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MDR certification
procedure?

Your route to MDR certification in 8 steps:

L | ‘
QI Al JlSEN, EX0EY HEE M HE = ol o oA
Application X AAF U Hjot o =M o}

A=A, e B2

»> > [£2]»

SETYAIAH HAL D3 QM ASA ASA gl B

" (EEEEYER) Hx{shakg| ELCI s E=] EUDAMED database
24 gel ZE S

= SSCP(Summa
ry of safety Ol= | Hish 0|5
and clinical AT 5 A} (Post-
performance) Market Surveillance) %
Rad A NZE YHoIE S, B

Q324 TD Bt Y
VL RETES:

From MDD to MDR



https://youtu.be/lOJDbCldVmg

MDR Q152 Ht=0| A&
7[2to] FZELCt

(23H w2 | LstICHH) TUV NORDOIM = 11
LHoil 215 =0 2HsEfLICt.

EU HRQIRISI0IN 4 SES S0 12X (25
AE) SAHOZ MDR 21501 54X C=213~18
20| 20|}

= H

TUV NORD Poland 2t 9152 ZIS#sIA|= ZH 2 X|cy
1274E O|LHo| Q1F5M F| 50| 7Hs-LICE.

TUV NORD Poland 0|AM= 20229 5€ NB X|H &,
20234 38 HXYILX| 97HS| MDR QIS AE WSHZHEL|
C}. Ol= M™HAM = A ZE ZYH0| 2t610| 20|
5%t gatdL|ct,

TUV NORD Poland = QIZA{ ey 2to| ct=g Qs
HEM Z THHIE d2fsiiom, Ol= EfNBRELCHER
MIAD} SHEEA| T[S o|o|EL|Ct,

OT, -7 =
Application, ?|2&A], 22 lwES M=t
Application HEE 2I8Hi &£ CI2 $I4 S J|cta{ofgt
+ USLICH
A H .

HEM AP U= EfNBS| B2, AHAME 21
=

TUV NORD Poland 0llA{= Application ReviewH|&
AXM 28 = 394 E O|LHof| HAE AIZFE s UASLICE

Source : European Commission 'Notified Bodies Survey on certifications and applications

7|Z0f TUV NORDO{|A MDD Q152 x| oo NiE{2te TUV NORDOI|A =23 MDR Q158 oM 4 QU&L|CH

CI2 NBQ| A#L, 7|= MDD 1S =2 MDR Mgt2
[ZfSH=O7tX] 19 O] AQE|= e U2 AYULICE
[=] H o
=]

2 F=9|2 U= PRIt Hot HALE A
(e]

TOV NORD Poland& S| £hEl I

7| n4of otL|2t Q1F S FH|PF E 1S QM=

Lo =2

ol Mg neq4gig uff, TUV NORD Poland= Al3 11240



F&Q

TUV NORD 01| M X 2st=
MDR 2 n& = Xtnstorst XtgJf QLR ?

TUV NORD Poland Of|A{ X}X| MDR E- Learnlng TrainingS S8l 2t
HZotn UAELICE (23 2, Gof, T )

J| &2 AMQ EX I
D= ZH|E/0f 0{oF 3HLtR?

MDR Q15715 R E} StLiete
HZ51H AL ZIsH0| 0220127

Zlsio| of&Lict. Chat, TUV NORD Poland NBE= X|&XHO 2 MA =
TUV NORD Korea Of|A = QHHER|ZSLICE,

Z 8|30} application review?| TISHE &

OI
A

wE(MDR &

SLICh

9 SO 13485 QAL Muh g

Jiok
din



TUVNORD

F&Q

HE 2 MFOf| 71 22t2[0{0F 2 AkdO| gla

o
49, ENEOR AHA WHIIT 35~450)

J12t0] 2R FLIC

M

ARMO| TSI E 342 LY AALS AR 4

— T

UOH, QUS| = B4 9-120H HE AQ K|

r

1 AgLch

TUV NORD Poland = 7 |22AM,EXIREHE
(application review)E 2/slf 1,000EUR2[H|E
= 87 o g LICt,

H|2 X|Z0| 2t= =l = 7| conference case
£ HAM application review?t 2t E[H MAFY
= ME 2 AXME SEY ogYULICt.

TOV®

Passion for
Safety

HAkl= Hl82 AR ME ¢t H[E0| Ot
Application Review &+29| H|2IL|C}.

OFEOE NBEHE

Of= MDROf| #EEHRUA= E2t
= = AL 2= NBOIA

gt AIEO X017t U
FEle Y= LCh

TOV NORD Poland2| Q15 AA} 2PH0| ThEE|H
FHAEE HEAT Ho|H,

\J

A
-~
O

M

TEEELCH

mjn
0
o
£
0
o
i
ok
ﬂF

A2 OtL2k=

Application Review= XM=&l Application & 7|=
ZM(TD)2t SRM=E(QM)S S jc|°”5||3'1 e
d BoFEAe HE Otsd 2ol HMiE =57, Post-
market Z-AHK|7|, MDR R—TUK@OH S| gololE
22 0RE % 2l=EM(YYT0lE 3 EXtEe)
HE, dAF QI 7#%01':' 2tol 50| ZetEL|Ct,

T |

TUVNORDGROUP



Attachment:

MDR
Scope



Notification of a Body in the framework of a technical

harmonization directive

From : Office for Registration of To: European Commission
Medicinal Products, Medical GROWTH Directorate-General
Devices and Biocidal Products 200 Rue de la Loi,
Al. Jerozolimskie 181 C B-1049 Brussels.

02-222 Warsaw
Poland

Other Member States

Reference :

Legislation : Regulation (EU) 2017/745 on medical devices

Body name, address, telephone, fax, email, website :

TUV NORD Polska Sp. z 0.0
ul. Mickiewicza 29

40-085 Katowice

Poland

Phone : +48 32 7864646
Fax : +48 32 7864601

Email : biuro@tuv-nord.pl
Website : www.tuv-nord.pl

Body :

NB 2274
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MK-KEREN
강조


Tasks performed by the Body :
Last approval date : 18/05/2022

Product family, product /Intended use/Product Procedure/Modules Annexes or Conditions
range articles of the
directives
|. CODES REFLECTING THE DESIGN AND
INTENDED PURPOSE OF THE DEVICE
- A. Active devices
- 2. Active non-implantable devices for imaging, Conformity assessment based [Annex IX(l) Excluding MRI
monitoring and/or diagnosis on a quality management Annex IX(11)
- MDA 0202 Active non-implantable imaging devicesSyStem Annex XI(A)
utilising non-ionizing radiation Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 2. Active non-implantable devices for imaging, Conformity assessment based |Annex IX(l)
monitoring and/or diagnosis on a quality management Annex IX(I1)
- MDA 0203 Active non-implantable devices for ~ SyStem Annex XI(A)
monitoring of vital physiological parameters Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 2. Active non-implantable devices for imaging, Conformity assessment based [Annex IX(1) Excluding products used in
monitoring and/or diagnosis on a quality management Annex IX(11) ophthalmology
- MDA 0204 Other active non-implantable devices ~[SYStém Annex XI(A)
for monitoring and/or diagnosis Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and [Conformity assessment based [Annex IX(l)
general active non-implantable devices on a quality management Annex IX(11)
- MDA 0302 Active non-implantable devices utilising SYStem Annex XI(A)
non-ionizing radiation Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and |Conformity assessment based [Annex IX(I)
general active non-implantable devices on a quality management Annex IX(11)
- MDA 0305 Active non-implantable devices for system Annex XI(A)
stimulation or inhibition Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and [Conformity assessment based [Annex IX(l) Including only infusion
general active non-implantable devices on a quality management Annex IX(11) pumps, devices for dialysis,
- MDA 0306 Active non-implantable devices for system Annex XI(A) anaesthesia machines and
extra-corporal circulation, administration or removal |Conformity assessment based devices for administration or
of substances and haemapheresis on assessment of technical removal of substances
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and (Conformity assessment based [Annex IX(l) Excluding hyperbaric
general active non-implantable devices on a quality management Annex IX(I1) chambers
- MDA 0307 Active non-implantable respiratory system Annex XI(A)
devices Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and (Conformity assessment based [Annex IX(l)
general active non-implantable devices on a quality management Annex IX(11)
- MDA 0311 Active non-implantable dental devices [SyStém Annex XI(A)
Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance

2/5




substances, including devices for dialysis

Conformity assessment based
on assessment of technical
documentation

Product family, product /Intended use/Product Procedure/Modules Annexes or Conditions
range articles of the
directives
- 3. Active non-implantable therapeutic devices and [Conformity assessment based [Annex IX(l)
general active non-implantable devices on a quality management Annex IX(I1)
- MDA 0312 Other active non-implantable surgical ~SyStem Annex XI(A)
devices Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and |Conformity assessment based (Annex IX(l) Excluding active prostheses
general active non-implantable devices on a quality management Annex IX(11)
- MDA 0313 Active non-implantable prostheses, system Annex XI(A)
devices for rehabilitation and devices for patient Conformity assessment based
positioning and transport on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and [Conformity assessment based [Annex IX(l)
general active non-implantable devices on a quality management Annex IX(11)
- MDA 0315 Software system Annex XI(A)
Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and [Conformity assessment based [Annex IX(I)
general active non-implantable devices on a quality management Annex IX(I1)
- MDA 0316 Medical gas supply systems and parts [SYStém Annex XI(A)
thereof Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 3. Active non-implantable therapeutic devices and (Conformity assessment based [Annex IX(l)
general active non-implantable devices on a quality management Annex IX(11)
- MDA 0317 Active non-implantable devices for ~ [System Annex XI(A)
cleaning, disinfection and sterilisation Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- B. Non-active devices
- 1. Non-active implants and long term surgically Conformity assessment based |Annex IX(l) Excluding bone graft
invasive devices on a quality management Annex IX(11) substitute for orthopaedic
- MDN 1102 Non-active osteo- and orthopaedic ~ SyStem Annex XI(A) indications, knee, shoulder
implants Conformity assessment based and hip joint replacement,
on assessment of technical hyaluronic acid implant for
documentation Ln‘et:ﬁé?]rttlcular use, bone
Conformity assessment based
on product quality assurance
- 1. Non-active implants and long term surgically Conformity assessment based |Annex IX(l)
invasive devices on a quality management Annex IX(11)
- MDN 1103 Non-active dental implants and dental [SyStem Annex XI(A)
materials Conformity assessment based
on assessment of technical
documentation
Conformity assessment based
on product quality assurance
- 1. Non-active implants and long term surgically Conformity assessment based |Annex IX(l) Including only urological
invasive devices on a quality management Annex IX(11) tapes, surgical meshes
- MDN 1104 Non-active soft tissue and other system Annex Xi(a)  '9ament and tendon
implants Conformity assessment based prostheses made of
on assessment of technical multifilament polyester
documentation fibers
Conformity assessment based
on product quality assurance
- 2. Non-active non-implantable devices Conformity assessment based [Annex IX(1)
- MDN 1202 Non-active non-implantable devices for 0N & quality management Annex IX(Il)
administration, channelling and removal of system Annex XI(A)
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Product family, product /Intended use/Product

range

Procedure/Modules

Annexes or
articles of the
directives

Conditions

Conformity assessment based
on product quality assurance

- 2. Non-active non-implantable devices

- MDN 1204 Non-active non-implantable devices for
wound and skin care

Conformity assessment based
on a quality management
system

Conformity assessment based
on assessment of technical
documentation

Conformity assessment based
on product quality assurance

IAnnex 1X(I)
IAnnex 1X(II)
IAnnex XI(A)

Excluding sutures

- 2. Non-active non-implantable devices

- MDN 1208 Non-active non-implantable
instruments

Conformity assessment based
on a quality management
system

Conformity assessment based
on assessment of technical
documentation

Conformity assessment based
on product quality assurance

Annex IX(1)
IAnnex IX(II)
IAnnex XI(A)

- 2. Non-active non-implantable devices

- MDN 1209 Non-active non-implantable dental
materials

Conformity assessment based
on a quality management
system

Conformity assessment based
on assessment of technical
documentation

Conformity assessment based
on product quality assurance

IAnnex 1X(I)
Annex IX(I1)
IAnnex XI(A)

- 2. Non-active non-implantable devices

- MDN 1211 Non-active non-implantable devices for
disinfecting, cleaning and rinsing

Conformity assessment based
on a quality management
system

Conformity assessment based
on assessment of technical
documentation

Conformity assessment based
on product quality assurance

IAnnex 1X(I)
Annex IX(I1)
Annex XI(A)

- 2. Non-active non-implantable devices

- MDN 1212 Non-active non-implantable devices for
processing and preservation of human cells, tissue
or organs including in vitro fertilisation (IVF) and
assisted reproductive technologies (ART)

Conformity assessment based
on a quality management
system

Conformity assessment based

on assessment of technical
documentation

Conformity assessment based
on product quality assurance

IAnnex 1X(I)
IAnnex 1X(II)
Annex XI(A)

Excluding devices for in

assisted reproductive
technologies (ART)

vitro fertilisation (IVF) and

- 2. Non-active non-implantable devices

- MDN 1213 Non-active non-implantable devices
composed of substances to be introduced into the
human body via a body orifice or the dermal route

Conformity assessment based
on a quality management
system

Conformity assessment based
on assessment of technical
documentation

Conformity assessment based
on product quality assurance

Annex IX(1)
Annex IX(II)
IAnnex XI(A)

- 2. Non-active non-implantable devices

- MDN 1214 General non-active non-implantable
devices used in health care and other non-active
non-implantable devices

Conformity assessment based
on a quality management
system

Conformity assessment based
on assessment of technical
documentation

Conformity assessment based

on product quality assurance

Annex IX(1)
IAnnex 1X(II)
IAnnex XI(A)

Including only ultrasoun
gels, medication cups

d

Horizontal technical competence

Conditions

MDS 1001 Devices incorporating medicinal substances

MDS 1005 Devices in sterile condition

Including: aseptic processing, ethylene oxide
gas sterilisation (EOG), moist heat
sterilisation, radiation sterilisation, filtration

MDS 1006 Reusable surgical instruments

MDS 1007 Devices incorporating or consisting of nanomaterial

MDS 1008 Devices utilising biologically active coatings and/or materials or being wholly
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Horizontal technical competence

Conditions

or mainly absorbed or locally dispersed in the human body or are intended to undergo a
chemical change in the body

MDS 1009 Devices incorporating software/utilising software/controlled by software,
including devices intended for controlling, monitoring or directly influencing the
performance of active or active implantable devices

MDS 1010 Devices with a measuring function

MDS 1011 Devices in systems or procedure packs

MDS 1012 Products without an intended medical purpose listed in Annex XVI to
Regulation (EU) 2017/745

radiation for use on the human body
according to Annex XVI p. 5

Limited to devices emitting electromagnetic

MDS 1013 Class Ill custom-made implantable devices

MDT 2001 Devices manufactured using metal processing

MDT 2002 Devices manufactured using plastic processing

MDT 2003 Devices manufactured using non-metal mineral processing (e.g. glass,
ceramics)

Excluding processing of glass

MDT 2004 Devices manufactured using non-metal non-mineral processing (e.g. textiles,
rubber, leather, paper)

Excluding processing of leather

MDT 2006 Devices manufactured using chemical processing

MDT 2007 Devices which require knowledge regarding the production of
pharmaceuticals

MDT 2008 Devices manufactured in clean rooms and associated controlled
environments

MDT 2009 Devices manufactured using processing of materials of human, animal, or
microbial origin

Excluding processing of animal materials

MDT 2010 Devices manufactured using electronic components including communication
devices

MDT 2011 Devices which require packaging, including labelling

MDT 2012 Devices which require installation, refurbishment

installations

Limited to electronic devices and medical gas
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Contact

AL
MDR Project Manager

T +8222188 0043
E kerenyang@tuv-nord.com

TOV NORD Korea

TUV NORD GROUP

20, Dogok-ro 3-gil, Gangnam-gu,
Seoul Korea

tuv-nord.com/kr )( in y @

TOv® TUVNORDGROUP



https://www.tuvit.de
https://twitter.com/tuv_it
https://www.linkedin.com/company/tuvit/mycompany/
https://www.youtube.com/channel/UC3H4rOG_v5X-6xFgiiBUJMg
https://www.xing.com/pages/tuvinformationstechnikgmbh

	What is the process of such a certification?



