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T3/23/EEC Low voltage directive
STM4EEC Simple pressure vessels
88/378/EEC Safery of toys
89/106/EEC Construction products
89/336/EEC Electromagnetic compatibility
89/686/EEC Personal protective equipment
00/384/EEC Non-automatic weighing instruments
90/385/EEC Active implantable medical devices
90/396/EEC Appliances burning gaseous fuels
92/42/EEC Hot-water boilers
93/15/EEC Explosives for civil uses
93/42/EEC Medical devices
94/9/EC Equipment and protective systems intended for use in potentially explosive atmospheres
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0425/ EC Recreational craft
95/16/EC Lifrs
06/98EC Marine Equipment
07/23EC Pressure equipment
08/13EEC Telecommunications terminal equipment + Satellite earth station equipment
08/37/EC Machinery
08/TOEC In vitro diagnostic medical devices
90/5/EC Radio and telecommunications terminal equipment
00/36/EC Transportable pressure equipment
2000/9/EC Cableway installations designed to carrv persons
2001/16/EC Interoperability of the trans-European conventional rail system
200422/EC Measuring Instruments Directive
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« Medical Devices (MDD) - 93/42/EEC———-2007/47EEC
 Active Implantable (AIMDD) - 90/385/EEC

+ |In-Vitro Diagnostics (IVDD) - 98/79/EC
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Annex VII Annex IT Annex IT
Annex ITT
EC- Full Quality Full Quality
Declaration EC - Type Examination Assurance Assurance
of + Design
Conformity - IS0 13485 Examination
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» Medical Devices Directive AND
Active Implantable Directive

+ Medical Devices Regulation

» In Vitro Diagnostic Directive

» In-Vitro Diagnostic Regulation
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« Annex I — General safety and performance requirements
« Annex II — Technical Documentation

« Annex III — Technical Documentation on PMS

= Annex IV — EU Declaration of Conformity

= Annex V — CE Marking of Conformity

« Annex VI — European UDI System

« Annex VII — Requirements to be met by Notified Bodies
« Annex VIII — Classification Criteria

= Annex IX — Conformity Assessment — QMS and Technical
Documentation

=  Annex X — Conformity Assessment — Type Examination

= Annex XI — Conformity Assessment — Product Conformity Verification
« Annex XII — Procedure for Custom-made Devices

= Annex XIII — Certificates issued by a Notified Body

« Annex XIV — Clinical Evaluation and Post-market clinical follow-up

= Annex XV — Clinical Investigations

« Annex XVI — Products without an intended medical purpose

= Annex XVII — Correlation Table 90/385. 93/42 and Reqgulation s

u'nf,:a'cjl.;'b




()
S,

7 vy = ,
G s s
P .

AB o giNB g juoo Wi T 93




5 2 PR
YIS S,

_V e 5
L) - - \
V."I;V’/‘ s '}0"1)._/’ m“vﬂ/’

NANDO

(New Approach Notified and Designated Organisations) Information
System

http://ec.europa.eu/growth/tools-databases/nando/index.cfin?fuseaction=notifiedbodyv.main
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European Commission ¥ Imternal Market, Industry, Entreprencurship and SME= ) Single Markst and Standards 3

Toolz and Databazes » Notified bodies Nando » Body

Internal Market, Industry, Entrepreneurship and

dingle Market and ndustry Entrepreneurship and SMEs  Access 1o finance for SMEs Sectors
Standards

Hotified bodies

Hando i _ ~ i .
4 BECDEEGEILlIELNM NOBEOQDESIUMMBWZIIYE:Z
Country
Technical Assessment Body Fecegnised third-parsy sreanization PED A 20
Legislation Ucor incpactarats DED Art. 18 Withdrawn /Exnired /Sucpandsd Morifications /WBs
~ o Motified body
Sl + DOO1-0100 + 0101 + 0201-0300 + 030L-0400 + D401- 0500
e d v DS01-0600 v 0601-L + D701-0800 + 0801-0%00 v 0901-1000
..... + 1001-1100 #1101- +1201-12300 + 130L1-1400 + 1401-31500
Wutual Recognition v 1F01-1600 v 1601 +1701-1800 + 180L-1300 v 1301-2000
Agreamants o 2001-2100 «» 2101-2200 « 2201-2200 « 220L-2400 « 2401-32500
v 2301-72600 v Z601-2700 v 2701-Z800 v Z801-2900 v 2901-3000
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NB 2418 Kiwa Kalibra Metraloji Anonim Sirketi Turkey
NB 2419 UAB Vakaru 'Imega’ Lithuania

NB 2420

RAILTEST, a s,

Czech Republic

NE 2421 ERGOCERT HELLAS INSPECTIONS-AUDITS-CERTIFICATIONS S.A, Greece
NB 2422 INTEGRA 96 Uluslararas) Uriin ve Sistem Belgelendirme Bag, Den. Giz. Turkey
Egit. Hiz. Ltd. Sti.

NB 2423 DOQS HELLAS Management Systems Certification Company LTD Gresce
NE 2424 ISARail 5.p.3. Italy
NB 2425 EKO France
NB 2426 CERTIBERIA EUROPE SOLUTIONS, S.L, Spain
NE 2430 BEMNART Uluslararasi Teknik Kontrol ve Belgelendirme Ltd. Sti. Turkey
MB 2434 Centrum Techniki Okretowej S.A. Poland
NB 2435 LL-C [Certification] Czech Republic a.s. Czech Republic
NB 2436 Energy Measurements Laboratory[Centre of Renewable Energy Sourcces Greaca

and E'eingj

NB 2440

"ALFA M" Led.

Bulgaria

NE 2442

§chr,'eizeri5-:her Verein fiir §c|'1.\.'ei55tec|‘1nilr.

Switzerland (MRA)

NE 2443 TUWV SUD Danmark Denmark
NE 2443 VERUS CERTIFICATION, S.L. Spain
NE 2450 Kaakkois-Suomen Ammattikerkeakoulu Oy Finland
NE 2451 DWS ZERT GmbH Germany

NB 2452

Vojensky technicky dstaw, s. p.

Czech Republic

NB 2453 tytec AG Switzerland (MRA)
NE 2454 TORAMO Certificazioni Sr Italy

ME 2456 TUV Rheinland Energy GmbH Germany
NE 2457 IMA Materialforschung und Anwendungstechnik GmbH Germany
NB 2458 IFQ - Institut fiir Oberflichentechnik GmbH Germany
NB 2459 Inspecco Belgelendirme ve Gizetim Hizmetleri A, S. Turkey
NBE 2460 DNV Product Assurance AS MNorway
NE 2462 ISP Institut fiir tragende Kunststofflkonstruktionen GmbH Germany
NE 2463 P-1-Plaschke GmbH Austria
NB 2464 TUW NORD Adriatic d.o.o. Croatia
NB 2466 Zavod za ispitivanje kvalitete robe d.o.0, Croatia
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Notification Found : 4

Body :

DNV Product Assurance AS
“eritasveian 3

1363 Hevik

Country : Norway

Phone : +47 67578800
Fax: -

Email : infodnvpa@dnwv.com
website : www,dnwv,com

Motified Body number : 2460
Version(s): L2245

Last approval date : 18/03/2021

Legislations
« 93/42/EEC Meadical devices ® HTML |P
» Regulation (EU]} 2017/745 on medical devices HTML |P

» 2006/42/EC Machinery HTML |P
« 2014/34/EU Equipment and protective systems intended for use in potentially explosive HTML |P
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MDR(Medical Device Regulation)asto! 1 b 9 G&T

June 1993

Medical Device Directive (MDD) was first published

March 2010

Compliance with the revised MDD became mandatory

April 2017

Medical Device Regulation (MDR) was adopted
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TRANSITION PERIODS ACCORDING TO (EU) 2022/112 IVDR AND (EU) 2023/607 MDR
Regular START OF — | MDDfAIMDD = | MDD/AIMDD certificates = = = ~ ~ -
process VALIDITY MDR = | certificates = | become invalid by this = ~ ~ ~ ~ —~

- | according to ~ | date at the latest = ™ : = 1 T

— | Annex IV/4 "; - = = . S =2

= become invalid E ﬁ :— :—'
SVRLL DEELL I in vitro diagnostic medical devices (Class D)

an extension

(Manufaciturers
must meest certain
requirements,

see respective medical devices (Custom-made, Class Il)
regulation)

in-vitro diagnostic medical devices (Class C)

in-vitro diagnostic medical devices (Class A sterile and B)

medical devices (higher-risk, non-exempted class Illb implants and class 1)

medical devices (low-risk)



Re-designation can be requested by
Motified Bodies and accordingly
Marnufacturers can position their
products in the market in alignmeant
with the new MDR

Sk e e MDR L ailles o 1) o LisY aama S Frapi ) FAPSEEL W iy

azms 41,5

A% garile; g g3, aeli s asas MDR L2l Publication of new MDR scheduled

Craft was reviewed by EU Council,

R | = 21l Ly asalaal ol e taues MDR F.
Syt Dl pess g 655050 Lgyl A S L LR s recommending furlher modifications

as olgzt

Craft MDR reviewed by the
Parliamenl and alterations
recom mweried

ol olgrrs  Slpess g 5050 Lgyl plalyls sy MDR atgl esgs 2y

Worldwide health scare sparkad by
Foly Implant Prothese scandal led EU
Commission propose lor new MDR Lo
reinforce prevailing MDD

L MDD cusis g Lgyl asoles] fpena’ (605 poaad 4 joete 4l
22 MDR ..
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CHAPTER Jal s
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ANNEX IV ol doseid
EU DECLARATION OF CONFORMITY Ll sl Bl aels Lol
ANNEXV a2y desesd

CE MARKING OF CONFORMITY
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ANNEX VI PART A J9l i
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MDD sledglés

352 pages (MDD + AIMD)
e 10 chapters (123 Articles)
e 17 annexes

R = Regulation: mandatory.
Jurisdiction that is directly applicable in
all EU member states

e 60 pages (only MDD)
e 23 articles
e 12 annexes

D = Directive: legislation that
establishes the rules and must be
transposed into national law to be in

force
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Conformlty Assessmsent Procedure
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Technical Documentation
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Conformity Ass. by Type i, Conformity Ass. based on
Examination 9 l QM System and Ass. of TD
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CE marking without NB CE marking with NB

’
A &L/‘t/



