THDOVAZ

RS SUTIE AN I ReZ2 5 A (B 2 1 AR
A B et 25) <0 L A AR D5k ST

TS O ER TR EORETD
A7,

calibration are not possible (as with
implants), from ageing of materials used
or loss of accuracy of any measuring oy

control mechanism.

9.3 BERMEES UL RS2 W BRI 3@ B O fE
T VB — R BB 12 33\ Tk S SR 3E D
YA % /NREICHN 2 5 X0 E R S
WCWNRIT LBV, FRIZ, EDFER Gk
EUT, AT E SUIR R F R E I kL
TR SEFREEE ST A ZB IR L T
ISR LOEB A DT T RbA,

should be

manufactured in such a way as to minimize

9.3 Devices designed and

the risks of fire or explosion during normal

use and in single fault condition.

Particular attention should be paid to

devices whose intended wuse includes

exposure to flammable substances or

substances which could cause combustion

9.4 EEEZSR IR BT, X TOBE
EMOREIRMBERDICTHINRE K
VERLESH TWORIT T2 570,

9.4 Devices must be designed and

manufactured in such a way as to facilitate

the safe disposal of any waste substances.

10 ZWE TR E#EL A THER
BB UL IR 2 W 3R

10  Devices with a diagnostic or

measuring function

10.1 RIEHREZ A 3D ERERS TN 2
WiRIX ZORENESNBFICERRERE
ZRIETAREMEN S A A EDEFEIR X
A2 EE O B IR L+ 7R 1E
WE BEROREEEF T DI 8% KO
BIESNTWRITHERB2, EREEOR
S, S EF L Lo TSR T e
YA AN

10.1 Devices with a measuring function,
where inaccuracy could have a significant
adverse effect on the patient, should be
designed and manufactured in such a way
as to provide sufficient accuracy, precision
and stability for their intended purpose of
the device. The limits of accuracy should

be indicated by the manufacturer
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10.2 2 W ERES TN ZEERIE, ©
OFEF B IR C . #8 S22 50 B O BTy
FECEDWT, +07REMRE ., FBEROE
EEAFROND IR R URES TR

should be

designed and manufactured in such a

10.2 Diagnostic devices
way as to provide sufficient accuracy,
precision and stability for their intended

use, based on appropriate scientific and

AT A b, Belo EREHICH T o TiL, B | technical methods. In particular the

BE KRR EREME. REME. BELM. BEAT design  should address sensitivity,

VR 0 TR OV DR | ) 7 T spe01f1c1t.y,l | trueness, repeatability,
reproducibility, control of known

BP7RT IR B, relevant interference and limits of
detection, as appropriate.

10.3 Z W A EEBEE IR 2 M B O M RE | 10.3 Where the performance of devices

D3R IE 8% X
BE . ZOIH R IERR I EY T
THRTWAEDEHME (M —YE VT 1)1
B BB AT LA L CRAES AT i
BIRVY,

IR HEME OFE IR T LTS
Ej Y

depends on the use of calibrators and/or
control materials, the traceability of
calibrators

should be

values assigned to such

and/or control materials
assured through a quality management

system.

10.4 JE ., E=FV L THWTRREED B %
DT S EREBER SUI A ZW RO B
HIZIS U A DR B R DR G Sl
g CASVA AN

10.4 Any measurement, monitoring or
display scale should be designed in line
with ergonomic principles, taking account

of the intended purpose of the device.

10.5 AREZLHE ATV Th, HE TRBISh
TABIE, —RIZS T ARG T IEERS R
TeHALAE L ERER SIS 2o
P e A g AN R AN E AN VA AN

10.5 Wherever possible values expressed
should be in

standardised

numerically commonly

accepted, units, and

understood by the users of the device.

11 /AU BRETRE

11 Protection against radiation

11.1 —f%=EIH

11.1 General

11.1.1 EFEEE U2 EE I, 2D H
HENZHW, TRIE K OB 07012 IEL X

11.1.1 Devices should be designed and

manufactured and packaged in such a way

that exnnanre of nationte nigere and athey
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NDOFERROBE 2T B2 BF EH
BB O =3 ~ ORI 6 B, Do
NGRS 2 LH8k G, R OVa s T
W2 IR B,

that exposure of patients, users and other
persons to any emitted radiation should be

reduced as far as practicable and

appropriate, compatible with the intended
purpose, whilst not restricting the
application of appropriate specified levels |

for therapeutic and diagnostic purposes

11.2 BURROEHE

11.2 Intended radiation

11.2.1 PR ER LA 72 W7 3E o KU dt
TNCBWT B _EZFDH RS S Moo MR
Sz YRS % EEIDEHIBT SN DI E D E R
HE DI EERAEOEN TR
a2 A U DL L O B S AS AT B
FRHT LR ENTODIGE  BRENME
BE I Carvha— /L TEAIIICERE S
TUVWRIT X B, ZOTE D E R L X
XA W IR, B § D RIS T A— S DFF
BRENHAZENTHBEMEZRIET IO E K
[0 5oy (NG AVAT P W = A VA AN

11.2.1 Where devices are designed to emit
hazardous, or potentially hazardous, levels
of wvisible and/or invisible radiation
necessary for a specific medical purpose the
benefit of which is considered to outweigh
the risks inherent in the emission, it should
be possible for the user to control the
emissions. Such devices should be
designed and manufactured to ensure
variable

reproducibility  of  relevant

parameters within an acceptable tolerance.

11.2.2 B IS 2D BERIC
f 2 3% AL ORIV 3 5 BT SR AT AR D U
REBHTD2LOTHAIG AL N T55
A BB 2 HERR CE AR R R EE B LR
HEVERIEE 2 BAE L QUi e nreun,

11.2.2 Where devices are intended to emit

potentially hazardous, visible and/or

invisible radiation, they should be fitted,
where practicable, with visual displays

and/or audible warnings of such emissions.

11.3 BRUAW SRR & ]

11.8 Unintended radiation

11.3.1 EREESE IS Z IR BRLZR
UV R R AR SO BOEL R 1 2 FR
B OV =8~ O R RV 559
AR OLES TR IR B0,

11.3.1 Devices should be designed and
manufactured in such a way that exposure
of patients, users and other persons to the
emission of unintended, stray or scattered

radiation is reduced as far as possible and
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11.4 Bk

11.4 Instructions for use

11.4.1 BUiRa B4 D ER S XU ES 2
W7 S O BB AR B T B 2 U R O
g BRE R OMERE I A B BRI
DOFSIEE R OYE A h OB A OY A7 OPER I
B DV T R E WA FR s L2 it
AN

11.4.1 The operating instructions for
devices emitting radiation should give
detailed information as to the nature of the
emitted radiation, means of protecting the
patient and the user and on ways of
avoiding misuse and of eliminating the

risks inherent in installation.

11.5 BHEHEER

11.5 Ionizing radiation

11.5.1 BERERGIR A RT3 5 B s S
AW, FTREZRB A E DM B BNICHRS
LT, PR 2 MR O MR B, (T 2/ =
N =G ARCUTRBE) Z R R ORI c& 2 &
IR E R OELE SN RIT TR B,

11.5.1 Devices intended to emit ionizing
should Dbe
manufactured in such a way as to ensure

that,

radiation designed and

where practicable, the quantity,
geometry and energy distribution (or
quality) of radiation emitted can be varied
and controlled taking into account the

intended use.

11.5.2 EEREHONTRZ R 222 W FH R 4
IR WT IR T BE K OME F B O ERER
SHROBERE I/ NRIZ N %, BT E O W B /Y
R T AT E R E G L IEFO
A& HIOREH R CELES OO RIT IR
TRBTRVY,

11.5.2 Devices emitting ilonizing radiation
intended for diagnostic radiology should be
designed and manufactured in such a way
as to achieve appropriate image and/or
output quality for the intended medical
whilst radiation

purpose minimizing

exposure of the patient and user.

11.5.3 EEBEHCRTIRZ BRI 2 TR0 F e

XL EA WL, R N ERE VT —L0
B )X — WONCFEY T 55 A K
FHRE — AD T F — A E i R4
— Ll TEDIORE R OELES L TRET
AUERBTR 0,

11.5.3 Devices emitting 1onizing radiation,
intended for therapeutic radiology should
be designed and manufactured in such a
way as to enable reliable monitoring and
control of the delivered dose, the beam type
and energy and where appropriate the

energy distribution of the radiation beam.
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12. TRVF —JRA~EEGE LT RF
—IR% Bl LA E R S A4t
W IR A B R ETH

12. Requirements for medical

devices connected to or equipped with

an energy source

12.1 BF 70T L AT N PR LT [ ks

SR AN IS, Y 7 =T 2 E T £
DFEHRBRICELL. ZNLDV AT AOFH,
PE MR ORI HEREND IO E SN
TR IR D70, ZI—OThHiK
ENRAELTIGE  ENDPLIRE T AR 25
T RTREZRFRY . DO N ZBRE I TE D
FO BT RFEPHELLN TR IIE R 57
/A%

VAT A

12.1 Devices incorporating electronic

programmable systems, including software,
should be the

repeatability, reliability and performance of

designed to ensure
these systems according to the intended
use. In the event of a single fault
condition in the system, appropriate means
should be adopted to eliminate or reduce as
practicable and

far as appropriate

consequent risks.

12.2 ERERERER SULENZHHEDOE
RBELEN, BEORLICERKTIEAR.
BRI BT 5 EIHE L TN
A DR AN ERANSVA AN

12.2 Devices where the safety of the
patients depends on an internal power
supply should be equipped with a means of

determining the state of the power supply.

12.3 SRR E RS UL RSN 2 I < 15
BABBEOLZEIIERTLHEFEILLLE
NS R O DM AT DOSPIERS L
TUWRITIUEZR B0,

12.3  Devices where the safety of the
patients depends on an external power
supply should include an alarm system to

signal any power failure.

12.4 B DGR/ ST A—ZDO— D TENL
LEE=S— T HERBEE SUIEI 25
L BE NI T EE R H
HRREICE -T2 56 FN A AE ICMLE 5
RS AT AN B STV

=AM/

12.4 Devices intended to monitor one or
more clinical parameters of a patient
should be equipped with appropriate alarm
systems to alert the user of situations
which could lead to death or severe

deterioration of the patient's state of
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health.

12.5 BEREHRR SO Mo 2Tt @ O H
IZHSO T Y BRI R St OB S D 1EED
ZHRIIBNOH LB EOREAVAI %
HHE, MR T 2 LR EH R OV
B TWRITNIERBARVY,

12.5 Devices should be designed and
manufactured in such a way as to reduce as
far as practicable and appropriate the risks
of creating electromagnetic interference
which could impair the operation of this or
other devices or equipment in the usual

environment.

12.6 EFHEE SUIEI 2 BT, BRLX
INCERIETEDIDICT DIz, BRI E
25 B 4572~V D PTERI TR 2 HE 3 4
HIDICEREF R OB SOV RiT g b
[

12.6 Devices should be designed and
manufactured in such a way as to provide
an adequate level of intrinsic immunity to
electromagnetic disturbance to enable them

to operate as intended.

12.7 BEFRMER TR 2 WL S 31
JoRRENZEBVICERICEMA T AT
REFESNTWDIR G @ 6 B OV B — s
RERIZRB VT, RFAYREBIRY R 2 I HE7RER
DBFIE TEDIOREF R VBRIES L TWWRITH
[EANCYANAN

12.7 Protection against electrical risks

Devices  should be  designed and
manufactured in such a way as to avoid, as
far as possible, the risk of accidental
electric shocks during normal use and in
single fault condition, provided the devices
are installed and maintained as indicated

by the manufacturer.

13. BERBGU AR B #

13. Protection against mechanical

risks

13.1 [EFHEER SUTAH T2 W 313, BRI G,
ANEETE & B ORI B BB 4 (2 B - DA A U &
Ib, BE RO A 2B DL omEt K&
CBRLEIN TORITIIEZRB0,

13.1 Devices should be designed and
manufactured in such a way as to protect
the patient and user against mechanical
for example,

risks connected with,

resistance to movement, instability and

moving parts.

13.2 MRS SO Z WIS IR B FE A2 73
Ak EDOVERED — D THDHGE L IRE FrIZH

13.2  Devices should be designed and

manufactured in such a way as to reduce to
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i EOMERED — D THHH A ZIRE  FHTHE
AETRIT ISV DIRBYMSI D728 DO FAITHE#BE
FOEWITIROU T, EHRHEES LIRS 2 W
BRI RAETHIRENCKRK 3 HIAS 2T
AR B IR L~ 2 D LORR BT B UMb
S TWRITIUEZR B2,

the lowest practicable level the risks
arising from vibration generated by the
devices, taking account of technical
progress and of the means available for
limiting vibrations, particularly at source,
unless the vibrations are part of the

specified performance.

13.3 EFHEESR USRI T AR
A% EOMRED— DO THHB A T IRE FFICH
ATRIZ IV DHEF I D780 D TE R CRE
T OEAMICIRO U T, E RS TR
EHAEPRAETIHTICRER T2V %2, 7]
REZRFRVAKL ST Z B LORR FH R UM X
NTORIT IR BIR,

13.3 Devices should be designed and
manufactured in such a way as to reduce to
the lowest practicable level the risks
arising from the noise emitted, taking
account of technical progress and of the
means available to reduce noise,
particularly at source, unless the noise
the specified

emitted is part of

performance.

13.4 BEAEPEBIEU2ITHERBRVER Y
AXGEARER K CZEER O T 3L F —FICHE
o9 DR K OMER L. FTREME DB D~
TOVARZ BB /NRICINZ LD R FRET RO

13.4 Terminals and connectors to the
electricity, gas or hydraulic and pneumatic
energy supplies which the user has to
handle should be designed and constructed

in such a way as to minimize all possible

RIESN TONRITIER B, risks
13.5 [E LR Y 13 AN 2R I R B oD | 185 Accessible parts of the devices

ZEDTELE S (BRENTME, T —ER
BEZHMER T 20 2RO K O O E LD FR .
W O BT IR TERC R ZRR B
BT AIEDIRNINZLRT TR 70,

(excluding the parts or areas intended to
supply heat or reach given temperatures)
and their surroundings should not attain
potentially dangerous temperatures under

normal use.
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14. Protection against the risks
posed to the patient by supplied

energy or substances

14.1 BEIC= RN —IMBEZ UG T 5E
PR ER SR 2 W3 T BB R OME B O
LRI D20, + R EfES TG EL
RE K OCHEFF CEDIORGH R ORES T
PRTIUTIRBIR,

14.1 Devices for supplying the patient with
energy or substances should be designed
and constructed in such a way that the
be

maintained accurately enough to guarantee

delivered amount can set and

the safety of the patient and of the user.

14.2 EFRHEI UM ITIIIT AR K&
SR DH DR E /R TRk F— XTI E O
LG 205 IE T EETHFENEfMILTn
IRFIIEIRD2V, ERREE SUI MBI 2 IR
ik, =R F =R ST E O R TR B D
fEI B O TR LX—OYE OMBEAR R A
ATREZRERV PG 1L 5 )72 FEOSFEL H T
TRTRIRRGIRUY,

14.2 Devices should be fitted with the
means of preventing and/or indicating any
in the

inadequacies delivered amount

which could pose a danger. Devices should
incorporate suitable means to prevent, as
far as possible, the accidental release of
dangerous levels of energy from an energy

and/or substance source.

14.3 BEFEBEER UL MR il HEs A
ORFEOREDSAREIC IS TV DT e,
PRI LB R & [ b SRS B 31
FoRT DG BOOTRESUIRER 035
AR BB AT LA TRTHEEG. 26D
HHIL EREICE ST RS TEAICE A
FIZLo> TOE S ITHR TELL D TRIT I
IRBTRVY,

14.3 The function of the controls and
indicators should be clearly specified on the
devices. Where a device bears instructions
required for its operation or indicates
operating or adjustment parameters by
means of a visual system, such information
should be understandable to the user and,

as appropriate, the patient

15. B OREERSS. B OREFESN
e SErd =R X -3 Eryiy= o
WA T VRT ~D R

15. Protection against the risks posed

to the patient for devices for

self-testing or self-administration
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15.1 BHOMEEFRES. B CBA RS2
T R IEEERERIL ERENELT
WA B RESC T B I QNS R 3 O H OB B
EoEVIEEL ., FOREET TS, AR
fho Clll IEICRECTEAIDICERFI R O s S
TWRITHIEZRBR, BESEE ORI
TEWRE TR E A E R S B KONl A T
EDHDIZLRTHIEREIR N,

15.1 Such devices should be designed and
manufactured in such a way that they
perform appropriately for their intended
purpose taking into account the skills and
the means available to users and the
influence resulting from variation that can
reasonably be anticipated in user’s
technique and environment. The
information and instructions provided by

the manufacturer should be easy for the

user to understand and apply.

I

15.2 ZO IO ERFMER SUTESN 2 W3
B R 25 SRS 2 B SE D IR R B UNi%
YIDIBE . BT T R OB AR R O MR
BUZ I 1T BRA [ OUA S & A RE/AR RV IKIR 9
DHIENTEREFT R OEBLES N TW T uEnbre
VY,

15.2 Such devices should be designed and
manufactured in such a way as to reduce as
far as practicable the risk of use error in
the handling of the device and, if
applicable, the specimen, and also in the

interpretation of results.

15.3 ZOXH 7 EREE TR 2 W EKIC
EHEMICRERG A, fEEENERL
oI RE 9 D085 I HT-> THERE

15.3 Such devices should, where reasonably
possible, include a procedure by which the
user can verify that, at the time of use, that

the product will perform as intended by the

IRFE T E L FIEZ G D TRDRTIUTZRGR | panufacturer.

VY, |

16. BUESEE IRAT AR 16. Information supplied by the
manufacturer

16.1 fFE I3 HAF O I Ok FE | 16.1 Users should be provided with the
information needed to identify the

BB BL, MEEEA B2 MERTE
PSRRI 2T O B L 7o M RE A TERR
TAHOICLERERB RS T e
BV, ZOFRITE S ICHEIESND LTS
RFRBCREHMEN TR TR B0,

manufacturer, to use the device safely
and to ensure the intended performance,
taking account of their training and
knowledge. This information should be

easily understood.

NOTE: Further information is provided in
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SG1/NO0O9 Labelling for Medical Devices
and in SG1/N043 Labelling for Medical
Devices (ncluding In Vitro Diagnostic

Devices).

17. PEREFEAM. B2 9 5855 WKEY
iz Le

17. Performance evaluation including,
where appropriate, Clinical

Evaluation

17.1 HEREEEM 24 TH 72 IS DT TD
T2, EREICERL TREShRITH
(ECANGYAAN

17.1 All data generated in support of
performance evaluation should be obtained
in accordance with the relevant
requirements applicable in each

jurisdiction,

17.2 ANEEZ#EERE & AR nIL. GCPIZ
Rl TEATLARTNIE 6720,

17.2 Clinical investigations on human
subjects should be carried out in accordance
with the sprit of the Helsinki Declaration.
This includes every step in the clinical
investigation from first consideration of the
need and justification of the study to
publication of the results. In addition, some
countries may have specific regulatory
requirements for pre-study protocol review

or informed consent.

NOTE: Refer to SG1/N040 Premarket
Conformity Assessment for Medical Devices
for further information on the use of clinical
evaluation to demonstrate compliance with

these Essential Principles.
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