0N, MEEHFOHMNIC
Lo TRE-TL %, #ZAIE
HAEDOEHEN, TORKTAELDEFEZOEBNEEIRZSENZDD
KD, #HRELTHEEENERTAIHUREBHEHEITE,. ToMAGDHE
Bz, TNAEANHLVLESR#ETHD., FILWEREHMNIZK- T S AMES
NHZRETH5,
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cHAGHOERSBL,. EREONEEDDTH DM, TOMKT 2ME 4 DERHRELS
DEHEMEZEE TS ZENRWEESIZIE (FIAE. HERBEONARFERZITOR
DITLBERTRTORGBERETIMTEFY ). TOfAEHOEHBEEE Y 52
METAHLEREN, BL., BEEFVFLARSEEFETIHAIL. ZhE2HT
7Ty,
HAGTHOERAB EHR T HEHRIEO—D LIEED, EEOH LT TOEMERSFIE
iz L TWRVWES, TOMAEHOTHBLANTOERBEMICR->TY FARES
HRETHB.

B HIEMBEAR DR LI EREER & 1385 a0t BasAE (T8 W33 &3 oM
END, TE: EREARORTERS (spare parts) AT (components) 13fH®ah & I13%E

BEAEDY 7 bz 7IIEFERAEICHPATNTVWSA, PiIZidHAAEN TV
NWHDHHD, TOLIBMILEY 7 M2 7N "EFEE OEROEHBICASES.
UFOEIICHEINLEZRETH S,
VI MU THAROEREBEZEN TS, RIIZTOERAICEEERIITHES. TO
V7b0z7iR. EORBEREFL Y S RAICRBESS,
V7 b7 EAREFRBRNS DML TWERE, FOV 772 7H
R, CZONXEFEOLEI 38, 0IZBIFBIL—IERWTAEINS,

BRFRTI, WAWARTEYRAHEDE T T AITED YT 5E SO ERFIED
TOMORHERIL, XEBSLThTWARLL, B-oTwashs Lk,
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