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Essential Principles of Safty & Performance of Medical Devices (including In Vitro
Diagnostic Devices)
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Essential Principle(GHTF %)

— XA EE R IR

General Requirements
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1. Medical devices should be designed and
manufactured in such a way that, when
used under the conditions and for the
purposes intended and, where applicable,
by virtue of the technical knowledge,
experience, education or training of
intended users, they will not compromise
the clinical condition or the safety of
patients, or the safety and health of users
or, where applicable, other persons,
provided that any risks which may be
associated with their wuse constitute
acceptable risks when weighed against the
benefits to the patient and are compatible

with a high level of protection of health and

WZEEL PR TEDHEIFNICHY, mAKEEDIER | safety.
EIEDORERDIFTREIR IO, BRET R ORI
SNTVWDZETHD,
2. EFER A T RSN 2 W B O R EF R OVELE | 2. The solutions adopted by the
manufacturer for the design and

(LS TV D RIEEA BIRR T SR EE
PRI BT BT I ST L 72 [ R 2R S (A
NZWEDO L &M R TOIETHD VAT
BRPERSNDGE, BIEEF TS NT—
NIZOWTDERFI AP E RN & s
NBINV AT B EFR U gz bl |
BT TRORAZFEMONEF T AL
e ieu:
- BEEN LT RUGES AP —FailL, £
LCEMLUIHFAFER O TRILEALE

manufacture of the devices should conform
to safety principles, taking account of the
generally acknowledged state of the art.
When risk reduction is required, the
manufacturer should control the risk(s) so
that the residual risk(s) associated with
each hazard is judged acceptable.

The manufacturer should apply the
following principles in the priority order
listed:

e identify known or foreseeable hazards and

2
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estimate the associated risks arising from
the intended use and foreseeable misuse,
ecliminate risks as far as reasonably practicable
through inherently safe design and manufacture,
e reduce as far as is reasonably practicable the
remaining risks by taking adequate protection
measures, including alarms.

einform users of any residual risks.

SRS UM BT HEXEFOR

B9 HHEREL R TERT TR0 [ERH

AN 2L L COBBBERE TEDL
IERET BUE R OV E SRS T TR BN,

3. Devices should achieve the performance
intended by the manufacturer and be
designed, manufactured and packaged in
such a way that they are suitable for one or
more of the functions within the scope of
the definition of a medical device applicable

in each jurisdiction

4. BOEEEVHRTE L EREER XUIENZ
Y 3 D it FH A R P C 2 B R R R SV A4t
ZWTFEN G ER ORRICIES T, BH O
AEBFTIZBWTRAELYDATTESZIT. 2
2, BLEFEE ORI > TEUICR TS
AL H 1.2.3 IHTRELERED
R WS D RFE R OWERE I, B I3 A
TR, FEORBERLR2TENTRICE

4. The characteristics and performances
referred to in Clauses 1, 2 and 3 should not
be adversely affected to such a degree that
the health or safety of the patient or the
user and, where applicable, of other persons
are compromised during the lifetime of the
device, as indicated by the manufacturer,
when the device is subjected to the stresses
which can occur during normal conditions

of use and has been properly maintained in

B T AL D TH- T hisu, accordance  with the manufacturer’s
instructions.
5. [EHES IR 2 M 31T Y SR = RS | 6. The devices should be designed,

XIS 2
el i Pty

W SR S DO FR R K OVME

e N TR A S e (fRIl > 1Y YRR

manufactured and packed in such a way

that their characteristics and performances

3
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during their intended use will not be
adversely affected under transport and

(for

fluctuations of temperature and humidity)

storage conditions example,
taking account of the instructions and

information provided by the manufacturer.

6.2XL7=-BMHENEIVIARE S
TR LR B,

% F[@Elo

6. The benefits must be determined to
outweigh any undesirable side-effects for

the performances intended.

ARAET K MRS B SR B TH

Design and Manufacturing

Requirements

T AR B A ONT
i

AWy RO

7. Chemical, physical and biological
properties

7.1 ERAER IS ZWT I, [ — AR AO R
FIHE L ENLE 6 HTHRARONTWDMEE
B ORISR SN D L3R ET R OV E S LT
WIRITHIERBR, FRHZLU T OHEEIZOW
THEEZIORITITRBR,
- E M OEIOEE . FRICEME, TNz
T BJBAITE S T AT
- EREER SIS 2 WO B %
ERLUC B AR, ML, &
W O ik E DR O A1
- ERAMEIOBEEICH T L B B
B ORI R L,

IOV,

7.1. The devices should be designed and
manufactured in such a way as to ensure
the characteristics and performance
referred to in Clauses 1 to 6 of the 'General
Requirements'. Particular attention should
be paid to:

e the choice of materials used, particularly as
regards toxicity and, where appropriate,
flammability,

o the compatibility between the materials used
and biological tissues, cells, body fluids, and
specimens, taking account of the intended
purpose of the device.

ethe choice of materials used should reflect,
matters such as

where appropriate,

hardness, wear and fatigue strength.

7.2 EFEESXIIENZE L, FOEHE
ANIIS U, F O EEBIBE TN B RO

7.2 The devices should be designed,

manufactured and packed in such a way as

4
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to minimize the risk posed by contaminants
and residues to the persons involved in the
transport, storage and use of the devices
and to patients, taking account of the
intended purpose of the product. Particular
attention should be paid to the tissues
exposed and to the duration and frequency

of exposure.

7.3 EREES SN BEOEH
FIEOHFCRIEIZEHRHSNAEEM R WE
BT ARE BEIZHHACELIIRE R U
BEINTWTiE7eban,

INODEREBESRILENZWIEDO RGN E
EmORETHLGE ., EFEHER UL N2
BT, T O EEAOKBNACEEICRS
L E)7e 4 503 T& B T 2O ERBEE X
RSB RTIE D BRI IR o THERE SRR S
HEDRE R CRES L TWRIT 2B
v,

7.3 The devices should be designed and
manufactured in such a way that they can
be wused safely with the materials,
substances and gases with which they enter
into contact during their normal use or
during routine procedures; if the devices
are intended to administer medicinal
products they should be designed and
manufactured in such a way as to be
compatible with the medicinal products
concerned according to the provisions and
restrictions governing these products and
that their performance is maintained in

accordance with the intended use.

7.4 [EFBEEIIEAZEELHOME % ¥
HAREFRLLTER L. ZOWE N B THWY
ONDHE EIEMITEHE L. D, O ERE
BTN B W EOMREL MBI TAHEATA
FIERZ BT THE . COWE DR, &
B R OE D, SiZ BRI 2
oA BRICROL E EICHRIESIR T
BN

7.4 Where a device incorporates, as an
integral part, a substance which, if used
separately, may be considered to be a
medicinal product/drug as defined in the
relevant legislation that applies within that
jurisdiction and which is liable to act upon
the body with action ancillary to that of the
device, the safety, quality and usefulness of
the substance should be verified, taking
account of the intended purpose of the

device.

13
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7.5 EFRME T EI 2RI O E R
T EAZREILEH T2 XUIRH 5
W S BAE Y A2 % A BRI AT AT AR R R
0, ORI T DR E R OGS
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7.5 The devices should be designed and
manufactured in such a way as to reduce as
far as reasonably practicable and
appropriate the risks posed by substances

that may leach or leak from the device.

7.6 R ST A B ERIT ZOEM B

HIDFFRIZBN T, ZOERBIR TN 2
WK B AR O OERBRRICELOL T AR

B DIRD Y E 37 O E FRi e X3 ks 2
WA~ DR AT E R UL E A 2 I
DIBDR A HDNTE D EFBER I EI 2
WD TAIEILIVRAETDIAI S

7.6 Devices should be designed and

manufactured in such a way as to reduce,

as far as reasonably practicable and
appropriate risks posed by the
unintentional ingress or egress of

substances into or from the device taking
into account the device and the nature of

the environment in which it is intended to

be used
HAYIZEAT TR IRY 0 UNTIERTED
FHORET R ORIE S TR IR bR,
8. B By UMk A= v Y 8. Infection and  microbial
contamination
8.1 EFMEIIEIDWER NFORET |81 The devices and manufacturing

BITEE EHERORE TSGR =F
R DR D fERRMEDN H DR ICIE, 2B

ALY %A B AT AT REZL BRY | A0 BT Bk
AT T E D IO S TV RiTuids
SYA4AN
[E R AR SR B W OV E R 5
(o A G S <V (G Y P (WS4 SYIN AN
WEBEIRIG A
il E RS ST R A 2 I 3 S D

processes should be designed in such a way
as to eliminate or to reduce as far as
reasonably practicable and appropriate the
user and,

The

risk of infection to patients,
where applicable, other persons.
design should:
allow easy handling,
and, where necessary:
reduce as far as reasonably practicable
and appropriate any microbial leakage
device and/or microbial

from the

exposure during use,

AR H IR E L S BEICEIT A e
prevent microbial contamination of
728RY | 2> o U A IO RSN T . .
the device, or specimen where
6
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applicable, by the patient, user or other

person.

8.2 B I ZWEED | Al sko
WHE B IA LSS, WY AFL, P —
FRUOWEZERL, A T55 613240

MR SR IE AL, PR, BUBR B OVl
FMEZfE > TRGRICHE T2 HEI A0 2,
H97>- 23 B/ 05 TRIBL 22 1 Ui 6720,

8.2 Where a device incorporates
substances of biological origin, the risk
of infection must be reduced as far as
reasonably practicable and appropriate
by selecting appropriate sources, donors

and substances and by |using, as

appropriate, validated inactivation,
conservation, test and control
procedures.

8.3 FELhHI SRR, MIfa N O E &l AR
RO, AR UWEIL, tOEHE
BTG U CERE I E B R OB RS- 8)
WIHLEBLR T e by, SEEE T
FOEMW O HIRY FE I T A E A SR
LT auid7eb7aus, e s ARl e K
U DALTR RTF  FRBR B OBV M BTz -
T EEmOREMENHER LT NIE A
W, RS DL RE DA OB 7 R ek 3R
DI, B EDOFER B RSN TND FHEE
W EORE TRICBW TENLORRER X
NEHALE Y ZeMrHEARLRITNIERD
R,

8.3 In some jurisdictions products
incorporating tissues, cells and substances
of non-human origin may be considered
medical devices. In this case, such tissues,
cells and substances should originate from
animals that have been subjected to
veterinary controls and surveillance
adapted to the intended use of the tissues.
National regulations may require that the
manufacturer and/or the Regulatory
Authority retain information on the
geographical origin of the animals.
Processing, preservation, testing and
handling of tissues, cells and substances of
animal origin should be carried out so as to
provide optimal safety. In particular,
safety with regard to viruses and other
transmissible agents should be addressed
by implementation of validated methods of

elimination or inactivation in the course of

15
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the manufacturing process

8.4 thH DAL, MLk B LA AT
RO FEREHZ DWW TR GEYIZR A F R, K
— X iTe M OWE OB, v b O,
M K O D AL B AR AT BRUBR B OVEAR L
hles> UL REmOTEMBERINLITH
E720720, R IZ, T4V AE DM ORI
JRAER R DT Z U HEOHRARINTND
FiExAWT, 2ORETRICBWNTENALD
BREUIREE L Z D B2 R LT
Eenian,

84 In some jurisdictions products

incorporating human tissues, cells and
substances may be considered medical
devices. In this case, the selection of
sources, donors and/or substances of human
origin, the processing, preservation, testing
and handling of tissues, cells and
substances of such origin should be carried
out so as to provide optimal safety. In
particular safety with regard to viruses and

should be

addressed by implementation of validated

other transmissible agents
methods of elimination or inactivation in

the course of the manufacturing process

8.5 KR eMAEMFRIIRREICHH LR RL
T BRI ST RSN 2 W R, IRERE . K
O, BEEF IV RSN @mER O RE
S TE DRI MAEN FHIREEZ MR T&
HINTERE, WiERBESLTWRITHhIE
PRIV,

8.5 Devices labeled as having a special
microbiological state should be designed,
manufactured and packed to ensure they
remain so when placed on the market and
remain so under the transport and storage

conditions specified by the manufacturer.

8.6 BRERAE THIfTS IV DR FEMERR X3R4t
ZETERIL B AR WNIOREETHD
INTEREN - BUE - BEEES N RITIT B0,
BLEEILE U2 FIEICE > T, BEOHA
SATBRE e SR W RD  IRFES NIRRT
EEHTHY, o BEEE L THRSH

Tl B MBS 5tk D T CIEE R BEA HEFF X
. BEAREORESF X TRITNIE LR
W,

8.6 Devices delivered in a sterile state
should be designed, manufactured and
packed in a non-reusable pack and/or
according to appropriate procedures, to
ensure that they are sterile when placed on
the market and remain sterile, under the
transport and storage conditions indicated
by the manufacturer, until the protective

packaging is damaged or opened

8.7 WHE XUT AR BIZH A S

8.7 Devices labeled either as sterile or as

8
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having a special microbiological state

should have been processed, manufactured
sterilized by an

and, if applicable,

appropriate, validated method

8.8 WREH 2 MES /2T IT e b2 R R 2 3
A ZW T BICE RSN TRIE
SHRTHIE R,

8.8 Devices intended to be sterilized should
be manufactured in appropriately

controlled (e.g. environmental) conditions

8.9 FEURE R ER UL IR EE (E A 2 W EE D
AR AT ML B GO M E 2 ESIRNEIET
EOERELHRE T L0 TRITNIERGR
W B A RTIORE A ES7220 T RGO E R
HERR TR 2 W D EIR AT ME A
WEG DY AR & B/ NRBICHI X /D L7 b DT
PFRERSR, ZOREOEEVAT A
SRRV EELLBE T EEERL . #H
720 D TRFIULRBIRY,

8.9 Packaging systems for non-sterile
devices should keep the product without
deterioration at the level of cleanliness
stipulated and, if the devices are to be
sterilized prior to use, minimize the risk of
microbial contamination; the packaging
system should be suitable taking account of
the method of sterilization indicated by the

manufacturer

8.10 [Rl— 3 IHR LI 5L 23 B B OFEBE D
7 ORETIRFESNDHE . ME L. BEK
BTN LS TENT B RERITEDLLIIZ
Uiz hudie /oy,

8.10 The packaging and/or label of the
device should distinguish between identical
or similar products placed on the market in

both sterile and non-sterile condition

9. 84 K D BRBERI RS

9. Manufacturing and environmental

properties

9.1 [EFMEER SUTIES W EEDS At oD [E SR
U DI T E LA T
MAENDBE FERREZOIZT N TOMBE

LI, SN | i DR P, = S i ) 2 V2 R e B S N 8 VO SNV N N 7S =

9.1 If the device is intended for use in

combination with other devices or

equipment, the whole combination,

including the connection system should be

9
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safe and should not impair the specified

performance of the devices. Any

restrictions on use applying to such
combinations should be indicated on the

label and/or in the instructions for use.

9.2 ERFRHEES TR 2R, LRI
AT WA B OE NI R EUTERENS
JOGRREH R OGS RT TR B0,

- MEBRREICEELZEEDOIRS, Filx
i SHER RS AR TRV Y

- BRI T R AT RER A RO DR BN

BRMICEE T DR, BRI Bk
RO RDODOERH K N ERLRI R, &

BRMERE, BE, ENSTENE
(bR O BEE D2 AL,

18 H OARRE O ] Pl A R REME D
HDHEME W K OH RED R BHE
REh#E G DU

o« B MBIR E R SR LIRS 2 W IR
BATHIRS,
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FTE DM FESUTTIRR DT B HE EHSH
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PPN Y

9.2 Devices should be designed and
manufactured in such a way as to remove
or reduce as far as reasonably practicable
and appropriate :

- the risk of injury, in connection with their
physical features, including the
volume/pressure ratio, dimensional and
where appropriate ergonomic features,

- risks connected with reasonably
foreseeable external influences or
environmental conditions, such as
magnetic fields, external electrical and
electromagnetic effects, electrostatic
discharge, pressure, humidity,
temperature or variations in pressure and
acceleration,

* the risks connected to their use in
conjunction with materials, substances
and gases with which they may come
into contact during normal conditions of
use;

- the risks of accidental penetration of
substances into the device;

» the risk of incorrect identification of
specimens;

- the risks of reciprocal interference with
other devices normally used in the
investigations or for the treatment given,

maintenance or

- risks arising where

10
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calibration are not possible (as with
implants), from ageing of materials used
or loss of accuracy of any measuring or

control mechanism.

9.3 ERMERE TS 2 I @ O A
o OVE — G BER BRI oV TR S U IB R D
VA2 & B/ NBEICMZ D08 R O LES
NTWRITIUEZRB2R, RRZ, TOFERGE
LT AR E SRR BRI B (kL
THER T 2ERER UIENZ I LT
AL O ERE DR IUERBAR,

9.3 Devices should be designed and

manufactured in such a way as to minimize
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 EFEME IR, T XTOBRE
EYOREIMWHEERZGIZTDHEITEKE L
DELES LT RIT ISR B,

9.4 Devices must be designed and

manufactured in such a way as to facilitate

the safe disposal of any waste substances.

W TR E iR A T D EHR
Bas UL RS 2 K

10 Devices with a diagnostic or

measuring function

10.1 AIEBEERH 4 D ERE S SUT K72
BT I3, T O FENS B EEICERRERE

RS H L5 E . T O EFRSE X
ES 2B RO BRSO L 07 IE
MR RO R ENET T80 R LT
BESHTWRIThIEZRD2RY, IEHEE DR
SHEIE REEE 1Tl o THRENRT I
BV,

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

11
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10.2 2 A ERBSR UL ESBHERIL, &
DA BAITET, E R F 8 B ORAEY
FHECESWT, +o R ERE, BERONE
EMEN/ONDIDITERFT R OGS TV
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10.2 Diagnostic devices should be

designed and manufactured in such a
way as to provide sufficient accuracy,
precision and stability for their intended
use, based on appropriate scientific and

technical methods. In particular the

design should address sensitivity,

specificity, trueness, repeatability,

reproducibility, control of known

relevant interference and limits of

detection, as appropriate.

10.3 i H RS R UL A 2 B SR ot sE
DR IE 28 T EM E O R IR TFL TS

B ZDEI7E R TR EM B IZEID Y
THNTWHEDBEME (F—YE VT 4) 13
rnE B AT LB U CRIES LRI e
SYALAN

10.3 Where the performance of devices
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 BE.EFE=FV ZBWITRTFEED B &

AL E R AR SRS TR O B
El NN BRS04 DV S Ry g RAN b
AUTTRBTR0N,

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 ATEEZRB ALV DO TH, HECTERISH
TofBEE, — I ARDLIL TV DEERE(LE
TZBAL AL, BRI S EA BT EED
fiff 3 IR S V2T 7R 67220,

10.5 Wherever possible values expressed

numerically should be in commonly

accepted, standardised units, and

understood by the users of the device.

11 X REh

11 Protection against radiation

11.1 —&$FIR

11.1 Genersal

11.1.1 EREERR XU 2 W3R, F o fFE
BEJICH W, BN ORI o=@ EL X

11.1.1 Devices should be designed and

manufactured and packaged in such a way

that ovnnanre of natiente wvgers and othey

12
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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 BURBROE

11.2 Intended radiation

11.2.1 BEFHERR SR o 72 W 3E D U B
TNZBWTER B2 0H AN R o R
SHZFEIY R % F[E12 &M S DIFE D E K
H D721 B EF A DR ST TERY R
fEREAETDL ~L O AR T A AR B R
R THIIREFINTNBIGA BREDE
BAEICL-Tarbo— L CEXAIIIICERE SN
TWiiThidlebiavy, ZOFED EREE X
RS2 WERIL, BEE B R T A A DFF
BEINDNENTHIEMEARGET LI/ 5T K
ORGES L TORIT TR B2,

11.2.1 Where devices are designed to emit
hazardous, or potentially hazardous, levels
of visible 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 [EFRIEER USRI 33 I FE RIS

[ E 5 A DENDHD AR U RO
BERHTILOTHLILAITIL LA TS
& R 2R T ORI RIREE IR
RHYERIEE 2 BHL TR e b,

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 BRIV ROBH

11.3 Unintended radiation

11.3.1 EFEMRS IR ZHIE L BERLLR

TR B BRSO RGEL I L A B R
K O =38 ~ D% PTREL RO BT 5.9
WE R OQREES QO e b,

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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appropriate.

11.4 B E

11.4 Instructions for use

11.4.1 KA BRI 3 D= RR S ik 2
W R D TR B 2 id, BB 9 A AR o

B LRE RO AE kT 2R B A A
DOFF R QRS RO OV OHEER
BIZOWT G RA R LRI IERD
RN,

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 EEBEHCH B

11.5 Jonizing radiation

11.5.1 TEEEHCE IR A BT 42 E FRAER UK

ZWFEIL. FTRER G & F O B AYICHRS
LT RS T B OB B ST/ =%
NF—SAHCUIME)EZE R R ORI TEDL
5 BRET R OSSN id e biewy,

11.5.1 Devices intended to emit ilonizing

radiation should be designed and

manufactured in such a way as to ensure
that, the quantity,

where practicable,

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

intended use.

11.5.2 TBHEERUR R E FRET 32521 A S e 2
NN B MR, BE R OME AE OB
RO MR % B/ NI X BT E O Z W B RS
BT D0 B E G T NESD
BEEDDHIIRE R OGS T i
AV AN

11.5.2 Devices emitting ionizing 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 FEBERS B2 IR D 1a0 H EFRs s

MITARAZ WL, B4 ~ERE E— LD
B Pz RAX— WL T 555 0
FHRE — ADOT RV — Ak RIZE=H
— LA TEDIORF L ORLES N TR
FUE 2B,

11.5.3 Devices emitting ionizing 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.

14
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12. TRVR —JRA~FEGE T = RF
—IRZ BE L QWD EEas X3RS
W ERIT T BRI

12. Requirements for medical
devices connected to or equipped with

an energy source

12.1 BT 0T 0 AT L P LT B e
BIUIHRN BRI Y7 = T2 ED T, %
OFEABEMICHOL. . ZNHD VAT LD,
PEE M R OMEREAFER S LD JORRET S
TWRRITRIE B, I—DOThHHE
ERFELILE S ENDLIRET DIAIZFE
1T AREZ2PRY . 2> OB ENZPRE TR TED
L E IR FEAE LN TORITIE B2
[

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
and appropriate

far as practicable

consequent risks.

12.2 IR TRE FHERS UK 2 EDE
BREEELEGN, BEORECEIETIHE.

AR AR B T A FERFE L LN T
RTHTRBIR,

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 SEREEIR SRR SIS 2 I T A=
ENBEOLRITER TOHE FEBICLDE
NPFEARREMOELE WM AT LB
TWRITIUEZRBR20,

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 BEORKR STA—ZDO—D2XTENLL
EER TS — 4 D E R TR R W
BB ST E LR
HIRREIZ B ->To s E TN A REICMLED
WEEI2 SR AT LA ARSI TRl

FIZORD

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

15
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IRBTEVY,

health.

12.5 BEESRR X TiEA 2 WrEkid @ E o H

BREICRWVT, Yz M ik o &L O /EE)
IR NDOSHH BRI EDFRAEI AR &

A, M OBEENE T A LOFE K O
1Y AN QAVAS B P (W R RASYAS AR

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 EFMRR UL 2 ERIL, BERIL/zL
NZBANECTEDL I T D7D, BRI EF
2R B+~ L O NTERTE & HE R 9
BHENTRE R CRIES LT RIT TR BR
VY,

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 BRI EAZ W E N RIEEE
FOHERENZEBVICEEICEMITORE T
RFSNTWDEE @A R OB — iR
REBIZBWT, BRI EBRY A LA RER R
DBIE CEDIDRE K OERESH TV RITH
E725720,

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. BEWRAOV R 7R AhhH#

13. Protection against mechanical

risks

13.1 EFEHBER SUTRS 2 W 31T B R T,
AL TE S B O T BB o042 B ¢ D AR A ) A
Ihb, B RO A 2T L0 E &
CHEOES LRI IR B,

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

risks connected

resistance to movement, instability and

moving parts.

13.2 [EFHERR U W ST, IRV R AR08
HAR EDOMRED — > THEBE B EHRE FFICH

13.2 Devices should be designed and

manufactured in such a way as to reduce to
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3R EOMRED — D ThHAHG A EBRE FRICH
ATRIC BT DIREMN G O 7= O T EACRE
TFOEMICRO LT, ERESES Lk 2k
RAESRETHIREICER T DV A% EST
AR E B IKL ~UC I 2 D IO FR B R OMiE
STV T bran,

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 BRI EI 2R M E A
% EOMRED — D THAHGEEE BRI R
AETRIZ F3 T BHET N 0720 O AT 5 0BE
TFOFEMTITIRE LT, BRI N2’
EHEIRAETIHETICERNTIAI%, 7
BEZRBRVARL /WS A L0 B R M ES
LTV IR B0,

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 1s part of

performance.

13.4 fE AESBRIELZTIERGINER Y
ASNIKER S O ZEERD TR/ — R
T DR R ORI, WTREE D D
TOIRZBHE/PRIZHA6NDES GRE KO

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

BEESN TORTHIER SR, risks
13.5 EEMEE T A2 IS B o fiiis | 186 Accessible parts of the devices

ZEDTEDE A (BHANTMEY, X id—ER
Eris 75802 RAOROEDREIE I,
B O IRV C B TERICERRIEEID
BT HZEDRNEITLRT TR B2,

(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 BEZTRVX —XIMEEIGT5IE
FEREER ARSI, B R OME B ©
HEERIET DTc T30 IS THfs &
WE K OCHEFF CEDIORRET R MES LT
2T IUTTe B,

14.1 Devices for supplying the patient with
energy or substances should be designed
and constructed in such a way that the
delivered amount can be set and
maintained accurately enough to guarantee

the safety of the patient and of the user.

14.2 EFRHEES SOTRA 2RI SRy &
SENOHHEER TR — I E D
ik I EE T FEREFHIh T
IRTHTIRBIR Y, ERE R SUT RS 2 T3
T, =RV X — RSO E O BERGTRN DD
fERR B D TR/ F— LW E ORI 72 %
RIREZRBRVBS L D@ Y2 F R H LT
TR BR,

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

Devices should

inadequacies
which could pose a danger.
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 BEFHA SATEA 2RI, FIEE &
ORREOWBREDSPFEICTIINTNDE,
VR B tEm A R B S SIS 2 T BRI
RRTDHHE . BOITERIEXISHEH D35
A—BEREM AT ATRTHS. 250
HWIT FEAE T T RS T 2560 A
B> THORG I CEDLDTRITIIE
725720,

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. HOMREEE#S, B OREEst
WL B O R E RSN AR
W RIFT VR ~DF S

15. Protection against the risks posed

to the patient for devices for

self-testing or self-administration
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