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a) I 728 F—2DAN

INAR—Y T BT Yy
7 LTA—F—DOMT

—FERRKTH, _ . Cantact | Privaty ckaterient | Sea ,
Proposed sctors | Search actors | Naw actor | Main page | Leg out | Help

Ay gty ldgnil]

Y RADRAL U F T - e cletgal) l
: Quaier | CY - CY CA name
2T IRORIET I EDFR . {r — ]lm
erence DMAXX

7—:“%‘ 3 v Y ] . v‘ =
AEEETOL, Ay b | Creation date | 2003.12.08
SA &S TERTN o o Proposed
54 h&hB, Vorston | 2 Contirmed

[ Statiss | Date 2003-12-08 Code Created
7Y vy LTS5 oty Notiod iody
R—-TUEEL Role' | Manufacturer Distributor

Autharized
) represemtative Contact point
NXT LV b [ ‘ ' Nathie I Fine Medical Devies xx
TIED (ST Ly | jbroviated naime
— R R BT 7 8RR [“ $lreet | Calle de fa Porta 113
ST 2 4 & LCHB Y { _ Localty | 330 vl
Coustry-| Brazil

BRBMDT 7 ¥ —k % (’ — 1

L Pone
7Y %, r,
77 D= 3 L IRHE ‘ Contact Name Phone  Emall

Hame Authorized  Distributor Origin
representative
e Associated actor
T EBE#Y AR (Pro
posed Actors List) {=xt£
LRRBTrFEar—33, .
[ PamnlsJ [ History HCopy ” New version ]
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b) Entering Devices data

[ Owner | CY- CY oA name
[ Reference { CATHASB-A36C

[ Creation date , 2003-12-09

Proposed
Confirmed

Version

Status ] Date 2003-12-09 Code Creaed

GMDNCDde] 0891 Catheter, arterial micro-flow

Class { |

Mal:;] 8VN CARDIO

Alternative make | SYCARE

Model | Z86-AK45

Local language ] French

English ﬂescripﬁon.»l Flexible arterial micro-flow catheter

Local Ia’noua_ge Cathéter artériel micro-flulde souple
description-

Known.to bein the mark:: DK, 0B, SE

l Manufacturer fQCMD Medics

LAuthorized representative ’ fFine Medical Device Authorized Representative xx

rCopy ] [ INew version j

| Main page

| Log out

Help
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c)

on s Eud

Entering Certificates data

d - 0 1

Proposed ce:tificatésl Search cettificates | New certificate | Search GMON | Main pa

el wttadd)

Owner

Reference

Version

Status

Certificate type

Applicationdate

Exjirationidate:

Is5uer-

BE - MPA

PQA-OXY-068

) Proposed ¢
Confirmed &

Date 21/06/2003 Code Issued

EC product quality assurance system approval certificale

2410212003
2110212006
EUROCAT - INSTITUTE FOR CERTIFICATION AND TESTING GMBH

Manufacturer

 Manufactirer contact

'Amhofizédirepresemmm

GMDN code |

Device

FMM Bioredical Instrumantation Ine.

Code Terrm description

12873 Oxygen concentrator

Make or GMDN tenn |

Manufacturer

teseription |
FiM Biomadical Pacemaer, cardiac, extemalf
Instrumentation Int. invasve :

ﬁiistory] {Copy] [ Newversioﬂ

ge'i Log out | Help
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d)

Entering Incidents data

Oowner

Reference

Creation date

Version

Status

Incident date

Manufacturer
cantact

Manufacturer
reference code

Natification to
manufacturer date

CA contact

Local language

‘Englishidescription

Loacal language
descrigtion

Complete
investigation

English conclusion

Local language
conclusion

Candidate leading
ca

English
fecommendation

Local language
recommendation

Outcome

Device

BTG CTT LI T AT

. rootact | Privacy stateme arch on ELS
Proposad incidents | Search incidents | Naw incident | Main page | Log out | Help
MELFLUID-AT-12
2003-12-09
2 Proposed
Confirmed
L]
Date 2003-12-02 Code CArepont
2003-11-26
Mr John Marficon
eltuid
2003-11-30
T.H. Viinders
French
Incorrect dosis: 18 ml instead of 20 ml
Dosage incorrect: 18 ml au lieu ds 20 mil
Wait
Aftendre
CY- QY CAname
No injury
Device Make or  Notified Lot Serial Software Action Action
smanufacturer GMDNterm body number number version description
description
JCMD Medics SVN

CARDIO

{ His!oryj [ Copﬂ(

New version ]
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PRELIMINARY DRAFT
COMMISSION DECISION
of [...]

on a European Database on Medical Devices (Eudamed)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Community [...]",

Having regard to Directive 98/79/EC of the European Parliament and of the European Council
of 27 October 1998 on in vitro medical devices?, and in particular Article 12 thereof,

Having regard to Council Directive 93/42/EEC of 14 June 1993 concerning medical devices®,
as last amended by Directive 2001/104/EC of the European Parliament and of the Council®,

and in particular Article 14 a thereof,

Whereas:

(1)

(2)

)

Directive 98/79/EC of the European Parliament and of the European Council of 27
October 1998 on in vitro medical devices, Council Directive 93/42/EEC of 14 June
1993 concerning medical devices®, as last amended by Directive 2001/104/EC of the
European Parliament and of the Council, and Council Directive 90/385/EEC of 20
June 1990 on the approximation of the laws of the Member States relating to active
implantable medical devices® introduce obligations for Member State with regard to
the market surveillance of medical devices,

Whereas the competent authorities in charge of market surveillance should be able,
particularly in emergencies, to contact the manufacturer of a medical device or its
authorised representative established in the Community, in order to take any protection
measures that should prove necessary; whereas cooperation and exchange of
information between Member States are necessary with a view to uniform application
of the Directives, in particular for the purpose of market surveillance and vigilance,

Whereas Article 12 of Directive 98/79/EC of the European Parliament and of the
European Council of 27 October 1998 on in vitro medical devices-and Article 14 (a) of
Council Directive 93/42/EEC of 14 June 1993 concerning medical devices establish,

[ R O T

OIL[.T,[..1p [...].
OJ L1331, 7.12.1998, p. 1.
OJ L 169, 12.7.1993, p. 1.
QJ L 6, 10.1.2002, p. 50
OJ L 169, 12.7.1993, p. |
OJ L 189,20.7.1990, p. 17
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4)

()

(6)

(7)

(8)

)

(10)

(11)

(12)

(13)

to that end, a database containing data on manufacturers and their authorised
representatives, on devices placed on the market, on certificates issued, modified,
supplemented, suspended, withdrawn or refused, and on the vigilance procedure,

Whereas the Council invited the Commission and the Member States in Council
Conclusions on 2 December 2003 on Medical Devices (2004/C 20/01)’ to set up and
maintain the European Database for Medical Devices and to start implementing the
Global Medical Device Nomenclature as a basis for this database,

Whereas the Commission intends to propose inclusion of a similar provision in
Council Directive 90/385/EEC and in the interim data may be entered in the database
for these devices on a voluntary basis,

Whereas more preparation work is needed before custom made devices can be
incorporated in the database,

Whereas it is necessary to ensure for the proper functioning of the database that the
respective data is entered into the database in a standardized format,

Whereas it is necessary to use a harmonized nomenclature for medical devices when
entering data in order to allow identification of the devices concerned and efficient use
of the database and the Global Medical Device Nomenclature GMDN (CEN report CR
14230) offers such a harmonized nomenclature,

Whereas Member States may use any of the available language versions of GMDN,
recognized by the GMDN Maintenance Agency, in particular with a view to the
functioning of information exchange in the framework of Mutual Recognition
Agreements and participation in global vigilance systems, whilst a transition period
may have to be foreseen for those Member States that are not in a position to use any
of the available recognized language versions of GMDN,

Whereas a transition period must be foreseen for those Member States that are not in a
position to use any of the available recognized language versions of GMDN,

Whereas the database is accessible to the Member State competent authorities,
whereas manufacturers and notified bodies should nevertheless have access to the data
they provided, and competent authorities may consider providing data from the
database that is already currently publicly available to interested parties,

Whereas Article 12 of Directive 98/79/EC of the European Parliament and of the
European Council of 27 October 1998 on in vitro medical devices and Article 14 a of
Council Directive 93/42/EEC of 14 June 1993 concerning medical devices provide
that measures implementing this database shall be laid down in accordance with the
procedure foreseen in Article 7 (2) of Council Directive 93/42/EEC of 14 June 1993
concerning medical devices, respectively Article 7 (2) of Directive 98/79/EC of the
European Parliament and of the European Council of 27 October 1998 on in vitro

medical devices,

The measures provided for in this Decision are in accordance with the opinion of the
Committee on Medical Devices referred to in Article 7 of Directive 98/79/EC of the

0J C20,24.1.2004, p.1
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European Parliament and of the European Council of 27 October 1998 on in vitro
medical devices and in Article 7 of Council Directive 93/42/EEC of 14 June 1993
concerning medical devices®, as last amended by Directive 2001/104/EC of the
European Parliament and of the Council and following the procedure set out in
Council Decision 1999/468/EC’,

8

OJ L 169, 12.7.1993, p. |

OJ L 184, 17.7.1999, p. 23
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ANNEX

1. Data shall be entered utilising the following Eudamed Modules:

a) Entering Actors data

Click the hyperlink
to view the owner's
details

Hot lines are high-
lighted in a different
color when you
hover with the
mouse pointer on

a contact or an
associated actor.

Click to open the
corresponding
detail page.

Parents

View the actor's
‘parents’ i.e. all
other actors for
which this actor
acts as an asso-
ciated actor (if any)

History
View the history
of successive
versions of the
actor (if any)

Copy
Create a copy

of the actor in
the Proposed
Actors list

New version

Create a new version
of the same actor and
copy it to the Proposed
Actors list

tact | P i
Proposed actors | Search actors | New acter | Main page | Log out | Help
Absisade szl
l v Ovatier I CY- CYCAname
Referance | FMDMA
Creatioiitate | 2003-12.09
o Proposed
Version | 2 G0
Confirmed
S(ams] Date 2003-12-08 Code Created
Competemt
awthority Natifiud body
Role | Manufacturer Distributor
Autharized N
representatie Contact point
[ _ Nathie i Fine Madical Devica X
Aubroviated nane |
Sueet | Calle de fa Porta 113
L LucalityJ Sao Paulo
( Cm;t{yj Brazil
: Pistne J
“Fax |
Emial |
Websf(e
Contact | | Name Phone E.mail
Name Authorized  Oistribvtor  Origin

representative

Associatedactor

[ ParemsJ LHislorﬂ [Copy] LNew version 1

@ Ready

i “f—é Local Hvanet
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b) Entering Devices data

Proposed devices | Searc devices | New device | Search GMDN | Maln page | Log out | He}p

[ Reference | CATHASB-A36C

[ Creation da(e,l 2003-42-08

Proposed

Version | 1
Confirmed -

Status | Date 20031209 Code Created

GMDN code l 10891 Catheter, atteral micro-flow

Class |1

Make ] SYN CARDIO

Atternative inake: I SVCARE

Model: | Z86-AK45

l.v S Eucal’lanuuagafl Franch

':Ehgiijélt;'uescr{ption;ff Flexible arterial micro-flow cathetar

Locallanguage. . . _
description: Cathéter artériel micro-fulde souple

) Kt_mwn,l‘,q‘heéih-the;mark?;{' DK, 6B, SE

l 'M_anufadurer I JCMD Medics |

L ‘ Ménufacmrer-cnntam ldohn W, Garding

Lamhorized representative J Fine Medical Device Authorized Representative xx

[ Copy ] rNew version ]

£04
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<)

Entering Certificates data

Otner

Reference

Vérsion:

Staﬂls

Cerlficats type

SE - HPA

PQA-OXY-068

) Proposed &
Confirmed &

Date 2110672003 Code Issued

EC product quality assurance system approval cerlificals

ate: 210212003

2410212008

itz represetatie

GMDN code

Device

':? EUROCAT:- INSTITUTE FOR CERTIFICATION AND TESTING GMBH
turer:|EMM Blomedical Instrumentation Inc.

| Cade Term descripton

12673 Quygen concentrator

Mamdacturer Make or GMDNtarm
description 1
FM Blomadical Pacemaker, cardlac extemal

Insinumentalion Inc, invasive

[ His!ory} (Copy] [ New version J
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d)

Entering Incidents data

pasilidetenr shegiad

Owner

Reference

Creation date

Version

Status

_Incldent date-

Manufacturer
contast:

Manuracturer
refererice code

Nutiflcation to
manufacturef date

Ch cortact |

anguage:

“English dascription

Loéé(‘ lahguage:
_description:

MELFLUID-AT-12

2003-12-08

Date 2003-12-02

2003-11-26

Mr John Marlicon

tdelluid

2003-11-30

T.H. Viinders

French

Ihcotrect dosis: 18 ral Instead of 20 mi

Dosage incotrect: 18 mi au lieu de 20 mi

’ 'Compﬁ;tg:'

h_l‘_yesﬁ_g_éxlonv' k

‘ ;Enulls_lli-‘gnnck:slon :

Locallanguage.
‘conclision

Candidate leading -

ca

English
recommendation

Locallanguage
recommendation

Outcome

Denice

f Main page

Proposed
Conflrmed

Code CAreport

CARDIO

[ History | [ Copy ][ New version |

Wait
Altendre
- na
No injury
¢ Device Make or  Notified Lot Serial Software Action Action
smanufacturer GMONterm  body number number version deseription |
descrigtion
:JCMDMedlss gYN

—323—



RO

R B SCRE O R — BB A A — U



o m&ﬂm@l
ElrEgas
o AWWﬁmmmm

X7y

=i R AVES

T [ vamokn |

4 | gevLvinLEug

(i ErEa)

S/t © MBI —

4////
"

EjfE g P MEH¥L)

: T —£

BEMOZ
ag oS

=

HE-5S

Lfg—KL

mm\\Mw

3

MmINS IBY

1:2:3

BEHL—L

_]

ﬁ”“% BREX NEEREE

d—oni %

H—AEHEL
BIADE

2 IC A~ I T4 OB BB ET

—325—



v ETH—
T

4 TLE9PM
— 40 G— L —eT

d—OLAd

QEEE LR E—L

“ 038 [ [

IE R EEE S ETEEEEREEEEN TS 3

;

o
L

/

2

ﬁ

YHg—L

LR RN

hnunsnuannnuHsRBEBEDERE B U R B Y

wwwwww »aﬁgkﬁﬁmx

B
AUPLCQIQE B B
AU—ABERITNDS

TANDS

W—FHEWHY

INDSS

YU QN TNDS

—326—



EESIMBF— <4 B B B <7
BET B —
GOTLN ALY
B
; = [ 22 50
(" LEUDWY ) ﬁ._N.w\\m
S| EEIIME—)
E2L]
N\
HEEENY &=
2l
5 [l ) i B S e
444 TNDS
mE— - /
PBXHEETL
S T u]
BEEA) LT BEHSET
— ¢ BT

—327—

UHOL2ERHEX




. EFENERMA SCEIEIROTE M RIC 4 % e

m%%g ........................................................................................................................
I R G O 5 Y LT P
B BJFZE I e eeeeennnnmsnn et e e et e
C. R B oo
C— 1. P D HE T e
C— 2. EEHEBITEIT3REETEBOIALR <o
C— 3. BHET=a T N ~OEHES « A RIRA SO & RN B O IR oo
C— 4. BEIE - ERABRMNCE SISO REIRIL oo,
C—5. BEHN - BEHERMN LTS ROMBEARE] o
C—6. ERBS - EEHERMNSCE LIS E ORI oo
C— 7. BEHRE o FERH BT D HURIRIL veveeeerrrrrrrreeeer e
C— 8. EEHEEES - RIEOHE SROEREERPT L BRTE --c-ccvorererrere e
C— 9. FBHERY v T DERMEILABE DERGIRDEL <o orererrreerererrere
C —10. PEMEESSE DIRST SRR 1T DHBIRIRIE «oevrrerrereeemmei e
C—11. ERHER DR ARRDBIMIRIT - eeerererrrerere
C—12. FEHEHES « R BEORT S OSBRI ETREE v
C—13. FREOIMRLEIER & ERSIE A TEIREB O BRI oo ceerrerererrmrrrerermmterenae
C 14, BGIR TP DBUR & 2 DLATIEHR - ovorreemsorssomsserssmssssssssnss s,
C —15. Eﬁg%%ﬁ%@%b@%&%{%%%@%}%nhﬁ & Eﬁ%ﬁ?’% ..........................................
C—16. BEMBMASTZOB IR FEURIL EMFRIRIT e
C—17. ERBERMNSCEOT TALIHEOIARE o
D, BEEE coorereertntii e
D—1. EERELOATEERERMSCEOEMH « 108 « EAEOBE e
D— 2. BHiOHERMAXEDHIR » FUIFICET A EEL i
D— 3. BHMICBUI AR CEDOHR « FFITH T BEE oo
D—4. BERIFHELIZBUARMNYEDOEIERE « FIFHIZRET AEE v
D—5. i XEOBTALRMICH T ABGEEEDIIETOEE e
D— 6. BN /AR D BE S I E ~ DR CHEAALDIE oo
D— 7. BEHH BN SCER LIS B 2 A O 2 EOBIRIFE oo
B T D reer et e
L LT T PP PRI

SEpEFEE WO M Bk

371



el 138 OERE)

TR M7 HEEAHEREERS BR - Bl edRE
WAEBE— AHEEABFER L LR KeENdREEREZER
Al B BAESEEREARAGSS PMS (RZeiFR ZRASHZEER



WS

—BIRER 300 PREA R ODIZEEHRES 935 MEkataric, ERARRADGE - BURFBAEOHBESERE &bz, &
RARBCEOE TR LS ERZ SO FIRFCEI T HEE 21T, 366 Jdk (39.1%). 1,302 H-OAFIE
B 5 LT OEADERE LT o 7,

1) BEREERORASCEB L OBHSREOMERIL. 2FE0F 6 BT [—ROEREIROAHE] © THE
W] ERT73EEEHITH S Z &bz, —h. EEMEIORMGES L OBHEHSORE
RINE, REOK 8 FAFL B TH oI

2) ERER - BRMEIORMSE B L OIS OB, BRAS v 7 OB R L TSkl
18l HE=T, B0 9ENL TRIIDRS v 72U B FESEIFORS v 78R Th 5 2 &%
o7z, BT, BRA S v 7 ORI T CUMNMBBL TWanEIETd, 260 4 8B L THD., ERes -
BRI OBEFAICIIRERSZ WS EAHERIShaR Lo T,

3) EAY v IN\DEFEBESOZLEFE OEMNAICE L T, FElEARROHRY & e in07iiiy OmEH%58Y)
b TWBEERIILED 3EERICEE D 7R © 7555 CIISSAR O O SRR D2
ERIRERORIICH o7, T, REWEANDLE « IBEOMEH S FNCHED, FAicBu TR
BOREHEERPTH-HNIBHEIN TH R TH S Z &b o7z,

4) EERRRMEEOEHUREOFAMERL. SBORNTFEL DS L2409 ZITHiFIn TS L
oo 7EAS, B FIRERS 3RRIcEE - 7,

5) FERSEEN SHHES N TO S ERHRRMASCEOB TR, 1 > —%y MK DEETY V> 0— RS
TR Acrobat Reader® CE U 2 HREIC U7= PDF 1T K B AES&A0 7 B CHiB I T, E£7=,
F— K= ATV —) & U TE RO H% SGML b 2 BTl hTuws,

6) B RGRASCE D1 > —%y MERIHERIEE & U T KR OB OB R S 108, THERE -
R, TEEA EoBR), 5T -2k, (EAAE]. TBROBWSERL MBS 752 ETiiEhTtnE,
7) EERAERMSEOEHER LTI R—=2UIC Lo THIRFTE R E LT, ARNTIRESGE 2 Hoig:

L. Bl/sERAREZMATE D], [RY v 7EBMNRIOGEEZEATE, NEEFERBILICELD], THET

IRDAFENEGNCI2D] 128, TEROBMEORIEA T L WE BN TWERIRICHIRH > /.

8) [ERHEMSCEOBE PRI F I NS, U TORMSCEDORIE2408 7 SITnEEL
TWBZ EDbMolz, ZOBEEL T, EREMEICEB T TRIETE BBENNT L bl TWin
W EHEIE NS,

PLEDRERMN G, ACIIERARRMOEOBETHICONWT, RiEIOEROZLEEBANCEEEL T
% & BN s — ORI OREERIZIL L TS5 b OO, EEEEICBW TRMASEOBE I E
DEEDH B Z &0 128, ERARRMEOB TR Z L & VEREEEMR T 5701, Rl
IR SO RIRE A B ILAEL THh D, EREEIC B SRR ORME OB IR ETH S S,

—329—



