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The document herein was produced by the Global Harmonization Task Force, which is comprised of representatives
from medical device regulatory authorities and trade associations. The document is intended to provide non-binding
guidance to regulatory authorities for use in the regulation of medical devices.

Endorsement by the current Chair of the Global Harmonization Task Force signifies acceptance by consensus of the
document amongst members of the GHTF Steering Committee as a document to be promoted by all members of the
Task Force.

There are no restrictions on the reproduction, distribution, translation or use of this document however, incorporation of

this document, in part or in whole, into any other document does not convey or represent an endorsement of any kind by
the Global Harmonization Task Force.
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GLOBAL HARMONIZATION TASK FORCE
STUDY GROUP 1

LABELLING FOR MEDICAL DEVICES

This document has been developed to encourage and support global convergence of
regulatory systems and the means of achievement. It is intended for use by medical
devices regulators, Conformity Assessment Bodies and industry, and will provide
benefits in establishing, in a consistent way, an economic and effective approach to the
control of medical devices in the interest of public health. The document will be of value
to countries developing or amending regulations. The regulatory requirements of some
countries may not, at present, reflect the contents of this document.
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LABELLING FOR MEDICAL DEVICES

GENERAL PRINCIPLES

Labelling serves to communicate safety and performance related information to users of medical
devices and/or patients as well as to identify individual devices. Such information may appear on the
device itself, on packaging (or as a packaging insert), or as information for use. Consistent world-wide
labelling requirements would offer significant benefits to the manufacturer, patient or consumer, and
to Regulatory Authorities. To achieve this purpose, the following principles are recommended:

As far as it is practical and appropriate, the information needed to identify and use
the device safely should be provided on the device itself, and /or on the packaging for
each unit, and / or on the packaging of multiple devices. If individual packaging of
each unit is not practicable, the information should be set out in the leaflet, packaging
insert or other means supplied with one or multiple devices.

The format, content and location of labelling should be appropriate to the particular device and its
intended purpose.

Country-specific requirements for labelling text, content, or the format of labels or labelling
should be kept to the minimum and, where they currently exist, eliminated as the opportunity
arises.

Taking into consideration the type of user anticipated for the device, national language
requirements should be kept to a minimum,

The use of internationally recognised (i.e. standardised) symbols should be
encouraged provided that device safety is not compromised by a lack of understanding
on the part of the patient or user. Where the meaning of the symbol is not obvious to
the device user (who, with some products, could be a member of the public), it should
be described in words associated with the symbol.

Information on device use and instructions may be provided to the user in various media and by
several means such as printed documents, through a display screen incorporated into the device,
trans-telephonically, magnetic or optical media, etc. Whatever the media or the means,
information should be targeted to the anticipated user population.

Instructions for use should be written in terms readily understood by the intended
user.

Instructions may not be needed or may be abbreviated for devices of low or moderate
risk if they can be used safely and as intended without any such instructions.

Regulatory Authorities and industry should encourage the development and use of international
labelling guidelines for medical devices. Regulatory Authorities that are developing regulatory
requirements to address device labelling, or modifying existing requirements, are encouraged to
consider the adoption of these recommendations. This will help minimise the diversity of labelling
requirements world-wide and facilitate the process of harmonization.

In some regulatory schemes promotional labelling materials may be considered labelling. Such
materials are beyond the scope of this document.
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CONTENT OF LABELLING

The labelling should bear the following particulars.

In general:

a)

b)

c)

d)

e)

g)

h)

The name or trade name and address of the manufacturer; and the intended purpose,
user and patient population of the device where these are not obvious.

For imported devices, the label, or the outer packaging, or instructions for use, may be
required to contain in addition, the name and address of either the importer
established within the importing country or of an authorized representative of the
manufacturer established within the importing country.

Sufficient details for the user to identify the device or, where relevant, the contents of
any packaging.

An indication of either the batch code/lot number (e.g. on single-use disposable
devices) or the serial number (e.g. on electrically-powered medical devices), where
relevant, and to allow appropriate actions to trace and recall the devices and
detachable components,

An indication of the date until which the device may safely be used (.e. put into
service), expressed as the year and month (e.g. on single-use disposable devices)
where this is relevant.

For devices other than those covered by (d) above, and as appropriate to the type of
device, an indication of the date of manufacture. This indication may be included in
the batch code or serial number.

Any special storage and /or handling conditions on the external packaging.

Any warnings and /or precautions.

The performance intended by the manufacturer and any undesirable side-effects.

The information needed to verify whether the device is properly installed and can
operate correctly and safely, plus details of the nature, and frequency of preventative

and regular maintenance, replacement of consumable components, and calibration
needed to ensure that the device operates properly and safely during its intended life.

) Details of any further treatment or handling needed before the device can be used {e.g.

sterilization, final assembly, calibration etc.).

Where applicable:

k)

An indication that the device is sterile and necessary instructions in the event of
damage to sterile packaging and, where appropriate, description of methods of
re-sterilization.
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D

An indication that the device has been specified by the manufacturer for single-use only.

m) An indication that the device is for use by a single individual and has been manufactured according

n)

p

o

r)

s)

t)

to a written prescription or pattern (ie. it is custom-made).

An indication that the device is intended for clinical and /or performance investigations prior to
placing it on the market.

An indication that the device is intended only for presentation or demonstration purposes.

If the device is to be installed with or connected to other medical devices or equipment in order to
operate as required for its intended purpose, sufficient details of its characteristics to identify the
correct devices or equipment to use in order to obtain a safe combination.

If the device is implantable, information regarding any particular risks in connection with its
implantation.

Information regarding the risks of reciprocal interference posed by the reasonably foreseeable
presence of the device during specific investigations or treatment; (e.g. electrical interference from
electro-surgical devices or magnetic field interference from Magnetic Resonance Imagers).

If the device is reusable, information on the appropriate processes to allow reuse, including cleaning,

disinfection, packaging and, where appropriate, the method of re-sterilization and any restriction
on the number of reuses. Where devices are supplied with the intention that they be sterilized
before use, the instructions for cleaning and sterilization should be such that, if correctly followed,
the device will still comply with “the Essential Principles of Safety and Performance of Medical
Devices”L.

If the device emits radiation for medical purposes, details of the nature, type, intensity and
distribution of thas radiation.

The instructions for use should also include, where appropriate, details allowing the medical staff to
brief the patient on any contra-indications, warnings and any precautions to be taken. These details
should cover in particular:

)
i

Precautions to be taken in the event of changes in the performance of the device.

Precautions to be taken as regards exposure, in reasonably foresceable environmental

conditions, to magnetic fields, external electrical influences, electrostatic discharge, pressure or
variations in pressure, acceleration, thermal ignition sources, proximity to other devices, ete.

i) Adequate information regarding any medicinal product or products which the device in question is

1

Approved by the Global Harmonization Task Force; reference GHTF.SG1.N020R4.
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designed to administer, including any limitations in the choice of substances to be delivered.
iv) Precautions to be taken against any special, unusual risks related to the disposal of the device.
v} Any medicinal substances incorporated into the device as an integral part of the device.
vi) Degree of accuracy claimed for devices with a measuring function.

vii} Any requirement for special facilities, or special training, or particular qualifications of the device
user.

._87_



T 12 £HFERFHR (EREROWRFE) DR
EFHARFORM SO MERT 1 FEEICHET 5855

<HE#5>

GHTF .SG1.NOO9R5

DRAFT OF 13 OCTOBER 1999
AEMG Y - L BEERES

Ja—NVN—FFAE—al - YA T4+—A

o A 20 )
ESREOS Y Y

—RRIFHI

S 2T, Bl OEFHEER BT 2 & & BT, [EREROERAE LD SUIBHICL e SRR
DOERELASIEEREET D, TOLIAERT. EEBEAD LIZ, GEO LT Uty r— .
A —hEL0. HOWEIEH EOFEREL THASAH LN, L, HRAMII—BHEDH DI
2 TEERBEIHES 785, T, BEESE. BEEL INEERE. ROTECERITE%R OB HFEE
EIRELTH I LIRSS, ZOEWEERT 7017, KOBRIDHRINS,

SERERT, D OEWITH AR O HER A L. BRI T S 0IC A B . e aAo iz,
KO/ 3812y FOEED R, RO/ SRR 00 FiCit I N ERETH D, FI1T
w hREL 1T S 2 EAERNTRLE T FORBRIE. —DOXIIEROMIEE &bt
ENABNIF. Nwir=2 - o - RO FBII B W TEHEH I NBRETH S,

TN 7O NERUEATL. FEORERT O BMICEYIT DO THDHRETH S,
FNRYTDTFA R NE, UIF0VEL <E SR ORI T 5 4 OE O ERE
L, RANBEOBDIZEDARETHD, HL. TNEMEETLRLE a3kl =& &kl
INBRETH S,

BEEEOERBIHL, W THETAEREDY M T2E5BLENS, BNEOLDIZHDLRETH
B
EESANCERME N s, BEEII) S URIILOERIE, o et BE U AE OBRg
AR E > THRAODIVRWED, ERINARETH S, RV OBEWRIEBEOERE GlMick->
Tid. B4 OERSMEHEICLZDESSH D0 IZ&EoTHLATITAWES, Fhud. 2 2RILogs
WEE G I NARETH S,

BEBROMERCIERICROEHRIE. R, #SESEICHAAENT 0 A7 L1, EEFlc L 2% BE
EL UEFARFEEDO L DI ANAIMAE T, hidn DhOTFERICE - T, FHEICE NS
mH LIa0, BENIIFROIMZEO T, EHRI TSN AAEREAEITRETH S,
PR E L, BRI/ EREN BRI TELL S MAETIERINERETH S,

& - th) A OEEZSOES, FEROERI2< TH, BEWLEll, "OERLZL)ICEHINSk:
SIE. FBREEITRSRETH D), IEBENDNE LIva,

TTBCARR UL, ERERE ORI 7)) > TRt OFRA TMER 2 BT R ETH .

_88_



FrE 12 FERERETR (EELSEOWRERE) HHEHR
TBE # PR R IR AT CERRERA 1 PREICET SR

AR5 N) RO SR ERBIEZER L. U EOERBEAZUGETL &5 E93FBeL R ©
NSOEVSEHATA I EEZBBIZANS I DITHREIND, 259574561 RO 2 FEREE
OIERSZR/NEEIZTHOIZ%TE, BebO 7Ot A2 FITT3 I &I107237555,

NS DPDEER T, IRENS X)) A FEREH IR T EEZSNLSME LIV, UL, F0OLD
BEROBWNL. COXBOHHEBII-bOTHS.

SR T DRE

IR TR ROBHEGORETH 5.

— &

a) BHEREDAWE L <3S EOEFT. SR EROEAZEREER (CNSAALHTRNE
) MARBOERS, INSOBDITMAT, IV SMIOEEIEEHERIT. WA TR
SNTHAFEE UL AR TR S - REREE DEERBEE O ES S —H ORAREF 28T
KITERENDMH LIVIN,

b) HREDERZRGT DI 2R, RERLTIHE. ARINELOONE,

CIFETHBO MER U OB L rTRERR 2B L. BT 272D 7 72 a it s X 5ic,
Ny Fa—F/0y b (EERAOHEVETHE) ELES (ERESHEER) ouwThh—k
@ﬁ%ﬁ

d) AT 2EG. BESERICERAIND @, Y—ERAEMB) F£&ATERINEANORR
BT EEROFEVIETHER .

e) kil (d) DUIOBESTH> T, T0F 1 TITHYITHBHE, WEHRORR, ZORRL Ny F
- RXGELBROHIE TN B LIV,

£) SR BT RS B SO BuR A,

g) BERD InEER,

h) BHEEEOERLUMRE RUEEL <ARWFRER,

i) BEREL <R o, WIENDLRIZEET 2 Z ENNEEM E D MR T A1 DIOnE L XN 5
. CRUTINAT, HEEROBE. PO - SRR TSR OB, SRR OTEZ . Bl
N DR L 73R CEEN DR BICENEST 5 2 & 25T DI N B & XN ST,

i) MERSOMFEHBRAANC. FIZHEUEIESR O WL BE. B, BTES) .

ST HHE

— 89 —



ik 12 FEEAREYEE (KEL2RGMRER) HHERR
MEMARSOCHRMACECREET 7 FREEICET MR

k) HEENEEIN TS ZEOFR, BETEEDRE L TWAIESOREREE, WMYASRaInd. B
B ER,

1) BgehiahEeRir o —EIEDOHH) LU TEEINFEVLDER

m) BERMEANZL > TSN, FEICE20U5 IR DnTaiEa & nwa ks BB, AR
FLATE) .

n) HEESNTHIRETOEE RN JUItHERE2ER L Thas LS FoR,
0) HEPEARIITEORZEBHIE L TNAER,

D) HERE O BRIDI- IR EN T E 5 4D IO ERRE T EE 2 T, kT3
B6. WRIAAGOEZ2MRT 57010, BMUVIHER TR OB % FIERIC T 5 Uaas orhiRic
ESEIRS WAVANT £

a) HAEDWHAAFDEE, FOHGARIZ U7 - TORRIZR ) 22717883 R,

r) RFEOBRESUITEHPIC, BFBEOFECI > TEEIND TEMUATRINS X HAHETFEHD
UAZIZET 2488 A ARAESHEERSD S OBGTE UL MRI 5 5 OBEFTH

s) BESSEER TE25E, g, EF. O, B2 oBBEFENUEEREROFIEE2SDT. B
FHZENREE 3 25U T 0t BT 2458, M MOME 2 ER L TR I N85S,
ROEICHT B A1, ML SETINDRO. L, AE LT IEEEROReE R UM
BEOEATMS ITHESIHBERETH D,

L= NWN—EFA B a 2 ALY TA— AL > TRES I BF 2 A > b GHTF.SG1.N020R4
EBWTHIL,

t) BERYBERENOEDICHEHRERE T 580G, BERONE. F1 7. MBI RODHAIZIET S

Fiz, HakaAFR, BYREE, BRAY v 7R, BERNEEFRICDWTHARICRIITES LS
IR O T URETH S, INSOFMIERIL. R TREOBFHEIN-TRETH D,

1) BEEROHREMIRIL LSS DI EEIA

1) YAFRTEDRENEBICBNT, BR. ARLSOBTHIEE, HEEHE. E/HUIENEE,.
H, B L AT, AL - OBESICBEIND T EAOEEEIE

i) 5 ENAHEERZERTLBESOFBEBERZ 5D T, STEENRST5 2 2HNE L THAEE
SRS S iE R

V) BB EA T RS OREETRE) A7 I A HEEEN

V) BRI KR 0b0E L TESHEINSERS

vi) BIEHREE A T DHEIC Lo URENSHERRE

vi) BEESE B ORI BN, BRI EE I E OB T S EREIE

£k

_90_.



Bk 12 EEEEREHR (EEESBOVRER) HIRE
[ 5 F B SO XHTEEET 1 FREICHT 555

&R 6>
ERAAEORITRICBRERT A KT vs (H1

SERR 1 2 FEEEAREI (RSO ESR) e
(EREH B OFRM SRS EE T RREICET D5 et
(CEp 1343 H 27 O

1. B8y

A EATEFEERIC B TR DRAIEICEHR I NS00, ERAROLERGTOREERICEET S
ZERBEA A BRSO - MG - 8 - T 2 S0 IERERERE IS TSNS CEPBRETH D,
Lizii- T, ERAEOEERE ARCESL BRLCT <, HHAL ST WREESBHES ORMIGEZIE
L. s OEREEERIREICERICIRA D CEAWETH D, Tz, FETHRT SERH B-ORERE
%5 RS, BEONEFIINT LRI LB EENT S LW ETH S,

Z ORI EERERT A F 7y () B BCERRRERORELICH S ERR RS OBIEM R OHE
KEBT S E2HNELEDDT, &1 BTy VORECKD. BEY LRFEFICBIT L5 ICEERE
A B VREDEIREE2D L LB, FEETODEEAEROSERRIE S LEHHFTHDT
HD. 7aB, EEAREICI, [REEES, ORI, ERMER S TRATMEMBRE 25280, KA Ry
Z TN GIZEE T 2 EEAOLESRBERWHT L LB, TOEEEERL

2. OO &3

ERHAORAER. ERAROELEZII2BEOELEHRL., BEEHAZRNS-DICLEER (H
M- i - SRR - GRSTRE) EER - B - AT WV EOEREBREICIREMT AT, BEES
F/ A RRGEEENREEEICE DS RL. BERARICIMENAREGHAE. RTARTZa7 )., 5
T a7l BEFTVLEONETHD. 2d. EEHRICE. EEMRFeEEREREL K737
— 70 B HAE LR TR = a7 )2 CD -~ ROMBOEEEZMNINT 5 2 ENBAELWEEHH S, £,
PRI B S UEFI R EORREICIEERAZE ORI E L VLiEal. ERAERROLIICY—TLy

FHDAS) | WARROI DB LR THLTSH I EDHETH S,

3. #A RT v o DB
FHA BT 7 OFE. EHMARZENEES. BN, ERIEIO 3 DICERMCECIER 2R L. B
M1 (PR CERRERA T FT v o), B2 (Rt CERCRERT 7 R v ) | B3
(BN CERCRERT 1 T v 7)) IORU Tz,

1) BB VTR OSSR
BB RS R~ o 7 VAMEREICENCHA I N2 0B E U WA S LA F RIS 2acH
BEIC DWW TR L7z,
BERBIVERFZEEL TERTREHRIL UTORDTHD,
- Bl DEFRH X
- BRHAL S R AR
- BERAE U DU X DS EH
FHOME—
- & - RO T A BOA EOFHBRE
« BT VDFEFORE DK

_91_



T 12 FERERYHE (EXLSBOVIRTEE) SHERR
TEHMABSORMCELHERY 1 FREEY %)

SRS b G = AR I 3

- EFAT -7 =T Ly b @F0AR) 2SI AEEEE DR ORIE

- EOHEMN ORI

- XEFRROTER GREMERH, rensmas. T8eE 7@, BEELnis%)
AR DN TRIT SN EEEEICF B O R

2) BORORREFRUICRUER (SBT3 B

PERRIERE TR 0 2 R B ORM N IESBHAE IC & » THIWDT <, 0 DR T NS LT 500
IZRCEEE &2 ORHIIT A4 5 & &I, aBAEICET AMERII DWW TR L. oiErE Ot
/oo Tid, BAAEBREERED BEFHEERRMOGEOREERICOVWT] GEFREF 606 ) &EiEE
FHPERBCER For - B EEEEERD) O NEREEANSOIESHEZEDOS 0 HIzDhT) 25
FZ Uiz I35, EREIAORK T 52 X » TEBS NS E RO a P8 - T 3 ER AR
LT, RFRBRNE ZEEEHFICAAL TRoRd 2 kb H D08 R~ 2 7L E LTz LT
KILHIEMEELWY, T, EERABIUSEEREES - HRICDWTIL. L TWARWLDL ZOx e
AE 2 7 TIEL, BEDTEI LD LB L THRAITELERT 2 - L8 ThE CoaEEH1
R I ObDEEZ S,

AR, BMISGEOEAN SR ESET 277"

(1) & GEpIEmE)

(2) HX

(3) BEt+OEE -8

(4) HUGHELEE - (HBROLH - i

(5) #f - BHEAHE

(6) (EAAOM

(7) ~MOVfER A ETOERTE

(8) W2 R ke T OEEHIE

(9) RN

(10) EEHAORR. HEROH. REhHE

(11) {RsFrikk

(12) b3TNa—Fa¥

(1 3) Btk

(14) HaBOfE: - /5|

(15) EEEEREEIONTLREEE

(16) 77¥—H—FRELFOmHEKE

4. DI E DRSHEICONT

B RSO SCERCRERA 1 F 7 v 7 OWEIcdHiz> T, HEATEBRO TEHESKSE ORI
OHd GIST 1005) . BAEEEBREEED ERHERBRTCEOLRERIIONWT] GEE606 8) .
TBRAPE R H B EPOR R (R - B SR ERER) O R AEERMAOBIRSHESDH 0 HIzDNT],
TO=NN—FEFAE—2 a2 - FA7 72— (GHTF) @ EFEEROSN) 27 (GHTF.SG1.DRAFT
NOO9RS5 : Labelling for Medical Devices) ZZEIZ§ 5 & HiZ, EFEAROSBMEERL T, o&EHONE
5 s BER2 R DA

1) ERBIMROIUERAROR (IS T 1005)

ERH B OPTEREERICE L THIESAZOCMEEZ IR Lz E—0 HRT 2R JIS) 73
A% BEIT 30 REZRE/-SH, IEC FLOEREBASIEFICHENH D, ZORKIL. JIS OUGETICED 2~



TRk 12 EERARZERE (EELRREMATR) R
ME# R RS ORMIHCRERN 1 SHECET H5FRE;

SEHICEIEENDD, THUIRH S EURESIHE O EROLEEER S N T,

2) ERAERSFTEORRERICOVT] GERE606S)

Bz, ERAERDORCEEEREICEEL T 1997 FICEEEEBREN O SHEMERAE S TIHRE
=4, SRS B TRCRER IR S s,

COEEHEO BN, EREGREI R, FALBWICEERICED S I EITMA. NENLCEEE
BPN2HEIZONT,. EIXEORBRICESIT AR/l &TH b, Fio, ERBOIEMSRIEZHiE
d Bl THAEERMEES] BUNC, KBS, PRI, ok, A8E. AiHiHRAE
RUSHRES ISR OBIREZOEA LR LI TH S, FIFEIC ERHEESRMIOGEOTRBERT A F
T 7] DEARERZSRESMEIREIIRK > TR

3) NHREEBMACEURSESEDODYHICIWTI

SEMEITLE (PLE) OfTZ Hanc B EREETREIN A R0 THY, HERR. KR H
e, BB, —REEEEEEA LT S EEANNORES RS L TWa, EREEE
DRAETIE. FEM LU THERSNTWSERALCEREEE TR TH 5.

LinL., fREESE BN TESRE SBUNSNSEEHREOTHERICOWTIE, EE —RINEE
ALTWRNZ &S, TOXR - BEITAETSH 5.

4) TERFRDSRY Y (Labelling for Medical Devices) | (GHTF.SG1.Draft NOOSR5)

fEl% DEFARZZHT DL EbIC, BRARDEMERMEE TR LHREIRDLEREER L%
HENTGHT FA% 1999 FISRE L -BIE TH D, EEICHBIT BRI BvNEODDIZHED 51 THEA
HFARICESIEIIDNTIL, BEHES. BEEL IIMEHE. TERICRRE2REAT 2805, SEOBIT
LAV TEGHEERD ZEAMERENTN S,

_93,



T 12 FEREREE EETSREMAER) HHEME
TERARSOFRM L ELRERT 1 FREICHET BH198)

<1 >
AR SCRRRERET A KTy o

BAA BTy 7 TR DERSEORT S CERDERER. EAETHEE NSRS A (k1
B PHETHD. EREM, EEMEORMTCECRERIIING2 . 32UERR L, Fikc. Efie
OFERNERE - EEMRIOERSIIINI2. 323NN, ZOHA R v 713, EELeRoR
AEE LTI REEEEZ R LD bO T, O R SORANEOERSEE, OIS T5
EREER OB HEIR IR, AERY T DB I 2 C & E LW BEREIC M HER L -, -,
FO—=N)IN—FF A —2al - ¥RTTH—AD [Labelling for Medical Devices] (GHTF.SG1.Draft)
EMSICED S T SHBICE TRERU . 28, B0 —I a0 E & LTS LW AR O,
HTRENDN, TOESIALANWEREEAL THED OO LTS, BH<IL SHEE 42 £E0ME0RE
WEES SICEESEE 77 £0 3 (FHORMS) OB, S, DO A EHBEEOREOHIFERO Y 2
7ZEERLT, BRERTRCRMENH TR LB ORI 1 BRI U EEETEZ ST
WT#H B,

B RE L USRS &I-NT 5850H
O1. FEESHE (RTFAR~Y =2 7)) ORI THEAPT<ERIN TS
Q2. FHERHE (Rsra~—a 7)) MEgEdshic < nwiehikii i Tha I &
O3. 3Ed. EHRAFUD I LB E TR I TNWA 2L
©4. HiEd. BGHE B TER~=a7)) O2AZBLTRUEETH--ShTha o s
©5. MRUFRIE. Ihsa=HBLANSEASHDSLDICEHEIN TS &
©6. BT (rala~a 7)) NRFEAR GRHNE) CHEfIhTns s
O7. RTEB~ 27V BINEAR: IR IR EShTWha o &
O8. HEHAE (RFOMTaTI) OETFORESIOFRIRCTEORENH D &
©9. NEDIERNES LDk D, TS (R 7 V) KRR 52 MSETICEDATNT
WaZ &
C10. HdEHE GRTaR~=2 7)) OR—JEAERS0nED. EESER<TREOTEN RSN
ThaIE
O11. EFF5—7RU—TLy b DA ETHROBNCET 3RS RIZ XN TNWA D &
O1 2. XEZEHNOMRIIERTIEIHIHON TS L&
O1 3. XEOHHES “HEMET S0, BelicigieRmsmL., SEEREEBITI TSI &
Ol 4. XEOHES ZHETZ7-017. BEdsme Wil hThs o &
O15. XEOYRES ZRMMETS7012, THERTHREZEN, HBLFAERITHE T s
O1 6. XEOHES RS 5720, SIEHSICEESULMTISHEERL, MBEEmRTITWAs s
©17. TEEHAE Bk~ a 7 2 A—8RI DWW TRITEINA MO TR TOER & FEHTRNT
&

FERUGE S & UIERUER [CBET S EM

B3R 1. BE GRED <BURBEAE - RTART AT VICHE>
O1) REHHE RFRv—27)) OFM (hFM. BREFEE) ICEASIREH - B4 BRE
5) AEEEhThs T &

794.”



ERk 12 FEREEREHR (ERLLROHRERL) MR
TEFBRSORMNELERERT 1 FREICET WK

O2) TERE (RTav— 7)) OFM (hEK BERral) TSRO EH ol aoik X
ntnasl s

O3) TGS (RFal~ o 7))) OFM (T, ZERe 50 I3RS, ILEBLURTFEAH
AT Ay N R R

O4) BUERHE (RTFEBTIA7I) IHREREEEEET AL ELOMLEEDN) Toiah
ThWas &

#i28 2. AR<EXEMAAE - BT a7 I)VCIBE>
©1) BEkEHHE @TraRva 7)) TERSEHRINTWAZ &
©2) wATCTNEHEEREAA—EEMGIRIN TSI &

BRR 3. RELORS - TE<IURINEE - FTaR<T a7 McisE>

O1) EFRZ LRI T 300V HIC BRI TWAE T &

©2) EFREROIMTAEHENBLNER FORCHE GBI TSI L

©3) fOEREREIE - OMRIZETAEEHEIGIE I TS T E

O4) HEOBATEESE SRS TnA I E

Ob) AMERAITH T SEREREN BRI TSI L

©6) EBEhIET 50 DESHEIEHINTNDI S

O©7) #E - ey lici@Erani R CUEeds. Kids) . HEEE A SARMESIhTWwA D
&

©8) BEBIUEHHEICTHE S 52 AR I UBEIRE I S ERASREI DL TEREIN TS 2 &
©9) Z2ICBET 23 e . ML . B8 O3BETRERIN TSI S

©10) B2 AABRERNER T HONSELBICBEL TRl Tha Tl &

©11) ZOEFEMFEORESHIC. B3 iFFoRESF AT ITESBIATHWAZ
O12) BEeSHIIKLAERDBWICEIDBEL -ENEESEEEC D & 2BRICLTWA D

BRR 4. MRERLIEM - FRKOSH - HE<EUMRAE - FTART A TNICHE>

©1) EFEISOBEEE, FRAF. EEMEMEHRiIh TS &

©2) BREROMBMS. FHESIEOHESHERFHTIRINTWE I &

©3) EEHEEERAISR. FE. TOy /e WEDSUT, HoRME, BEHRKESD) 2RO THE
INTNBEZ L

©4) R EHETERAEEYA ZA N TOv BB EEAVTEHEIA TSI

O5) EEs LT EL <HAT DI ERFBIERNIBR I TS T

O6) #HBIEROLWH, REBIVEE. WINITF 1 A7 V1. SRRSO ThwaZ

#E85. i - REAE<DERSAE - RTART oA TICHED>

O1) EFEAREE2ICEL <EHT2ADIONEEHEORMSE GRIERM. BEE BROLEER L)
ARCHENTND T &

02) EXESEERSICEL <HEHT 30 RBRREFESSRI N TWS I &

O3) BAEREHD BRI OWT, BEOH 5N, HniclT s nTnas s

O4) BARER S ERERROBIRIETT 2 BB L UREHFIIHEIN TSI

O5) EHPEERHERRI DT, BEORS - BRI C2HHL, COREEEIBIN TSI E

B35 6. (ERAOIENRE$SCIERMARICHETHIMETERT 27 IAORRLH L= &>
Q1) fh¥Esks) A MCEREHEODOEIEFL Y, hESREE ERINhTWA D
O2) BEAMOMRBL S STl Twa D &

_95__



ERR 12 FFEEEHFRR (ERELRSHAFE) 7R
MEHF R ORI B ER T FEECEY 2150

O3) EFPYHCEXAHESZ /0 LT DRI LT, 208, RERML IOV THRBLUNRE
FEAGEEIN TR L

O4) LR SBIRAB L UFE RIS N ThA Z &

Ob) HETHHICTEDMEMET = v 7 U X MWK NTNH I &

BB 7. B ERAEETOIERA<DURSNAE - AT TNICHIE>

1) T4 27V A, iBFEBEORE LEFEEOBIR. S a S osemmGiiahtns s
O2) B TIEFTHREEROD, T4 AT A » La—F 4 T ORI CREINTWA &
Q3) e TIEESEEHIF O DT OB ENTNWA I &

O4) RETIEFHHEEROEOOFERE—F - Fa—7 ¢t 7L RUBBHRN I TWE D &
Ob5) HneAE ZIERD - FEER L ENEBICHETEA LI ENTWAZ &

©6) FHFMR - AT~ = 2 7 INIHEREOSBRIERIC R DL S ERENTWA 2 &

#4388, WRVIGERTE L TOERIR<HURNAE - RTSRT = TICHES
O1) #olEies S A EOE TR T BEOR MR, MREHERHC B S RS Tna 2 &

B33 9. ERZOAE<AURNIAEC VB THIIRSTERRT a7 IAORRESHhLR >
O1) EREOYEEL T, #E8 (Y19l L—RE) ofBEdEEahtns s
O2) EREOYE S LT, BiF - BSOS U FIE ik s I &

O3) fEREONE S LT, MOEFEEE - OUBEL FlE el Ttnd I L

O4) {ERBONEBEEL T, &R #HEd LB TE S h sl &

O5) ERBEONES LT, EFEROREESIEmINT0hS I,

O6) BEIROIEDOBETRF vy 7 ) A M TNWEZ E

Q7)) HEE, fES. B EOROAL EREFEI RSN TNDEIE

O8) gL T ARIAE B LU FE BRI B I TWAs T &

OQ9) HESBTAY P THRII TEARESARTFT v 7 ) A MREINIREN TS D

#4231 0. ERERRORS. HEROTA. KRESHEIUEBRAE - RFSRY17IITHE>
©1) EfgasoEs, HaEdS LR SAEiRahTnsl &

©2) EREEORER. HEd L JBEICHET 2ERFRIGIRIN TSI

O3) fREMOUBEI R CHEh TSI &

O4) RESFORESEIMTREN TSI

Ob) {ilEdh - e - T - HEOCRBIIBIUAT - SO A EHEhTWa T &

BRI 1. BYRR<EIC. TR a7 ICHRETH Y. IGREEARICIIEM - BERSTOLEDHS
ARICDOWTIEE T 2>

©1) B, Ehf - FERa EINES IR TER L DI BENTWA T &

©2) HFERY a7V, TEVBAFOEME GRRITFETARE) NERBICHEIRETES LS00
Hxhtnwaos

<=HBafR>

©3) HHEINTOMERS - EHNRST - SR AR NI N TS D &

Q4) FHHF2LE S TIEREET. EHSRWETSHS) SO ERERINTVWS I &

O5) FEAENE SEMSREERT 5O NE MEMIHENTNAE D &

06) EFSROTENBLUNER A HETF T 201 rE iRy 2 MR S Tws T -
O7) EHEHER L O DESES BRIV ESRIER, SRFER LSRRI N T

_96_



R 12 FERERENT (BEETEEEMEREE) HMHERA
(ERRRSORMYBTHERT 1 FREICHT 28#%)

WHsZ &

©8) FEERIC Y E S SRERBLUFIESIRE I ThE &

©9) MRS EISRIzLEL TE, BEirErugrtlInTnha s &

©10) EHEREL2ICERICHERT 57D EF iAo s BRI BRI fif S h Tna T &

©1 1) EHEROEDOEIRF v 7 ) A MR Tnwa o &

©1 2) BN LAY < BETHBEICTES LS F v 7 A MVABHISHKEN TSI &

O1 3) BFER~Y 27 IVCEEF v 7 1) 2 bAOCROEES TR I TNWS 2 &

<{=2p3%>

©14) A—A—EAREOHKTFHBEOERHEI EERIN TSI &

©1 5) LeWEEL S BHFBECEEEHECL, BRI Ttnwaso s

Q1 6) HMEIYTH FERRSCERICET ARSI TnsZ &

O17) BFHEEMPEEETIESICE. A H—0RE LB BB O TEICITOBOET S I S
ENTNWAT L&

01 8) HiEEFrOBFRBLIIMEHICEd 2 FE B EINTWAE D &

O19) EHEERIABERIEEL TOWIWTEZRAW -Gk - (83, EE0BELTHD I i
NTWaBZE

02 0) BHZEET BRI - SENE 2T -0 DEEKE) 2 MR ThaZ &
©21) A—H—EELEEEYAN ORI D BNRERORFEN RIS I s T &

i1 2. bSTNa—T 4 Y<BURBIAE - REPART = o 7IVICIGNE>

©1) WEERRELO-DOFRIEV SR I N TWS I &

©2) ZETIEERHISHEORY, REREOUBII DL TARERDZLIEE TR TWE I &
Q3) FHIRBRTREEERRBLEE, UARLEIE RS TN a—F 4 27 OEDIISBTREA—UHERHRIN
ThaI L

©4) 2O T TINEEITHTE I TN a—FT 4 L 7AIEEN (FEFR) ICRfaIntnar e

P23 3. HRiRftR<EURBIEAE - RFaRT a7 IciEE>

O©1) BEITHTAHEER - HEEBIC ISR T &

O2) EEMIIEZ2ZIEL </FHT 52008 HE4N (FERE. AxiEsd) sdixhtnasl s
©3) EEERENESIZEL </FET2-00BFEEF. Fi. SERABOERENSEHBINTWADE
O4) EFEEENZRICEL </EET 50 0BRONES TR SEIN TS &

O5b) HROER - & - s tna o s

0O6) ERtaso~ik MR WMEREH. M B S OEEEERLETF SRS TS T -
O7) BEEROBEMTERB L VEEHEERZSUOHNOBB LIRSl h TwWa I &
O8) EEEGSOB —SERFORNEBRB L OEHFIUEERENTRINTWE -

#2851 4. FIEEOMRD - R51<DUEEAE - RTFRRVT =27 VICHHE>
O1) ERALZERELZHE (FHE) KOWTERIIKSNERIhTWas o &
O2) EWEHE RTaR~=a7))) AW R B0k SRIhTWA T &

P231 5. EMBIREICH T 2RSHE HURINIE - fFERv = A7 ICHED>

O1) EREasEHE LN DMREANITI DI E DL S R ET 2T AT L it hTna - &
O2) EFREREROEDOEEEEROFEABITT U THEIC AN TWA I &

A3) R TRBESREZNEMIIT O Il En L S alPEE £ AT LRI h s o &

O4) RFSRESDIZDORERERVEEONAEVBICERIN TSI &

_97_



Erk 12 FERERENSE (BERRTERSHAERE) HHENR
(EHRAEFORM T HLRESET 7 FRECMET A813

B8 6. 7750 —ERALEZOERC<EBRGAE  RTFSRTaATNICHE>

O1) EBUAHT B-0IOBERER DI Tha T &

©2) 777t ZCRFRHEIC T AR Al S T s T s

C3) EEEIECROAZMERIM, SRMAER. ETRE0A—T—SaSshtnass s
C4) R B IR T BRI EH I N TNA I &

O5) EXHSIRORERYE BERHEIZMTAERISIEHINTLA I &

_98_



Tk 12 FERELHSPR (BELSEOWAER SHEHMRA
(E#RAREORM CHLMESH 1 FRECHT 28K

<2 >
ERBEHAMOGRERERST A R T v

FHA RT w7 TR DEHA OB CEGCEERIL. #3NM, BE 7 S OBNRT S EREN
ik (R2BHD) AR TH Y, BRI ERMEOMTCETRERIN L. 32N RL =, BRI,
EHESM O ERPEFMEIORSIIR 3 283N, ZOHA KT v 7L, EEEMSRORM S
ELTRERTNEEREZ L EDEHOT. O T 2 EEMCEORNNADEREIE, OIS T 2 ERE
MBS HEBRIE, AN T HEESBMICRMT T2 2 ENEE LS ERTIFICNHERE L=, £ V11—
INWN—FEFAE— 3« FATT+—AD [Labelling for Medical Devices] (GHTF.SG1.Draft) #1451
NEPZAET2HEBICITRER LU, o8, B0 HICIERERSE U TN LW EHEOT®R S T8
ENDMR, TOHEEEYLSVWERZBA L THEOH D LTS, Bb<IL EEHE 42 {ANDREET
S OITHEEEEL 77 £0 3 (HROIBHE) OBS» 5, ROEHON D ERISMORIEOMEERRD ) 25 £
BL T, BHRENEHASSEENEHEMNTH B ORBERT 1 R L 2EETEHT I3 I TEENTH
D

hiRB L USRS ST S EFRI
Q1. HRHAE (RTFRR~Y=a 7)) OHRIDEEATHADTEREIN TSI E
C2. FEHWE REEuR~=a 7)) AR Wk s /r-> TSI &
O3, XEZ EFREFLNVNCLAEESZ TIHINTWAZ &
©4. BEEL, FdEEHE @i~ =a 7)) O2HEAL TRUBAE TR —3INTWAZ &
Q5. KEUEIL. ZhoEaRUARSA ISR 3IIITHEIN TSI s
©6. BEHHE GRSFa~=a 7)) HEREAR @ISR ITRTIh Tz
Q7. RFABRY a7V BLREAR (ERHEE [CRENTnha s
O8. HHGEHE RFHER<ToaTI) OEFEOAESDFERIIRSLTIORENS LT &
©9. NEDIEERNER EADED. BEHIE (RFrR~=a 7)) [T 52 MSSYICE0AERT
Wa it
Q10. E557—7RU—T7b v b GF0AR) ETEROBWCETANENBREII SN TWE &
Q1 1. XEZEHMOMBIIIHETISEN b TWAI &
O1 2. XEOHES ZHRT 2010, BRIICAEEXAREZEHAL, SRR TTwsZ L
O1 3. XEOHMEI EZHET A/-010, BrEM ORI Thwas &
O1 4. XEDHES ZHET /0017, (THEZRTERLZED., MRAFERT TSI &
O1 5. XEHOWEMS ZHEMT 50, FREFICEEELMNTIZHEEHN, BiEEsfttns s
©16. BFHIE (RFEMRTZaTI) A5 B DN TRITENA MO TR TOREE FEI LN D
&

N5 L UERAR T SER

B[ . R GBI <BURSUAR - RTFART a7 VICHE>

O1) TakaisE GRFate—a7))) OFM (hf, EREEST) ICERIMEH - BREH E
7) PRI NTNSIE

02) BFE RFBRT= 7)) OFRM (PR HAREST) ICHSEE QOB L SR X
NTnszZs

— 99 -



12 FERERFHY (EXTSREWAER HHIHR
(EHHES ORI CHEZHEMN 1 REEICHET 5W%R)

QO3) HEE RTs~— 7)) OFM (P, BERREST) IT8IES. BEBLUSTENA
AR INTAH T &

O4) BFFAE (R~ oo 7)l) ICHSEESH 2T 28R oML R0) TRz h
TWwWBZ &

8B+ 2. Bx<pilmen - RFSRT=2T7INHE>
©1) HEEEHE F a7 AR ntnas s
02) FAHPTVIEABRER—REMSEIRINTWA D -

B 3. RELOWE - TE<DURBAE - BTART = TIHE>

@1) EESMELEIHERTAEOO&MHRIZ I WA &

©2) EFEEMOENTSEHENBLUER FORSEESRIN TS

©3) thoFREFSEHM ORI 2REFEIERBINTWhA T S

O4) BEOBACHTAEERE BRI TSI &

O5b) WSS T 2EEEE GBI N TSI S

©6) fEREILT 50 ORSHRENREINTND I E

O7) B - frlp ST XN R (UFREE. KRES) | BEEE, 1 SAMEMIh s
&

08) BEBLUERE GRS A 2B I BRI I S EARESE S DN TERENTWA T &
O9) ZLITHETLHN (B . "EE . MR O3B TESEIhTWwsIE

©10) ZeECHETAEEFENEERHONSBEEICERL TR Tnwa 2 &

©1 1) ZOBEBEBMREOIERHIC. BRaFFoRESEH AT DITENBEINTHE T &
O12) BeSHIKLUEROENCXDRE L A ENEEMERZECH L 2 2L TNnA T E

B4 4. BIRHERLEE - (HRROSH - ME<TURHARE - ®RFRT =27 IISEE>
O1) EHEMOEE FRF, SEYEIRIGSRIN TN I &

O2) WMEEROMER. BRSSO ERINTWE &

©3) ERSMIBRAMEN. FEALZROTHRATNTWSZ &

O©4) i EHZESEBIRIENA S P EAHLTRAZIRTLS I

O5) EFSHMERSICEL <EHT 2 DICnEAEBFE I SRIN TNE I L
O8) HROAH, FEBIUMERL OBFITIRENTHD I &

/5. #837 - R EIURARA T - RTART 2 7 IUCHNE >

O1) EFEHMELERITIEL <#HT 7 DITNRS B0 MR SRR D M h s s
02) EHEFEMELZEICEL <ERT DR BERREFIEISEHRIN TSI E

O3) BAEFEEESEHEMIIOWT, BEOHS, #iGIc T RNl h Th5 I s

O4) BFEIEEED Bz OBEIH BT BB LUESEE e hThwa 2 &

O5) FIEERSEMICDOWT, BEROES - BRFRI CE2HAL. TOREREIRHIN TSI

i34 6. ERMNOSEH<ISICIURSIARICHETHAPSRFIRT 2T IADERDBH I >

O1) a2 M@ AMEROZOOEGIERFL S, h¥EammEEiitlshTnws s

O2) BEAROSRBIUSEEM RIS N TSI

O3) BFEGGCESMIEG AN E - THEMIBMIIRL T, F08E8. FERZ ST OWL B I UNE
HEREB SN TSI E

O4) WL\ E SRR ABLUFEI Y GRS TWwWa I &

— 100 -



Fhk 12 FREEAR AT (EXRLeEOHRAER) pENAR
MESRREOFRMAEFCHERY 1 FREICBEY 57!

O6) Tl THEIC TEDRESHRT = v 7Y A MASISKREIN TS &

8P 7. I ERAAERETOTENA<IRREE - FTERT a7

O1) EEeTIEEEAEESO DI SRS N Thas T &

©2) HAEEZORBERIIEN - BRI EONESICEE TELRL IR EIN TS D
©3) THAE - PR~ = 2 TIVER#E O SRIEEIN I DL SRS h T T &

3 8. KR GERAEETOTRA<IUEBIAE - RTFRRT =T IIICHE>
O1) fhomssit SA GO THMYT HIBBOEEMHR, AR N E SRR SIS TS T &

241 9. (ERSHROLE<AUEKIARICHETH SIMRTART Z a7 I OB HhiLar>
O1) FREOUIEE LT, MOEREN OB LFEN TSI Th5 &

O2) FHEOUEEL T, . HED LBEBREOFIENSEREINTHnE TS

QO3) SRAEOIELEL T, EREMORELSEMIHINTNDI L

O4) BESROIDOBESRF v 7 A MRIERTWaZ &

Ob) HieE. (RS B EORIAL EFEFEISRIN TSI &

06) HEFEITVERABRIEEH B L UFEFHEIC RSB INTWA T &

O7) MESBRTLAY 2 BETHBIC TEIRESRT T v 7 U A MAEISKEN TS T

M1 0. ERBRHOND - HE EHE. HEROIHN. KREAZEBAE - RFRRT T2 TIVCHE>
O1) EHSMOTR. HHS L IBBELEORE C 7N A— 2RI DN THBRERATERNW L 20
i) ARIERENTVDIE

02) EFEMovs. HES L IBHICHT ARRHEI Il Tha e

O3) REMOUBEIFHINTNE IS

O4) RESHORERAEIRINTND L

O5) (MBS - HiFER - M2 - BMAOIERIIB L UAT - SO FFEARHEIN TSI &

#11. BTRR<BIC. fFTRRT a7 VGHETH Y. TERIERICIIES - BT O HEDH D
BRICOWTIERT 5>

©1) HdkERHEL. B - EERLENERBICERTEL L TERINTWE D L

O2) BFr<T a7 IWE. THFRHREEROERE (R TEE:E) NEBCEIFIETEL LD
WINTNWBIE

<rteBS>

©3) EREMT DRERS - EHINLMRST - SRICEET A2FIE SN hTnwaT &

O4) THRTELESTHEESMT. EHSRAGETHS] SWSENTHENTNAZ &

O5) HHENE SESREERT 2/-DICNEERISR I Twa I E

O6) EERMOZENB S IR ST 57D R ESESS Y 2 MRS h Twa 2 &
O7) EHHEERL TV ERE 2 B AT 2NN E A RIEE, SR TIER IR EHmE SR AT
WahZk

©8) EHINBICHES SRERBLUFIE B IC I N TNA T &

©9) ERENEHARICNELTE, eSSz RN TWA &

©10) EFESMELEICERITHRAT 5-0IC N E S ER SR AR 2RI TWa o &

©1 1) FHEBORDOERSHBF v 7 U ARG ENTWAZ &

O1 2) TS LY 7 < BETHBICTER LY F v 7 ) A MNEIERIN TS D &

O1 3) BT~ a7 INIBHEF v 7 ) A MOEGORBESSRI I Tha D

—101 -



