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ANNEX IX : CLABSIFICATION CRITERIA

I. DEFINITIONS

1. Definitions for the classification rules
MO SELBIET S HEOES

1.1. Duration : SEfEtE A EH

Transient : Normally intended for continuous use for less than 60 minutes.

—HHER : 60 R DEGER

Short term : Normally intended for continuous use for not more than 30 days.

EARTMER « 30 BLAT OERER
Long term : Normally intended for continuous use for more than 30 days.
EHER - 30 B &84 5EREA
1.2. Invasive devices
Invasive device : A device which, in whole or in part, penetrates inside the body, either
through a bedy orifice or through the surface of the body.
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Body orifice : Any natural opening in the body, as well as the external surface of the
eyeball, or any permanent artificial opening, such as a stoma.
HlE  REROHARER & AFERAEOBRAORBORNER : B, 0, LF. RE. B,
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Surgically invasive device : An invasive device which penetrates inside the body
through the surface of the body, with the aid or in the context of a surgical operation.
ABEHE AR  ARFRZ BNERVIRTOFHOMRET, AMFORENEAIA
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For the purposes of this Divective devices other than those referred to in the previous
subparagraph and which produce penetration other than through an established
body orifice, shall be treated as surgically invasive devices.
FTOMIT b, BIFA X TEHEEUA D B FRICA DIADERIIARNRARE L L‘C?& 25
Implantable device : Any device which is intended:
EIARHESS T2 BT 5185
- to be totally introduced into the human body, or,
ERICEEANEDIAEND
- to replace an epithelial surface or the surface of the eye,
FEEVIRBREONE
by surgical intervention which is intended to remain in place after the procedure.
EeBr EEARNFECL > THRWENOBERIZEET S Z
Any device intended to be pavtially introduced inte the human body through surgical
intervention and intended to remain in place after the procedure for at least 30 days
is also considered an implantable device.
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1.3. Reusable surgical instrument
BEEROMESAFARE
Instrument intended for surgical uwse by cutiing, drilling, sawing, scratching,
scraping, clamping, retracting, clipping or similar procedures, without connection to
any active medical device and which can be rensed after appropriate procedures have
been carried out.
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1.4, Active medical device
Any medical device operation of which depends on a source of electrical energy or any
gouvee of power other than that directly generated by the human body or gravity and
which acts by converting this energy. Medical devices intended to transmit energy,
substances or other elements between an active medical device and the patient,
without any significant change, are not considered to be active medical devices.
EEERES  BERPHO=RAF—CEFELINMERWIEAIL L TEEELN S
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1.5, Active therapeutic device
Any active medical device, whether used alone or in combination with other medical
devices, to support, modify, replace or restore biological functions or structures with
a view to treatment or alleviation of an illness, injury or handiecap.
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1.6, Active device for diagnosis
Any active medical device, whether used alone or in combination with other medicsl
devices, to supply information for detecting, disgnosing, monitoring or treating
physiological conditions, states of health, illnesses or congenital deformities.
BT FEEERR  AEENRE, BERE BREVIIERERT IR, B, B,
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1.7. Central circulatory system
FHRIEESR
For the purposes of this Directive, ‘central circulatory system’ means the following
vessels: :
DREERRENTOREZENTS ;
arterige pulmonales, aorta ascendens, arteriae coronariae, arteria carotis communis,
arteria carotis externa, arteria carotis interna, arteriae cerebrales, truncus
brachicephalicus, venae cordis, venae pulmonales, vena eava superior, vena cava
inferior. :
FEIAR, LITKBIR. TiRBOAR, #BEBEAR. SEER. PZESAR, KSR, BEAEHAR,
LERAR, BREBAR. LARBEUER. TREINR.

1.8. Central nervous system (CNS)
FiERERE R
For the purposes of this Directive, 'central nervous system' means brain, meninges
and spinal cord. :
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I IMPLEMENTING RULES

2. Implementing rules
=2 —n

2.1. Application of the classification rules shall be governed by the intended pwrpose of
the devices.
SEREER, BREOERLEBNICERTS

2.2. If the device is intended to be used in combination with another device, the
classification rules shall apply separately to each of the devices. Accessories are
classified in their own right separately from the device with which they are used.
iR ORE & OAIELECERSNIKFE., BBEICIREETERT . TR&EEE
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2.3. Software, which drives a device or influences the use of a device, falls automatically
in the same class.
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2.4. If the device is not intended to be used solely or principally in a specific part of the
body, it must be considered and classified on the basis of the most critical specified

. use.
HWEOMAEN AMEOHFERIIIBRECERVERR, RbERECRV Rk ERICS
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2.5. If several rules apply to the same device, based on the performance specified for the
device by the manufacturer, the strictest rules resulting in the higher classification
shall apply.

BRONVESEFA—HBICEAENSHERE. YRV AEL R EEZERTS
ITI. CLASSIFICATION

1. Noa-invasive devices

FRARE

1.1, Rule 1
EHE1
All non-invasive devices are in Class I, unless one of the rules set out hereinafter
applies.
DTONMSEEOERRECRY, £2TOERABEIIFRI LTS,

1.2. Rule 2
HHED
All non-invasive devices intended for channeling or storing blood, body liquids or
tissues, liquids or gases for the purpose of eventual infusion, administration or
introduction into the body are in Class ITa:
ER~OEA, 8L, BAZHENE LT, IR, R, ZWIEFRER. RiE, F2%
S, RETHILEZFERLE2TOHEEAMESET, TEKHEYETILOHEZ 7R 1l
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- if they may be connected to an active medical device in Class Ia or a higher class,
75 A Ila A B SFES BB ERRER IR S D H O
- if they are intended for use for storing or channeling blood or other body liguids or
for storing organs, parts of organs or bedy tissues,
I ERORTFERVZSE, X, #FF. SFEO—HihidEEmioRESE
ERLELD
in all other cases they are in Class 1.
ZTOMEETITAL L5,

1.3. Bnle 3

HUE3

All non-invasive devices intended for modifying the biclogical or chemical
composition of blood, other body Lquids or other liguids intended for infusion inte the
body are in Class IIb, unless the treatment consists of filtration, centrifugation or
exchanges of gas, heat, in which case they are in Class Ila.

mig, Fik, BORERICEAT > FOEOEKEOELFEN., (LEARD2ELLTY
BEELEERABBIES A Ibs &75, EL. R, FB008E, FARABITEHTH,
Lot ABETORERIFF A a kT 5,

1.4, Rule 4
EiE 4
All non-invasive devices which come into contact with injured skin

B LB S ERAMSET,;



- are in Class I if they ave intended to be used as a mechanical barvier, for
compression or for absorption of exudates,

FaXEgEihnREOECEES S TELTOERZERLTWSREEs 5
RI&F 4.

- are in Class IIb if they are intended to be used principally with wounds which have
breached the dermis and can only heal by secondary intent, ‘
RE(EH) SR L TB Y 2 KE7 cti(secondary intent) i X > TORBETE B
CERENIESEI AL 255

{3E5E) Secondary intent : BICBFERESHREREL LEDEVWTENER
SRR LERBETEHEELTN LES ?‘Jb‘t BE, Z#Liosxt L. Primary intent * =
JBEIR, BHEDHZS RV EPETHEFLTRES DI REES I,

- arve in Class IIa in all other cases, including devices principally intended to manage

the micro-environment of a wound.

EOREZEETDHILOLED, 37/ FA1a &T5

2. Invasive devices
BAERS

2.1. Rule 5

HiEs

All invasive devices with respect to body orifices, other than surgically invasive

devices and which are not intended for connection to an active medical device!

EEEFREECERTAS D L EER L A2WERT. AROEAEEEAO, £TolflE
(Body Orifices/ &, 0. &. . BE. ELDLEMNIE AR EAEST
- are in Class I if they are intended for transient use,
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- are in Class IIa if they are intended for short-term unse, except # they are used in
the oral cavity as far as the pharynx, in an ear canal up to the ear drum orin a
nasal cavity, in which case they ave in Class I,

EHEEAROESIES T A 1la,
BL, BRECONE BRI CTORET, SECPCERENDIBIEIFRAI],

- are in Class I1b if they are intended for long-term use, except if they are used in the
oral cavity as far as the pharynx, in an ear canal up to the ear drum or in a nasal
cavity and are not lable to be absorbed by the mucous membrane, in which case
they are in Class Ila.

EHERRAOHGILS 72 Ub,
EL, BEETOOE, BEETCORE. SEOoTCEASH, HETHRRERDS
B\ DIRF T2 a,

All invasive devices with respect to body orifices, other than surgically invasive

devices, mtended for connection to an active medical device in Class Ila or a higher

class, are in Class {la.

72 Ha BLECSEIN-RDEERE LEE ERHOEAERT, ARBTRY

Lo, £TY 72 1a,

2.2, Rule 6

HE¥Es

All surgically invasive devices intended for transient nse are in Class ITa unless they

are-

~EEAROARNERABEER Ty 72 1la, AL,

- intended specifically to diagnose, monitor or corvect a defect of the heart or of the
central circulatory system through direct contact with these parts of the body, in
which case they are in Class IT1,

DEEWPEEERRORMESZ, TRALOEMRICEESMN T, 2L, BHEL, 8
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- reusable surgical instruments, in which case they are in Class I,
HEROHEINRHBEL I TR ]

- intended to supply energy in the form of ionizing radiation in which case they are in
Class Iih,
BN O TR A-F¥ & 5T 2#8RI37 7 A I

- intended to have a biclogical effect or to be wholly or mainly absorbed in which case
they are in Class I1b,
EMERNBREFOL I, ik, £BHWEZEEFLEBREIASLIIKERLE
{LoiLs TR IIb

- intended to administer medicines by means of a delivery system, if this is done in a
manner that is potentially hazardous taking account of the mode of application, in

which they are in Class ITh,
R CEFBRET B CEENIGERIES LDERZ F X ID

2.3. Bule 7

EHEq

All surgically invasive devices intended for short-term use are im Class IIa unless

they are intended:

EHERAOATHEAMESREIUTARE I IR 1la

- either specifically to diagnose, monitor or correct a defect of the heart or of the
central circulatory system through direct contact with these parts of the body, in
which case they are in Class II1,
DI CETERRROA R, TROOEBICEEMI T, BIFL. EHL, B
ETAHREIFAI &Y S,

- or specifically for use in divect contact with the central nevveous system, in which
case they are in Class ITT,
R R ICESEMN L THATSBER Y AT

- or to supply energy in the form of ionizing radiation in which case they are in Class
b,
BEHERH O T R3AF— 25T 28837 7 A b

- or to have a biological effect or to be wholly or mainly absorbed in which case they
ave in Class IH,
iR S Eo X ST, N, 2WENXITITERBIREAS XS ICERLA
Loldsy 7 A II

- or to undergo chemical change in the body, except if the devices are placed in the
teeth, or to administer medicines, in which case they are in Class ITb.
FERCEEEEEEZTo0, BREZTOILORFIFA IIh, AL, HIRYFTE
N3 LOEEL,

2.4. Rule 8
ZNE8 .
All implantable devices and long-term surgically invasive devices are in Class IIb
unless they are intended:
Ui+ 258 2kes  EBARNERECEMERAAFARABBRIIRTI ZA b
- to be placed in the teeth, in which case they are in Class Ia,
KR ENS DS 7R [1a
- t0 be used in direct contact with the heart, the central circulatory system or the
central nervous system, in which case they are in Class IT1,
D, PEBRR. PRARRCERERLTERSRSOEZ/ 7 A 10
- to have a bioclogical effect or to be wholly or mainly alsorbed, in which case they are
in Class ITI,
AHENDREEZEL2 LK, X, 28V REBESHRIFELD L IICE"LE
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- or to undergo chemical change in the body, except if the devices are placed in the
teeth, or to administer medicines, in which case they are in Class ITI.
ERNTEFEELFEC-TLO, f#ER2TI RS FX L, HL, #HICERY &
BILD b DR,

3. Additional rules applicable fo active devices
REEEEEIC AT D ENERE

3.1. Rule 9
HHE9
All active therapeutic devices intended to administer or exchange energy are in Class
IIa unless their charscteristies are such that they may administer or exchange
energy to or from the human body in a potentially hazardous way, taking account of
the nature, the density and site of application of the energy, in which case they are in
Class ITb.
TANF—DOER IR T ER Lt EAE BRI DX TIa L5, BL, #5%
EAELE OB O X G- EHS, D AAX—OWHE, BE, EATMILRT
EESBICERREEEY F R T,
All active devices intended to comtrol or monitor the performance of active
therapeutic devices in Class ITh, or imtended directly to influence the performance of
such devices ave in Class ITb.
7 7 Z IIb ORERNTREEESS O BEEHIHE - i T 2 RS, EE ok B
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3.2. Rule 10

EE 10

Active devices intended for diagnosis are in Class Ila:

TRICZS T 52 RESHEEL Y 7 X 11a

- if they are intended to supply energy which will be absorbed by the human body,
except for devices used to lluminate the patient's body, in the visible spectrum,
AETERENAZFZAVF-2EETIHOERBEOERCETOFEEELY
=D S D<)

- if they are intended to image in vivo distribution of radic pharmaceuticals,
BEMEEROEHENIHEERIZTELO

- if they are intended to allow direct diagnosis or monitoring of vital physiological
processes, unless they are specifically intended for monitoring of wvital
physiclogical parameters, where the nature of variations is such that it could
result in immediate danger to the patient, for instance variations in cardiac
performance, respiration, activity of CNS in which case they are in Class ITh.
EHICETIEEFN T o EADEERH X RIESERELHLOEERLL LD,
B, LEEOSE, TR, FESERIIBT AT A~ ORCIOEEDEEMR
BEICL STIEBICERERD I ) RAMCERT AAEEN T A —FDER
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Active devices intended to emit ionizing radiation and intended for diagnostic and

therapeutic interventional radiclogy including devices which control aor monitor such

devices, or which directly influence their performance, are in Class ITh.

BEEAR AT B LBARRHMAOREZEH LZES. (FoBRELH\, BT
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Rule 11
By
All active devices intended to administer and/or remove medicines, body liguids or
other substances to or from the body are in Class ITa, unless this is done in a2 manner:
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- that is poteniially hazardous, taking account of the nature of the substances
involved, of the part of the body concerned and of the mode of application in which
case they are in Class IIh.

PBEOHE., AMEOEHML., REMEOREN LR THEENICERTHLBER. 7
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3.3. Rule 12
HIE 12
All other active devices are in Class L.
fhn2TOREEMERITY TR 1,

4, Bpecial Rules
PR
4.1. Rule 13
13
All devices incorporating, as an integral part, a substance which, if used separately,
can be considered to be a medicinal product, as defined in Article 1 of Directive
65/65/EEC, and which is liable to act on the human body with action ancillary to
that of the devices, are in Class IILL
EROERO—EHE L THEIHEFHNEL., L LThABEMTERENTEEES
65/656 5 1 ROEELTH Y., X, THWEAHBOERETHBH LTV IHEE. H#
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4.2, Rule 14
All devices used for contraception or the prevention of the transmission of sexually
transmitted diseases are in Class IIb, unless they ave implantable or long term
invagive devices, in which case they are in Class II1.
BEIOH, SROENREHIETAEOBHIES X IIb, EL. FNMEAREHER
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4.3. Rule 15
All devices intended specifically to be used for disinfecting, cleaning, rinsing or, when
appropriate, hydrating contact lenses arg in Class ITb.
AvE L b ADER, EE T7E SRERRERTILOIIZ 7R b,
All devices intended specifically to be used for disinfecting medical devices are in
Class Ia.
EFEROREERICER &SNS OIS T A Tla
This rule does not apply to products that ave intended to clean medical devices other
than contact lenses by means of physical action.
i, BEBERICL T, ar# 2 P LU ERBE & EE TS bORIE
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4.4, Rule 16 -
Non-active devices specifically intended for recording of X-ray diagnostic images are
in Class [a.
Y BOWEEORE FICER LI JEEEERL Y T X [Ia

4.5. Rule 17
Al devices manufactured utibzing animal tissues or derivatives rendered non-viable
are Class Il except where such devices are intended to come into contact with intact
skin ondy.
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5. Rule 18
By derogation from other rules, blood bags are in Class T1b.
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