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From 22/06/2023 to 31/12/2029

¢ the product was lawfully marketed in the Union before 22 June 2023 and continues to comply with the requirements
of Union and national law that were applicable to it before 22 June 2023
s the manufacturer does not make significant changes in the design and intended purpose of the product. ?

From 22/06/2024

From 23/12/2024

From 01/01/2028

¢« the sponsor has

received

e the sponsor has started the

¢« the manufacturer
written

signed a

confirmation that the application
for the clinical investigation of
the product is complete and that
the clinical investigation falls
within the scope of the MDR'C,

clinical investigation !,

agreement  with a

notified body for the conformity
assessment procedure X

<3¥ 2> FF ALECO)S AL B 2o dFF =20 (FFEA +9)

=7 Q&A on transitional provisions for products without an intended medical purpose

covered by Annex XVI of thr MDR

From 22/06/2023 to 31/12/2027 for higher risk products or 31/12/2028 for lower risk products

the product continues to comply with the requirements of Directive 93/42/EEC'E:
there are no significant changes in the design and intended purpose of the product =
the product does not present an unacceptable risk to the health or safety of patients, users or other persons, or to

other aspects of the protection of public health®?;

requirements from MDR relating to post-market surveillance, market surveillance, vigilance, registration of economic
operators and of devices apply in place of the corresponding requirements in Directive 93/42/EEC.

From 26/05/2024

From 26/09/2024

the manufacturer has put in place a quality
management system in accordance with Article 10{3)
of the MDR22;
the manufacturer has lodged a formal application with
a notified body for the conformity assessment
procedure??,

the manufacturer has signed a written agreement
with a notifled body for the conformity assessment
procedure 2

the notified body that has signed the written
agreement mentioned in the above bullet point is
responsible for the surveillance of the product
covered by that agreement®s.

<39 3> FF AFCS)E AT A3 2Fo B ZA(YFEA 5 D)

Z3: Q&A on transitional provisions for products without an intended medical purpose

covered by Annex XVI of thr MDR
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3.2. 3 Regulation(EC) No 1907/2006 % & (|3 REACH)

4 ol A= REACH(Registration, Evaluation, Authorization and Restriction
of Chemicals), RoHS(Ristriction of Hazardous Substances Directive) &
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<# 3> SVHC £4 F2E A (20249 = F7} &5 5F)

=2 EC No. CAS No. A A=A}

Oligomerisation and

alkylation reaction products

700-960-7 -
of 2-phenylpropene and
phenol
Bumetrizole (UV-326) 223-445-4 3896-11-05
2-(dimethylamino)-2-[(4-met
YIPREIYUIETY TN 4383100 119344-86-4 19 232
pholin-4-yl)phenyllbutan-1-o
ne
2-(2H-benzotriazol-2-y1)-4-(
1,1,3,3-tetramethylbutyl)pheno 221-573-5 3147-75-9
1 (UV-329)
2,4,6-tri-tert-butylphenol 211-989-5 732-26-3

= #]: Candidate List of substances of very high concern for Authorisation, ECHA
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3.3. ¥ dla 2 (Authorized Representative, ©]3} AR) 9™

Al T58 Adgel fle AxdAs ¥Ee §4 dHAdARS
gelof gk FH AR 9 el AEsolof v fry WEC wWE
o-of #dstel Azt A S FIAH. 71E MDDAM AnkA <l
38 AR AxfdAt AT A G o] A= AA JEE s A
=78 Adets FHE EAsAAY, #+3 MDRAM= A=fdA7E #4
AROIA 71&EA LS grHom Agste] ALHd 49 A F5E

b 3Eslor sk 5 9 ARS Al o] At f1
ARE Alz=dA e} v R Aol gl Al g WA Fglo] &
mitol FAEFAAAPRROE 38 AR ol dWFoe=A Al =5
HEZE &8t o] o] A oF g,
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3.4.1. MDR 717] 5%

99 o57]7]+= MDR Annex VIl w&} Class I, Class IlIa, Class IIb
% Class M2 F 427419 oH &7 A2f@E AHSY o5 &7 Al
71718 54 2 71719 ARE 7R SWelA 7712 ds] HAstE i
e TR g 9¥dE Tvtew gty Fgk v RA7|7Y] T

2 2 MDCG 2023-5014 “&Alsl Adrgsta St ds =9,

sldFEAl He= A7IRE Al oA Ha dA 7 el Fase

Class M= /¥t E£3, MDR Annex VIIel w2} MDR Annex XVI

ugdd vosEr7|E 23 BE FEF A4S 3 AR EE 7179

3.4.2. MDR 717] 2=

e ddlel Al#staa st AzgAE AFe = MDR =& A4
4 glojok 3tk MDR ZE=% ¢ MDR 9% A% A <57 ¥ (Notified
Body, °lét NB)& AAst7] #3 w¢ F83 1=x AREEUY. NB=
71719 EAo @A AA®E MDR HEZ AA WS A g
AAbE sz sk 71716 sidets MDR ZE=7F NBelAl Hf38tal e AlA

FE7} oW MDR A4S 588 4 ¢k
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MDR FZE+ &3 MDCG 2019-14004 A Ast= wHS Ausia
MDR ZE=+¥ MDA/MDN/MDS/MDT Y 74 3ZE #H3I =2 EFEo 9]
MDA/MDN =+ AlFo] AgEE 985 Fof B+ 28471420 A

el A Agsjof sk wrE=Al 17iRE AAEolof ok MDA wE® 71719

3%, MDN& Bl 53 7]71]1 4o sy vkef 717]el] & 74A] o] 49
54 2= Wsvh 4849 5 9 Aeds MDR 3= 5500M M =2
2= WMoz AAser dv. os EW, LT "o Aed=

=
olr

3

N

[710]m I H o AYdEE olad  7]7]o]7] wiEel MDN

MDS =& 717] el EuE 532 mastn g 49 Aga

weA Aol s mEE ohuAw, dEde TFAAL Fadd=
H= 5 AFe 546 we MDS :ush Rt dF 59

=

=

dejo] A daAEE AFE 1 MDR Annex XVId & @3sts=

Al
]
]

MDS 1012(Products without an intended medical purpose listed in Annex XVI to

oK
i

Ol
7
r
3

jus)

Lo

gE527]7]0]7] W, Hag MDS 1005(Devices in sterile condition)

Regulation (EU) 2017/745)+= %] &% o]of 3lu},

MDT 2011(Devices which require packaging, including labelling)s % -& % ook

s,
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o obdel R(GE e B =EAA =sta e deTes A

AR BEF3 MDR ZE=E FHEste] e 9t}

<E 4> 3| E¢F 24 d] HEHoloF & HA% MDR ZE

_'_?_

M

MDR ZE= ¥ 3%

MDA/MDN MDN 1104 Non-active soft tissue and other implants

MDS 1005 Devices in sterile condition
MDS MDS 1012 Products without an intended medical purpose
listed in Annex XVI to Regulation (EU) 2017/745

MDT MDT 2011 Devices which require packaging, including
labelling

_2’|_



3.4.3. EMDN(European Medical Device Nomenclature) Z &

0

el = EUDAMEDS] 7l5& %387 98 e o5r]7le ofgeo

O

-

CND(Classificazione Nazionale dei Dispositivi Medici) HWHW Al2~=HE

ZIdte 2 st dld #9 95717l WHW(EMDN) Z:= AA

ol
bl

gt

=
L8t Ark 7]¥odl= GMDN(Global Medical Device Nomenclature)
AES AREAAN, FHel gte 2= AREE 9d) EMDN HZE AR

e 3ty 9o FE AWE FE2 AdEch v &A1 7] w3 AE

574l we} EMDN s=E 2ol Al w3 37 MDR 7lEol %= A&
EFA4QS Fasor @k obdlel 19(1¥ 4% EMDN :E=o TAS
GER T Qlom, vl R B A7 AF Hiel wA m= TAS m o}
e},
Each level is identified by:
* an alphanumeric code (max 13 digits)
ala] [#]2] (#]2] [#]2]| [#]#] 2|2
e —_— — —
Level 1: Level 2: Level from 3to 7:
Categories  Groups Types

<1¥ 4> EMDN(CND) Z= T4

Z2]: The CND nomenclature-Background and general principles

_22_



35. 71s&A AA

2ol 7] AE §8 MDR Annex [olA] L7381 9y Ay obd A
s 7AHGSPR)S WSS dFeteE FdHER FAE o skt ol &
Y&l A] MDR Annex I[(7]&EEA])o] wgt 7|&EAE2 ZAds|oF 3ttt MDR

Annex I+ A 717 502 7|&EA S a738ka Atk

O

35.1. 7171 4% B At &% AR

N MR 77 A L A}E(Device description and specification)ol] 33+
ARE 7lAsor sk o]lE  fElAl MY B EAH 7V AFHIY GR,
1] AukA ol W B EZH 7|7 dlgt Aol Hasiw, EAo uj}

THS EIT A AFelA A sk o mT)Iek FARRE 71717F
ool Aol w ARE Fol7b Slofof Ik tha ®(E 59 CA=
sldFEA s dalz 717] Aw B ARGl #d AR g sk

g AurHel e dustn glov, AFe AR 540l mel ARgow
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A A A4E ZF A GSPR A &34

EN ISO 14971:2019
ISO/TR 24971:2020 1. YR8 AF3}F
REGULATION(EU) -3

2022/2346

I fdadaA

EN ISO 14971:2019

ISO/TR 24971:2020 1. dw¥kQ -Apat

REGULATION(EU) - 3(a)
2022/2346

Do
fo
o
Y
AL
X,

o
2

ORI
- 1, 2, 3, 3(b), 3(), 3(d), 3(),

4, 4(a), 4(b), 4(c), 5, 5(a), 6,
EN ISO 14971:2019

8 9
3 98] ] B A ISO/TR 24971:2020 L AA 2 AZxzo #3 QA

REGULATION(EU)
- 10.1, 10.2, 10.3, 10.4.1, 10.4.3,
2022/2346
105, 11.1, 11.1(a), 11.1(d),
115, 116, 142, 14.2(a),
14.2(c), 14.2(e), 14.2(g)
MDCG 2020-6
MDCG 2021-1
_ (o)) H]—_,C_g_ A ‘O]_
4 o) A3 7 1514 MDCG 2020-7 L dRkQ A3
MDCG 2019-9 -1, 4,8, 9 104.2(a), 1043
MDCG 2023-6

MEDDEV 2.7.1 rev.4
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A A

A48 HF oA

3L 2] =Nel] :
5 EAFA EN ISO 13485:2016 L oaA W Aol B @A
- 11.1, 11.5, 116, 13.2(a), 14.2
L 9ut a7 A
- 4(a), 4(b)
AABE A4 EN ISO 13485:201
6 A A3 SO MBS0 o w0 gz we At
- 10.1, 14.2
I AA 9 Azxd B3 & FAF3H
7 Fel#EAAA EN ISO 13485:2016 A = F
- 10.1(a),
A IL A7 2 Axo] #3 QA
8 QTCQ_ 12 EN ISO 13485:2016 A = F
A 2FA - 13.2(a)
L e AL
EN 1041:2008 - ), 7
' IL AA 2 Az #at 243
EN ISO
Abg-d v A - 10.3, 1045, 114, 11.5, 14.2(c),
9 o 15223-1:2016 7
= REGULATION(EU) '
2092/9346 . 71719 &7 ATsEE AR
BAE 27
- 231, 23.2, 23.3, 23.4
L a7
- 5, 5(a), 5(b)
A2 A SFA] . s y ,
10 AMEAFAR A IEC 62366:2015 e
- 11.1(b), 14.2(c)
L 9utep A
- 5(a), 6, 7
o g 7] 7HA A & _
o ARzl ASTMFIS8016 o) o) et o 7abe
- 10.1(6), 14.2(g)
EN ISO I 4w Q A3
0 A 11607-1:2017 -7
Al g A X A EN ISO I AA 9 Az A3 QA

11607-2:2017

- 10.2, 11.1, 11.1(¢c), 11.1(d), 114
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L 9w e
M g7 2 Aze] e a7

- 102, 114

ISTA 2A 2012

EN ISO 10993-1:2018

EN ISO 10993-3:2014

EN ISO 10993-5:2009 1L A A 2 Alze] #3F 2548k
EN ISO 10993-6:2016 - 10.1(b), 10.1(c), 10.1(e), 10.4.2(a),
EN ISO 10993-7:2008 1043, 105

EN ISO 10993-10:2013

EN ISO 10993-11:2018

EN ISO 10993-13:2010
EN ISO 10993-16:2017
EN ISO 10993-17:2023
EN ISO 10993-18:2020

European

L AA B Az ek @A
- 10.1(b), 10.1(c), 10.1(d), 10.1(f),
10.1(h), 104.1, 104.3

Pharmacopoeia

e

i

oy
=
o
2]

EN ISO 14644-1:2015

EN ISO 14644-2:2015

EN ISO 14644-3:2005

EN ISO 14644-4:2001 11 A 2 Alzel #3F 2548
EN ISO 14644-5:2004 - 10.2, 11.1, 11.1(c), 11.6

KS I ISO 14644-6:2017

EN ISO 14644-7:2004

EN ISO 14644-8:2013
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GSPR 4435

17

EN ISO 10993-11:2018

IL AA B Az ek @A
- 102, 111, 11.1(c), 11.6

18

Regulation(EC) No
1907/2006

i

IL AA B Azl #3 8 AH
- 1041, 104.1(a), 10.4.1(b), 10.4.2
10.4.2(a), 104.2(b), 10.4.3

y

19

EN ISO 11137-1:2020
EN ISO 11137-2:2015
+A1:2023

IL AA 2 Azed w3 oA
- 11.1, 11.1(c), 11.1(d), 114, 11.5,
11.6

20

EN ISO 22442-1:2020

I AA 2 Axo #3 o FAMS)
- 13.1(h), 13.2(h), 13.3
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Stage 4
Clinical evaluation

report, incl. PMS/ Scoping,
PMCF plan Section 7
Section 11 App. A3

App. A9-A10

ection 11
App. AT-A8

Appraisal of
pertinent data
Section 9

App.AB
_ App.AB
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Abstract

CE certification strategy for products without an intended medical

purpose

Dong Ho Lee

Department of Medical Device Engineering and Management

The Graduate School, Yonser University

(Directed by Professor Sung Wook Koo - Won Seok Jang)

With the growth of non-medical devices such as the beauty market
internationally, beauty devices such as hyaluronic acid fillers have
begun to attract attention, and many abnormal cases have occurred
due to this. The European MDR (Regulation (EU) 2017/745) has
established new requirements for non-medical devices, and common
specifications (CS) must be complied with in order to be certified by
the European MDR.

When non-medical devices are certified, there are differences
between the requirements of the European MDR and the domestic
manufacturing license system. First, clinical investigations are
required when converting non-medical devices certified for medical

purposes under the existing MDD to MDR certification for
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non-medical purposes, but there are still some restrictions on
post—-market clinical operations in Korea. Second, clinical evaluations
are heavily dependent on clinical investigations. It is believed that
the Ministry of Food and Drug Safety should review clinical
evaluations using various clinical data and expand the securing of
performance and safety data for devices. Finally, for high-severity
risks among the various abnormal cases that have occurred in Korea
and overseas, appropriate risk management measures should be
implemented in advance, and the public should be encouraged to use
medical devices safely.

This study examined in detail the European MDR requirements for
non-medical devices. It 1s expected that this study will harmonize
the application of domestic manufacturing licenses with international
regulatory requirements and facilitate the export of domestic

non—-medical devices overseas.

Key Words: products without an intended medical purpose, abnormal
cases, European medical device technology, common
specifications, risk management, clinical evaluation
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