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ANNEX [ :ESSENTIAL REQUIREMENTS
MR
I. GENERAL REQUIREMENTS
ERER
§ 1. The devices must be desighed and manufactured in such a way that, when used
under the conditions and for the purposes intended, 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
use constitute acceptable risks when weighed against the benefits to the patient and
are compatible with a high level of protection of health and safety.
EDLNHBCEVEBRMEREN TV AR, BF, =¥, RVREFETs AR
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§ 2. The solutions adopted by the manufscturer for the design and construction of the
devices must conform to safety principles, taking account of the generally
acknowledged state of the art.
BROBHEGEAZIITOBICEBENZIZRIE., BFHOBTKEFZR L I-R2EH
EE Lt boTRFER AR, ‘

In selecting the most appropriate solutioms, the manufacturer must apply the

following principles in the following order:
REOFREZEBFCEL, BEENITRORAZ FREOEFTEATA LI K LA
EhR e,

- eliminate or reduce risks as far as possible (inherently safe design and construction),
ARERIR Y AR AT 50 b3 - L (RENICRERREEVBAIT ET5E)

- where appropriate take adequate protection measures including alarms if necessary,
in relation to risks that cannot be eliminated,
PR CERVERICH L UDNEN A REFRER LS L,

- inform users of the residual risks due to any shortcomings of the protection measures
adopted.
BALERESROTACEE L TRAERIZBEVWT=—FIZRo®H T E,

§ 3. The devices must achieve the performances intended by the manufacturer and be
designed, manufactured and packaged in such a way that they are snitable for one or
more of the funetions referred to in Article 1 (2) (a), as specified by the manufacturer,

HERTREE RER UEREER L 2 ThEe b2y, b#RoRs, 88 e
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§ 4. The characteristics and performances referred to in Sections 1, 2 and 8 must not be
adversely affected to such a degree that the clinical conditions and safety of the
patients 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.

BESEERIVIBZA P RATELEREELTYH, SRS RTTARMNZ £
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§5. The devices must be designed, manufactured and packed in such 2 way that their

A
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characteristics and performances during their intended use will not be adversely
affected during transport and storage taking . account of the mstructmns and
information provxded by the manufacturer.

HEBROOIRHE, MRS, WIRSORE I BRI 21 B RICEE i%ff e s niig
e bzey,

£ 6. Any undesirable side-effect must constitute an acceptable nsk when weighed
against the performances intended.
B L AVEIERRER L oS- SEr kL TEF AR Z L AHEIHEEO LD
TR DRV, '

I1. REQUIREMENTS REGARDING DESIGN AND CONSTRUCTION
§7. Chemieal, physicsl and bielogical properties )
{LEER, ), AMFRI2REM
7.1. The devices must be designed and manufactured in such a way as to guarantee the
characteristics and performances referred to in Section I on the 'General

requirements'.
R, J:’E_ I DEFERICE %MU&’“&’E%&P&*’Z} &3 L_ FEHAE ST T
£ TETAN

Partlcular attention must be pmd tol
HICEE T NENTROEY

- the choice of materials used, particularly as regards tomty and, where appropriate,
flammability, o )
PO, Fric, B L THME k

- the compatibility between the materials nsed and biological tissues, cells and body
fluids, taking account of the intended. purpose of the device.
HERFE . AR, MRERCHERE OEAE, BEOENZZEETOHZ &,

7.2. The devices must be designéd, manufactured and packed in such a way as to
minimize the rizsk posed by contaminants and residues to the persons involved in the
transport, storage and use of the devices and to the pataenﬁs, taking account of the
intended purpose of the product. Particular attention must be paid to the tissues
exposed and io the duration and frequency of exposure.”

AT, BRESEREYR, BEYEE, £F, FRTIATPERECREIEREE
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7.8. The devices must be designed and manufactured in such a way that they can be
used safely with the materials, substances and gases with which they enter into
contact during their normal use or during routl.ue procedures, if the devices are
intended to administer medicinal products they must be designed and manufactured
in such a way as to be compatible with the med.tc:.na_l products concerned according to
the provisions and restrictions governing these products and that their performance is
maintained in accordance with the intended use.

BEd, EEER HEV LR E OAGEE IR A5 F WHE, VR LR EEITER
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7.4. Where a device incorporates, as an integral part a substance which, if uged
separately, may be considered to be a medicinal product as defined in Article 1 of
Directive 65/65/EEC and which is liable to act upon the body with action ancillary to
that of the device, the safety, quality and usefuiness of the substance must be verified,
taking account of the intended purpose of the device, by analogy with the appropriate
methods specified in Directive 75/318/EEC.

KEXHDIBHEEZBRO—RELTHEBL., TOREARBETRASND LB 65/65
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7.5. The devices must be designed and manufactured in such a way as to reduce to a
minimum the risks posed by substances leaking from the device.

R, SEroBhHIBEI L5 ERER/ANBICT SRR RE S h T il
BIRYY,

‘7.6, Devices must be designed and manufactured in such a way as to reduce, as much as
possible, risks posed by the unintentional ingress of substances into the device taking
into account the device and the nature of the environment in which it is intended to be
used.

BB, TOFEASNLIRELZZEL. BRORNTIKERETTIRA VAL T 2HEHIZ
BEETAEBRETREERVBLT LI KRERESALTNET bR,

§ 8. Infection and microbial contamination
R USHEATR e

8.1. The devices and manufacturing processes must be designed in such a way as to
eliminate or reduce as far as possible the risk of infection to the patient, user and
third parties. The design must allow easy handling and, where necessary, minimize
contamination of the device by the patient or vice versa during use.

HRERUCHSETRIZ, BE. =—¥, RUEZF T 2BRoBREaEEARYEY
B MEBT LS BHINATRERGRY, T2 TEI#RE., BRORERER
ThHELC, BEFCL-THERENRDZ &, g, BRI > TRENBERERS
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8.2. Tissues of amimal origin must originate from anireals that have been subjected to

veterinary controls and surveillance adapted to the intended use of the tissues.
BRI, ERLRARIIE L -REENEREUVEEFZ B bR AR
il b,
Notified bodies shall retain information on the geographical origin of the
animals.
Processing, preservation, testing and handling of tissues, cells and substances of
animal origin must be carried out so as to provide optimal security. In particular
safety with regard to viruses and other transferable agents must be addressed by
implementation of validated methods of elimination or viral inactivation in the course
of the manufacturing process.

8.3. Devices delivered in a sterile state must be designed, manufactured and packed in a
non-reusable pack andfor according to appropriate procedures to ensure that they are
sterile when placed on the market and remain sterile, under the storage and transport
conditions laid down, until the protective packaging is damaged or opened.

BHERETHMASNIERE, BEATEAVEE, BWERT, FFEIREECL
FERBIOEARICED 2B > TRHHEEE AT B2,

8.4. Devices delivered in a sterile state must have been manufactured and sterilized by
an appropriate, validated method.

BEKEBECHASHLIESER, BYROBEIAFECTREEIREE S TWRTR
bz,

8.5. Devices intended to be sterilized must be manufactured in appropriately controlled
{e. g. environmental) conditions,

BEINL L EEFERLAERE, #SCFBRIhFEoT oE IR TNER S
AN

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



manufacturer,
EEEHRBAOAE S RT AL, BEINEREL-VEETEETR2L2W, £F
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8.7. The packaging and/or label of the device must distinguish between identical or

similar products sold in both sterile and non-sterile condition.
BA—EWREROEER, BERUEREORTORBE THEIRABROESORER
URFHINLER-Z Y ERKFTEDLOTRIThERLRY,

§9. Construction and environmental properties
9.1 If the device is intended for use in combination with other devices or equipment, the
whole combination, including the connection system must be safe and must not impair
the spemﬁed performances of the devices. Any restrictions on use must be indicated on
the label or in the instructions for nse.
HOBRPER LHADEI THERTZZEFER L?f.%@%'&li R AT ALS
DTEEPEETH- T, HFEOERERAZ I LOTH> THZLARL,
9.2. Devices must be designed and manufactured in such a way as to remove or
minimize as far as is possible’
HERt WiERRY TROABPBESVRB G T L 5 EHEE I hudl s
by
- the risk of injury, in connection with their physical features, including the
volume/pressure ratio, dimensional and where appropriate ergonomic features,
BEOEEIESL, TN, AFIENFRLS O YENBRLEBERLEZREDRE
B
- risks connected with reasonably foreseesble environmental conditions, such as
magunetic fields, external electrical influences, electrostatic dischavge, pressure,
temperature or variations in pressure and acceleration,
B, ANESNEE, BESKE. T, BE. SEEL, MEE & Wbo o 5Ei
FRATEIRESRERELERER
- the visks of reciprocal interferemce with other devices normally used in the
investigations or for the treatment given,
METIHEEFICLB W CEEERAS LA MOBE L DHEETHIC L 56K
- risks arising where maintenance or calibration are not possible (as with implants),
from ageing of materials used or loss of accuracy of any measuring or control
mechanism.
FRFR BB ENH v Fl 2 (THEAREROBRE-S ORI, FRER oL, BEfkv
RS OBECKRTICER 5 &k
9.3. Devices must 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 must be paid to devices whose intended use includes exposure to flammable
substances or to substances which could cause combustion.
HER, EREARCGE—SERIET, KERWITEBOERER/NMNBICT D L 5 iTik
FAE SN by, B, TREDERXVEREZE B0 PDEIZ
BHINDBBEEFRDRTRIIE B,

§10. Devices with a measuring funetion
EEEE ST 2
10.1. Devices with a measuring function must be designed and manufactured in such a
way 85 to provide sufficient accuracy and stability within appropriate limits of
accuracy and taking account of the intended purpose of the device. The Hmits of
accuracy must be indicated by the manufscturer.
HEHERA T B, BERLEENICEo 2+ ARFE L EEESFF L I IS8
BESNBINER B, BEOBRRIIEEEIFREQTNIZRLR,



10.2. The measurement, monitoring and display scale must be designed in line with
ergonomic principles, taking account of the intended purpose of the device.
AZE, BE, #ro &Y, ABRLSENERNCH L TEH SARTRIER B,
10.3. The measurements made by devices with a measuring function must be expressed
in legal units conforming to the provisions of Council Directive 80/181/EEC (1),
HAESERF T OEBCITonBIER, 15F 80181 OHERBS LEEEM THFH
nfei R b,

§ 11, Protection against radiation
RIS 2R3
11.1. General
11.1.1. Devices shall be designed and manufactured in such a way that exposure of
patients, users and other persons to radiation shall be reduced as far as possible
compatible with the intended purpose, whilst not restricting the application of
appropriate specified levels for therapeutic and diagnestic purposes.
BHE, BE. o7, Toa0AORIHRERE TERBVERL T X H ICRHEES
NRTHER LR, BL, BRECBHEMCEERKER -~ ERRTSHOT
A,
11.2. Intended radiation
BE LRt

11.2.1. Where devices are designed to emit hazardous levels of radiation necessary for

a specific medical purpose, the benefit of which is considered to outweigh the risks
inberent in the emission, it must be possible for the user to control the emissions.
Such devices shall be designed and manufactured to ensure reproducibility and
tolerance of relevant variable parameters.
BEOCEFINIISERER L <AORNBEHEHT D L 5 icf an-88 0, EE
FIFERBHICIAEBRIDDAFTCHIERLRIBEIE., =—FICE > THHEEEHR
WMTEILOTRFMERERV, TOXS2ERE, HEDOTERT A -F0FEME
BRUSTEELZRGET S X 3 ICBRHMNESRRThE R B2,

11.2.2. Where devices are intended to emit potentially hazardous, visible andfor
invisible radiation, they must be fitted, where practicable, with visual displays
and/or audible warnings of such emissions.

B2, BENIERER, 7R, FAROBEHBREKET D L5 ERHIATWDES.
BT s RERARE. BEEFEEREH L TERE2,

11.3. Unintended radiation
BEE Uy ist

11.3.1. Devices shall 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.

Hagik, B, 2—F. Toho AR, BEL2VESRSEEUEME. s i
B LAVWERIERIEENZThiER BN,
11.4. Instructions
B
11.4.1. The operating instructions for devices emitting radiation must 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

insiallation. .

BEREHE T IRFOREHATICIE., KEEORE -t AERVa—F2EE
TA5E, BERABLOFE, BHCEEFOEREFERETIHE. LW TOSEENE
W ENRTRITR G,

11.5, Tonizing radiation
ERERA

11.5.1. Devices intended to emit Ionizing radiation must be designed and



manufactured in such a way as to ensure that, where practicable, the guaniity,
geometry and quality of radiation emitted can be varied and controlled taking into
account the intended use.

BEGIAHR RS DB, BEHEORE, BMENSHARCREFEL LRI
ERA LS BRERE I RRITNER LRV,

11.5.2. Devices emitting ionizing radiation intended for diagnostic radiology shall be
desizned and manufactured in such a way as to achieve appropriate image andfor
output quality for the intended medical purpose whilst minimizing radiation
exposure of the patient and user.

HEREEER U S, BEva—VFoREr BRI S X iRk,
EFRE#ITE - ’Cﬁﬁ}&@@%”tﬁﬁmgﬂ Bohd L HCRHBEEENRZTNERL,
" \

11.5.3. Devices emitting jonizing radiation, intended for therapeutic radlology shall be
designed and manufaciured in such a way as io enable reliable monitoring and
control of the delivered dose, the beam type and energy and where appropriate the
guality of radiation. )

BEHRRE T ER U BT, BEEE, Y -A0ER. —FA¥—, BER
BEIHREARECERE LEATE 2 L 5 ICRIHEIAL2TEE B2V,

§12. Requirements for medical devices connecied to or equipped with an energy source
TRAX—FICESER OIS L BB T A ER

12.1. Devices incovporating electronic programmable systems must be designed to
ensure the repeatability, reliability and performance of 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 far as possible consequent risks.

BIFHII a7 ATCERVATLAEZHNET SRR, EHL-ARKE-T, ¥R7F
SO, BEE HEAREEINAD ESCREEES AN ER LRy, B
BEREZ o7& &, TR L - THERSHSERE NI BEHRWIMER T 259
REENRELLNARITLERBRL,

12.2. Devices where the safety of the patients depends on an internal power supply
must be equipped with a means of determining the state of the power supply.

B OZEMRNTERICEF T 5188, %ﬁ#ﬁ%%bé%&%ﬁﬁ Lzt
B,

12.3. Devmes where the safety of the paiients depends on an external power supply

must include an alarm system to signal any power failure.
5%®ﬁéﬁb%%§ﬁh&T?é%ﬁ& BRSELELEIERCATALZERL
TR B AR,

12.4. Devices intended to momtor one or more clinical parameters of a patient must 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 health.

BEO—SEWREROBEAT A —F PERTARER, BEOFEMFELTRVTE
ERES LS BREZ 2 —FIBECE IBNRERVAT AEER LR2TRELZLA
W,

12.5. Devices must be designed and manufactured in such a way as to minimize the
risks of creating electromagnetic fields which could impair the cperation of other
devices or equipment in the usual environment.

BER, @@%ﬁ@%ﬁﬂﬁﬁ%@ﬁ?%@%%ﬂb&?fﬁ%ﬁ&@kﬁéxél9
IRHEE INRTNIT R LR,

12.6. Protection against electrical risks
ERMRERICEHT 5RE
Devices must 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 correctly, '



EEAPCPE—EERERTL, BEOERSHAEZETAE UV, BEIReE
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12.7. Protection against mechanical and thermal risks
s Oy e TN L e o -

12.7.1. Devices must be designed and manufactured in such a way as to protect the
patient and user against mechanical risks connected with, for example, resistance,
stability and moving parts.

RERPa—FE, B, BEE. TBES Vo B LAERPOFRETDI LI
BEEE ShARTER B AR,

12.7.2. Devices must be designed and manufactured in such a way as to reduce to the
lowest possible 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.
BRPRETIEHNLEC HEREFTREARBVERL, BIERCHARARERT
FIRET 5 & SIS LAAThIER bR, L., ERPREOHEDCSH THIHEE
OB D IZTE &,

12.7.8. Devices must be designed and manufactured in such a way as to reduce to the
lowest possible 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 emitted is part of the specified performance.
BRLPERETAEEILELSEREFRERRY E<HAITIER b,

12.7.4. Terminals and connectors to the electricity, gas or hydranlic and pneumatic
energy supplies which the user has to handle must be designed and constructed in
such a way as to minimize all possible risks.

BR. AR, XE. BHBZEK L Vot = r X —BE~Om-FCERR, 22055
B BU/NRICT 5 X D ICREHEA S T LR b iy,

12.7.5. Accessihle paris of the devices (excluding the parts or areas intended to supply
heat or reach given temperatures) and their surroundings must not attain
potentially dangerous temperatures under normal use.

BREOWHMME ORI, ERABEICEL TIRLRN,
12.8. Protection against the risks posed to the patient by energy supplies or substances
ZHRAF—HEECHEIL Lo TEF I EET BRI A EE

12.8.1. Devices for supplymg the patient with energy or substances must be designed
and construeted in such a way that the flow-rate can be set and maintained
accurately enough to guarantee the safety of the patient and of the user.
BFICTINF O R AR, Jo—bq MHEEREREEP—T DR

- R EIET AICRAEHS TREEFTE I Lo TRIINER B,

12.8.2, Devices must be fitted with the means of preventing andfor indicating any
inadequacies in the flow-rate which could pose a danger.

AR ERET 72— bAoA FOFERIS ZBETARWVEETRT AFEREBEBESHLTWE
THRIZZ LR,

Devices must incorporate suitable means to prevent, as far as possible, the accidental

release of dangerous levels of energy from an energy and/or substance source.
TR AF LR OFEGIED GRS VA OEFERIEHUE A BIIE S SRR R
BEFEIXNTHWEZE,

12.9. The function of the controls and indicators must be clearly specified on the devices.

HEHSSER UR TR SR LICHEF s TnWs I &,

Where a device bears instructions required for its operation or indicates operating or

adjustment parameters by means of a visual system, such information must be

understandable to the user and, as appropriate, the patient.
BEPBRECHEREFES, BEROIIRE ST A 2RENTRLONDEBE. &
OFRERIT 22—V, BEN I TRESHER LS HLOTHD I,



§13. Information supplied by the manufacturer
FEEVRRET & ER

13.1. Each device must be accompanied by the information needed to use it safely and to
identify the manufacturer, taking account of the training and knowledge of the
potential users.

Z2IERTR0EE. HEFFERT A voFRBAREshTnE2 R,

This mformation comprises the details on the label and the data in the instructions
for use.

As far as practicable and appropriate, the information needed to use the device safely
must be set out on the device itself and/or on the packaging for each unit or, where
appropriate, on the sales packaging. If individual packaging of each unit is not
practicable, the information must be set out in the leaflet supplied with one or more
devices.

Instructions for use must be included in the packaging for every device. By way of
exception, no such instructions for use are needed for devices in Class I or IIa if they
can be used safely without any such instructions.

ELPRFEAFI—A—RICRABA LTz b2,

13.2. Where appropriate, this information should take the form of symbols. Any symbol
or identification color used must conform {o the harmonized standards. In areas for
which no standards exist, the symbols and colors must be described in the
documentation supplied with the device.

W EEEREFERE LY, AL, HEESEHGmTiEKicEeadTsZ L&,

13.3. The label must bear the following particulars:

SANMCERTERREI B2 E
(a) the name or trade name and address of the manufacturer. For devices imported into
the Community, in view of their distribution in the Community, the label, or the
outer packaging, or instructions for use, shall contain in addition the name and
address of either the person responsible referred to in Article 14 (2) or of the
authorized representative of the manufacturer established within the Community or
of the importer established within the Community, as appropriate;
BEE OETFERCITGE & 5. BARGDESE., £ 14 £@EDOH N, KHEA M,
RITEAE O R OERT '
(b} the details strictly necessary for the user to identify the device and the contents of
the packaging;
2 FRRERUHEARETHI 2 2 DIc L ERiFR
(c) where appropriate, the word 'STERILE’
BUTLEES, BEHENOE

(d) where appropriate, the batch code, preceded by the word LOT, or the serial
number;
PHEREE. 2y PESRVIVITAES

{e) where appropriate, an indication of the date by which the device should be used, in
safety, expressed as the year and month;

MERES, BREPZSCERTE ZHE, £8 TR

() where appropriate, an indication that the device is for single use;

—EIRR Y DERTHD E@HVETOE
{g) if the device is custom-made, the words 'custom-made device';

R THLESE. S custom -made device"THD B,

(h) if the device 1s intended for clinical investigations, the words 'exclusively for clinical
investigations® :
RSB OES 1Y, 58 ‘exclusively for clinical investigations

(D) any special storage and/or handling conditions;

R AT O S :

() any special operating instructions;

BERRBRAIEET



(i) any warnings and/or precautions to take;
PR FHIR
(1} vear of manufacture for active devices other than those covered by (e). This
indication may be included in the batch or serial number;
LR oieBig SRy T aES,
{m) where applicable, method of sterilization,
EETAEE. HEOFE,
13.4. If the intended purpose of the device is not obvious to the user, the manufacturer
must clearly state it on the label and in the instructions for use.
BN L MR- FICH A CRNE X, 70 ERCRRFHEE RICHRECHA
THRLE
13.5. Wherever reasonable and practicable, the devices and detachable components
must be identified, where appropriate in terms of batches, 1o allow all appropriate
action to detect any potential risk posed by the devices and detachable components.
BERUCED 5 LSRRI, Thblido TREBENREREBRIETEDZ LI
BRI Do, BETIERE, Ay FTHEMNTHE,
13.6. Where appropriate, the instructions for use must contain the following particulars:
BREERASFICETREZRE T @S T388)
(a) the details referred to in Section 13.3, with the exception of {d) and {e);
13.3 HOFM, EL. (i<,
(b) the performances referred to in Section 3 and any undesirable side-effects;
3HTE MEREECEE L 2vElER,

(c) if the device must 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;

ERLEBMNOSICH, oEBECERLHICRBE LV RWVWHEEET L EDH 5B
BOBEET., RELESOEAITOhA LI, HEMOBETCHESEL{BRBITE
DM R

{(d} all 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 the
maintenance and calibration needed to ensure that the devices operate properly and
safely at all times;

BRAEUCRBE AN 50 ELAB O OZRREET 2 FRET -0 HE
PER, AT, BTFRUREOREETEEICET 35S,

{e) where appropriate, information to . avoid certain risks in connection with
implantation of the deviee;

HROEDALTEELTED Y 5 538REERT 12 H0FR

(D information regarding the risks of veciprocal interference posed by the presence of
the device during specific investigations or treatment;
HEORELHRECHIGESRAEET D L CRETHRETHORRICAVWTOFER,

{g) the necessary instructions in the event of damage to the sterile packaging and,
where appropriate, details of appropriate methods of resterilization;

WEAIFESEE Lo e 0oLERERTE,. RO FRE R0

(h) if the device is rensable, information on the appropriate processes to allow reuse,
including cleaning, disinfection, packaging and, where appropriate, the method of
sterilization of the device to be resterilized, and any resiriction on the number of
reuses.

FERASHEBRO5E. B HBE. 2% FRE0R0BEFE. BEAEED
HIR, tZ-okFERTF T DACLERLABICETZBH

Where devices are supplied with the intention that they be sterilized before use, the
instructions for cleaning and sterilization must be such that, if correctly followed, the
device will si3ll comply with the requirements in Section I;



ERICEMN-THEZLELTO2BBORS, BRETERIC SV TOHEFERIX, £
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(i} details of any further treatment or handling needed before the device can be used
{(for example, sterilization, final assembly, etc.);
BEBROME AT » THER 2 TOBRBEREWIRFIC AW CORERER. 2. BE.
B S

() in the case of devices emitting radiation for medical purposes, details of the nature,
type, intensity and distribution of this radiation.
A B o D& ICFR %:ﬁiftﬁ'i‘?b%@i%“ AR OMEE ., BIE(Z A ), BRI,

T ARDEERD

The instractions for use must also include details allowing the medical staff to brief the
patient on any contra-indications and any precautions to be taken. These details should

cover in particular:
Fio, MREATCRERR F v 7 REFICH LTTM{&‘E‘?"?HUEﬁ@ﬁ REBHT
ELHLSICHEHERE SR, HIUTOFHEAND L ¢

{I2) precautions to be taken in the event of changes in the performance of the device;
BIEROEENEDL HBROEWESR :

() precautions to be taken as regards exposure, in reasonably foreseeable
environmental conditions, to magmetic fields, external electrical influences,
electrostatic discharge, pressure or variations in pressure, acceleration, thermal
ignition sources, etcs
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(m) adequate information regarding the medicinal product or produocts which the
device in question is designed to administer, including any limitations in the choice
of substances to be delivered;

EFEniBR5T 38508, BEEREUVEELBROFRICEY 3 +272FR

(n) precautions to be taken against any special, unusual risks related to the disposal of
the device;
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{0} medicinal substances incorporated into the device as an integral part in accordance
with Section 7.4;
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(p) degree of aceuracy claimed for devices with a measuring function.
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§ 14. Where conformity with the essential requirements must be based on clinical data,
as in Section 1 (8), such data must be established in accordance with Annex X,
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