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coworming medical devices

THE COUMCNL OF THE BLIRAPEARN 50 W RCIRNITIE S,

llaving rsgard to the Treaty esrgblishing rhe Earnpesn
Fcarmnic Crmmumisy, and in pargoulzr Arricle 1400a

cherred,
laving r=gard en b priopesal from ke Commission 3,
Io veoqurnden with the Sarupean Packivsmet (*),

Haviup oo 4o Uwe upiwioe of the’ Booowpic aod Seeaal
Cuwum e 15,

Wleavad vocazucs abaold b adupicd un the cocsl of
ehe inrcroal raacker, whereas the spzevnal acnkoen @ oo
ares wirhmar  inrgenal  frompiere in whiclhh o rhe Freg
marermert af gands. persans, sereices and  gapieal s

eosurel,

Wheeeae dwe couenl and seape of b Jaws, repulatoas
and adininiarrative provicigag jo Besor e e Montlbee
Sragee with vepard o G zafze, ealil pootessica
perfarmancs characenarice ol medica: dewwers, o
diffrrrnt;  whereas rhe  cxrridicagicn and  inspecrine
pravsduces bl such dewices differ From ore Sember
Sute to acocher; whersae such disponties coostimbe
Lacricc: bz tbade withio tbr Comomuacdty;,

Wheercas rhi maricnal nessiciong Toe thes salely aod lweadd:
promoic b opanenrs, esers dnd, where approprian.,
aches prreans, wirh regard 0 the ugs at aedical deviges
chaold be bacmanizec in acder to grorancer ok bres
aesreoient of soch devices wichio che incecnal mocke:

Whecas e Jurcodecd  prowsioos owse be
dieginpuealied T e easurc asdopuod by e Mvesler

(2] To o 237, 12, 6, 1591 and f Mo © 251, 10, 3 1092,

Ay Mo 0 15, A1 5 19493 aml 7] M £ LTR TE G
19495,

[ T M FE L T N

Grarcs on mamage rhe handing or oblic heatth and
sigkngss imsurange schemes relanng direcly or indivecdy
on gk derioss: mebgres g, therpfore, the: previciene do ke
aHecr rhr ahilicr at rke Memher Srares @ isplenenT che
abaremerinned measaree prowded Commgoiry Las' s
caraplicd with,

Webereas moedical devices showld poevide parients, csers
wd chind patties witn o hivh level of prowction and
attaio the pechmcorco: levels attributed 0 chem by o
wenwfeunn wleceas, thegefore, the: momteoaooe or
doprovecienl of che Jewd of protccuca ackoines o the
Mool Rates Js ooe of Jw esseaviad objectives ot this
TDirceaiir;

Whereas,  cemain medical  devicss aee dumended o
administer medicinal predocs wirkin the meanine  of
Lowiil Dimective ESHSEE of 20 Janoarp I'ME an che
Approsuoalivn of  provieivos  daid  duan bro law,
Ffulasiea o0 adviocabia yve sction clatbys oo propsietacy
mecdic il produces B wbareas, Qs swch vases, the placiyg
an rthe wmacker @0 the rwdical Jdevice 28 4 geeeea] oule ds
greerred by rhe poosens Thiesive aad s placiog oo by
marker ot the medicing” prodngr iz goesrgd by Thi v
5SS whereas it kowever, such a device s placed
un the mazker o sech o way that the device ard rhe
awedlvzoel product fooc o wogle iob=geod unic whica s
Jutsded cacdusee]y fur vae 1o the povee coobivadan aod
which .y nol ool cbal wople-uw prodoe shall be
govenied b Threower #3085 EEC, wheieas 2 batziction
maar b craan Peswesn the alovemeotiviecd devses aod
medizal dewioes imgorporaring,  snter atiy,  subaranse
which, it wsed s=parpcely, may be congsidered oo be g
meckeinal substance wizhin e meaning of Thirscve
G5ESEET: whereas o sowch cases, 07 che substances
dwcorpuratod mo bl anedead devicss are dighle oo act wonn
the body witly wonss sweilary eo Jwt of he devece, che
Plazing «f rhe doer &a the Janel @ geeezocd bre dhis
Thirgemee; whereas, Ui thie conwes, Ltbe safeey, Juabiey aod

SO g TG YRS, m, 305, Dinockwe ax lasr rmesd=d
g Tdirvdrw: YNREEC W Wy L1113, 30, 4 1492, 2. 6L
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wsetulness ok che swhysawees soest ae verifued by analoes
with the appreprooce owibeds  gueeifed o Coucal
Cheectve  THEIMBED ol 20 May Y75 oo e
appreasucation of the laws of the dember States cefatioe
to  aoalvbeal, phasmave—cosdcedogival  wwl clucesl
aluodacdy awd prootevcols Joorespiet ol U weseoyg of
proprictacy wwdsneal produeis ©

Wheoras  the  menriab rerwdremgnts and orter
requircmenrs s ner noche Annewvis reorhis Thresree,
imzlad ing any rebecacs e 'menimizing” or Credicing' sisk
sl Iz nrerprenes aod applics sl way as o ake
acgeanr oF rechnelogy and prasriae exisnng ar the ime of
toipn g of echnical ard cconomgal cnpsideracione:
amparikle wirke a Fiph lsvsl 0f pezoecrinon ab healdy and
safrny;

Wlorvas, o accordaey wilh e prowipes seLoow m
U Cowawis pogleiioan of 7 bt 1983 cownome o
ew  uppooach o mechieil leaenocicaion ol
samdacdizacion (40 wiles regadioe e deagn and
mant; facane oF medical devices gt b confined w0 rhe
proovisicms TesiTed rno e rhe eozemrial requiremenms;
wherras, hecause sher are essmnral, sioch raquitemenr:
shrmid tapizce the correspemding natiomal prosvisinrs;
wherezax che erseancial requiremenis shaold b= applied +wth
discration to take accoume uf che technoiogical Jeeel
pastine af the tme <f Jdesigm and of techrical and
pochanary woosideramsmy counpatilde with 2 leeh devel of
protecrivu ub bralch and sabty;

Wherers Cowncil Direcrive WERKEANC af Z0 June 1995
i»n the approsdmacian a2 the laws of the Member Soaces
celating oo zetive implaotable medical devdces i1 ds the
sist czse o application of the oew approach o the fisal
uf medicd deveres; whrereas oo the muroest of unifucrnm
Coenengrrity enles applecable mowl socdss] dewwansy this
Dhirecrive is based larechy nn dve provisiens &F Teircrnie
DWIHSEED: whersse for she came r=snrs Tdivecrive
WHASELLC muosz ke 2mended noimsect che gEreral
provisions Laid down in thos Dizectve;

Whersas rke alemomageesic comnarbli-p aspecrs farn
oo inceeral poct of -he safecy af medicol devices: whereas
thiv Dicective showld comram spercihe rubs vn this subject
will rogand o Couesdl Thimecrive #W3IGEEC of 3 Mas
1999 oo cthe approacwnion of Qe laws of tee 3ol
$A10s relading, e logmomagresic cenpan klite O

Blwocus lig Dupective sboodd awlede reqwremecy
repad i e desgge aml meaufocoee ol Couives comioog,
igriziap radiarion; whersas rhis Thorociee dics Ao alleel
the jutharzarinr  reguired by Conmcil  Misginvs

e N D147, o6 10 po b Do A5 last aniended e
Iheceive SUSOACLC O Mie L 270, 2. 5. 19%1, p. 020

1™ ol WeC 1540, 4, 6. 1965, p. .

0] o L 1492, 2 7, 1930 p, 17,

0T e L1389, 1%, 5, 1553, p, 19, Direcgvr = Lo amesded
ha Pl i YLEDFEC O] B 1126, 120 52 1952, p. 12

BB of 1§ Juls 17380 ameniding che Liivecrives
Lavoys s Qe busse sodvly ool Ber te bealth
protectim ol e perezal puolic and avarkers against she
daoeers of iooixing radiamem (51 ner appleatum of
Cuoorc] Dicective ®@d0HiG Eurarom of 3 Septermber [ YA4
Lavisys duewar basie measures; Fes she tadistem protecrior
b pursons undesgring miedical smaminacian e
coea=ient 5 wherear Cpuncil Directive 390535Y1EED ar
11 Mo I¥E? 0 che wcoedoctiom of ceasares m
vDcourape Joiprovements o the satety ool heo'th of
woehers wl work 70 aol e speeific, diteenves oo the
vaie ubject shoald comtnwe w0 applye

Whereas, oo oeder to demopscate confnemity wicth e
el ooty wwd ke ocoable ccoducowty ta be
wonibicd, iUk desaudble v hewe lunooowed Buropeao
shladards wopwotoo awgaeel du oiske aseealcd wich che
dedinit, ugmulaioe sl packaping of jwadical Juvwes;
wharsas auch hacmoneed Eueopean stanudacds ace dtawn
an ke privanelane bodics and shaald souean cheir siams oz
onn nd rdatony ey wheeas, re this eed, rthe Feaps o
Caramimes tar Sradardizarion [CFNT a0 the Bpeopean
Cammiree for Tilectromegknizz] Standard izarinn [Cenelech
ar= recngnized as che cnmpezent hedisa for the adagrinn
ai harmnrdzesl wandacds inacenrdancs with dhe g=arral
guids.ins vm conspesatine: beowsen rhe oammissica and
chese rwin bislies sipned on L3 Mevembar 13054,

W lezeand, Fow the surprme of Hea Dicectivc, o barcoaized
el e s A e laval specileion (Eamopeae staoileod
o haronizagion cocuaeenn] adopied, oo o osocdace
frem e Cnrege an, by cicher e both of s bodaes
in gapowdance with Coancil Thingoriwe 33 18KERC of
285 March 1983 laring down a progedars ke e
prassicn of informarien i orhe Geld  nb o orecheical
stanclatis and  ~egularions &3, and  pacsnant e Tae
abavementionsd geoerol gridalines, wharscs wirh -egard
tu aossble amendment 1f the harmonized stanclards, the
Cerawassaon shoudd be assisted by by Compowtoee s2c un
progaan: o Thicgnies AVTEATFFCL whewcas e Iibcaces
e ke oralenn moar B deliosd io lies wpl aoocedos [ 2a
Llaid dmmny in Coungil Tiessian 83 FFRTEC O wheveas,
far sp=aifie Felds, whar already exists in che farmr of
Eurepean  Fhamwacrpoeis manegranhs shoold e
Jscurpurated  wickin the Ewrewods of this Lirective:
whirrys, Wlwrelsoe, soesil Buropean  Pharmecdioeia
meaopedphs oAy e concaidvied  vgual e e
abavenenrinread harronized aramvdards;

Whereas, oo ecisian SWSHIEELD of 17 Cecember 199
woppendry tbe awdoles foc dhe varioes prases ot rke
voulimalty ascaswot provcduces which ate enpeoded to
e ongzd inoche chowal Tahoooestos ditoawes ©), e
Ceangil  has  laid  deoer hoowoiccd  couleny

ST e Loedd 1700 1790, p 1. Drrecrive as loer amended by
HinyEe gdMEwBumbom O Me L Xoi, 5 cld, 198
I~ . )

FLOr Ma L 2R, 5. D TUR4, o L

1 CH M LTHA, AN FL TURY, . L

| L|_| M D105, 26 1. 14944, [ W HamecLice a: et anwmlhi=l |'\-|l
vomriesson DJecision FA40NEEC Wi Mo Do2EL, A 4.
1232, p 95
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agmement procedutss: wheteas the appleation of dhese
rancn’es ta metical devices enobles #he resporsihilior of
manptashirets and nodfisd  kediex i he  sleceroemecd
duriig cantprmiry assessment procedores om the besis of
the mepe of devices crncerned;, whereas che details added
ra rhece madiies Aee jistified by e maore of the
veciticarinn required Frr medical devices

Whartas i 15 pecessary, essentiadly bor the porpoae of the
corfarmity axsesement procedurss, oo proup che duevice,
inm four produce classes; wherear the Gauwsiticaoom raley
are basec om the Fubnecakility of e humar by takioe
accacne of the maendal nsks associated weth  the
zchnwal design and manwhctore of the devsoss: aketeay
Lk confuroity esessament procedurss fur Ul 1 dewice.
can e cormed ouc, a5 4 eensral roles uncder e wle
mpanlelicy of dhe manuformirers mowies oF e D
lecel of walnerahilior awscsigted with thewe products:
whereas, for Class Mo devicesr, the incerveotion of a
nutizied kody should be compulsorg at che prodoction
stave: waereas, for desicss falling withio Clases b ard
U whizh constioots a high risk poemdsl, inqectoe by a
aotizwed bady s requaced witl cezacd oo the design 2rd
zrwfucrere of He desses; whezeas £lass 11 e st aeule
far the coosc cviticat deveces Jor owlech esplivic prior
awmura=en widh mgard o coodurousty 5 eeguiced foc
1taem 2o b placed un the marke:

Trlreroas i casee el che contonmine o s devwee
e asacascd vreder ohe rspensibiline of e swaulacouer
Tag corpgyene anchoricca musr b abls particularly o
eTErEETCige, T LoMrAcr g persan rsponaible far placiap
the dewice oo rhe market and =rahlishod in b
L ammunicy, wiwther the mapyfagoorer o1 anoihgr pecaon
established in rhe Cammaaniry aod desrnarsd by he
marutacrirer for rhe pampase;

Wherea wrdieal devises ooald, as s peoccol oele, bueac
the T wmadk g indicawe sl coolanoiy  will U
praesiane At rhis THRrarise roogaahile chens o maoye Mrezly
2idhin di= Carmanine and o be par incn sevice -n
accnrdanes wirh rhedr intended prrpose;

Wlareaa, iz B bl sl AIOS aod 2 e bt of the
conglugionzs of he Cowend adopiad o 1o Mar 1984
ssgarding, Torgre agnivitie: op ADS  prevediion sl
cortrel &r sanmuming bewel (8, medical deyices uaed Doy
pracesticn agrimst the 1TV virus nusr aFard 3 gl [ewcl
af protection: whersas the desipn and mangtpcozre of
such noodeces sheeld be verdfied b a nnditied hradw

Whargas the alasificaian wiles pocnlly coabl: wedical
devices zn b appropreacely classificd; wheacas, It view of
rw divgrse namee of the devies aod  wesluwlagical
progress in ghis tield, srepa st be faben e ioelude
amongst rhe implemennng posers cosrered  on the

21 0T o L 260, 10, 12 190, p. 11
B0 Mo CO1E6, 21 7, 1988, b &

Uffical Joceoal of the Enrupean Cosowwiies

oo L eird

Comoessicar Ju desisacus te be tabea weth segacd bs G
poper crassiciatoa o ool obrtion uf He doeken ar,
whece appropeiate, thy adjuctownt of e claawBcatioeo
ruless themselves: wheTeas vwe thest fasues wre Clugely
connected with the procection of lealth, of iy approprax
thar chesee aleviniuns showld coane wenbr poscedu: 10a. 24
praviced for in Directee 370571 ER; )

Wlsareie  the cocfiumarion of ownplicacos with  the
ciaciuial  Fequiecioeins may wean s cluool
alvsglipdooed  Juver w e sooesd ool woder dwe
scgpoacilubey of e ssaoelueer wleoows, For dw
surouae o corrvoys vul che chocal oot tivis,
apprencmte weous bave 4o be speabicd for te protechia
u:r publes beadl: weod public crder; -

Whereas, dw proteciionn ok healrh and e assogiansd
conrrnls mav ke made mere eftecmiee by means ol misgdical
dewize  wvigilance  sysoemis which  ars inrpraned  ar
Lomminmity leve

Whereas tbis Direcmeer cower e moedical Jeseoes coferred
o Cowwd Duecuwe AASHWEEC of 27 [ulv 1576 oo
fae Lpprasamaiwg f due bows of G Beadbwer Seates oo
Climia ausvury-io-plgs, ULTR IOV realiog
thevmwowtees Fl; wleoss the aboweomsened Ddnective
Jewsl theecfue be cepeeled; whbercas for #ie sume ressons
Cowoeil Dheceure BES3WEEDS un 17 September 1HEA4 oa
e dppoesueliol €0 Jw Jaws of the dember Staces
Felanng, o elocieo-wedical cquipoweot wsesd we human o
vencrioacy e dicios (5 oo be aeuabed,

Had AL FFLY S HIS T30 G TVE:

Article I
Definitinng, EonpE

I.  This Tsirecrive shall apply ro medical deviscs andd
theiv aceuscari=s. l'ar the poamrses Af chic Thireer e,
zucawsnciex shall he treaced ax medical devicee in rheir
cwn npht. Beeh medical devices ant acomsnnes shall
leceuw Ber b bermed devices.

2. lnr rhe purpases ot shis THrecriee, The Follosasing
ecimitims shall appte :

lar “medeal devwos” wraos wny lowruoeot, apparctus,
dpplaces, awwna oo oler anwdk, whesher wsed
alone r in copnbinaion, weludep o schowan:
sy Far irs poopel application wdcubs] by the
maryfacoorer 1o beouscd Foe hunees Deives et

QUMRRSE of:

— dupossis, preseotioo, monimning, wectmenc ar
wlleriatun of Jdiv=aze,

MY Mo L2, 2 m L#76, . L3% Directive os lom acaecded
I dirccriv: BdMITES G Mo L0228, 15, £ 536,
1= 45

o= ] B L AGEL 1Y T T, p ERY, Pemceioss 2 amended By
the AL al Azcsiclos ol spedon Ll Pooopal.
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- iy gRic, maran g, rrearnsnc, alley arion of ar
crrapenRstinn b a7 injiny o0 Fandcap,

— nwFdpatan. neplaveumot v sowdlbestion ot e
gl rx e or o g phyaivloowa] pooccs.

— conrtril «E conceptizm,

A wlwed doc ool ewdiecse e poocipsl odeislod
gl o in oL oL b emnan ey e pbacataceoloival,
et epiegl o aetabole oeaas, ol which ey
e 3ass1ed o ite Dwogion by swch nueans;

uriesaury” moany ar article which whilst s being 2
aevew basoteoded speciheally by s manatacturer @
T il Logetlwer witl o deveo: be euable o b be wsed
G Avevadwwer wade 15 vae ol de deveee sncnded be
RUNTE DIV TS TR T B RS

evivi weesl for i ke bapmiosis® seans aov device
wiich D3 ceapian, weapeol poodu, kil joscruoeul,
cquipicid e arsteon, sweactdwre vl oo oo w
coimbivarion, irrenco] e the pampfacore o be
nama] i owdns tor e rmaminarion o sampica derised
trom rke hooman body awich g viesr o provicing
inbarmarinn nr che nhasiciegical smte, stk nt healzh
2 dizease, nr cangerital abnarmality rkerenk;

‘cirom made derias” macpas gny deskor spgilicaly
mkds ' acgrrdarcs wirh B dole qualifed mgdical
practirinrer's wertren prescriprion which eas, under
kiv mesipansih:liy, specibic cesipn characoensrice and
i¥ imtencled b the sole vre of @ pardoalar paoent.

The abawgracnrioned avaceipiiomn may also be wade
rur by any nther person garkarized b virrae o7 his
mridessinnal cunliticariors =o dnose.

Bldas-produced deeisc wlesh aeed Lo be adapted o
mg rhe gpegiice cequitrmeegy of the ekl
proceiciarer ar ary acher arafessnmal dcer ave ror
wonisedered ra be cestm-maile dewoes

'device incended tor clinical inwestigodan - meana omy
dorioe cvmeowed B wsy by o dely goalified medcal
practitivwer  wlweo  conducting owessteaacn: o
refeened o in wectioe E 1 ol Momes ooz adegua
hwrnan clinical s innnaer.

Fer the purpes: uf vondodag climeal iovesagarion,
auy wiher poraon wlve, by vartae ol Jus poolesiowal
qualifhcationsg, i aarhocissd 12 cacre e sieh
imwesrigarinn shall ke accepred as rquiwalent rooa dely
yualified medical proctitioner:

'manuafacrurer means che narara’ ar legal peessn
with reapemwibilic for b desiem. marufacoore,
Perckasiog aod LubcUiog of o divice betors ot s praced
on e wacket weoder Jus oo suowe, cevacdlos of
wherher rhopn opeearions arc cacried oo by thae
rerstm himself ar on Eis kebalt b oa rhird popsy.

The obligavios ol Uns CHeeckive o br owe ov
ranckaprers also apply 19 e oaneal oe bopgad
persnn wonn eesnm b s, oack ppes,  proccasca, fodly
ceturhishes aodfor lakels mme or mare reads made

Dilzial Jovcal of the Eooopean Conopunizes

X, =9

veodaie bdie Lasions b0 dwo chedir owecded
purpoge 35 & device with o cicw w thels koo pleood
an o tha oracker ander b oweo zwow, T
abyparaparn dod ol Appdy so e peesoal wlse,
white: ror g manulaonner wilbio e weaoiog of e
trer anhpacggrapi,  asacibcs: o0 adapts Covicgs
zlready an rhe marker g Heic iarerded ooarpess For
an indivdoal patiert;

R ‘ineended paranse’ means the ngs ke ochick rhe
derice it inrended aczerdicg o dw dara sopplisd b
=r manmbtasarer oo rhe Tabelling, ook josoaeLions
andle im prooriopal naeerials

[hi “placing cn ehe magvkolt awene e Desi acakicg
svailalile im rernen Tar pas wenr g To ol chagas of %
devica acher char g dewioe inrended Rar climical
amvestigatitm, wich a wiew ro dismibodaen sndbar ose
azt the Commumity market, regazdbk=s b mhacher i
1 new ur Fally mefachished:

Ll Cpwiking dobe ssrvice' means the stape or whkizh a
deyer i reziy fur ase un che Comamuoicy morker ko
thee Jurst e Qoo oy peeeded pucpust.,

1 Where o adewne s imteded to administer a
wrcisiual poodud wiehio e neaneys s acecls Loof
Mhceorive 83 WEEC, ibat deedoc guldl be gpevcerived Lo 2
pregent Desuise, eufol peciadice o Ow provisicaes of
Piceerive BRENEET  willh mgacd e dbe swedicow]
producr,

IF, heseeear, scl o gevice e ploced wo Hee cacket jo swh
a veay hai rhe Jewg and the cacdicioal prodeel oo & -
single inrcgral ooz wrhick is inceaded c_};flmi_'t-;:];,r Far
use in obs Eheen ermibicarian and which & nar rgsbls
thar singl= predact shall ke geverred R Divecriee
GIMSIEEL. Lhe relevant =tsencia”  cequiremerts  of
Aok Lo dw poosenr Lhrective shell apply as far as
cifoy  dzn]  peciowamzer rolated  devier featbares ane
congened.

d. Whare a govics inaxpocdies, 4a ah oegtal pad, a
sohstance whick, if oser separarely, nuoy be coesidered o
be a medicinal predoct weichin the mezring of Ardcl: | ot
Dicective E3%65EEC and -which is linkle te acr uprn the
Ly vl wulwn akalacy to that of doe device, thar
deviee et b osasesiod wnd autaoocd o aooacdace -
wirly rhie T e

. Thig Thirecrise doee nar apaly oy
tal i eeq diagrnsric Gevico;

(b activr dmplarahle dewoes covorsd b ﬁil'nrn_'ri'in:"-

Lo AL
i) esbeiral prosdocts coverer by Tiivecrive RS0 5TRA

il cosmetx poesdocts Tdirecrive

Ta P o B ¢

aveTed by

M UMM L 2ed, 2. 3 1wrs, | L B Lirzzdive an lual womzr ded
by Cocomission Derecrive 32/B2BDEC 1G] Ha L2521, 11,
|9%2, p 1)L
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I=| homan hlwd, hwman blood soodues, oo pleea
or blusd cells +f bumao ariga or o Cecers wlsch
meurporace at the toe of olwiog v e ook
such blonad prislucts, plasacz or ol

il ranaplanes or rissies or salls of homan origin cor o
nrndncs incerpodaring nr dervec frome Assaes e
velis af hiaman ariging

fel wasaplaues vr Leks oz ol of aoce] o, uoless
2 dever: iy wooubvtused ol wosal s
which & rendered cwa-vzable ur wso-vable pradocie
decved Bom anumal Hevue.

¢, Thix Directove does oot 2pply b pemscawd proteouyse
e wpzicut toveoed by Dicocone: 80G8EEC, L devwdng,
wlesber 8 poodewoy fufls widcr sl Thececume oo 2l
proszol Drecnve, pamiwulie aceow shall be dokeo ol 120
pravcfad uteedod puocpee ol e proc e,

T Thea Thirghicy i a4 spesific THeespive withip 1o
ncamng oF Areicle 2 (2 F Thrseres 820015 PR,

H.  Ths Irrective dres nor oatfecr rhe applicasian ar
THirsrrive HLI' K 3ATimratom, nrr oF IMrractive
A-iRE Liarnmm.

Aithoe 2
Flaciog ou be surckal apd puaiog o seodce

Blember Sranee shall vake adl BoCetealy swos Lo coade
thar deviges poay be placed @o the onarka dnd put e o
sermag omly iF rhey do ot cpmpramise Tae aaZene and
health =f patienrs, gsers and, where apalizable, raer
resens when propsrly insralled. mainraned srd nsec in
zocardanue with their intanded parmase.

Arvérde
Crxancial requirements

"Ihe devices soust oweet che evcolio] ceguirezenoey et ot
awGtimes Twloels apple o G oduyg, aocouot of e
intcaded poepose el the devwos seaccisd.

Article 4
bree owmcmeol, deyices iobnded fur special poarposes

1, Merbeo Segies chall wot creawe wny olatacle g el
Placiog on rhe mackey r e poitiog ioue sorvie watlun
rheir cerdrnry 2F desiess beacing the CE aoacanp
provided teroin Armclc 17 wlick indicare than e have
b tae sihizcr of anoasceesmens nf chair Soaforine on
auzigeance with the provisinns af Arricle 11,

Lilhesal Jowcoal ol Uss Furapes Cotwengniries

Mo L Iels

2 Meaber Sraces shal’ nor sreawe anf nbseasle oy

— ey incerAded b zlin'sslineeedgarion heing made
gvailadle w0 mwediral  peamitioesrs or anvhnnzed
peragens lor Jhar perpesss it rthey meer rhe: cnndirinrs
Taid dower in Arrigle: 13 a6 ia dnpex WA,

custer made devaes heirg placgd on e macker and
pair inpn ggvice iF e raver rhe condirinns laid donea
in Arrizle 11 in gembirgrior wirh Anmey VNG
Clage ITa, b ang I dosizza chall be accormpgnicd Ly
the statcivznt reforoed o on Jwizes %TIT,

These dewses smadl oo beae U CE anadhg,

3. A roede Bada, exbibitioos, Jemosstranoae, e
Slcadeer Stotes ol sl cocatr any obstacle o e
shiowim ol devices which oo oot cweucw oo this
Chicccuee, pooeidied bt a visble sep <deacy oulicates
lest sl devices wsouwt o eekeed e pue ol acerxs.
ullid by Jove Bocn Jeads wo coaeple.

4, Moewbor Stk vy rogaire Wb iolurouduway, wloch
gt T oggade avibable s die wses waed she patwad o
arcondaoer with Aues L opoot 13, o be i dheic
patwoal Lawwepelad or o sureticr Cwooay Jaopoaue.
wien A devsos vk e Joml owsen, eeardless of
whether it w Jur profosioosl oo aloe we,.

% Whewe the cevices anc subjest wo ether Dheeeures
congerninp, ather aspecre and swhich alss proeide Toe w
aHiving af Tac T warkivp, Do ey ahall wdicate e
rhe daviges alse halhil 1R poovisens ol fe oder
Tlirecrives,

1Tawmeer, shmidd ame ar wors 2f theor direcdves allow
che monatactursr. darrg a transiticmal percod, t3 coargs
which arapgements t zppov, the Ol marking shal
pdicats that tle dewcis fulBl ke provsions ondy of chie
diravtvrs sopleed by b soooclectarer, b Hus czse. che
partienlacs ol teae diecurcy, gy publslooad oo e Syieral
Tl o (ke Pageanoie Compmpirees, wus Lo g o
The gefuimer g, nojkcs &0 inaeacios recuiced T e
direomvee, d accrnpanying anch deyviges.

BT {THER
Reference tn aeandards

1. Membes Scaces shall presiame compliance wirh the
essential reqairemenrs referred w0 in Anbicle 3 odn vespecr
af dewioes which are io corbasmicy with the relewanr
autwai] sndasde sdopted persaanc oo the harmoneed
slaudacds duw rebonzera o1 which bave beveo publishes in
the Ohfeal (earwd of the Ewropeds . Compririies
Member Suaea :ball peblbah e zebaowes of swh
natinnal srirdards.
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A, kg He purposes of Hos Bioccdive, sefeneewe to
Jurenmda J staslaods alvo oclodes U wooproply of
U kuropier: Pharmrsoporens ootbly o sunsal auluria
acl v mrenwrion  beeweeo ocdwical prodwcts wwl
sateoals  wged i Jevess cocbdoioe sacl seodvczisd
proaducts, b podvoriaocs of wawh Boe Peen publsdhed w
e el Tomrmear of e Earopear Cumrpmio:,

1. I g Me=mber Srare or rhe {rmmissine comsicers

that the harmnnizmed smandacds do niet eqrice™ meet the.

exsenmiyl Tequitements tefert=d o im Arcicle 5, the
mrasares o ke rnleen b the Bembe- states wich regand
tey thece starlates and the poblicaron t=terrml booin
paragraph 1 of rhis Amice shall b= adapresd b the
prrcedurs d=fned n Artcks & (2]

Articla 6

Comwirer: on Standacds and Techinical Bepolarions

b lbe Commusszon shadl be asseibed by the Laocnanittes -

st ap by Article 5 of Lirecriee §3/14REL,

1. The repressararive nf rhe Onmmissinm shall =nhnir
tw the Commitee o drakt of e mearores b ke eaken.
ke Ceommittes shall dediver i opindon ea the drafz
within 2 ame limit which the chai-man mar lay dosen
weengding b the aogeacy of the matter, it necesamy by
takiow a wurte.

The npen-rm <hall ke recardsd in rhe mimares; in addininn,
each hembes Srars shalk have the righe b ask b havs irs
pisican recnrded in che mimoces.

The Conmicaion shall cake 50w aonost aeceant ol tw
apininn delivered by che Comnmirren, Tr shall ifnrm thg
Commitee af the manner in which its apinion has hesn
tuk.L jobi acceuot.

Artagle 7
Cmtusine: oo Medfival Dernaz

1. The Commissior shall he asdsred by the Commices
w up hy Arvicle 121 of Dirvetive PI0LESEL.

2. The represemratve of the Cnmmission shall anhmir
oo the {ommittes 2 idrart of the measurs=s ro be takes,
by Comopittes shal delives i opéndon am the dran
withioo a wew locit whech the chairmon owy lay doawn
accordiog roo2e weneiy of the vk, Tle vpaio shadl
e dedivered b che myjorie la'd down in Ague s 148 2
nt che Treacy in rhy zacg oF decisions wh'sh rhe Canngd s
required to adapr o R praprsal beoan the Commiseizn.
Ike wobes of the represenzatives nf rhe ddember Sdenes
wirhio the Limmittes shall ke weighted in the mafner s=t
oul w that Avbele, Thr chaicman shall awt vace.

Crliciad Jourmak if che Eoroprun Cimmumdties

12,7 %3

Lhe Covopission slall adope the measures wovisaeeo if
Uy am: e weeondooer wath e opooeae ol Lhe
Cubsiles.

[ cl'e mactan o5 Carreaapod wor ool e aveofduee wish L
wpdiaitut ol be Cousoiwe:, e 15w opowca g delieered.
U Cowdousaion sball, wader delay, sulupic oo the
Conangt | o propassal oela g oo e ceasoees 1o be Lk,
Thie Comeil ehall wg. B4oa guatitied oaiorive

L, nm the expiry o1 a perind oi thres meenghs Zoom tha
dare o referral /e che Cewekily rthe Coungil has ner aciad,
tha  propessd  measoes shall by adopicd 1 be
C aramiasion,

1. The Cpmmimss  mav  =@amie:  AnF  quesnine
rmoected with implementation ot this Thirecrive

Ariiele ¥
Safegnard clanse

1. 'Whrere o Member Srace ascertains rhar rhe deviges
refecced te in Artcle 4 (1} and 121 sezend indent, when
ciorcectly imstalled. maintrined and need tar fhefr imendsd
pLLpse, may smproenise che health andior seksty ot
patizots, psers vr. where appicable, cther persoms, it
sladl ke all appropoiate ioteTion measuess to wichsczw
such kvices fruo the owrker ar peeqi kit oo rescnce their
Lidog pdocd sor the awcket oo puat inte sendce. Lhe
Membes S shall dvwngaccly udueoe dwe Commiysion
of ary el ncuawes, adeatitg dw ocascae for e
ciigican gud, i paaticular, wheibier oo-cooplooe witl
thie [CHrective 35 due g

cal Eailurs ri mest rhe esgecrial mmiiremenT rofoeees e
in Aricle 3y

cbd weowpeel appacation of e suoelarids sebeored oo e
Aok A, i 50 Cae 3300 i elauead dbal o seoedards
bawe hieen zppiis

feb shoorteeaciugs joche smadacdy Elemseles.

., The Conupisgion alekll cotse o consutation wich
dw parmies semcoemsd A soen ad posa bl Wheor, allr
sincin carsialradan, rhe Cammission s duar:

— 1he mensveaes ace juaitied. ic shall immedisrely sn
o e Bviabex Stace which taok =g iniciatve
aid e elier Soodwr Grotes: where the Jecasion
plerscd 1 iu parapeaph 1 @ atkibubod oo
showtonninga in the srandarda, the Commuagao alsall,
abter corsielring rhe pacriss congereed, Teis e
matter aefore che Coammime mefereed T i uTicls: &
'1) wathin ow manthes i che Member Stars which haa
fuken the devisior mteocs t muictain it and shall
Jue che provedanes reesroed oo in Acticle 1,

— Tk rasntes ave aninstlsd, ioehall ioediaeely o
inkarm fie Mamler Srars wdich pooke e joicia e
and che manmkacmarer ar hic andvarized reprasenrate:
et blished witkin che Crmmumiby.
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3 Where 2 oonvomplyme devee boess by CE
matkirg. the compemot Meeler e slhell  wie
Appropriate activne yraiosc wloosaeice bas olua] <o
matk and hall inform dhe {ammisaoe wwd ke wcker
Mamkber Statu: chereod

A, Tae Cemmision shall ersore ot the Membes
Atates mre kept informesd of the pegresy oo vubooce
chis precedure.

Anrelr &
Chaseificariow

1 Chrwiaczs chall be divided aioo Claases T, Tla; TIh and
M. Clazificanen ahall ko carvied <0 fn asze<dance oira
Annex [X.

&, i the ewee of @ dispore boranon T iaannlaconoer
and Tne narifisd biesly sancormed, resaldng brom rhe
application nf rke classificadion rieles, the marrer, shall be
reterred For decisien onorhe comperent aurharry rocwhesh
the nrridied hixly is suhject.

1. Tk ciassidcarinn rales ser e in Arney 7230 may be
grlapred i accardance weirh fve prgcedies rederegd e oin
Arricle 7 120 im ohe light &t technics] pesgroes and any
intermigrine which  keconis aygilanle ecnder  rhe
inteTmarinn cfsrem provided e in Amicis 1450

Atiglie 11

Informarien om incidents oeeneiige fallonwming placione of
fesinrs on the pyacker

1. Odgmiber Sraes ghall pakg s nofeeaay cepe
ensure thar sny infmrmazesn benpphe mo sheir kraseledrpe,
ir aviwdance with the prowisicos of this Directve,
regacding e owideots meotoned below jowaldng o
Ll 1 Ha, Wb oz (U device is ecorded aed eraloare:dl
veokrally:

la) any walfuoetivn e deterioraaca im0 rhe
vhara¢icoativs aoillvr perteomance of a device, ax
well a: any wadeyuoey i the Jabolbng or the
AEEETEns or ues wlbeh sigld lead 1o oc sglt
aave led ro the degrhe of 4 pacenr or sce of ooa
seripns deterinracian in his stae of Tealn,

ikl any rechaical vr medica] eeason o rodaen o Lk
characmerisrice o porfocmanc: of & deviee for the
reasons referved oo fnosubparaprapl: A, leadug 1o
srsrl:njwic recall of davices of ol zarme reps by ol
MmANJICackur=T.

2. Where a2  Member Stare  meqaites meGical
Foactitivnas or the mediczl mstintticms b intcrm ke
cumpetent  zithorites of ony md:lents referred o n
puragzph 1, it shall ke che necessary steps to eanure
tnac che anaiwfacoocer of the device woncernesl, or Fis
authwneed epreseotative eschlished in e Cemoorice,
ix ales mfonacd ol e iocidea.

LMfici] Toume| of fu European Coomuioativa

o 1. 1497

3. s wureiop ovel own aastsmocel, 00 poaikl
Legeduee wale b voowtactiwen, denler Saces soall
willzul propeleee o Axuehe 8, domoecascly oduea e
Cociieszoae god the aiber Blewbior Staes ol e
mcideos o feeocd 4o we perapraph 1 2w which oolevaet
cicasun Lawe bevo tadeo ve e coutentpoatzd.

Jupiche 71
Coofurmity assessmeonl pracoeldures

1. TIn rke zase at dewices talling wirhie Clzes [T ackor
than dewizes which are ¢oorom-made 20 nmengsd  for
clirical irerstigarinrg, the ragnuragriarer shall, in ordsr o
atkx the 7 marking, vither

ol Eedlow the procedure relaciog ox the 30 declararion
vl confurmity sex cuc m Aonex U fale gzl
USSLCUTICRY TIC

wl ol be poocedure  ccleiop to e EC
Crov-criahboaton acl ow o Sowex L coupled
wirly :

b prucedare relhoge Lo by EX verifeativa set
vut e Amex ¥

Lr

(i the procedute welaring moothe FE deciararion ol
cncfarminy sst oour e Aneex VO (prodaciion
qualify ascurance).

0 Toerkg qse of devices Ldbrs witlio Cleas W, oler
Tram adewiczs which e cuewwn-made ar oacicodod Loc
climica imwesasigaricns, the asuwefacoorer ghadl oooeder w
attix rka UL narking, Tollow the procedese celooeg w
7o [0 declarmgring oF conlormiry sor oo o foauies WU,
cnnpled wirk cirlser;

iy the procedure relating 0 the L0 verihcannn =er our
uL Awie s 1V

ur

thi sbe procsdure reladng tos the BEiD ceclairaram of
wonldninity set sur in Annea ¥ {proadecoon quoline
EE T T TROH

or

wl b proccdurn: reluoemg o the BO cecliroton ar
collgloily acl vut o Acoex W1 (prosluwct quality
FFECANCE),

Insteud of applyiog thewe precedores, ch= manaracrursr
smay  wlsa follaw  the  procedure  refemred @ in
Fozapraal 3 jal,

1 lothy case ot dewices falling within Class T, o 1er
ol devpers wled ae costioeoode e dntended far
vhioical izrvestiguncos, the manufucnaer shell, in arder
ey the UE soackoys, vides -

£ H ﬁ'-llitm' rhe procedurs relaine 1o the B declzaunen
nr canbarmiry seroong o Aeesse T quabny
assarance); in this cace, poine 4 af e 1 iz

apmnlicable: oc
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ikl dullow b= proecedure  celating ta the 14
Crpusxancation =ac put in Anoex 0, wcapled
witl:
i1 the procedore relaZng tor che L0 veritication sec

ciat oL Anmex 1Y

oT

vil the ameredye relanng e chie T declgrarinn ot
cnnba-miry cer opr in Anrgs Vo (produgrinon
WA IrF ASEITATICR

H

(it dw weopedace ndumag s tlhe EC declaratiun wf
copfennicr act vuz o Annex V1o (precduce
YUABEY Eaunowe?,

1. The Carraissian shall, v larsr than Fise weass oo
rhe date ot implemencarinor ar this Tirecavs, sekri a
rep<h= tex the Lisuncil s ke pperation aof rhe privisions
referced b in Article L]0 Ardele L3 1Ly, in parcicalar
ia cespect of Slass 1 wl Ciouy Wa devices. arsl ca e
ppeneies of cbe pooedssas soloeeed oo Moo L,
Gerour 4.4 avessd wnd Ourd sabpeastopbs waed o
Aunca I Section 3 soconed aznd urd gulparagndis oo
Uda Dursaiie, woowpaoied, 55 aweecsaare, by appreaopoioc
pLupusala,

5o Ju the case of ceviees fzldop wirhin Class 1oocker
than Cevices whick are cestrun-ancde vroicteoded bor
clowead Ewesrizations. the munobactacer sbell, in ocder m
alfix dw Ok aackiog. folleny che proceduee sefersed oin
Avines W and draw ap the EC decluranoo of ceadorty
cegquar f Iacfoce plibengg e device vz the aoachel

G, o the case ot casom-made  devices,  the
canckearer shall follow the povedare retsrred 20 in
Annex UL and Jraw wp che scetement set oot in chac
Anex seboes placiop sacdi devor oo e market

Memer Seatet mav weqoire rhar fhe raanatacrnrsr ol
sabmic t0 the ssmper=n= auchacty = list ar sizch cevices
wlwh fowe beco prt iole wecdcc jo cheic tecrioocy,

7. Daring the crmtormity asressment procednTe b oa
Crive, the maowfacoarer andtar the nocified bedy <hall
tabe weoounr of the oeaults of any ausessmert and
senbative opemens whick, wlere appropoate, bave
et caroned et jo eccondazes with <ing Dercase ad ao
irernediare eoaps of oareek e,

2, Tl omovifucturer owr westrees hi:  sothooeed
wepriact e Calablislead e ocbe Conpnuony b ootia
rhe procedures provided Tnn in Arnexss ML IV, 5T and
LT,

20 Whers rthe conlenniy  Asssanco proccduce
inralvas  rhe Cnoeemorion of & oepbicd  Bode, e
mAnutztorer, v his aimhon aed representarive sArahlishod
in the Commuenitr, may apply or a Andy at his choice
withiiz U Facwewacs of the casks for owekick the Bade
bias Tacer. wardbed.

Lil.  The podfi=d ey may reaaite w3here culy
juscifed, any adurmatiom s cata. waich is n=zessary For
Catabliliny 2nid mainmuung te attesativn of cenfacnite
i wizve < i clumen procadure,

I, [ecisines toeen by ke wnricied  bagies i
avcardanee with Amaexes 11 and 21 shall he vn'id bor a
maximum uf Five vears amsl may ke ecEneed on
applicanan, made at o rime agrerd? in rhe cantracr sipneg
ke bisth parties, tor farker perads of Hen peass,

2. The mecard: and cnmesprndencs relarng e~
rrocedures reerred ta in paragraphs 1 e /A shel ke inoar
efziciz] largeave wf the Member State in pehich he
rrimedurss are carmed aot andinr in ancrher Commenete
Inncaage acceprable to the outitien hexly.

15 B Adecgpiiinn lron pawgraphs 1 w0 &0 e
comaergnr aarheriries may ancheries, oo duly jusliied
requess, T opeezing on orhe negrher angd pegriap iaco
seree, wAthin rhe rendree o rhe Wipmbier Srane
cancarrad, of indirizual devices b which The procedirs
refecred to i paragrapks 1 o0 € hawe cor Besn carried
il acil the ik o which woin te mterest of proteoion
of Jueadtle

Articha 12
Parricular prigedare for sysrema gnd proesdone packs

1. T wsv of Cesppanioc Do Al 17 des Al
shall apply roepseams and pracsd o pacss.

Ao A maweral o feeal peoon wle potn dewses

bwariap the CE waking westaer wulion des oeeeded
pocpose and wirh'eoche hvils of s spocdwd Ty deer
mang: lararers, inoarder oo praec depy e marke as o
spatem ar wracedwe pack, saall crgwr o g dasisranen b
which he stzbes rhac

lad Jie has veritied che muatczl comanrnilie st the
derkes o accoodarcs  witn the  maochcetarens’
toutioms aed Jus coaced out loy wpsativos in
socnndance witl. thope st g sl

fhi he has packzged the cpsrem A proczdure pack and
supnlisd relewsct infrmoGoT fe EERes iMCrerAring
televasic instroctens from che monatachcers; and

Wl e wlwl: aceely s selasoed 46 woprupriate
marhocs O Juecnas eouliesd wond uspeckioe,

Where b conditong alor e wid e 25 st
where rhe cvaren nr procsdare pasl jaeoepaeeans Jevices
whczh dnorst Bear 8 €T mark 'ty or wlene rthe clumen
cumbinatinn of devices 15 net corparihble (o virs o cheir
veimoal ioteaded uee, the sysEm ar procedute pack shail
Lo weatsl sz a0 device in o owm Tigho and s sach be
sabjesiod w0 bk | meleraw poeeedure purscant o
Auzict: 11,

A Ay satad e kel peeson wino steTiliced, Sor the
rcpass ab alacies saorhe oachen, ssalows oF oo
packs reteered gooin paraprapl 2 oor other CEeawekaod
mroizal d=vices dssigned by Twie manufacuzrzees o ke
scerdized bebore ke, sholl, a7 kis chaice, Snllows oqe of the
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precedurss ceterced B in Amoex LV, OV ow vl Ll
application wE the abivweoenriooed Auicse: aul L
intervenaca of the ootitied besdy e Jonnod oo e
awnects of the procedore reladng wodxe oblooize, ol
scerilicy. Lhe persao shall dFraw up o Jeclorauoo skoioy
that steilicztion has been carned oot w wooooduoes witl
rhe monwdackerer's insrwerions.

4. The peodwa reberred roo in paragraphs 2 oand 1
Lo snsctees shaly nor Bear an gddirional OT marking. They
shall b acesrnagaicd by he informanezn relerrad raoin
poarT 13 ot dnex 1 which inelude, where aaprapriarcs
s dnbwmsrion suppbcd e e manakazmezs of dwe
cvics which nasc becn pun wegerher. The declaration
ceberted 0o o paraeedple 2 and 3 alove shal be keps ac
the dispesal of copeicol aulleaitws B a peesod of Dve
T,

Ariale 11
Thecisinms with Tegord tn dassificaion, deqsgaciaon clause

1. Yoere o Mol St consabora taae

sal applicacion of e clasmilwainn ralee 5o ol o
Awey T equires o decisien AT rEad mo rhe
slagsificarsa af 4 given Jevice o saegEary ol
revies;

Iar

‘b ou owwen deviee ar fumily of devices Jbowdé e
clussified. lo way 1of derogndioo fromn the provisiors
ut Aorex 1K, in anuther clnws:

uL

wiorke conbornine BF g deywe or demly oaf devices
canmli ar esmablished, b wwave ot derngaries trom the
provisiens nb Amicks 11, Iy applving solely e of
rhe given prrcediares chosem teom srinng Thoee
ret=rred rix in Arricle 1,

ol suloor w July sudsbociarsd oogesst oo the
Copmnigzicn gad azh i ke e vsosace mcasonc,
These rarasares, shall ke adnpiesd in accordanes oo™ (he
pracsdare refecrsd weoin Arrigle T 20

o Tl Cosmwawo sholl odumn 1be bdeodoer Sstes oof
the aocstiuwes Lokl snd, wlwoe wppuoprutt, publbab the

cozevant parta of thse wocasunes an e O ool

Mg Faoromans Costenaiings,

Aatigle 74

Kupdsrvacion of persous responsible For placing devioes on
e nkubet

I.  &oy manufzcrarer whn, onder his vem mame, places
devices var <7e marker m accordance wich the procadores
referredl to o Aricle 11 151 and 1461 aod any ocker natu-al
ar bl pomon vzapped i che aconwities oovemed B om
Joucle 1.2 shall wifuren be vowpebar aullosities of He
anber Srare nowhich be Tow lus ecpiseered place of
“wginees o f rhe addreas of che pazigeeed place ol Dugiveas
and dwe descriprian of rhe deviges aoncrresd.

i e o osowfacturer who place: devices ceferced
Lo ol pilaeraplh 3 oo e soacket welee Jus oo oo

Cifbicid [eamud ol dbe Buceocas Comn-nnitis

el TR

Juee viar kyee 4 repiistened place of bnsinesse ina Mrembier
Srawz, he shall designgkie s parsnnls) ceapeacgible Sor
seacactinge by whoo Js jarst esmbiished i rhe
Crucioaty, These pebsous shall dnferm the aogeac e,
zutwoatics &y Belevder Suave o seebicl thep luse Usen
epwtered  place of Dusigas of abe adduess o the
repwlered poase ol Tusiess wnd Ux cargory of devices
et

1, Tor Member Smares shall om requesr inform rhe
nther Member Stanss amd rhe Coummissinon b the derails
referred Tnoin paragraphe 1 gnd 2,

Article 15
Cligeal dovestisalivg

1. Tn vthe case of devices inrended  for climical
iarestigasiens, rhe  manofacoerer, or his  auclwerized
represeqracive esrablizhegd in e Comranic, shiall fallow
g procgdure cefeored 1o Annex VI and oodly ks
compesenr gurharitics of the Member Staces o which el
Lnegsrigations aec g be cendocicd,

1. In the case rf devices falling wirhin Class 2T and
imrdantable and hmg-term inwasire devices falling wirhir
Liass Ua ar Jib, the mamwfocrarer mny commenos rhe
relevant clinical imvestgarian ar the en:l of @ perind 2F &R
daps afrer nacificatiom, anless the competear aurhrriies
hiawe nacified him wirhin chac perisd of a decisicn oorle
vrmtars based n considerafisms b puahlic hezich 2
awhlic puokcy. .

Mol Makes owe bowever awborge ecofoorarers o
oo e cebiaol clowsd ovssUvations b=fore che
Capiny 00 LU peeisl of 653 days, g Cac 52 2 celevant
cilace penengine Bas waocd o Breoua b opawm: vz cbe
poanrare e jiecalpaton @ guestio,

3 Ir = case of devices arher than rhose sebeersd i
the sevomd paragraph, hiember Staces mav  aarkarize
wanufucbucers b commoenee cbicical  ioversgadons,
vuwidiately wlice the dute wof anstitweazecy, prowaced that
e ethics eonsotee eoseened  loy debveeed s
Javanrable pudon with fepard do due oeeceipasoaal
olsr.

4. lke pudherizagion reterred rem paragreph 2 osecemd
subsusawaph and paragraph 3, may be made =ahjecr o
auiioration Eum dhe compsteor audority,

5 Thke clinical ireestigarions moar bs conduacead o
accocdance with the provisinns of  Anner W, The
aravizons of Annme X may be adjesesd inossordange
with te procedurs lnid drsm i Article 7 20

4 The Momber Sibe dull, il aeccasare, whe the
Fppropriane steps b cosuce puldic Jwall: wed puldic
Tl

-

7. Tle wuonkcturer wr his sisthacized Tepr=sertative

o vetallisled e te Commonite shall keep ce repare

releered Lo w poaot 2,37 of Anres: 3 ac the |l1'."ln1.1| ar
chie comprzesl dorloks,

L] I'he prowvisiems ot paragrapls |1 and 2 do e apale
where the Sioical investigadons are crmdnsed  acing,
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devwes  which aoe awborves e geecrdaeie vt
Subicle 11 e Deva e CF vuobiuy wnick we g 8 Uess
atwcrlpaiens s woasd e Jeviees Jur a popess ude
Wan bat ofveeod 0o oo He releviow svolornioic
dasciinieal puoododae, Tl relevanl godrawwos ol
funock Koz @ polebe,

Arkizle M0
. Wopnbed biedies

1L Tl Muwcler Stoves slodl soody dee Ssuomsson
gind ohee Monlbee 5oaes of e Desdes wlazls ey e
desighaiad T cavewiae o (e sks poepaning 14 1w
progadures veheraod woine Aorncle (1 oang (fee zpecific rache
far which the haci=s have keer  designaces. The
Cimendesten =anil assign identiticarian nursers morkess
krutizs, hereinafzer rerecenl o as 'rnsthied hodies',

Tar Goowezsioe sl publele o Lo of e oeebced
bonlics, vz wide Wy weonlcaios oo oees o bas
icaced wo oo wad 1he vashe bor which duer hass Been
s, e the Ol Traenad ool er o Faropege
Comercwchianies. Ir shalt ensnrs rthar the lisg is k=proup o
dare.

2., Member Staces shall appy the ciceric set oot m
Juowes X1 Eor Ul descaza of beddocs, Bodics ebar oicet
Uw coatenia fadd Jowen o by zaroual swedacds whicl
Iracapess s 2dvaol hazooweed staodecds saall D
pren-med oo ezt the reliva o cuans-ia

3. A Member Swte that hac narfied a2 hary skall
vathdraw char antiticadian i iz Hrals rhar che bixly nn
lungzes mests che oricecs ceferced -0 dn poragmph 20 [t
shall onmediatelry nfoar the ocher Member Sws aod
the Comuwssza bl

4, The notified ancy and e oanotacturer. oo bis
aurthweized representatve etzhlished ia the Looumanicr,
alwall Jav dewwon, by coscapvar accuocd, the ciow Bonts for
cornpletion of tre azavisanal wd vofifalon opcmbion
raberessd o i ek IT e 3,

Arpcle 17
LR matking

1, LDevierd, 2l dboo devices wlael: ans cussoiz-ioade
o ingded o clisazal invanipsmae, comsndkeiel o owel
rhe esaznrial cexpaivcmenes =glerogd oo o Al 3 sl
keat the 01 marking rf cor be-mire whes rhey are placed
ua the marke=r.

b

ao The ©F aemkiw of ccafouaiy, os elewe o
Annex BTL nogsr appeas in g eadde, leplde i adeblde
farm an dws devicr & 7rs arerile pe sk, s preacseabls
ardl agpraprinze. anc nn che snaTrecns ber use Whers

Officc| [punal of tae Burapeao Cammuonicies

12,7 9%

wpolnable, the CE juacking wust alao appear on che sales
pakacoy.

T shall b aceomparicd by Uy deourbcaieu wamber of
g morificd Dods cesponsible Goe ogdcawotaton o
procedieca son oo i Alaee s IO, 0V, % and VL

3. ltis ;wahihized be sbHx mares o inscriprinns achizh
are lbely ry misl=ad rhird pardes with tegard cn rhe
mean:ng o~ the gaphizs of dhe OF ma-king. Are rther
mark may b= affized ta the devics, T rhe packsging or 1o
the {rxtrectiom leafler agcompanyirg the dewice provided
char o visiriling znd legik-licp nt rhe O markipg is v
#thrreby recinoad.

Aride 18
wWrimgly aHized {'F marking
Wiboul poowdice o Aceicle 8-

il where @ Menher Seare carablisnes rhar rhe CE
matking has brem athived nndaly, the mam:bcnrer
wr his authorized cepresemrarive ests blisaed wathin
tb Cpmmenite shall ke chliged to =nd ke
odrugaeen  upder  sooditions ompaeed by rhe
Mol Stz

b whes wopcomplinee contoens. We Mookes Sele
rager b Al ARpLpRiAIC sl o msbwl or
prnhiliic chy: plaging a ohe imazhey of the poadug,
questinn ar 2 enGers har i ic warhdegyen lam gl
matker, in accnrdanes wwith the pragsdare an
Aatcle &.

Sirbigla 19
Deaasiom b zeapeol of medusal or nesicicken
l. Any :lecisiom takea parmuant 13 Tais Thiregrises

wi celiar we oedzict the placicg vn e marke: ur e
Ay, dule sovicr < o Jevee ve Qe caceyvize owt b
clnisl aLecanipairons;

ar
1w wibidcaw Jdeveees Boaw the maczet,

slalv srarz g ewacr gronpds on wlaich o @ Tased, Swb
decisinns caall ae renmfizd wsthowr delsy o s pare
cancerned. 7rhe shall az rbs wam= Hime be infrrmsed af
reioeidess availake to him vnder the neatineal lave o faree
io the Mdeanber Srate i guestivo and at the time mic m
veawc guch scancdics dre solmer.

2. In the ewert =f a decigine 45 refeiccd o in
ratamapk L, the martacmarer, rr his  anthorizesd
represcaciatve eatublished i the CXimmeaniry, shall have
A wppuccuzity oo put beowand B viewpaine ;o advaoze,
nalsd such wousullavwen 1 ol possible beconse of che
wegzney o rhe weasone w e ko,
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Citficial Jevarmal oz Zae huseoess Soacuwubi,

Artnin 201
Cowfidlentialing

ool poopwdice Lo e ©xislg ilioral pesvieons and
practives s idwad ssersia, Mootk frasee ehall cnsere
Hlut wll ke 2aziis iowalecd e the oppicarion o iz
Chocebse ame bownd 1o cheepey coofidarg gline wirh
cepard cooall iafonmacesa abiingd i anving anr their
Lasie. Jus decs e aleer uw ollicoricn of Wombgr
Svey gl Aoulicd  Todics wnb repacd w0 mwpgal
plwcalon aod o dissenunativw oL waon s, o e
ublpatones o by porioce coeceaed 1 proside
peurmasian wsder criooed Jaw,

Article 27
Repeal and amendment at Direccives

I, Thregper PARATREG is hereby vopraled aeicly chhegr
frarn 1 JanLary 1025,

2 Lol wide a9 dnjele 1 oof Dicecrive 3408 V0TRC,
hoonan o 15 dalersd.

In fvuzle 2 of TErepive SMSAGEES, the Molloeing
aubpacip 5 added oo pacgiaph L

“If the app.iancy is at the same time 2 medical deviee
wizhin e meaning of Lirective B34 EEL (%1 2rd if
ot wacisfes toe eiertal coquizemenes Laid ioven taecein
far =mar Jevice, e wevice shall re desrsd 20 oe i
worbaomity wich chye ceguireoents of Qi Lliseories,

AT Mo LLI&A 127, LA 1o

A Thirective SMRRESIEELY - nrendec  a-

il insna:

hereby

1. in Arccle L 423 che fol:pwing res sahperagrapis aos

acsl:

M #p acinp o rhe macker® meang rha Few ma'ing
amailably in ~2mam b paveacnr ar free oF chags o
A devicm arker dun a demioe inrerded b clirical
inmens gacian. with a view ro disre bacian aadior use
vr the Cwcmuensty markes, regardless o whether ot
w oew or Jully sefucaishad:

(1 “maouteanme™ meang he oawe’ oF wal oo
irh rspsachilbne b rhs design, naanofacar,
rackzging and lah=llirg ot A4 Jdesics hokooo it ois
placed o1 the marlest aneer his Aem oamme,
cepardlvay ub whether thess opetarioos are carriec
el by ooba peesea Joself we oao jns hehalf by oa
Ui iz,

The ahligarinns nt rhs Teivectiece o0 by omgr L
manutactnters alsa appy morhe nanezra’ or lags'
p=rsan whix oxsembles, packages, processts, mlly
cefurbizhes andfivr laaels oee o more ready mads:
PIUCWy aow'or zikiems k3 rhen b ineended
purpare ar o device wich a owisw 0 ther heing
placed oo dw oeckst aocer hes pwn came. Lhis
subpocapraple duras wet apoly to the peesan wha.

14

Mo T 193]

wilule zon y veiefaciwer within rhe naanioe of rhe
dra aubperaanl, asaecbles o adapls devwces
wlocaeds won b warke . o tbei Joteandsd puspose o
wi Joedvzilua] puteot:”

io Arkicle ¥ the foloeog purepraple oo adiod:

£ Thriey Use cooleaity gascsmer) posceders
Cer a derson, oo Juaumlestocs aodfion o wonlicd
Lewdy  abwl s woiowne of e ssdla o owr
usgvasaie il wmd eenaliconon wporatiaus which, where
upproprnte, Juee e carreod sw e seenrdaoee wich

Uuy  LDoree=we oz ar cbcrsicdia®  stpe wf
crizzluse
Fo Were rhe confonoity asssEsmen) progodue

ineeteas M iarerecotion aboa narificd e, A
mamaracrirer, < his  anrhorized  repessontaive
rerdalic i o che {omnagn re, mav =pply -3 gy
nt kic rhnice werhic phe Sramewsn’s of the vasha (o
whizh rhe kody hes beco aeriried. ’

7. The wtizied brey owe meguoice, wheme slaly
justifivl, aoy iofrcaaon of et wain i necessare
Tur wstebleling wd snaizcooos: e azeswnen ar
coleredty Jo wew of the cloosca poowedure.

4 Derisione rakezn by rbe onoritied  kodies Qo
aconndases wirh A ez [T oad 10 <hall b walic for
a maxvimnmw b rivy yeas o and may be smmendod on
apalizarinn, rade ar 2 oricwe azeeed e che conprace,
wigaee by hotdocvarriee, 0 toerher pericdda ol e
reaTs,

A By durupanos Boo puseecapls 1 ouand 2 the
wpupilow Atz owe aclwce:, e Cwiy jusifed
rogacst, o plechig ve U avakbel sud puisy icta
gerws, vl A Leezitofy ol the dualer Sl
crezrrgd, of wdivcdued  desicss e owbbl te
procedurss reksored raocn paragrapins loand X b
nac be=en carvied omroand the ase ar waich is in rhe
irtecest b pracsesem of healck.,

the falloueng A-tizle ¥a is inerzd ater Amic'e

*Ariisip tlg

I. %Whamx o Membwer Smaoe goosiders kel e
canterriisy of 2 dsviee ar lmily oF devizss oo 1A B
estoblisbed, by wav et derngaricn rroe rha s izie s
of Armice 0 by oapnlving selely pre of rle piesn
roomederes cven rram smiemg rhass redered Dn
Arricie ', =t st sebmir a Gty sukstachared reqiear
w be Coocioisicen ond ask it 4o ke che receszary
wesures, Llues, areasores shall ke adoprsl s
asordwwe witls e precedure seteroed o m Article 7
Il Thraenve 340RELC (7

2. The Cammiasicn ghall inkarme che Sddomlee
Statw; ar che measntss taken and, where appropiae,
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Oibficia' Tearagh ol rhe Fyropes e Cosnaeinics

12, 3. b3

pukiicy the releyanr pgree o dwse wcasanes in rhe
il e ral o the TCarndeas Cord Hgagieg,

71 O o Lored, 13, 7, 1932, p 1)

4, Arwale 10 shall be sueewdsd a2y Lolluws:

rhe: Falleding, sabparapaph shall ke add=d =
paragraph I

"WTember  4rares mav howeweer auchnrize
raanufachiars rx stare the Zlimical irreeerigarions in
qsticm kerare rhe expity of the G0 day pering.
provaded rhar rke Crhizsl Comnsirea corvacrngd
hge delfeered 4 ravoara bl cpinign with respest m
rhe imessrigarine programme in question.”,

— ke Glluwarz pusapmapd shall by izsecicd:

2o Lhe wwdorohoo oeseeoed e oin te secoawd
subpanyrrash of parapmpa ¥ war ke gulyoor m
upowovad by U Cuwpeteol gotbority

3. che fllawiog oo added o asbole 14

Tn the swenr of @ decksion a5 referoed ™oin the
presions  parapraph  the  wanufpcprcr,  of b
aurherized represengaThes eerahlished din rhe
Carnaniry, skal’ have 3 apparmaniet oro pairc
faraard his wewprint cn adwance, anless  snch
corselration is nor presible becowase ar the oogency od
the mearures ko he takoen.!

Atpiele 22
T pleamesnragion, teaieginonal provpaioes

1. Sbeober Soses w2all adopr aml poldish e Lows,
repald s aod adoudsiouive procisiong owicaary to
caqnoly wirh rhis Durscsive pod Jaoen thae 1 July 1934,
Theg shall immediatelr intarm rhe Coammiszion rhoeon?,

Thr 4randing Carvwimer rebeered a0 in SWoAgle 7 omaay
askume im wasks tram the dare of codbficarion -] of rhic
Urecave. Lbe ddamher States may tak= the measores
elerredl to e Acticl: 16 sn aotiticoaca of  this
Chrs-ies.

-l Tb% DNirechive was naocilied 1o che dlember Seatee oo 29 [uns
1944,

Trher Momber arec sdopl mese provigions, diese skal
comain 3 reboence e Ung Direcwve o sladl by
aucompakicd T+ sl o reloconee ab e rone ol e
olliza. publiezeae The proceidus: e seoh  cebereace
chazl B adoprod b ddemler Grarcs.

Meoabkar Sraree =ha®l apply rhesg progisiong sith st
fram | Jamaary 1945

1. Member Stites  shall  communicare o the
Cnmmissicn rhe texrs nf rhe provicie s 2F nacional aw
whizh they adrps in rbe ticld crverggd by rhes Thivgerieg.

3. Memher Sraces chafl taks chr necsseans jorinn ra
ersuce har the norcifisd kodies which are respemsible
putsuaoc ta Armicle B1 (L on 151 for  comfarmity
assenaranr oke acceunr af any telanr inkmrmarion
cepardiog the chasactericocs and perfirmance ab smck
devices, ioclolng io pacticalze che resale- of any resvant
st aod  vesificanem aleeady  costied o orsler
pre-cuakioy, nadonud lae. sogeladians we ademimistragaes
pruovisioua o mespeel of sucl devices.

4, Bleaber Bapes aball woeept the pluvmg oo the
toaskct aad puloop mit seevsos of devoocs which cordform
to b rules dn Fores o e ooy co 31 Decvioles
1994 dorinp, a perical of N wens Gelloven, adopoon ol
rhic TFrezTive,

Ir rhe case ab devices mwhicly hare beer subjesned oo EEC
parrern appravsl  in zoooedange with Thrsmiee
TETEHLLLL Membar Srares shall aceapr theic bo'ng
placed pn o merket and Pt into cervize doring e
periad up oo 310 June Z0IM.

Artieie 23

Thig Direcive 5 addecesed r e Bviobr S,

Traw 2t Lusemboungg, 14 Jioe 19%3.

Fur ibe Coppi
The Presuiben)
1 TIEBDNG
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AfaWEX T

CEENTIAL RECHARCAMEE- TS

1. OTWITAL DEQUIREACHTS

e Jevicey must be desigred onc eanufachered in such @ =y cen when wse -ander che cancimons 1od
far he surpeses inrended, cher wall nor comprocaiss B zlisical condican cr = sifesy af paciscss, ur te
safery and heath of wses o, wlwers opplicable, odear pecsons, previded coas ony nsks whizs mor 2=

Takhizcat. mcth chelr s cansenne accsprakle ks whes u.u..glmd A wai the seoehies oo e acenr dad

ars canipiihle wad @ hegh Levd ol paowconn of b= w1,

ez otal v ﬁd.'.'lj'lmd ]‘l:.'l|h.' e fursn Frar the -\.‘I:"'.=||:_||i atl s rsainenrn ol the iz e el ooa
'\-:-||'|.'I_|l |x|'!.i|£t-|, bllclll.a_ A izanl il 1o [WHLS] :-|||:|| :nl-li:l-cl'.'."l:..'y.'ll el ul thes za.

In :-u'|:|-ir|:_ The: el appeaprisahs wolplvms, sl e alszanre= ner dpprs 1w :-I:I:uln.'.'illh Prosipes 1 T
[HIIFE AT nirchr: '

— tlminate wr codwsy msks w1 fac ns pussibk: finherendy :1e Sesien and cuan=cruiciocl.

whese apprapriaee Take adeguones procecrion wensucs includ=ng alacms f secesedy, no velizoa sy oo rishs
Lz can:var be eliminaced.

— infarm zzazfa AF the oid-aal raks bz wnk ﬁhllll..l’br--u!.;-l al b [ LLEH LA F IR 1:||,:\-|_'\-|,;;|_.

Tk alewee:iw ewal achboer e ||-\.'rl.-\:|r|||:-||||:|.'1 int et T o wmantgtarr aml! iz, '|1:I?|11I.I|.1|.'|.II'|.'I|
o :HI.'LI'ﬂJ.':I E ™S Y thiat I||:-_|l ame satelde e ane e oome ol e To=eime n.'l'..'rrn_' [T || l'l.rl'|.'||: |
R NERREE R fed ||:.' e il nn=

T r=erodice: el |I:J'|.IIrIIIHIII.'H."| rl'r:\,:rlhl oo Yeeivea 1, 2 amd 3 oopek nep |:|; ﬂl]?ml:,' L5 [ R (TR )
anba dems than oloz iz al wemalitiape g- el =i =" parieres arel, ==t 2pplceble, oo ocher prersuny
PR TR TTH r|:-r-rn|.|| chring Doz Bivsviong o He heevinar an cwclizagz by |;||| iz G riiree, -.l,|1|_ [ ey ||
sabjrinad oo the airzeass which wan veczaare during, moral anglicione af s

T beveie nuwl v hzaprenl, conpbaduns! aml ek mosuds 2 way that ches charzoezcisbcs and
||.rl.-\:|r|||:-||||:|.'-. dllrll:a Hoar iuteznchal LS il el | .1..|l.'..'r-|:|]- ;\-||'|'|,:|,'|1;u;| :|||-|-|_,:_ LU L] [ o e il b 1;|||-;i|:,5:
acoranl ol the vetrneinme sl inliemeoanime JIHI'.'i:IILI |::.' 17 mamukeu=er.

cap mekesiralile sk U2t romal wsdipane ancaaoaakie gk o whim siplel apaine e prbemmasow
wikended.

Ti. REQURLKCNTS BEGATDNG DLERIGH AMD CLBRSTRLUC 100
{Themical, phrysicol ood bdelogical propemies

The devices muse be designed aod manobacbered dnosock o w2y 20 o guaancee che Owracwersics anc
peocmances retected 7o in Section 1 oo che G-enr-.:l. l.'ﬂqull:t:l'ﬂ'L'E Parrizi’as aresoon musc be paid
[y

— =he choece of marerinds osed, pemicolarly as magasés toadciny amd, whess cpproonaze, Nonsailios,

— the compatgdlice becwern che mocscials veed 20d Dualogicd cesme=s. cells ond hidh Do, kg
Jucuvwsy of the incecded pocpuse af che devics,

The glrwizes pow bedosigned, manudesmoeed and pocked in soch o wir as oo mimize che ok paseC hy
svilaneare aml el v b posome inecleed dn Fe Facsoore svcage and vse of che devices 14d oo

1% pationg takeng avecmt oF chy mpended perpas, of che crodue, Tasicalis aencion cose be 2ed ©
e Neetike amad 4l 1 ke alimnicn arel Tespae g o aepasune,

Tz alezvwor weaat e desigimas wmd Aavmmlaciemal e soel o way shat rher car be used sately ot che
tabzrit by, anlwloeiz ad (LIS with which I|||::.' g imn svakes cle=-gr shEr poemal cee ap duci=s
Faubing I:IIHJ'\.'Iil-I'I'.\';: T e deckoz s intendel we w:h aler =accivinal eieloein ey =ansk L fesigoae. and
mnnlactaral i wezh w U L lu: |.'r:|||||:|un|li|:-||.' with the: woecinal [l khiz v aamizme ul_‘d"l"irl_:'_'[l; == thy,
_l'.ir.'l'u'isil":liﬁ and resewcoons Arsecining A= _|'||-|'|d|||.u- azl b ol |:-|:rf|'\-"||||h|: it mEAinranEE i
wzocdawce Bish che neended wse
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CHluaal Juwntal of dw Eu-opeun Cocnanunices

Where a d=vice moorporoies as 20 Stegaal pace, @ rukscaecs which, if wed separdie p, coay b womihoed
bx be a medicica’ producs as dedined in Aricke 1 ol Dirssive SRSECLE @od Auch i halde noac opan
toe 'oudy wich acica anciary o thar of che dewice. <he safewe. Jaaling 403 waeh. o ol e enlo: oz iy
be wericizd, rkng oorouns of che incesdad pucposes of the device, by @ralagy wedi de aparagriaie FeiFals
specibed in Dicaccve 2301 6TEE.

Thi wevkes s be <hripmed 3zl menntachessl in moch a way as ko esduce te 2 Emiesn the uskes posed
ki anbsgagos leabing Fom the cleacs, . .

I devicazn musl e JIHHI:I.‘:I amtl ez e urza, ool wap #y la r|:|:|||:\,:|'I ag mikh iy peesible, ciske posed
|‘!:|' die anlucenclinal ||IEI==r i S il il the devie |I|Li||g il gers e ck vive ol the sacuce of
Ce Bctoanment e Tl -0 iz o or adad v e e,

lwlecoan nad mivenhial awesuninktzn

he Cevices anc raumfacunng pricesses st be Seeigned ookl @ ey @3 e Euninacs aeorod 2w B
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resig maes b cqericd e e upe ar mare ot che sampbes Z2dls oo cocfioe, che necited bofy mes Take
1h:. A q|ri.'|||,: RIS

it muwn pooide zhe caznbaceucer 'oich 2n mspeckon repoes zod, i€ a rest has bean carrisd cc:, -wleh o o
rnerk.
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31, The manwizcrcarer comst, bor o perind =nding o lease five yeas a7wr thes ooz peadoct has laeen
manufaccarad. calce aviSazle o3 Cv nacinnal aucheacies '
— ez edararan l\:JI'IrIi—IIil:r:.
— the deumenretion rafarred To o oie seventh indent of Sacean 30,
— thr |.'||:|1||.;..'-. el an Yemien 34,
— rthr decisices anc rezacks ram die nocified bady &= efeercd wons che fnal acdimn gl decion 3,4 aml in
Secticms 4.1 and +.4.
— whun appovariang e ezilicate ot coodrmty ndied woin fones OO
2 The eotijied bolr maust make arailable oo che otber nomi=d hedues. oo raoaest, all celevene infacniaeun
. canearnicg the goclicr svstem appooval: svoed, rehzeed o wchd-awai.
£ Appbartian o devices in Class Oa
In I wrich Aatide 11 625, diaa A "y |I|_.'1_.'l'|':.' m E'll'.H'lIII.'II- n wdass 1a, -.|||'-:|.':J e chox ..L'rl:-“:nll:.'m:
S0 by ockrymbon fram Esorigns 1, 3] and 3.2 by virlue of e decoradun of cocioomey che manubacparsr

vopnre andd dkedans chan 1l pagheas in Qo Oa ane manucaybared ic contacmicy wech e pezbnizal
shimmn- ativm 2aosl kic Seisive 3 of Aoncg ¥ and mest the ceqoicemencs of chis Direcove whuch
am‘lh.' h r|'||_.'|||I
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AmAEX W

FOPDRCLARATION DIF CONFOREITY

e 207 chalerdnen o |'.l.'||||'l.|||||iI::- in ol pracmane ecendip 10w womnlaeiear e hin ambograd
1RSSR Tah e appaly ahed oo £ Lomnienlly wher TalfGile th.- |||||iu1li|ru imp4 cail l'\-:r Bucliom 2 and, 1o the
caze nf [!ll‘:d..llCI:F. ]":|i;|b\.‘| ran Ce e el nowoEoene el gkl Ceeioze with g NS =L I:.\_mi'l:i:lﬂ} Hhe
r.l:-'.,;-.'l.l:im:; i||'lP-\.'ﬁfIi |.'l_'g- Secoin X wilsthea - dielea thar e :1r\-c|:‘||||:!I- e erral areer sl oz
this Lrirzcive vl ch appdy ra vwen .

The menufacerer must prepace she mechnece? docamenacan described in Seetioe G0 he e inlacioee ar
his guchonred cepreseamcve =scehlished in che Cowrunizy mus moke d: 5 dacamz weeon, nehol ag che
declacanion of ceoincoesy, amailable <o e nedooz] aushesicies Bar mspecbon porpeses far 4 pecad 210,
ar ener ive veacs odver e lasc crodwct Do Dees manubackored.

Yeorre mricher che manubacheoer no Sk uatcorias] cepoesreative aoc oacnalished in che Cumenunice, oo
e qn Eop bhe sichnie - lvmmnksticn geailalde ieewr a3l kg the paozes s whee placuds) che
prechiza gnoche Cemnnune warkas,

Hic vl dieon cotatien oo s gevaman of e u:llll'-:lrlllilg.' TN pranlinel wils rhy,
vaolrz el al Ll 1% mezPiee, 50 it 0kl e _Hrli:J...-l“.

— a qumnzcal dizeriprjung 1l b rn;-.'ll:'rl inchph=ey gny pariznle plarap,

desion drawings, meshods oo mandfazcure envisoped amd dagmoms of crmpaneas. wah asemkho,
zicraib, erc,

— o d!il’.l"'j‘lﬂl‘.l.'ﬁ g uH[!'illﬁI:I:'llli L] -mbr b TR H widersettd che al=ecmeatnned Ilﬁi'.h'ill"_'a anl :|i:n|:_r.-|—|x
Awrd Ow epercans i al the prod—cr,

— e ool sl =t At wes wed o les g ke gtnean g vhamel i Aamick: 5, appoed Qe Gl oo is
perl, Tl s b= atinmg ol Dz s gl :\-||,||_r||||:-c| rx gl U= vagemipl —uiccingey af b Threcpive 3 the
doanmlarde eehe=l tin Aeick 5 las: en Lo .l||1|1|i|:-\.| in I||||:

— v rh: vaes aF apducde poacsd on B macker oA eoele somlidon, cascmiptics ot the mecheds csad.

- ree resules of f22 d=ipn calcwloncons asd of che inspecricis camed aue, 2 F che deve i i e
comneced 1o ocher deviesist in coder to operars o5 Intended, prood mes be provided thac o eonfor.,
ko the ass=crial c2cairemenes =20 connecred oo 2o soch devices; Zawiog che chardceerisnes s fiead
Ly Foe manvipcrucee,

ctne rest sotpeces aod, whese appropoiace. dinical daw in accardence widy Anex X,

e lohel wed inscructions £nrowse.

T marsdaccorer oball imsizue: and o ap ko dake o sasesoce praceduce o cedens expericnce zainsd
Irer cheeives 20 rhe, psrmochpzicn phaw: aml b imalieeenr appooorize meaas o apohy iy cecesary
care, clive avliogd, laking seamn g e s aml mgga io aclaiem o che praduct He shedl necity the
cenmpx:Lenl Al iz ol 1l .:||||I|-|.'|r:_ nkacknla ||||||'.|.'||i:-|||'|:.' e heaesiing gL feein:

vivArp malbmesive ar WelerizmBan in the sroa=ammaie andior acrbormana of & deviva, 2z well 2z any
||1-:|:|,||,.|.||::. in the |:||"|.'||i|l|lr vr e indrprices dee car o which mighe bad n- o mighe hove lad o Ce
el il PEALiZe . o LA Ar 0 Aerices detericeal-an i kit alale el |||1-|||||i

TR R tesbmiznl e unglicnl reamee st witk chy i o che prhocmionee of & davics doc
i i el 14 in 1|||'H:-|.|.-:-||:r:n||||| I"1 ||:rn||||11_ﬂI riz avatimmedi el gr Lewizeg af the same rep:s by
she mwnnideb. e,

Wich praducres placed on che macker in s copdinan and Closs Lderzces vnds @ wn2adiowtg Fastiang L
mrnutachuweer s obsecre not only che provisioor laid dowm in des donex bue also cee of die perostares
reberrcil o i Aonex DY oo V1 Applizacan ot che abovemnrncionsd Ao ard che incereeieica by e
ahdinel gy e Bnifes] o

— ic the mase of prodioces plac:c om the miarksr an e coadidan, cuiv che eepecis o manuriccam:
wwperncd wich seeneing mnd maindinicz wrole eosditans,

in che cies of Joaces wich & m2asiweg funcoan, miF che sipets Al waoolacine: el with 1+
conbormicr of che peocdoms ey the mesrclegoal reguremence

Sewclam B ool this S=na aeralizilde,
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In line wih Arccls 11 027, s Anrex ML H|-'|||:.' [} ||||:|]'...Ix in Gl | I 1|||:i|=.| lo the balluwyices
decogacian:

when: this Arze= iv applicil in <1 mjumction =itk the procedsare refecest o in Amn=x v, ¥ ar %I, the
slvlimuivn ol comde—uily weheeral pooin the abuvemecdivesd Ansesces borms o =ngle declianen e
wepamls kel larglive basce oo thiv Annes, B macmbachucer musc essare ond dscore faar che peoduce
ckeipn awiaa 1= provivoms ok ik Derective which apeir o i
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AMMEX T1
ETATEMENT COMCERMING DEVECES FOR STECIAL TURIMISES

[oc twecom-mady Govices or bor cavinsy iodexsled, tur clinicc] oveskzagons 22 mmutaccarsr or bir
ambariaxzl arprevcdutve sambbzhed ic the Commenity muse slrawe up che stacsment conciaing che
inturinyba sgpeland ic Section 2.

The szatemess mees concaies the fallvwing infernearicr

Femr gurlznn-mmhe covkozs:
— Sare Lnwing ident Tearlan of che Sevice in queman,

w smapement dxar the device is inpenced foo exclusive use br 4 porcizular paoenc, oogecher wic. che nome
af che saziear,

— =he name af che mecbcal pocTiciunar ur wcher ambomzed preon whe made oot the peescripdan and, -

wbrre applicably, -he nam of che cliniv s vocemd,
— 1hr prdirplar Izinurz o i vk ax L Salin 1l et Feilival pr: v,

— a ebaczaeenl that o Ghovizs TR TR TR ] M PP TR AT | FRRrERRTT e | 'I:H.lllirl:'ll-\.lllq ol rm ez | :-||||.F,
vl . .1_:'||||i|:r||'- L. '||:‘|i|:-|||l||5 wl ezl casianial o T TN have wm leim I'||||:|' miwly bigelier Hiilue:
pooands:

Tear gl wivaen inpepde:] 14r P cdimizal irseslipaticmn soweenl by Ao
— alnim :-”l:-winp_ idenhilBeaim ol lug el whae oo wrelein,

—_H |II'|'|3.I:|_P,.| ina” ["||i|| wkli'gd in |_h-|r|h. the | LB i’ IfI\_._ e lmical v -ieeihcal 5|'-:|||||| iy AU
arkd nun ther of dedier caneernzl,

e opian of e ehics cocamiomes comcerned acd details nf the dipers covered by i@ opiniiaz,

— tke name of che cedics] praccicoer or echer vxborzed peceo 22d |:|E the inscimwicn respoczhble toc
tEr invezbgacivne,

— b= il akareting <lwhe gl whezlate:l ihmitin < the: i slipaliin,,

— et et o cleies e -\.|III:H.'iI'.1'| iz s e cem: sl .-|:-c|||ir|.'|||:| LR TEE L Iriaz 1k ST HL
wirreed by 1l invstigaiovs and s s regand we cheee wipoctE, cvay ozca ainen lets been mhen w
procecs one Lealte a=d safemy of e pocenr.

Mo mancletua neasn alee andacks e ke availokle Tee the cammewm acuond | aaihonwea:

v sonslam=ncale e H= N hemrenb e, alliea- S oMn ||n|'|..r-||:-|||.J||||I rd 1re <l u|ln:_ iy dxzTyre: il
El.rrIIrI'IIHII-L'IE:i 1 che [LLLH |]|.|.I ineludi- o e |.x|_:-|'.‘1-\.l..|| I el menees. 5 a4 Lanalloes 34evnumn af .\,:1'r||'|rr||||I:|-
wiLth the 1 equbiavenen af i Dhoecchse,

Thae weennkaeztiens sl e wll iz seemanms HIm SHEHTY S IF T Heal vhye r;-.-.r--..-l'.-.;v_u:iq; prrares 'p[IHJl.'d,'I:b
klﬂllllll’.:: wehich @e neonfacmoned o el with e dee e zinm III:rI:iIH'I.'II ir e i
|_.'q-|r:n|5r.'._.'.i|'|;

T ey iodizeked T cliniel sl malinne, vhe; slizanmewdatom mgs ;vmm@in-
¢ genesal descrizsion of che pradecr,

— dewgm drawangs, mecheds it masnlaruee smadryzed, Do parmiocas 2s cegards seclizomon, aod Cizgrams
ut sropan. eea-asscblics, cicaine, vy,

— 1l ﬂl“:h.l.li||l.|l:||'|5 and -\'.A'_.ll.ul.l'ltlll'.r'l-l “rabualy La andesgwmd e Lhzvirrentimn=l dea willga Al ||i1|5n-||n.'¢.
and che opmaoon o Cw produr.

-— cne rerims of the risk analysis and a lisc of chie scendards referced 7 io Arccle &, wpplied i Foll 6w
pact, and dezcriphans of she sebmicas adopted o ceec che essezmal requuremens of chis ZlireceTe ic che
starsbimils weberral o; in 2rdch; § hawe nee Emen applied,

— e el o g dl“:ﬁl;a_l'l -\.'i||'.'|.||.|l.!||'.l:|:-|, il 7 1w ||I$.;:u-ciin-||h. and hahnies | nzae il [HITIPE
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Tk mnn mluecr mme, -2k all ke mzmnns sy boovwanry phet the manuiscturing process :l:r-:u]u.nz:
sieciliere wehich am: agaokbaduasd in aeoomdamy wich 1o: decumentarivo cefeszed tois che firsc parﬁgr:.]:-h
vl this Sctur.

The znanubacoarer 1woec wzdwrze L @sscermal, or audi wher reasarp, of He clEetiocnis ab thess
m=asures.

I~

T infufmatmn el in she: s laraBons convecnsd b this Annex sheald e lz-pl: o a pevad af e
nl AL wpal v It LS
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AMMNEY X
CLASRPYH_ ATION CRIILBIA

1. DCTFL-ITIONS

Debmiowns ko the dasibmoon cules
chimdana

Tran=ient

trecmnalh mmeanded foo concineons vse Zor less thare S0 mizoees.

Shierr Ferm

M zenaly wilembhal Ta- v immma nee e cad ceare Hhiom 30 wLipe

Lang term

Mool neended e cancinueas vee “m e then 310 cays.

R HIETTUR 1Y

[nvasive device

A dewize whicl, v winle or in pare, ceneowes inside the hady. el Reaghoa eady aofio: o e
the swrice of che bady,

Foal g e

A nacnei openimg ie thr o, gz wcll ag P exoumal surkace b che syemall, or any peroacent acbficin
I:\1'l'llil'll:¢ I'I.I.'II HL A BT

-
Surgically invasiTe dewice

Anavanye detacs whel: |fe kLAl inzide 1l hr.-li_:- IJ'II".III:_I'I D gnrfan, al 1k ||||||:|l: weith 1lee oz e e
cantesl uf @ su gl oprracan.

Eiur <l Joun g v L5 Dareenee Jdevlees o e chan thoee releeed o0 e R N IO YT RTTE] n-||!r:n||||| TS
whuch peoduce penecccnion oche: duc durcwgh arz 2sablnhed kodr aifie, shall a2 ezl ae aungell;
icTasive Jmoces.

-I||:_||u|||.l.|'|||’." diw-w
oy chzwinze el 0 intemibl:
o he chon T ahuedked ime e homnan Lds o
— ho replace a3 apicheal snrdace or the auctoce of cthe =ve,
il_:- :-III'“_iI:I‘ itersentkme wloeh i e o elal or rzmadn in poav: alher che pricasory

Aoy devia irrdal e ||11-|i:-|||:|' intA elnasd dwe el B oaiEn ruly th=mgh wemacal ihervankon acd
izeedad o fcluwin in |:|i|h'." allr the (B CERNTE fror at liazg 3 -\:l:l:na: ir alsy curekernl an icplankbe
device

K vicsarabe .l:|n|ry.|l'\-:|lI = rEns AL

Inscramecs incended foc cuegical use by curnsg, d 2 ling, mwneg, sceacch g, sempmg. clanipaeg, remeLmg.
clippeng or mmilar procsdares, withour coanecioa To geF amive nedics davice cnd which zan b rewsaed
acter apprapriare preveduzes hive Bran cacoisd v,

A smedeai doses

funy mglizal Sevice ap—ariun ot which depemils va o2 soucse o elacerical gy or any sowecs of pomear
rehir bha -hat Jinectly jpeerphsl A the burcar beely or pravizy acd which ace by cuoweming dois eoecey.
onfonl ke e inteiled nrravamin wergy, lemag ee atFer chrenia Bigwoem an actioe medizal skevics
and ehe parieat, walnazs any siguifeant changeg, d-& ma vetradonad v adive iee il deeci =,

R
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1.5 A theaaterniva! dsvee
Any acrive medizal Sevice, heches vaed alune ur in comSdnztion wich ctSer medical cevices, bo 2appo,
miic [y, reziace ov remice biclegeec] Fonzoiuns or sTucuses ook 1 Aew co creacaene uc allecaricr of an
illnes, injuce ac handszap,

1.6, Achls corie for ohagmoRs
Ay acove medical device, iacwer ased 2%one nr o combumzzion wich ocher medizal d=vices. <n sopplr

informocon for depscting, diagnesicg. ceonivoring nr Eeaticg phviicdogicol sondicians. states of healch,
illnezas ac zoogenice] d=farmisies

1.0 CRNTAN CHEHTIRHY SEinnd
Fra 1he swlfinas ol this [oie:an e, it -al |.|I-\.I||HI||r:.' staii 0t ol o the rnlln-.-.-iuL- wrziela:
SrrEEAC EMEEAEE, O AEECITCNE, T GORONE LT, SRR SPEIE COMRAUHI, Sk carodis cxrmm,
GrEE CaroRd ST, ATEMNTAR CONRENNIOE, Bt s ProCRIEERIRCYE, e s ordlE WOHDE P Hoea R, 1T
FETIEN LTo WIC I IR TIE B S LRI .

L& Civgmy morpon spcmme

[ir che porpuses of chis Dicective, =eacal mervaus svskem’ ceons kroine cosnerges ond =|_:~'_"|..'J cord.

L. DWAPLCAICWTEMG XU LE

ES Implecaencing roles
L1, Aoplication of the class licacicr zles sholl b= gnysied bp che . sended purpose ol e des oo

131 [Ehe device s inerded o0 he wséd in cecsbinacinn wics anoduer Jance, di classifennon rale slall apsl
stparocely oo #aca eof che Cevices, Acoorories arce clossifad onoche aeen nghe seew sy v ile: desies
wit: =lizh sher are a%d.

s Sakwere. which drives @ dmce or infoerces che vee af 2 3evice, falls aemararically i e alme chio

24, Hhe cevice is noc ireezded o ke ased solehe or principolly noa specife jun of c hedy looo 2 he
toasidesed ond classified an che Zaw: of che ase cricczl specifad .

18, O ceversd tules apply sc the same device. based nn che perfo-nonce specifad Gia tle ceues Ly the
mancincruree, che meicesr rales cemoleng in he begher cassifizacinn skall apnly.

O ) ARSI ATION
l. Men-neyive ey
1.1. Rech, 7

& nnnoinvasive devooes are noLaass i, onless ane af the =iz qe oo heroralien a-phe.

1. Bk

Al moemeea o eevievs iro=ele car channellinge e seens Brand. body Equids ee eseaas, liguads or pases
I In: purpaees A swemagal i deeony qaliecvisianun oo mbcsluciea inke e by 200 in Class 12

— IF ther =ar b cocneme. o an acnive oredecal demce ic Closs e or a higher clisg,

= I :|||'.":. er2 inended Sinosee N Al==1d ur ..||:n|||r|'||ir|:_ lilia el v zrh:yp |||,H|:|- |i|,||_|i.:|.;: 1 b shuring ooEAne
Yol ., uf SR |:1.3s Lidninsy

in all ocher cases chev are ic Class L
L} Sae 3
A e vz decers intanee! fie wciklilpises Fhe hieoggienl ar chemical cocpamicion ot Blaud wcher

I"I'!-I'_'I- |i|:|_|. 3 o ortlur |i|||. Ja o tchad tar colizgn Anka 1l |'\-|1:|:.' arr in lynn M2, mbas e oeacment
soosis of Bloaran, cencrifzgaci o eachangas o par, wal in which s e ang in Cuae, e
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Al se-me g iz wehieh casee oo st winh i||E'.rn.'|| A

— ar; in Lazy il they areinbeoduil 2w be used a3 a mechemizal barsier, bor compression or bor absoepoioc
al rrmlqkay,

— ary o Clags 1o A tagy aae dnbemaicd to e wsed arndipa-y wich vaouncs which have Ereached che
skrmix aed can wnly bead by svondacy inkenr,

—arr ic Chre Oz i3 all ocher cases. includisg demeces  principally erended o onengge b
—iTueecvicomingoT o6 a1 wmod.

r I dlevicas
At Kl 3

Al e ieveaz: with resHal 1 |||:-|.]- 1wifiia, al=cr than surgicd i easiee deciis and whivh 2= TrIE

e e ek et e Ao i eodiesl dese:

— wmin Ol 1l |||':. arg intewled T jggneizunl L,

— am o Class Ha it sher ace inscrded bar shock-teem e, sxipt G they are veed in che oral covity ar Fas
an H gharpra, 1= an far = on R che e <leom or dno A pesaE caviks. i whick caee chey ace in
[ P I,

— are ic. Coass Ih i cher aoe icnoedes, bor loos-teom ose, =xcapn i chew are uerd o oche ocal cawicy as Ear o5
she mharsoe, in 22 car canal up Ao che vaclroz o tnoa nassl <avity snd 2re nee Hatle fo e absoched
by she mucons mumbcane., in which wase chey e in Qlasa Oa,

Al e aleeiees wenh TS L T O |||:-|.]- nchiees, o heer thare :-:.lr:_'..n”:.' invadivy leder, Sulcmll hor

izt v bt ek e el sl e, Bt 8lna e ar ||i|;|||:r |.'|-|.-|x_, amein il e

i3 Pl £
Al ;ulgh.'ﬁ":r il dee v e sl e Deaiien . vz e o Clazs 2l nnkeas [F L
- inc=nded specifezlly To dxagmeoss, nuonicar o coccecr 3 defece af che Isar o of B zenesl circulatan
sremem thivesh dicect cancact wich chese’ parms of the bodhe, in whuch case ther ace in ass 10,
- reusabls sorgccl inscromenm, iz whick coee cazy ars in Cless T

— inrended bo mpply enzogy dn che fvem of boodzicg codiocion 1= whizh case cozy are i Class Tk,

— intended 1o have z Giclopical wftec o 1o be wholly or canly absorbed ic wtuch cosz cey e o
s Lk, .

— il e acdminwe: e medicires e meape et a celivery oo, of chie s Gone in a mancer chat ds
|||:I-\.'|||i'|":.' havezar:lin. '_;||||:in|‘I Airxnpes gt thes inee b oo ppplicacico, in which Py are in Clres 10D,

i Rulv 7

Al surgrzally wrasive cenees cneended T dworn erm ose are in Class Jaoockess they wee imzrdal:

zither specifically oo diggerass, movioor o couect @ defecr of die bewr ar of dwe cancral cleacBannes
ey theoagh dicece coneack ==ch chese ports of che bady, in wloch case e 2 In Clasa 1L

-— ur specibcally Zur use o diremr coomacr wAk che cencrad Servaus syeren, inowhich cass Qv ace w
Macs O,

— 4t o Fopply vy in ke farmood icciop mdiocion ic which caes ey ore in Clacs Ih,

— ur b bgee 3 hichogeend et e e 20 whet o gr mainly abseckscl o whech vass they 2 in Class 10,

18,7 %3
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— ar 2 vkl chemizl chame in 1hi: |_'\-|_'-_|:.'_ el H I TR (T ST T [REICRT Y 1z Bty o I
adminitrer madicines. n whiva case choey ane ia Class Lk

14, Dujr §

All icplantabes devices acd lvegterm surpicah invamve dedcer are in Class OF aoless cher a-e
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