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Statista®ll A A& 3%+ Medical Technology - United Kingdom’ X 31A](3% 1)
of wE W, g2l Medical Technology A& 7]7] 2 A LA o5 7]7])
o] wiEF2 20229 7l& 1969 7,0005F €EE 75T o FAEL o=
A v o 94% S7kgE Fx|olH, 2027d7HA % 5l EF 4A wEE

oF 253% A A3te], 2469 40005 E&]o] o= Aoz BAs i il

Y HauMdo wEH g3 o7 7|V A 20229 WEFS V|FoR v,
T, A, Fd, Tz oo A AAlA oA MAR F Al AL, A

H w7t A 3A R 2 Aot

X197 57171 A uE20224d 78 71E)

(&9 o e 2021 2022 2023 2024 2025 2026 2027

9577 160.0 172.5 182.1 192.7 203.1 213.3 221.6

A

19.8 24.2 235 23.3 235 24.2 24.8
o g 7]7]
Total 179.8 196.7 205.5 216.0 226.6 2315 246.4

A+ Statista - Medical Technology - Unitied Kingdom, 2022.
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# 220223 G o, 9k A, o8 717I(HS 9018) o &

&9 =7} Y (&9) AH&(%)
19 w) = 645,709,716 28.4
291 E/i=R=a= 258,679,197 11.3
39 =d 212,891,677 9.3
49 ofd W= 168,073,643 7.3
541 == 157,910,775 6.9
6% SIS 104,000,290 45
79 o A] 51 92,537,302 4.0
89l Zgs 49,854,372 2.1
941 = 46,265,606 2.0
104 O P 44,204,052 1.9
134 3=t 35,372,471 15

A5 Global Trade Atlas (GTA), 2022.%

S, B3 AFoFERAA A BAF 20189 =77 AL B FEY
of mEUEE el 186%9 HAHEE A9 1198 AXshe vl

< S AlFelge As FdE ¢ AH(E 3)

<9 =7} =9(28) HA7&(%)

114 d = 66,988,558 1.85

A AE FEetd A, 20189 877 A B FEY AH B
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1. ZEolE HEE g57]7] A1 o]

7} A WE

oo 95 7]7]&= ‘Medical Devices Regulations 2002(SI 2002 No 618,
as ammended)(¢]s} UK MDR 2002)'ell we} A =™, ot a8 FHA%
of A Ho] algd HE o] HALHATHE 4). o]+ IHE HIYE A F=E
22 274 Tol FHATY MEolA Y AR T)eketal ol

2 oju]gi},

% 4] vaE §RAge] APe AW /7 SR ool 4w WEA BE
Hol, A% 717t o] FolE adolE BAE WA A% e 2 aA

=13 o 2] o

RIERE] L%L

Lo

T8E Agk b EwF HEEHA k] uEel
EU(withdrawal) Act 2018l oJ3 A&so= FA == WHeolgha & & gith
kAl 2021d 59 269 o|FE WaxvE FHATES Medical Devices
Regulation(Regulation 2017/745, MDR) % In Vitro Diagnosis Medical
Devices Regulation(Regulation 2017/746, IVDR)2 3 ge] 3 =71 2
Lotd=owt 485, dgolE Helsds H8HA &=



¥ 4 a9 olE By

E 48 A3
FT HEHE THIE AIAHE 7171
UK MDR 2002 Part III Directive 90/385/EEC Active Implantable Medical Devices
UK MDR 2002 Part II Directive 93/42/EEC Medical Devices
UK MDR 2002 Part IV Directive 98/79/EEC
A& GOV.UK, Guidance - Regulating medical devices in the UK, 2022

In Vitro Diagnosis Medical Devices




UK MDR 2002¢] PART Il W& 987719 A= ol e} #rHE 5).9

5912717 49

- e
“medical device” means an instrument, o .
“R)"E AT FES g8 2o
r lian material or other
apparatus, appliance, aterial or othe U amEdolst g 9= 5o zato
article, whether used alone or in :
binati h 0 2 AREEE 77, A, AR B AR
combination, together wit any _ _
, T e EEFS 9vleiy, s 2
software necessary for its proper

application, which—

(a) is intended by the manufacturer

to be used for human beings for QI 7kl Al A} 5 A
the purpose of- t},
1 diagnosis revention
W BHOSIS, P C () Awe A o, A, AR %
monitoring, treatment or
o = A%
alleviation of disease,
(i) diagnosis, monitoring,
treatment, alleviation of or (i) 73l = Fefeo] e, A, A
compensation for an injury or 2 470 5= A
handicap,
(iii) investigation, replacement or

modification of the anatomy or

of a physiological process, or

(iv) control of conception; and

(b) does not achieve its principal (b) ¢Fe]F, WA w= AAPALE &
intended action in or on the ol ofaf A WF EE AA A
human body by pharmacological, of o= F8 #F8&& HHA=
immunological or metabolic FANE A S oE] 1 7]
means, even if it is assisted in its qol Egs s F deE S H
function by such means, ot

and includes devices intended to 9J¢FES FoFEE oW 7|7 EE

administer a medicinal product or WEHOoZ A}EFH= A oFFo] H

&

which incorporate as an integral part




a substance which, if used separately,

would be a medicinal product and

2AS E3 HEZow Edal 7=
which is liable to act upon the body E E o o
Eet

with action ancillary to that of the

device,

A+&: legislation.gov.uk, The Medical Devices Regulations 2002,

w3

6).9

%6 A 77 49

g, L A ke AT o w577 A= ofet

e
=
3

IE

“in  vitro diagnostic medical device” “A YA F 77

means a medical device which— 271715 9] s

(a) is a reagent, reagent product,
calibrator, control material, Kkit,
instrument, apparatus, equipment
or system, whether used alone or

in combination; and

(b) is intended by the manufacturer

to be used in vitro for the

. . (b)
examination of specimens,
including blood and tissue
donations, derived from  the

human body, solely or principally
for the purpose of providing

information —

ALk Aok A E WA, Aol EF,

71E, 7171, AA, A6 E= A2

o]t}

AzGA7E g AHE AFE

93k o wur wi F QA

N FE9 " 9 24 VT ¥
hyA

(i) concerning a physiological or

pathological state,

M Aed e gy e

BHstel,

(i) concerning a congenital

abnormality,

() A4 7193 sl

(iii) to determine the safety and

(i) @) 2 24 )5S TG )

_10_



compatibility of donations,

including blood and tissue T ZFAA FEAY bdA
donations, with potential 2 At S AAsr] 98,
recipients, or
(iv) to monitor therapeutic B .
(iv) A5 22& ZYHH7] 9],
measures,

and includes a specimen receptacle but
not a product for general laboratory
use, unless that product, in view of
its  characteristics, is  specifically

intended by its manufacturer to be

used for in vitro diagnostic
examination;
A& legislation.gov.uk, The Medical Devices Regulations 2002,

_11_
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Pt ew ge AFL AxHAG ATHE 4%, TdE HeE G

242 9151 UKCA mh & WEA] Abgalof Soh(E 7).
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# 7 UKCA rHgol 485 AF 99

HE T =
1 Toys Azt
2 Pyrotechnics sl
3 Recreational craft and personal watercraft MA/ A AL Ak
4 Simple pressure vessels g 87
5  Electromagnetic compatibility E R o S R
6  Non-automatic weighing instruments & A FAm]
7 Measuring instruments =73 7]
8  Measuring container bottles =487
9 Lifts 27}]
10  Equipment for potentially explosive atmospheres WG H] /A 2~ E)
11  Radio equipment 2474
12 Pressure equipment et el An]
13 Personal protective equipment(PPE) 791 B35 ZH]
14  Gas appliances i Ea
15  Machinery 71 Al 5+
16  Equipment for use outdoors oF L] A}-§- ]
17  Ecodesign o] ] A}
18  Aerosols ool =&
19 Low voltage electrical equipment A 7 9 7] 7]
20  Medical devices 15717
21  Rail interoperability e 384
22 Construction products A AF
23 Civil explosives ne s
24 Marine equipment 3 ]
25  Cableways A5
26  Energy using products AN A ARG A E
27  Transportable pressure equipment FE7He w717
28  Hazardous substances(RoHS) 3l = 2

At&: GOV.UK, Guidance - Using the UKCA marking, 2022.

_13_


https://www.gov.uk/guidance/construction-products-regulation-from-1-january-2021

(2) 9 87]7] UKCA w3

°l77]7] UKCA w7 & 927|717} UK MDR 20029 874 &S #48S
el 7] 9l o) g87]7]o] F-AetE adolE BIlE A EFAE Y3 2u
=24, AT 71717 HAE ARE A Ajteby, WEC A s

.

=13
Ay

B

o
ol\
<

o

o, obdlsh 2& 87171 UKCA *hd %3& wAwe + ArhGE 8). o
g 9871710 dAAE A 34 AFH Bk 8FHA @AW, 2FY
27170, AR 2 AT Gk Ol 0 248 ddsE AedE A

aof et

& 8 UKCA vh7 ®Al 9 =7]7]

q|F o577 H| 3L
e UK MDR 20029 Q& FA}g+S
&Y 2] 857]7) A3 FFeo sta 7171 FHol

1
g ehasl e Holof Sl

- AgEa dge Egacl s

Qg2 el 97717 W, BAe A% AL nE
st7] flal el A& 8l oFgttt
BEANE AT AAAG A217]
o 2] 2 Q1 sl A ALRH = vl 7171
)
A5 GOV.UK, Guidance - Medical devices: conformity assessment and the UKCA
mark, 2022.
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. MHRAS S

MHRA (Medicines and Healthcare product Regulatory Agency)T <=0l 4]
olg 7] 7)e #3 HES sty FJAstE BOZA, G A Fo| A
=779 rAF EFEAL RAET] 9d, thekst A 9 Yol @S v}
A ar ek MHRAE 957 Al A5 a0 Au A5 9 857]717F 34 £
TAGE FHRESG 7] A9 otdlst 2 BEHE FARHE )

TP &5

O AW /M A=dE Agstel, AZQAA ANE e Nzs Age B4
o}

O Alxz=dAe] 14 +& HA7HE AF¢d H7F 73S AAstaL, 09 7139
d45S 2YHY s

O ZAZA EAE YeheE 248 HuA = AR An=E g o 87]7]&
A,

O A% A wd Astel whel, g omslsle] uAE 2 el gk AAS
] 2 ok

A5 GOV.UK, Guidance - Regulating medical devices in the UK, 2022.

GOV.UK, Guidance - Medical Devices the regulations and how we enforce them,
2019.

olz]dl FF& Regulation 765/2008(setting out the requirements for

accreditation and market surveillance relating to the marketing of products
and repealing Regulation(EEC) No 339/93)c]] w2 Al 3 7FA] o F-o] AR
o] Regulator's Code®] 9o we} =8 ghch !V
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2. Zolddx= 2 757|7] FAL o] 3

LotdAl= % UK MDR 200201 &8 fFHaAde] AS A830h(E 10).
thuk Bold W=+ The Medical Devices (Amendment etc.) (EU Exit)
Regulations 2020°] Schedule 17 2 Eolda= oG] uwe} fHAF
TAS w27 wied, o777 20219 59 264 5-E, A7) 7= 2022

359 2645 H MAHE FEAR #4E HEd

25

10 Holdde 4 g A3

=

A 2 AR 071 7]
Directive 90/385/EEC Active implantable medical devices
Directive 93/42/EEC Medical devices

Directive 98/79/EC In vitro diagnostic medical devices
Regulation 2017/745 Medical devices

Regulation 2017/746 In vitro diagnostic medical devices

A& GOV.UK, Guidance - Medical devices: EU regulations for MDR and IVDR (Northern
Ireland), 2021.

S293 MDR Article 2.10 w2 oz 7]7]9] Aol olao} uh(FE 11).1%

# 11 957171 49

= =T

‘medical device’ means any instrument, “&J&7]7]”

apparatus, appliance, software, implant, 34 T & o|Ae EA3 9
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reagent, material or other article

intended by the manufacturer to be
used, alone or in combination, for
human beings for one or more of the

following specific medical purposes:

2 o
e

fo oo Mo oN

- diagnosis, prevention, monitoring, .
dict s treatment - AWy A, G A dF, oA,
prediction, prognosis, treatment or . = _
. . d¥ 57 = 93}
alleviation of disease,
- diagnosis, monitoring, treatment,
- & mE gele AW, A, A=,

alleviation of, or compensation for,

an injury or disability,

_ mmvestigation, replacement or S me Agerd mi we ey
modification of the anatomy or of a . .
o . LAz s FEe] AN diA E
physiological or pathological process .
= T4
or state,
- providing information by means
of in vitro examination of - 7], A L ZH7|FAA Fefst
specimens derived from the human = XEo HAE Estd HEE A
body, including organ, blood and Tt A
tissue donations,
Sel s okl A, Welstd wi AAA)
and which does not achieve its ) ) )
| ded b A ko] ofs] dAe] uF HE= QA
rincipa intende action
PREIDE - THEREE P g gmanE e gAdnA ot
pharmacological, = immunological  or 29 489 QoA A, el
metabolic means, in or on the human _
. T sge) g g=71719) JsAA S
body, but which may be assisted in
of gloid Eee we i g AL
its function by such means. )
geig=
The following products shall also be U©S9 AFL 2g&m7]7]d E3FH= A
deemed to be medical devices: o7 Hrt
- devices for the control or support }
PO oz 94 2202 99 7))

of conception;

- products specifically intended for
the
sterilisation of devices as referred

to in Article 1(4)

cleaning, disinfection or

and of those

- A1x A4 xTH LES A FH,
T = v A I ) g

2 AREE = A
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referred to in the first paragraph of
this point.
2l 5: EUR-Lex.europa.eu, Regulation 2017/745, 2017.

L &

T3, FHAFE IVDR Article 2014 Zal= Aejd oJwr]7]e] o= of
Aok Aoh(E 12).

E 12 AL¥G 8577 49

3= T

in vitro diagnostic medical device’

means any medical device which is a
reagent, reagent product, calibrator, “Z|
control  material, kit, instrument, %
apparatus, piece of equipment, T,
software or system, whether used =
alone or in combination, intended by ¥
the manufacturer to be wused in &%
vitro for the examination of ©]
specimens, including blood and tissue %+
donations, derived from the human 2 7]%
body, solely or principally for the <JoA A& =T},
purpose of providing information on

one or more of the following:
(a) concerning a physiological or (a) AgsH -

pathological process or state; ALefe] #3k A
(b) concerning congenital physical or (b) A& AlAA E= GAA Zofo

mental impairments; st Abg
(c) concerning the predisposition to a (c) &&= 4
medical condition or a disease; Qlof #s}o];

(d) to determine the safety and (@) AAA s Apete] obdA W Hg

compatibility with potential

recipients;

_18_



(e) to predict treatment response or (e) X& HHS L= WSS o =3y
reactions; 23

(f) to define or monitoring therapeutic (f) X8 ZXZ& Ho3AY ZYUEH3
measures. o},

specimen receptacles shall also be )

. . . o AA 7R AT u5U7E T

deemed to be in vitro diagnostic o

medical devices; C

7t 5: EUR-Lex.europa.eu, Regulation 2017/746, 2017
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g, A4 A

(1) CE =%
Hotdale Agel H=E38t7] 9= CE whdel FastH, fFHAd 1A
Fotojof gt} TeolE HYE AFA §8s= UKCA vt

=
K3
Ae HolQuse it Hen e v

oab Hold s Al W FH AR Al BT djstr] fEiAE FHAE
o A 2] A 3 Notified Body2 &3l #| 32} 23A H7ME 35t &53 CE
k& FEetolol gkth. = Notified Bodyol A Fagh A3 7 A3+

FHAE WM A=A =t

(2) UKNI w1}

THAG o3 BAowE ABH ol AT Notified Bodys= Hobd#

E AR A% A HUEE Al ¢ dv olYd dare AdA Bt

& 2% CE

-
>~
Z
h)
)
o
o
3
g.
=3
@
O,
O
t
jab)
=
o,
c
>~
Z
=
S
o}
=
©
ftlo
ot
By
ok
4
30,
N

A=A Hotdde AFS HHoR FHAT WHE o ARE d=
Notified Body+ $lth. th9b &% <= Notified Body7} A2 49, 3|9
Notified BodyellAl 234 H7te 22 Alxdx= 23E CE 2 UKNI #H4
S AF FFaoF gttt 9= Notified Bodyol A #aje ZA3tw nprlo] &
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el

=13
-

e

3

3

34

Stk 28y, 59 Notified Body ol A

B/
T

oF

lJ
M

o
Tioh

BH

o
A

A BTk

PN
T

[si3
=

= 7Fell A

%I-
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. MHRAS S

MHRA= HolddE o857

o} weba, MHRAS] <
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I 9= 9877 FA &4 ¥H 24

1 2dolE BIE FA &5 FH 24

7}. MHRA 5

ayelE BEE APHYEEANE, dds, 23EWND)d gm7]7] FAE

gaa Qe BE 9577 AXJARAAG w7, wEH w2
Fol Ao o

A2®l 58 X3)E MHRAC SEdjof sty MHRA &
7171 WE=A] UK MDR 2002, f+H9% M

IVDR(20241 6¢¥ 30¥47HA)& FF38lof 3ttt
IVDD 3ol CE w3 & 853
A Fad 49, F99% MDR, IVDR A8 Ao upgh 20249 69 30L7+
A adelE BEE AAA Al §&xo], MHRA F5°¢] 7besith 9=

adele BYE AN FYAoR owrl/E

DR(2024\d 6% 30¥47F#) %
# 3 AIMDD, MDD %

f
Lo
b
N
N
t
rok
:CI>L_1‘
ot o

ASA7E A Aol

3, MHRA 55o] ofgiet 22 dHE Aedhs onlstx= &7] o,

WA A, H71A 2 AP A $5e EASE bR
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O Accreditation(214)
O Certification(¢l &

O Approval for the device (7]7] %¢l1)

(1) 55 A%

oo} & olwr]7|ol thal vl Auh, tho], T MEIE A, WEEA
MHRA S&o| Q& 13).1%

i 13 MHRA &5 o

TE A
Class I, IIa, IIb or III A% 25 7]7]
Class I, Ia, IIb or IIIl T3 2l &7]7]

Hol% 1) ol gel 9871718 EgFsHE Azdolt A

O]
O]
O]
O gt
O]
O]
=4

3
o Ax 777

A %53 7Hperformance evaluation) 3¢ ¢ 87]7]

A5 GOV.UK, Guidance - Register medical devices to place on the market, 2022.

(2) F A7

BEE 9877IE adolE HElE A EA1H 7] deo|l MHRA 555

(o]

Foateh Aol 71718 584 gow, adee nYE Agel 77E &
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o ARt skl e A omrVe] 5 AV Ued ZUHE
14). = e A 7 Aol diEiAle= UK MDR 2002, 43
Statement(Annex VII of Directive 98/79/EC) -2 EU Regulation 2017/746,
Annex XII, Part Aol e} A5 7S 98t AAx7r @ FAc®

ro
olr
o

ol

T 14 A5 Sl g AYAD g7 52 A

=2
O F=ollA M= AsH7F A9 o] He A gm7)7l= sid A
U R s )
O 7€ A& 5 AeH7F A7-20200 12¢€ 319 o]l Azhe] diido] ==
AlQ)xlek o] 5 7] 7] T =aoF 3
A& GOV.UK, Guidance - Regulating medical devices in the UK, 2022.

3) & A 28 AR

MHRA 55 A 48 Aue ofgfel 2o, Juxa 5l deoly H3 ==

Aol dsto g AzxAA A F7F NEEME 23T F= viE 15).7

i 15 MHRA 55 A

i1

AzdA AR

O 717] g 2 7| xo] TAH HlHW 2 FAi

O 3Ake] 4 (ol F3 3 A A A 5)

O A=A (Hd 1587HA A2 7hsdh A=A A%
O 9= ded AFAEGs= 49

7171 A5 R
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O ol"l REo] H&¥=A

O $&3te 71719 5+

O 3l 71715 A" 3= GMDN(Global Medical Devices Nomenclature) Z= 2

§ol

O Basic UDI-DI(3| @ 3t+= 74 -F)

O 987|718 (BA=/4 %/l F)

O = 5l WA AFAr

O 7Ztg=a/Zxus

O UDI-DI(el g 3t= 4 -F)

O %= Approved Body =2 FHAF Notified Body (33 sh= 7 )

O ¥, gtd 2~ MRI &34 & 283 54

O AYAH B AFA E A AF AFY AGTFHE 39
A5 GOV.UK, Guidance - Register medical devices to place on the market, 2022.

G% dele) APAE AZYAE Aste] e SAHA I= e A
= At AxPAE tAlste] =S Aokd A dd 2 AYdS AA

s WA Aokolojok gk

71715 SE387] Ao MHRA DORS(Device Online Registration System)®ll
A AIRS vhEojoF v (™ 2). olF, AX=PA L 77]el digh FEdk A

FARE §5 AAA #gstel, MHRARZYEH $5& ¢l wrenhY
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MHRA Account Request
3

Medicines & Healthcare products
Regulatory Agency

Organisation details

Organisation name

Organisation to be registered with MHRA

Address line 1
Address line 2 (optional)
Address line 3 (optional)

Address line 4 (optional)

a7 2 MHRA Account Request

ZA+&: https://mhrabpm.appiancloud.com/suite/plugins/servlet/registration

N

T2 A g8, 100 =2 WA FEsrF Aedh 4 A U
o= FH 10070 7171(GMDN)E 523 4 i, +7 20,000 #|3%(UDI-DI,
LS

A 53

.

fl

2 2 WA g RaAAx AR AR)E 552 7 UH 7S ©

29 4ug QuoEat Aolw 100 exe] WA F5rs wrd 4

F71qez AEsoF &, & s EUHPstn BAs=dH Tt

UDI-DI 5 7]& 52 A A3aA & ARE fduolE go} ¥

Ju

AZA A= MHRAS Renew registration process(732l 52 L&A 2)o w}
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Device Registration & Certificates of Free Sale
Your Organisation

Country evcesrowasy R

ssssss

Retatonship staus

2% 3 MHRA Renew Registration Video Tutorial
AF&: https://mhra-gov.filecamp.com/s/dHkiyWCIHIMtEOYK/fi

SEE AR WAAIG] A& A9, UK MDR 20029 section 7A(general
medical devices), section 33A(in vitro diagnostic medical devices),
21A(active implantable devices)oll wz}, MHRAO] <&of ol S =25 A
A¥:= MHRA DORSE %3] fdolEd & k.

Fa, ZAY, 55 715 717157t IVDO] AEi(d: ‘e b A Al R

W), @ dgd €8 9% wMAME =24 73 FE 59, 45 dedd
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H 5o WA dalAs 100 =9 a7 FHEY, ojud F4H A
3PS 5 dAgx AR SE5H 717 AE(d: Ry, 2d 2@ WA, g}
g2 a/84x A5 AR, UDI-DI 5) 57 71 55 Al ATshA &gdd dr

HdHolE, 55 7]FA 717 = AFE AAL 72 WA M=

ole} & AXE T sFo] dnyW, FJAF o] F47F Public Access

Database for Medical Device Registration(Z23 4)o] F7} Ht}. 3§13 d o] H
Hlolzol= AEAAE, T4, G5 % HolddA= digfdl dE, MHRA F=x
(AA) ME, GMDN &0l $58 7]7]e g Fr7 ddlo]E At

Registration does not represent any form of accreditation, certification or approval by the UK Competent Authori ty(MHRA]
a conformity assessment certificate is Ii products already expiry ma ffected by this expiry and can continue to be used.
This expiry stops new products being placed w certificat ity

Search Registration  Back to MHRA
—
.
Manufacturer's By Name
Displaying 1 to 200 of 9492
Page(s) 12345678910 111213 14 1516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 414243 44 45 46 47 48
Authorised ——
Representative/lUK Date
‘Manufacturer ‘Address Responsible Relationship ‘Address Registered :.fr;m e Devices
Person
121 Dontal Laboratory 121 Earts Court 20170323 6091 Dental Appliances/Prostheses
London
SW5 SRL
United Kingdom

151 Products Limited 20150430 7197 i whole-body heating/cooling system pad single-use

England United Kingdom

fday@151.c0.uk

opin (HCG) IVD reagent

1% 4 Public Access Database for Medical Devices Registrations

2} & https://aic.mhra.gov.uk/era/pdr.nsf/name?openpage&start=1&count=200
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1}. UK Responsible Person( = g ¢l) A4

AzfA el f57]7]

g =roll A3

[e)
[¢]

-
.

MHRA

ol
o

)

Aefo g e

al

D&

UK Responsible Person(% = tjg]¢

[ ==
AR -

B

el
ojp
=

ox

ol

A

D1r 18)

ol

"

7F A4

o

[
o

]
H

dAAe] AF ArR(ZHIE BEE | AL

<
T

(1) UK Responsible Person(9= t& 2l)e

UK MDR 2002¢11 4] ™ A] &}

9%

=
=

7d-%) MHRA A}t

)

wr
1

—

0

A

B

ol

iy

!

ol

23

SHOEA, 717]9

gt

O MHRA®] 2%l tj
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O

AR 9l EAS MHRAC A& 3},

71719 A&l AU 7171 3k AA = AFto] = 49, MHRAS 2%

o wet MES AFsAY 7171 gk HA 2~ AdES Al oF et

71719 AZEe] gAY 71719l didk A2 Agte] gl 49, MHRAS 2%

of et MES AFetAY 717]el gk M~ HkS AFetr] fste] A
AANA AT .S Adsta, AxAA7 S =5 AJAA ] AR

£ MHRA®| H&3it},

71712 Q1% A& AASAY ¢statr] A8 A e ol me A4

zA o el MHRASF &2 3o},

o8 AE7h A @ AFEAE AW S 7] 7] eF Bkl oAl = Abatel o)

o Bk 2 Wy i) AlzgAl FA LRk

AMzJAN7F FAol W o Fo] wkel= & e A

- AzgA ke WA #AE TR

- MHRA % (&1@ ¥+ 49) #=-d 52 7| dld T55 <9

|
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o AgA4 W7 % Baw 2TAY B4

w77l We AR Wb @ R (RANANG) 2 TARES Eea ok

(1) UKCA #}#
(7}) 9= Approved Body

9= Approved Bodyv AZxHA 2 9J57]7]7F UK MDR 2002¢] A€
S FAMES FFEEA Hreky] 98l MHRACIA A gk Aot} o] o
943 MDD, IVDD, AIMDDe| we} A 45wl 9= Notified BodyE -2
MzE A daE AXA @3, UK MDR 20029 Parts II, III, IVl whe}
, T o1AE o=, AR o= sl UKCA »F% #d

A3 HILE 835t Approved Body7b € th?

9=+ Approved Body:= A ZG A7 IA

=
4 9o Azd HES ¥} 74S EAES ag2 P

>
>
g
0%
9_5

st dlolE, AFx ZaAxs 2

AzPA= Y9 2ol AAHF 9 Approved Bodyell UKCA A3 H7ME
AARET 4 gt 95 Approved BodyZHE A3 Hr7E 9o 5 UKCA
ASAHE 853 Alxd A= UKCA vt S AlFol F2ste], ol B E

| A2 ~mER=)d] A& = Q)
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9= Approved Body: UK
Agreementsol] go]€ oo}

¥ 16 9= Approved Body¢ <&

MDR, Schedule 2 Mutual

Recognition

4F5s FAITGE 16).7

%9 a9
AA 2 S x2St AxGA Y FH
, Alzdle digt PJrtE s QAN
Fully quality assurance o] ZZ:u 1 9x Belsls] oo AE o
ZEAA AEY 7|PoE AAE e
STAES Sk A gRlsty] s, 2
Examination of the design AEF Y dHhE AA dA AFE H7F
Eisas
Z AE 8y dd" AA VeAdRnE H
L Zbetar S AFol fTAYS T Al
1ype Bxamination Ash] Aa AEAL AL A O
A3t HAEE 7l
ZJA7E AFES A FAlstr] Aol
Verification TAR 5

Production and product quality

assurance

22 »
wa, i

o O
>
N
ui
e
rir
2L
el N
2
24
1o
o
i)
l
N
T,
=2

ot

ol
-

i 2 pE o O & omd ox 1o ko X L o
N (ot

2 4NE g
At 4= TGS FHA7 AW
Unannounced audit e ZESaL A gelskr] 9jE] Wl
A AAE A g,
A5 GOV.UK, Guidance - Approved bodies for medical devices, 2020..

20223 99 29 AdolE Vo ® AAHH 9 Approved Body #HEE=

ofgj el oH(E 17).%
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% 17 9= Approved Body @ 2E%

71#

e

RCA: R

BSI Assurance
UK Ltd (0086)

Kitemark Court
Davy Avenue
Milton Keynes
MK5 8PP

Medical Devices (designation expires on 31 December 2025)
e Under Part II of the Medical Devices Regulation as they apply in Great Britain (SI 2002 NO 618,

as amended) (UK MDR 2002)
e Under Part II of the Medical Devices Regulation as they apply in Northern Ireland (SI 2002 NO 618,
as amended) (UK MDR 2002) until 25 May 2021

Active Implantable Medical Devices (designation expires on 31 December 2025)
e Under Part III of the Medical Devices Regulation as they apply in Great Britain (SI 2002 NO 618,

as amended) (UK MDR 2002)
e Under Part III of the Medical Devices Regulation as they apply in Northern Ireland (SI 2002 NO 618,
as amended) (UK MDR 2002) until 25 May 2021

In-vitro Diagnostics Medical Devices
e Under Part IV of the Medical Devices Regulation as they apply in Great Britain (SI 2002 NO 618,

as amended) (UK MDR 2002)
e Under Part IV of the Medical Devices Regulation as they apply in Northern Ireland (SI 2002 NO
618, as amended) (UK MDR 2002) until 25 May 2022
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UK Ltd.

DEKRA Oxford Road, Medical Devices (designation expires on 1 September 2027)
Certification UK Stokenchurch, e Under Part II of the Medical Devices Regulation as they apply in Great Britain (SI 2002 NO 618,
Ltd (8505) High Wycombe, as amended) (UK MDR 2002)
HP14 3SZ
Medical Devices (designation expires on 16 March 2027)
e Under Part II of the Medical Devices Regulation as they apply in Great Britain (SI 2002 NO 618,
as amended) (UK MDR 2002)
Rossmore e Under Part II of the Medical Devices Regulation as they apply in Northern Ireland (SI 2002 NO
SGS United Business Park 618, as amended) (UK MDR 2002) until 25 May 2021

Kingdom Ltd
(0120)

Ellesmere Port
Cheshire
CH65 3EN

In vitro Diagnostic Medical Devices

e Under Part IV of the Medical Devices Regulation as they apply in Great Britain (SI 2002 NO 618,
as amended) (UK MDR 2002)

e Under Part IV of the Medical Devices Regulation as they apply in Northern Ireland (SI 2002 NO
618, as amended) (UK MDR 2002) until 25 May 2022

UL International
(UK) Ltd (0843)

Unit 1-3 Horizon

Wade Road
Kingsland
Business Park
Basingstoke

Hampshire
RG24 8AH

In-vitro Diagnostic Medical Devices for Trisomy 21
e Under Part IV of the Medical Devices Regulation as they apply in Great Britain (SI 2002 NO 618,

as amended) (UK MDR 2002)
e Under Part IV of the Medical Devices Regulation as they apply in Northern Ireland (SI 2002 NO
618, as amended) (UK MDR 2002) until 25 May 2022
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() HEAH 37}

D Class I 915 7]7]

Class T 59 9577 ZeolE BelE Al EA8t7] dol A AL
2 A AL sho], UKCA w& 728 & slvh AxdAs g A%
°] UK MDR 2002¢] Part 2 3 #$1% MDD Annex I¢] d5 &A%
& F%s=A Fsta, UK MDR 20029 Part 2 ¥ #3133 MDD9
Annex Xol AWE 4487 £, VEEA FH T 23S FE5F oF
UK MDR 2002¢] Part 2 % frHd% MDD Annex VIOl Awe dxtol

ge A3 A5e AAslof B

&, Class I 559 ol87]7] & "oy 54 7lss 7H d877l= 9=

rl

Aol EAlsk7] ol del 9= Approved BodyE &3 Al 3z A4 AH7ME

4813l UKCA vA & F=Hslo]of k) 2V

Class T 9|=7]7] Atd "7 A== obdf 21 59 v o, 2-olA

re

=% CE Marks UKCA vl o2 H7| 2 3o}
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Device

Y

Annex VII: Prepare
technical
documentation to
support declaration of

conformity
Y
Yes
Is the device sterile? Follow Annex IV, V or VI
No
\4
Yes
Follow Annex Does the device have
IV, Vor VI - a measuring function?
; o Y
Notified body \ Notified body involvement
involvement required X X required to assess aspects of
to assess conformity ».| Compile declaration of | manufacture concerned with
with the metrological conformity securing and maintaining
requirements * sterile conditions *
\4
Register with the
Competent Authority
(CA) (Form RG2)
\
Affix CE mark
Retain declaration of
conformity &

supporting evidence
for CA Inspection

\ 4
| Market device |

a3 5 Class I 972717 AgA H7F A=
7} & https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_da
ta/file/948316/Conformity_assessment_routes_chart_Nov15.pdf
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® Class IIa 91 857]7]

Class Ila 5+ 9571719 A%, 9= Approved BodyE &3 ofel(E 18)
= e §3o A 32 HA A E 88l UKCA 1ZAE wojof 3l

th 1 o] % UKCA vHd & F-#sto] 71718 Al SA1E 5 o

Class Ila ¢15717] A A7 A== ofdl 19 63 b o, 18 A
AF%¥ CE Mark®s UKCA vl o 2 Notified Body+= UK Approved Body &
H7|Z ghry,

# 18 Class Ila 9/8717) AgA H7F &3

ofk

]
T

AT HE

ZF AFE e wdEd AFE ux e HA
2 g~ E (Examination and testing of
each product or homogenous batch of

products)

UK MDR 2002, Part II

Annex IV (as modified by Part II
of Schedule 2A to the UK MDR
2002)

Ak F4 A" AAL (Audit of

production quality assurance system)

UK MDR 2002, Part II

Annex V (as modified by Part II
of Schedule 2A to the UK MDR
2002)

HZE A Z H2=E AAF (Audit of

Final inspection and testing)

UK MDR 2002, Part II

Annex VI (as modified by Part II
of Schedule 2A to the UK MDR
2002)

S F4 BE A" AA (Audit of

full quality assurance system)

UK MDR 2002, Part II

Annex VI (as modified by Part II
of Schedule 2A to the UK MDR
2002)

A5

2020.

_38_
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Either

Y

Annex Il: Full
quality
assurance audit
by a natified

body including
QmMs

Device

Or

Annex VII: Prepare technical
documentation to support
declaration of conformity

Choose from 3 options

|

h 4

Y

Annex VI: Inspection quality
assurance (non-sterile
products only) Audit by

notified body including

and manufacture)

Annex IV: Every Annex V: Production
device/batch verified q::j;tybisiz:?ﬁgze
(nomstor products| | odyinoludng | O
anl ;’ Qms QMS (excluding design
Y (excluding design)
Y Y

| Declaration of conformity

Y

Apply CE mark and
notified body number

Y

Market device

9 6 Class [la 95717] A H7 A=

2} & :https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_da

_39_

ta/file/948316/Conformity_assessment_routes_chart_Nov15.pdf



® Class IIb ¢l 5 7]7]

Class IIb 59 9 &7]7]% Class IIa®} 5L3A 9= Approved BodyS &=
g Al 37 A3 E7E o]F UKCA v s ASE & Atk oy Class lla
el arejgd el 7)7]el7] wjel, €4 HAHType Examination) 37} d&=&
Aelgt 44 Class Haol 875 AW 7F AF =5 @ AF wlxo AA
2 g~ E (Examination and testing of each product or homogenous batch
of products), A4t ¥2 A]2~® A} (Audit of Production quality assurance
system), & #HAF ¥ H2E AA} (Audit of Final inspection and testing)

T ¥ 7HAE FUhR FAsor dh
Class IIb ©]8717] A% H7F &2 & 199 Zeow, 2 A= a3 73

Zo o a9 AdgFE CE Marki= UKCA vl © 2 Notified Body+= UK
Approved Body® H. 7] 2 3ht},
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¥ 19 Class IIb 9 87]7] A8A H7} &9

o2

S
3

g HE

S4H F4 BF A" AAF (Audit of full

quality assurance system)

UK MDR 2002, Part II
Annex II (as modified by Part II of
Schedule 2A to the UK MDR 2002)

&4 #AAHType Examination)9} o}z &4
1,2 = 3 % 3y

UK MDR 2002, Part II
Annex III (as modified by Part II of
Schedule 2A to the UK MDR 2002)

7t AE e Tl AF WA
HAF 2 H2E (Examination and
testing of each product or

homogenous batch of products)

UK MDR 2002, Part II
Annex IV (as modified by Part II of
Schedule 2A to the UK MDR 2002)

Ak F4 Al2E AL (Audit of
2 Production quality assurance

system)

UK MDR 2002, Part II
Annex V (as modified by Part II of
Schedule 2A to the UK MDR 2002)

HZ A 2 HAE A (Audit of

Final inspection and testing)

UK MDR 2002, Part II
Annex VI (as modified by Part II of
Schedule 2A to the UK MDR 2002)

At&: GOV.UK, Guidance - Medical devices: conformity assessment and the UKCA mark,

2020.
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Y

Device

Either

Or

Y

Annex lll: Type
examination by a
notified body

Choose from 3 options

Y

Annex IV: Every
device/batch verified
by a notified body
(non-sterile products
only)

\J

Annex V:
Production quality
assurance. Audit
by a notified body
including QMS
(excluding design)

Y

Annex V1: Inspection
quality assurance (non-
sterile products only).
Audit by a notified body

including QMS
(excluding design &
manufacture)

Y

Annex II: Full
quality assurance.
Audit by a notified

body including
QMs

Y

Declaration of

conformity

A\

Apply CE mark and
notified body number

Y

Market device

2% 7 Class IIb ¢|87]7] A4 H7F 4=
A} 5 thttps://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_da
ta/file/948316/Conformity_assessment_routes_chart_Nov15.pdf
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@ Class III 95 7]7]

rok

Class Il 5+ <9 &7]7]% Class lla ¥ Class IIb 55 287|719 &<
UKCA v 5 dx&5 w2y, o A8 59 9=7171e]7] wizel, A 3
A F7F Ad A2F 2k Class I 559 9&57]71% Full quality
assurance system($tHFHA B FA|2~8) AAL F2E A9 ok, F714

© 2 Design dossier(e]57]7] AAEA HAHE Estd|oF st
Class I 9157]7] AgA H7F S #F 203 Zow, 1 FA=2E 19 8%

2t & a9go) AFEH CE Mark® UKCA m# ¢ & Notified Body+ UK
Approved Body® H. 7] 2 3ht},
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I 20 Class IIb 9 87]7] A8A H7t &9

o2

—
e

AT HE

77171 AAEA FAAHDesign
dossier) & X &3 &Ad 42 B35
A 2~el AAL (Audit of full quality

assurance system)

UK MDR 2002, Part II

Annex II (as modified by Part II
of Schedule 2A to the UK MDR
2002)

2l A AHType Examination)$} o}

%
=4 1,2 == 3 F sty

UK MDR 2002, Part II

Annex III (as modified by Part II
of Schedule 2A to the UK MDR
2002)

AAF 2 EH|~E (Examination

1 and testing of each product or

homogenous batch of
products)

UK MDR 2002, Part II

Annex IV (as modified by Part II
of Schedule 2A to the UK MDR
2002)

Ak 4 A" AAE (Audit of

2 Production quality assurance

system)

UK MDR 2002, Part II

Annex V (as modified by Part II
of Schedule 2A to the UK MDR
2002)

A% A4 2 H2AE A4 (Audit -

of Final inspection and testing)

UK MDR 2002, Part II

Annex VI (as modified by Part II
of Schedule 2A to the UK MDR
2002)

A5 GOV.UK, Guidance - Medical devices: conformity assessment and the UKCA mark,

2020.
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Device

Either or
Annex llI: Type
examination by a
notified body
Either Or
Y Y A
Annex |I: Full Ar(\jr;?cc::,/;;:iry Annex V: Production
quality assurance. | And | Design dossier ! quality assurance audit
! : A verified by a ;
Audit by a notified examination by A by a notified body
4 s : notified body (non- 5 3
body including a notified body sterile products including QMS
Qms only) (excluding design)
y Y Y y

Declaration of

conformity

v

Apply CE mark and
notified body number

| 4

Market device

9 8 Class I 9 27]7] A4 H7t 4=

2} & :https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_da
ta/file/948316/Conformity_assessment_routes_chart_Nov15.pdf
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® Y1H(General) A YA 9 57]7]

At 579 A 7 7]7])+= Class I 559 9571719 SdA, 9=
Approved Body®] 7lgdglo]l AAA o2 A3 HAAS &

= UK MDR 2002¢] Part IVQl ALt o877 that 2741893 #4
A% MDD®| Annex II, A4 1-59] A AAPe] g o5 ojPstu
AR A%E A@sol gt

-

® A7} A (Self-test) A LA G o] 57]7]

A7F A AL o5 7]7] AlZGA = 7EHOZ QoA Adud Ayt A&
e o 571719 @AM S EEiol gt AprF e AW o577 = o
o Approved BodyE %3] UK MDR 2002, Part IV ¥ FHd3 MDD
Annex I 7]w+et A% A A AAHProduct Design Examination)E HHS %
A7F A AAS AT = ot = o A€ List B4 List Co] 434
B7F d 2ol wet, 4= Approved Bodyoll Al 294 7t did UKCA 1<

& W2 olF, THClE HYE A IEe ¢ & U

Auk 2 27} Ak AR o577 A HF A=e ofd 19 99 7
o ©, agolA dAF®E CE Markinge UKCA "l o2 NBE UK

Approved Body® H. 7] 2 3ht},
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General IVD devices i.e. all devices other than devices for self-testing or devices appearing
in Annex Il
Device

Annex Ill EC
declaration of
conformity

CE Marking

Self-testing IVDs excluding those which appear in Annex Il

CE Marking CE Marking CE Marking CE Marking |

Device

‘

]

i
Aﬁnnex v F;'Lagg{ Annex V EC Type Annex il IVDMDD EC

suw&g‘gg] , Examination by notified Declaration of Conformity

Audit by notified body oy

|

: e e . l ------------- 1

] L] 1

1 [} 1}

: Annex V1 EC Verification Annex VI Production Product Design

| (Product Examination) by Quality Assurance (EN Examination (Annex Il

! NB 48002, EN928B) Audit by NB Section 6) by NB

‘

]

1]

'

a9 9 9w % A AR 9817 ARE B A=
Z}&: MHRA, Guidance on the regulation of In Vitro Diagnostic medical devices in Great
Britain, 2021.
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@ List A 2 List B A YA 877

List A 2 List B 539 Agdd 257|719 A$-, w=A] 9= Approved
BodyE Sl Al 32 484 H/E 3835 UKCA ASAHE wolof o),
1 o]F UKCA v & F2ste 71715 Ao &A1 = A

84 MDD, Annex 119 List B 71719 A%, AxgdAE 54 A
Annex IV9 ¢4 #2 H=(Full Quality Assurance) &2 Annex V¢ EC
&2 ZHAHEC Type-Examination)¢} VI®] EC 75 (EC Verification), =& o

ot 2 Annex V¢ VIIe A2k # 2 HZF(Production quality assurance)s

rot

Aol A2E met Aol AFH O FE wED A 34 FY BIHE wol

of gk},
List A 71719 2%, Annex VY, et 2 Annex V¢ Annex VIIE uwhz}
e F7EE wrolof skth(List B 71719l A& 7He 3l ¥ Annex V& Annex VI

g TFdte AEE UE 5 .

List A % List B & A)xld ojz7]7] A =

od,

7V AR oy 19 10
I 2o & agoA dg® CE Markinge UKCA vl o2 NBE UK
Approved Body® H. 7] &2 3ht}
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IVDs appearing in Annex Il list B

Device

Annex IV Quality

Assurance (EN Annex V EC Type

460:;1. EN!-;?E; Examination by NB
Audit by NB

[
' l

Annex VI EC Verification Annex VIl Production
(Product Examination) by Quality Assurance (EN
NB 46002, EN928) Audit by NB

| CE Marking | CE Marking CE Marking

IVDs appearing in Annex Il list A

Device
Annex IV Full Quality Annex V EC Type Examination
Assurance (EN 46001, l by NB
EN928) Audit by NB
Product Design Dossier Annex VIl Production Quality
Examination (Annex IV Assurance {EH 46002, EN928)
Section 4) by a NB Audit by NB
Batch or Product Batch or Product Verification
Verification (Annex IV (Annex VIl Section 5) by NB
Section 6) by NB

| CE Marking I CE Marking

a9 10 duk 9 ARE ARG 577 AR B AR
A& MHRA, Guidance on the regulation of In Vitro Diagnostic medical devices in Great

Britain, 2021.
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(2) CE 717

(7}) CE v <713t

4 o] = UKCA "t o] =dHA e, 20249 649 30L7hA = ¢

10
bl
~
~
rlr
o
o
re
s
=
)
=
oo
D
@

S

@

]

=3
__)‘4_1“
fo
™
e
lo
bl
N
N
rlr
do
fit)
[-'O
s
=
)
=

F 21 FHAS AR77] AR 3t

AR 2 FANE 37171
Directive 90/385/EEC Active implantable medical devices
Directive 93/42/EEC Medical devices
Directive 98/79/EC In vitro diagnostic medical devices
Regulation 2017/745 Medical devices
Regulation 2017/746 In vitro diagnostic medical devices

A& GOV.UK, Guidance - Regulating Medical Devices in the UK, 2020.

(4) +d49F Notified Body

CE wiel dis] 2742 Al 32 A3 H7te FHIE Notified Bodyoll A
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sttt A AF¥  Notified Bodyi= FEuropean Commission & 3]°]X%]2]
Notified Bodies Nando(New  Approach Notified and Designated

Organisations) Information Systemo]A &<l1& 4= Aoh(2d 11).

European English G Search
Commission
Home - European Commission

European Commission > Internal Market, Industry, Entrepreneurship and SMEs > Single Market and Standards > Tools and Databases >

Notified bodies Nando > Legislation

Internal Market, Industry, Entrepreneurship and SMEs

Single Market and Industry Entrepreneurship and SMEs Access to finance for SMEs Sectors
Standards

Notified bodies

Nando Legislations Found : 30
Country
» 90/385/EEC Active implantable medical devices PDFE B
» 92/42/EEC Hot-water boilers PDF ©
» 93/42/EEC Medical devices PDF 6
Body » 98/79/EC In vitro diagnostic medical devices PDF B

2% 11 Nando Information System
A+ https://ec.europa.eu/growth/tools-databases/nando/

20229 10€ 7]2= MDR Notified Body: 3371 71¥#, IVDR Notified
Body+= 771 71¥#ko] A4 = At

(th) HFoldA= AZxAA 5717

o
Al
o
-z
rlr
He
©
ne
2
[
1o
kil
~N
~N
2
N
2
2
N
N
i
A
B
o
Al
=
-z
>
o
=
2
Ho

A A2 JAEE BAg ol HeldAs AxPA 7t BA43 CE vt
A

@ Boldde AE] Aol AT A, dF A WA



frasitte A& 9ugt. CE 9 CE UKNI 2% mH& ®Hig 7[/71&

ool A Elo]E BEE Aoje] Wl 4 Qrk ®

Do
S
0
=
e
o)
e
W
S
115/

g Foldd= NS HHox MHRA S50 ¢hud 44

E Ageld #7555 Basd grd

agelE BEE AlF EZAlE mr|7|de 71717 AdF5E HEC wet
UKCA vbd 52 CE vwhde] flefek &, AAlddde] opd Ael=
Approved Body @ Notified Body ¢l 713 Wi % &7 A Ho]of gt

UKCA vt & #&d 49(CE vtd 3 ol FAstdete)d= = tefd
k.

of olF3 F4E AFE oy oF H7)A, AHEA

Folshofo} @t
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2. Botdd=E 1A &5 B £

a2

Fold A= Ao 7|71E Ao EA1E do]= UK MDR 20022 & A&l
w2l MHRAO| FH3joF st} gtk Asksk @ FA g2 A=A ] AAA,
delele] 9%, 71719 SFel wet =g

7F. MHRA & %2 9= o2 (UK Representative) A

(1) 55 %

(7h) G Fo 7)19tslx] &L AXZPA RN QL TAE

oo 7IHkshA] k2 AZXFAA A, FoldA= AlGo] EA1E AL
o] 2 7]7] List A, List B, A7} wh(Self-test) AlFol thal] 3t We] g g

Q12 Aok @k vhEl, o)) el AW gms|% dw w7,

T olA¥ duv)y] EAele 4 Wy Agel aHA ekeuY

O F3dd 2 F9 AAZT A 719s & AxgGAolxn, FHAT
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>
H
o,
o
[m
|z
)
rim
2
)
r]I.
ot
2
BN
2
2
2,
)
£
ko
Y
>~
>
ot

agolE BaElEd 7uke AZxAAE Holdds Ao 7|7E FAE

FHAR 719 dEds ddsts A9, sl Ax=G A= MHRA Class T 9]

wE S 71718 5o

bl
N
)
M,
O
(@)

)

(@)

=

=
__)rl_l“
o)
=
(e
lo
bl
N
)
Ll
Y
1o
r

3o}, ko] Holdd= Juk el S AYste Afdde 2E 559 717
£ MHRA®| 5E3jof gr}1®

(h) FAddAAN HE 274

otddle digfel =2 = el AFES Al AlEshs Abgrol U

of st Fe AF, TALA FEE MHRAC Algsiored o771 3

O Holddl= izl
O F= " A AE o] 77 7]elrt 3F)
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() 25F A&87|7]d A & TAZR

20213 59 269 wEd FHAF Medical Devices Regulation(2017/745)
(EU MDR)& H¢el7] 9&l wl#H ¥ The Medical Devices(Northen Ireland
Protocol) Regulation 20219] PART 2 Making available on the market and
putting into service under Regulation (EU) 2017/745¢] u}e}?® ol
Aol EAlE s BE 25 duv7le 4 F 289 olve MHRAC &

Fajof g
(2) 55 A7

Sotd e Aol EA = 54 A877|(AE 95r]7], stEd 87l

Alzgl Bl Az He ¥ebehs) R Al EA8H7] o] el HEEA

9E 5% X MHRA 55 2a= 9o aelo=
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G A%4 B2 2 B TR £5

(1) CE 73 3 UKNI =7

(7}) Class I/ Class Is, Im, Ir & &7]7]®

F%N

Class I &5 9 &87I7]= 71 +HIY MDDe sdstA A8d4ds AA A
Asdte], CE 9158 #3& 5 AhY A4 AdS 9skd, AxgAE 44
sk MDR® Annex II 2 Annex 1o wz}, A3 3 ZAHPMS)ES £33 7]
% 1A (Technical documentation)< r#l3loF st} A7k, 7] 7] (Class
Is), 547171(Class Im), A & 7Fsd % 7] (Class Ir)®
ool = AikE Alo(Annex X1, Part A)StAY, 54 SAE, A4, AALS
EA)S Ao (Annex IX, Chapter D3}7] €8, AlgtEl QMSe] st &210] &
Ao AxdAes = 0 F 3 N AR AERE A

ZHE QMS7E AAg A E shEA el

Lo
o
o
)
Ny
Md
>

-
i3
(0]
o
(03
o
ro
v
g

Class L Is, Im, Ir &J&7]7]°] 3t AgA H7l 2= 19 129 2o

Annex Il & Annex llI
Technical documentation
(including PMS)

Annex XI - Part A

Faswips Limited Production
H Quality Assurance
Annex Il & Annex Il
Class s, Im, Ir  |EEXERILEL > Technical documentation eeoas
(including PMS) H
: Annex IX - Chapter |

Limited QMS

3% 12 Class I / Class Is, Im, Ir 9]&7]7] 484 #H/} 4=
A5 EU MDR Conformity Assessment Options for Medical Devices, Emergo, 2018.
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(4) Class Ila 9 87]7]

Class IIa 5% 987]719 7%, Notified BodyZ &l A 32 A g4 H7}
S FY3td], CE JASAE s 4 v} Class Ta2] A3t H7F= Annex
IX9] Chapter I#} Section 45 w2t ¢4 F2 B3I A"l AAKFull
Quality Assurance System)9} M Z#3lo] A€ E AFY VETAME
AE W= A27F oy = gieto 2 Class 9 Y34l Annex 113
Annex IIIo F-3sle= Ald & 2AME X3 7|swAE 23, Annex
XI, Section 109 w& A FZ A"l AAN(Production  Quality
Assurance) 3¢  Annex XI, Section 109 W& AE A Z(Product

Verification) ¥ A2 % 9tk AxGAE F M A2 F 3 715 39

A 32 AR BrrE AEste, Brhia, CE QA5AME F5soF @rh

Class IIa o]&7]7]o W3 A H7F A== 19 1379 2o

Annex IX -

Chapter | & Section 4
Full QMS and Technical
Documentation for
representative device

without expert review )
p Annex XI - Section 10

Production Quality
Annex Il & Annex llI Assurance
Technical documentation
(including PMS) review for
representative device

Annex XI - Section 18

Product Verification

a9 13 Class Ia 9187]7] A8 7l 4=
A5 EU MDR Conformity Assessment Options for Medical Devices, Emergo, 2018.
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(t}) Class IIb ¢ &7]7]

Class IIb &= =277+ o EFs FolstAY AAs7] f 544 5

ol 7]7lek ol A Y o &rl7], F Jf Fhelagel] EFEA k= 2 9 87
712 v

Class IIb 9871719 49, Annex IX9] Chapter 1%} Section 45 W& <4
22 HZ A" AAHFull Quality Assurance System)2} EE A|3%o ofgh
sitA HEZE A9 7hed 3 7hA s Aotk vk, AlsEe] JheElarg ol whet,
A7t AE 2 AEH o F7F b2k Aol 7t Q) o okES Foldt A Al

As7] 915 BH ) S JmI))E o] ARE AEY Wl ARV AEES X

N

| 2= Aol ud 7ewA AEZE e7dn viAger 9 o wr)vl=

okl % o) shel el egs))nks fl@gel Artn BuEel, AR/ QK
7} 2TAA sow, AEste] duE tEm AFel hANT NETA AR

3k Class IIb 913 7]7]%= Annex Xo| wW& &2 #HAAHType Examination)
£ Annex XI, Part A9l A4t F4 Alx®l AAF = Annex XI, Part Be)

AE AFH A Wt AREA AT F e

Class IIb 95 7]7]e Wit A3t A7 A2 17 149 2o}
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Annex IX - Chapter | &
Section 4
secch Full QMS and Technical

" ' Documentation for every
Clas? IIb active s device with expert review
with drug .

Annex Xl - Part A
o Production Quality
Assurance

administration or :
removal :

Annex X
LIIL Assessment of
Type-Examination

Annex Xl - Part B

BT
Product Verification

Annex IX - Chapter | & Section 4
For Class Ilb implantable* device:
Full QMS and Technical Documentation

be for every device without expert review

For Class lIb non-implantable* device:
Full QMS and Technical Documentation
for representative device without
expert review

Annex Xl - Part A
ot Production Quality
Assurance

Class lIb

.

Annex X
o0, < Assessment of L
Type-Examination

Annex Xl - Part B
Product Verification

cosep

* Except sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips
and connectors

% 14 Class IIb 9 27]7] A34 H7 4=
Zt&: EU MDR Conformity Assessment Options for Medical Devices, Emergo, 2018.
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(2}) Class III 9 & 7]7]

Ol
o

|
(e}
rl
N
N
lo
)
dt
O:

Class 1II & 3 H7F A== Class IIb 9 =717k A

nnex IXe w2 ZAz2E Mg 49 Al

g glo] BE AF dis] 100% 71E+AE HE Jolof gt A HE A

Fojdtti= do]l =t} X3 Notified Body7}F QMS
=

o gk ASAE Tk, 271 AFAE Al

Gl

P
o
[-'N
o
i)
T
ol\
o>
>,
et
e
1%
e
o>

Class HOI 957]7]% wm37bA2  Annex Xo| wWE 32 HAHType
Examination)S Annex XI, Part Ae] AAF £7 A2l AL =+ Annex

XI, Part B A% A5 34 digk ARaA Ad9g & g

Class I o] 7]7]° & A3 H7F A=+ 17 169 2o

Annex IX

Assessment of Full
seceP- QMS and Technical
Documentation for every
device with expert review

: Annex Xl - Part A
Class llI soens goesopn Production Quality

: H Assurance

H H

H Annex X :
S Assessment of seeer
Type-Examination :

Annex Xl - Part B
Product Verification

a8 15 Class I 9 87]7] A H7F A=
Zt%: EU MDR Conformity Assessment Options for Medical Devices, Emergo, 2018.
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(v}) Class A ALYRAG o 5 7]7]

Class A ARG g 727]7)= 98 5] /M F2 ATz, AxAA Y
A7pA o] 713 SFolth 7EEAE FHAE IVDR Annex II 2 Annex

el whel fx8lof &t & d=7F A3

ok Class A B3t AW o8 7]7]o] a4 = Class Is, Im, Ir 2] 57]7]
o} H=AdHA 7|EEA 9 E IS Ao (Annex XI, Part A)StAY, E4 &
A Br)S Ao (Annex IX, Chapter 1)3}7] 93 AgtEl QMSeol| th3l kel
of aqd Tk AxdA= F N T F AN HRAE dEE AEste], Notified
BodyZ#EH QMS7} A dd Aol2 s+ v, CE AFAE 53}

s = =1 1
?}1‘4—_31)

[

Class A A& o5 7710 gt A4 H7F A=+ 17 169 2

Article 17
EU declaration of conformity
Annexes |l and lll
TD review gﬂ__ep,[e_igujgm

,,,,,,,,,,,,,,,

QMS review on QMS review cn
sterile conditions sterile conditions

Annex IX ( Annex Xl

% 16 Class A 98717 A3d H7F 4=
Z+t5: EU IVDR Conformity Assessment Options for Medical Devices, Emergo, 2020.
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(v}) Class B A&zt 95 7]7]

Class B Al e o]m7]7]e e e Td AFd H7F d=vh A3
A ZQ A= Notified BodyE E3l, Annex IXe|] Chapter I ¥ Chapter I
e bd T4 BS Al2F AALE wrofof gt} o], Ve A HUleE AT
B7F R 9 B-d A HUFE S o S H7ESE GSPR, #9188 #e, o
/99 AR, IFU, AR8AF ws B A3 5 Hes £33 PMS A9, 5% =
Z(PMPF) A8 ¢ W&s £

o, Jrte dut V7] a5 9 sy olAe] ¥ 7] 7] (representative devices
per generic device group)ol tajAl e e g )Y

o, A7F Ak (Self-testing) AL 717l AY, & H X

-

i

o
(Near-patient testing) 71719 7 $-9l+ Annex IX2] Section 5.1 wz} A

2 glo] RE 7]7)o] g 7|eRA AE 7R

i

Class B A Q) o5 7]7]el tigh AA B7F d== 28 173 2

~

Full QMS assessment
Annex IX — Section 4.4 to 4.8
TD review on representative
L devices per generic device group

=

Annex IX - Chapters | and Iil l

|
Y

If
’ Annex IX — Section 5.1
Self-testing or ; : l
jent test v device
HearaalGnt ng TD review for every device

18 17 Class B 957]7] AgA A7 A=
Z+t5: EU IVDR Conformity Assessment Options for Medical Devices, Emergo, 2020.
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(A}) Class C A YA G o5 7]7]

Class C & AW 57719 A4 B7F == F /A2 vk ¢
A, Annex X w2 & F2RZ Alxd AAL 55 83 7 o= Class B
o] Bmet fFAretth Akl 7]17] 9 #2p o xldkr) 7)ol gk 7 8 AR
2 Class B9} 5Y3l, Class Co A5, Wb 717]0] tigh @ -Apgo] +
ZFE ek Sukae 7)1719] 9ol Annex IX, Section 5.2¢] wE CA %
EMA Consultation?} Annex IX Section 4.1¢1A] 4.80] w& E& Ao ot

&8 A7 FQ s

1 9ol % Annex Xol WE P2 HAALE AEE F e, ojuol= #F4 A
Akeb Al Annex XI(Section 5 A9])el W& AF FF W

ST wRVIAR o] ARE wE delk: FWd 77]d s =
Annex X¢] Section 3(k)ol we} CA @ EMA Consultationo] 2 & 8pt}3

2

F N2g G

Class C A o g587]7]e gt Ad A7 42+ 19 189 Zth

¥
Self-testing or
near-patient testing

v

Companion
diagnostics

CA or EMA consultatio)

Annex X — Sect ion 3(k) J

29 18 Class C 98717 AgA H7} 4=
A5 EU IVDR Conformity Assessment Options for Medical Devices, Emergo, 2020.
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(o}) Class D A YA & 95 7]7]

Class D o+ A2 857719 A4 H7F d=2+= Class CoF 7+
d3slth. @ Annex IX A2E& A93 Hg Class D 7|7]&= AlF<] 7he| e
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EU IVDR Conformity Assessment Options for Medical Devices, Emergo, 2020.
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Abstract

UK Regulatory Response Strategy
for Korean Medical Device Manufacturers

Using UKCA Marking Scheme Analysis

Koo, Hyunjung
Dept. of Medical Device Engineering & Management
The Graduate School

Yonsei University

The UK medical device market is the sixth largest in the world, where the
demand for medical devices is increasing due to the aging population, which is

expected to lead to a significant increase in sales in the future.

However, in order for Korean medical device manufacturers to enter the UK
medical device market, regulatory requirements, including the UK Conformity
Assessed (UKCA) marking, the UK's own regime introduced after Brexit, must be
understood, as well as the changing requirements of Northern Ireland that remains

without leaving the European Union.
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First, this study examined the regulations and requirements of Great Britain and

Northern Ireland. This confirmed that in order to sell medical devices in Great
Britain, it is necessary to obtain the newly introduced UKCA marking. Since the
UK Medical Device Regulation still follows the existing EU Directive 90/285/EEC
(AIMDD), Directive 93/42/EEC (MDD) and Directive 98/79/EEC (IVDD), most
procedures, including conformity assessment pathways, are the same as CE
marking. However, the UK Medical Device Regulation differs from CE marking
in that it is subject to UK law and therefore must comply with administrative
requirements such as MHRA registration, appointment of a UK Responsible Person
and labelling. Northern Ireland, on the other hand, remains in the European
Union's single market under the Northern Ireland Protocol, so it continues to be
subject to EU CE marking, Regulation 2017/745 (MDR) and Regulation 2017/746
(IVDR).

To understand these changes, this study summarized the key requirements of the
UK medical device market, compared the UKCA marking with the CE marking of

the European Union, thereby identifying the differences between the two regimes.

Moreover, to help medical device manufacturers enter the Great Britain market,
this study suggested a five-step response strategy for obtaining the UKCA
marking. In doing so, the study supported manufacturers to prepare for the new
regulations by strategizing from identifying the need to obtain UKCA marking in

each situation to responding to conformity assessment through securing strategic
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partners and preparing technical documentation.

Finally, this study found that there is still insuffiscient timeframe and resources
for manufacturers to obtain UKCA. Therefore, manufacturers need to familiarize
themselves with the new UKCA marking and the UK's specific requirements to
quickly prepare to respond to the new regulations. They also need to monitor the
UK's new medical device regulations that will be introduced after July 2024 and
proactively respond to the new regulations to ensure that there are no difficulties

in supplying medical devices to the UK market in the future.

Keywords : United Kingdom, Great Britain, Northern Ireland, Medical Device, In Vitro
Diagnostic Medical Devices, UKCA, CE
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