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Overview of CE Marking
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Overview of CE Marking

EU safety Mark
European Community
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Overview of CE Marking

CE Mark iianusasuaenels ?

Jusavlaindniarizannaasiu EC directive
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N3 L&A (European Free Trade Area) (EFTA)
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Overview of CE Marking

NanAiaadnIunadnls CE Mark naa'lu ????

Organization Product Report
Safety

510 K PMA
Japan MHLW Pre-market J-GMP Adverse events
+PMDA & Local Gov.  Device Approval  (1S013485 :2003 reporting
+3" Party )
EU Competent MDD MDD EN MDD
authorities of CE Marking 1ISO13485 Vigilance
member states System
Notified Body
Canada  Health Canada CMDR CMDR CMDR
Registrar Device License 1S013485

ununan NAdantuscauian , 85% uavinantnsaviiaunng Wwanin USA, Japan, and
EUmark : EU, avilu annziayaneeu 39a1989unassiu 1a9 USA uay ngsetiiay unasgiuuay
e1151
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Overview of CE Marking

-C-e*-ummam CE Mark enuilsgtnnuasniatasiguan

2006/95/EC
2004/108/EC
87/404/EEC
97/23/EC
1999/5/EC

89/686/EEC
98/37/EC

90/384/EEC
2004/22/EC
2001/83/EC

Low Voltage

Electromagnetic Compatibility
Pressure Vessels

Pressure Equipment

Radio Equipment and Telecommunications
Terminal Equipment (RTTE)

Personal Protective Equipment
Machinery

Non-automatic weighing instruments
Measuring instruments
Pharmaceuticals

Qtlnw
Consulting Service Co.,Ltd.



Overview of CE Marking

(R CE Mark & usunéasnusiiadasfiaunne
wudtilu 3 nauNdndue da
1) Active Implantable Medical Devices

AIMDD 90/385/EEC
wA3aviiaunngloludiia s

2) Medical Devices MDD 93/42/EEC
alnsal wr3avfiaunne



MDD Introduction

(Medical Devices Directive 93/42/EEC)

1993100042 EN 11.10.2007 005.001 1

This document is meant purely as a documentation tool and the institutions do not assume any liability for its contents

B COUNCIL DIRECTIVE 93/42/EEC
of 14 June 1993

concerning medical devices

(OJ L 169, 12.7.1993, p. 1)

Amended by:
Official Journal
No page date

> M1 Directive 98/79/EC of the European Parliament and of the Council of L 331 1 7.12.1998
27 October 1998

> M2 Directive 2000/70/EC of the European Parliament and of the Council of L 313 22 13.12.2000
16 November 2000

M3 Directive 2001/104/EC of the European Parliament and of the Council L 6 50 10.1.2002
of 7 December 2001

> M4 Regulation (EC) No 1882/2003 of the European Parliament and of the L 284 1 31.10.2003
Council of 29 September 2003

> MS Directive 2007/47/EC of the European Parliament and of the Council of L 247 21 21.9.2007

5 September 2007 &
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MDD Introduction

(Medical Devices Directive 93/42/EEC)
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 European Commission

« CEN/CENELEC : Committees for European Standards
' Y
« Competent Authorities : ‘ﬁ‘L!’JEN1uﬂa18ﬂi$ﬂi’3\1ﬁ1ﬁﬁﬂ!’qell

« Accreditation Bodies

. Notified Bodies : H1111130329AAA 1

9J A
e Manufacturers : @Na@
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MDD Introduction

(Medical Devices Directive 93/42/EEC)

TAsIRsIAafi viuauay MDD isynausaa 23 wata(articles),
12 annexes uay 18 Classification rules
e anda articlen&aeunian Aa (references derived from MDD)

Article 1: Definitions, scope @Aianu , aauLlua

Article 5: Reference to standards u1asg1uandayg

Article 10: Information on incidents occuring following
placing of devices on the market

Articlell: Conformity assessment procedures

Article 12: Particular procedure for systems and
procedure packs

Article 16: Notified bodies

Article 17: CE marking
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Step Approach
ANSANLHUNNSINAAANT159U9aY CE Mark
MDD —Medical Device Directive 93/42/EEC

1. fudnwaatdutadasiawnne
138 1 ?

2. Anatlu Directive ag'ls

3. Anat tuldszianlvu
Classification ?
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LAavilaunne (Medical Devices) “unedy
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1) adnsalrnde wavadnsalnsuwne iy Sardn nsslnsHda 3asinAudy
Usan ¥a'la tfusu | | | |

2) uidauainsunne 1y ta3adtanaitsed LATaYaRnII2IG tATaYRRaT) LTusu

3) Jaanisunntduazidgadelunivdannssy tau gafiagnnivnsunne sdaq

sﬁﬁ‘iﬂu(Silicone)
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4) mmouauwmmm\rw AN LU AaUNaNnTIANIThaLda tau'lad (HIV) daasia
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Directive

gnsuLtaTaviiaunneg wiuoiilu 3 Directives a1

Tnalssadan1siavIuaadtmIasliaunne

Name Number abbreviation Effective

Active Implantable 90/385/EEC AIMDD 20.06.1995
Medical Device Directive
Medical Device Directive

e ) 93/42/EEC MDD 14.06.1998
LATAVHALLNNE
In Vitro Diagnostic
siEctve 98/79/EC VDD 07.12.2003
qﬂnsmusamsmuamnmmae
ALUNIINITULNNE
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Directive
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Classification ?

AN/ class tasavilattnwne

* LATRINALWNENN class sinvAUazgn assessment
(audit) MMUIBNITATNIAAAMNNANIAUADIUARE
conformity assessment procedures (CAP)

. AFaviiaunndfiunnunavianauiaviaiauuia NNs
\8anla conformity assessment procedures
(CAP) Aa'lnuastiuagfuanugas (risk), n153n
class taTavilatnne
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Classification ?

" | Non sterile items, or sterile items with alow potential
risk : surgical instruments , urine bags, stethoscope,
examination gloves, wheel chair etc.

sterile items surgical gloves, urinary catheters,
stomach tubes, needles, tracheal tubes, IV giving
sets etc.

Blood bags, condoms, non —absorbable sutures,
anaesthesia, machines etc.

Absorbable sutures, implantable medical devices
related to CCS, CNS etc.
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TURAUNSTAIEN1TR5IATUTaY CE mark inunsauusay Class?

InnsdsviiunIaTusay (audit) rusatdannagatiiunis
lalaaayssusaaziaanianisattu Annexes II -VII aad

Aanrviua MDD

Annex 11

Annex III
Annex IV

Annex V
Annex VI

-~ o~ s \ITT

Annex VII

Full Quality System

(incl. I1.4, Design Dossier)
Type Examination

Type Verification

Production Quality System
Product Quality System

f aturer

CAalf Naclaratin Nt
S€IT peCiaration Uy Manu
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AUMAUTIENN1TM9ITUIAI CE mark niunzsgunay Class?

Conformity Assessment Procedure

Decide on your conformity assessment route (Annexes).
The following options are open to you.

Class I
Sterile / Measuring

Annex VII + Annex V
for Sterile / Measuring aspectsg

Class I a

Annex II
Annex VII + V
Annex VII + VI

ClassII b

Annex II

Annex IIT + V
Annex IIT + VI

Class III

Annex II
Annex III + V

19
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Qs (] A Qs a vUa Qs Qs
fAanrviuanaavlfiinlusanaaas ?

g
v/

ANAU2AUADIADANUUR (Standards Hierarchy)

1) Harmonized EN Standards
2) EN standards

3) International Standards
4) National Standards (DIN,BSI, etc.)

5) Third party Standards (ASTM, AAMI)
6) Manufacturers specifications
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TURAUNSTAIEN1TR5IATUTaY CE mark inunsauusay Class?

Technical File

v idaviiaunndnnufinsaed technical file Aauiagls CE-mark

v' Technical files agsiagfil Competent Authority (fiafinnssasaua

= Part I (non-confidential) siaviigtuatingiwnu EC 1ae
flunaruae European language

suutunIsudanasagiusaga i
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ARG A NsIavintiadiuuanissusay

Technical documentation requirements

Technical File

LANEITAIUANTAGDIAILAN

siadtiludayailaiu o mnaluladuaziiu (state of the art) Tunns
ssiiuamnudaansauasaussaus (safety and performance) uav
LAadlanLnne

lanasiwangIiuldau Essential Requirements (ER) &1u1sa
gaunau'le

g1Lu&uuav Technical File (Part I) agsiasfiati dauwnu EC (EC-
Representative)

tan&15u Technical File ivnuaazsadtasagnusainalussasiiain
ATVUR
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Technical File azdsznausiaiiza wia vaya desa'luil

Non-Active Medical Device

T S

oo A W N =

5.1
5.2
5.3
5.4
5.5

Introduction

Check list of Essential Requirements —MDD Annex I
Risk Analysis

Drawings, Design-Product-Specifications
Chemical, Physical and biological tests

In Vitro Test -Preci

Biocompatibility Tests

Biostability Tests

Microbiological Safety, Animal origin tissue
Coated Medical Devices

Clinical Data
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Technical File azdsznausriaiiza wia daya dasa'ludl

Non-Active Medical Device

I

7 Package Qualification and Shelf life

8 Labels - Instructions for use

- patient informations

- advertising materials

9  Manufacturing

10  Sterilization

11  Conclusion

12 Declaration of Conformity (Draft)

” time

Consulting Service Co.,Ltd.



ARG A NsIavintiadiuuanissusay

e YinnsasiafaenuaaAwaAaluy (Internal
audit) tWaasIARaUTTULAAN, FTUULANRNS,
WAN G99, TUNAAUATW LLRZANNNTANUDY
yAINT I UTatuLRs RN

. YinANsaTANaYanIsFUTaITTULAMAIW ISO
13485 way CE Mark (External audlt) LAY

ml,uumsuﬂ”lw NC A'l65u (6141) Wii3ausas
LRLEU
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