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Part 1: CE Marking Background and Regulations
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Active implantable medical devices (excludes surgical instruments)
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In vitro diagnostic medical devices
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Simple pressure vessels
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agent)

guenseudisindiouansindnailsu (condoms coated with spermicides)

n133tades (‘nsiiladelunasanaaey’)

Companion diagnostics ('in-vitro diagnostics')

mMsifades Aemsnaaeuidadsluvasavaaesfiatiuayunislingnfusioriasndouasd
Uszansnw Tnemsszyiitheiuanzamie liinzandmniunissnm
seideuguniaingiadidadelunasnnnass (Regulation (EU) 2017/746) lawuginseuunis
Fuunvsziavlnidniunsidedosuuazmsenihifiazdedldunisussidumiu aenndad
TPntIB9IUaALAs (notified body)

ngszideuilazinateduldnandiun 26 nguniau w.a. 2565 waziidriaiudguuiny

P2 = el & A = ' P
LAIDINDUNNENUUAITNAATUYNUTUIZUY

(devices made of substances that are systemically absorbed)
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adlald Ineunfgunsalivantiazgnundngsienieuyudiiumelinvseinluldiuiond

HAnAuTiAUIAEY

(Borderline products)
wanfausimuiiendundnsasiiionsguaguamdsdanulidaauinegaeldnseunisiiu
uaiitaduly nandasiauifiveie 1wy waefusion gunsansnsunme 1a3esdiens
wAnSusEdouuafise snaulng uazewnsiaiy Tnshonudiiswiarfuguaseduni
wdnussnnndasasinuisunadidundndusion Wuadosdownmd Tas udaudnsdany

nseunsmiuguanveduly

a < 4

4 = Y (Y a [ ¢ a = LY 1 a0
Andndludanudanulunisdaussianadadueiigndeenisusnwidundienundouig
seaudseima warlndayanedivesdusenauvewdndne Aesurenvinemansineliu

sUsuunsAfiunsuaz Ingussasanadlaliognedniau

https://www.regdesk.co/mhra-guidance-for-products-without-an-intended-medical-

purpose/

TotaAuiATosilanenisunng 2017/745 da1anwin XVI MeSuiendnduanietssgnelinig

ArvAtlugIugAs eallan1an1sunngnnelinsau MOR §emungyialuninivualag MDR

s LY

Ayt Sudandndurindnuaudfvaznaanvaeiiieitesiuaudsafeatunsideu
‘3! v v a Y 6§ o [ '3 e’-::{'!l a 1 r.ﬂ' v o‘d‘ r-:ll [ 1

Fendeiundndaridmiugunsainieansunmdngudngaineg e ingUszasdaunldlyniems
WNNEl mﬁmﬁ’m%mdwﬁagjuamaumesﬁﬁuaLLa Tngwdmunevanueenisiiulusienns

gunsalmIuAu Ae LieauUasady warnisunlesguaimueasgnen

a U e aM 1w ¢ & | I3 o =1
AR Ul ingUssasamenisunmdanansauusesndunguesluil
c A a (% Y a 1 ¢ [ o v o 6
1 ﬂauwﬂLauamamammsﬁlﬂamm LYY ﬂEJLILWlﬂLauaﬂ/llllﬁl@\‘]ﬂ']ﬂU'ﬂ]’]ﬂIUﬁ\‘iEﬂ"\]’mLL‘W‘V]EJ

2 Japisumindngienmenyudiiadsuntginiamans auunindndaeiainaildizns

Y 9
Ugnang
3 NANAUNNIDANSNITE NS URINTILAgN1TRA

1%
Y U Aa CY

4 gunsaifildaniiadetuluiu wu gunsalnseiuduimialviay
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https://www.regdesk.co/mhra-guidance-for-products-without-an-intended-medical-purpose/
https://www.regdesk.co/mhra-guidance-for-products-without-an-intended-medical-purpose/

(XY

5 gunsalflddmsundniialvg (MInvunsesesdn) 1y gunsalidnvunenden1sunsed
waimdntnihanaduas
6 aUnsalfilglun13NIZAUNIIIIUUBIALDINIUNITNITHUMIBAUINRIWAN U3 DAUINRLIWEN

Tl 1w gunsaldmsunisnseduwuuliignsau (non-invasive stimulation)

5189 onq UHAR A W T inungaud oy Tua1ANUIN XV 93 MDR auseldeudavafuy
AznITUIEMsElsUaEnumuLazLilesen1saenad Ineasusengulvi nsdlivnnuing
o <) ! [ v
anudnduegaumnaunalunisundesquainveslssuvy uariusesaiulaenisves

I3 o v a (v} 6 1
yAralafaulduansiuainenan?

https://www.medical-device-regulation.eu/2019/07/10/mdr-article-2-
definitions/#:~:text=(2)%20'accessory%20for%20a,intended%20purpose(s)%200r%20to

¢ a o o A o ¢ . .
UNTULEIUAIMTULATDINBUNNY (accessory for a medical device)
a = ® 1Al = ¢ Y A PR Y] a a ¢ \ |
dwvesdadllaldinosdounng uindnywanelvldsiniuniowounndiameegnslaagig
wilsisenaneised Wislmasosounndiuldmuliagiauanzianzas Midulumuingusyasd

A99laly visawiavnelun1syiaunIensEnngvaasodlsunnduulnunnzaslngn s

gunsalindudmsulduanizyana (custom-made device)
gunsallagividulasianzaudemnuaduatednualdnusvesyanalaynranis Alasu
augInINngiy lagerduauantinidudnvesyaratu Wudnyaznisesnuuuany
agldanusuiiaveuvesyaratunazillidmsunisidiamed Urenelasenidagianie
A 9 v « v |
ielidulunuieulakazanudeinisvesudazynna

ag19lsin gunsalfindnlulSuaunndsdududedldsunisusuusaniadnuiadlingeny
Formuaamevosld wazaunsalfindnduduswaumnnlaenssuisn1sndnnisgnainnssy

Y o 1 1 [ & o o v
suderinnunagliteinlugunsaldmsumsldnuanzynna

https://www.advenamedical.com/news/reusable-surgical-instruments-in-eu-regulation-
7452017/#:~:text=A%20Reusable%20Surgical%20Instrument%20is,be%20reused%20aft

er%20appropriate%20procedures
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iasasllarfnuuulden (Reusable Surgical Instrument)

d' =) o [ [ v « = =2 [3 a I A v v O
wwsesdladunsulalunisnidn fn 190y Laee VA avn NUU 86 Ladl NIVURBUNARTENUUY g

(%
Y a (Y

ldieudadvaunsainldauey wasfigndndalalilindvunldlndndwinauduniseaiy

Y

JUADUTLAUNLEAN WU NIFYINAUALDIAN N15ANTD WaLNISYINAUAATD ANUTDANAUA 2.3

UNA 1 AARWIN VI

https://www.rgmplus.com/blog/ce-marking-under-the-mdr

MDR CE Marking Process

Because obtaining a CE marking for a medical device allows it to be freely traded in the
EEA, the process for ensuring it meets the requirements for patient safety is rigorous. This
is a brief overview of the steps you can expect to take when securing a CE marking for
your device.

N3ITUIUNT

nsldsuaiowung CE dmsuindosienanisunmdvildannsarinstoviendnsasiiuls

agedaszluglsy nszviumsandiunmsiielilasueugntunisldiniasmune CE Wuluiiial

o ¥

fulaladmdndusiduasmudemnmuasiuanuvasndeves] Uiveg1adunna tngyndn

[
[

a150A L IUNTLARULLINIG Al

FILUNTIANAR HUILAT DL DNINITNNE

Al MDR ww3esllenisnisunvdgnituunauansuzanmdss Jsiuwundu 22 Ussan

(YY)

AANUIN 8 (22 classification rules in Annex 8) N133AUsEIANTUATTURY TUTRgUssatAves

=) b4 14 o o U

winadotulundn eddgyfedesiinfmdidaaiuresnieiontinisunngasouaquil

Y

(% '
v 4:1

waluladeanunsiudwenduls iudunsuiidiAn esannisinussinnias esiloazd

'
va aa 1

%@ﬁ?‘ﬁ‘u@LLaSLﬁu‘l/l’Nﬂ’]ﬁ@‘léﬂJGW]SJﬂ’l’]iJLQW’]%“UENLLG]ﬁ%‘Ui%Lﬂ‘V]

MvuayAravSURAYeUNTURURMUTaI MU

a

HARNNIIETYIINITRAIAAS Bl anIaN T luannnglsudaamnuafiyanaisuinvou

ey

nsufURmudeinun aunmvualiluiing 15 (Article 15) lu MDR unumvesyanail fie
insasivaeulindlalindndusiaonndasiun1sdanisseuuaunIn Sy enaIsnIwnaln

UuRmunsgrniulunisihszimainisume waedavhsenuniueiudindy
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A Yo Y ¢ v = = = a = A &
Uﬁﬂamlﬂi‘UﬁJ@‘UWﬂJqﬂm@ﬂmﬂﬁ%aUﬂ’]ﬁﬁu@WUﬂaizLUﬁJ‘U %Qﬂuqﬂﬂﬂq%ﬂqiﬂﬂwqmL‘U‘U‘V]'Nﬂ']{lu

[N
a

g19INeImansniaeIves lneliussaunsalinettesiunsesliauwnndedeoy 1 U wse
Uszaunsalaseieniunsosonansunvdiiedtes 4 U lunsalvesypnaniussaunisali

NETBItY AABANITUTEUUNSINNITAMN YT NG St deudmTuLATailananIsunng

ALTIUNNTMNTTUUNTIANTAAN

- v A Y a A A 4 o s o o v a va
dielvldlasomng CE drdnaIosdionanisunmduasdnnaisieasiddgydeslfifiniu EN
IS0 13485 Faluninsgrunsinnisaunmisensulaeniieuilasuni1sanuds (notified

body) Melél MDR uazfesmaegnissusesmntiielidulunudaimue

LS EUTNNANYLDDTANNTUNITHIIVEADU
FNNANULDDIADUMTIUNFUA NS UNNTN a0V AU AARINELD IneNNUIoanw e bl lALa
Wouarmun Welikulatnduluaiy MDR FaA5taSoudnna8Le9s lilagvinn1snsi9aou

aediessynazinluyndou

WIENLENAIITNINATIA (TECHNICAL DOCUMENTATION)

MDR anauwan |, I wae Il wusliiionansmanade s

- doyadumeesgunial sawdeinguszasd/msldoudidlaly uasndnnsvesisnne/nis
WU

- nwuvesgUnsaljuRouvthuar fuiind oy

- FarmundiuniutasndawarUsedns aaniialy (General safety and performance
requirements, GSPR) kagnanguaiuayuy

- Mslaneianandsy/malselevd

ldnasdanisainud seuaznisiasigsianud se/mauselevd (nsUfUAniu IS0
14971:2019)

- S1EUNTIUADY (verification) wazn1svnaeunslulavesisn1svagea (validation)

- BHUkAEIIBUNTUTIIUNNeAGTNn (CEP/CER)

- WNUN9EN5EIIMaIN15918 (Post-market surveillance plan, PMS)

- BHUAARIUNANNAZTENNAINITUY (Post-market clinical follow-up plan, PMCF)
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- dUwan1sinaan sudanskuzilumslidaukagnmsinuming

- YoyanIswan

- MUsENIAAINEDRARDY (Declaration of conformity)

- Widmamaiiadeadulunudefmuadunsguassuy fidudsdhdyfedomsaaouliuule
1 wdnsasiilauifnsudeiiun douflvrdsudmunenuilldnsanuds fazduenadea
TAnALEE

Lwiqé?qﬁumuﬁlﬁ%’uaucym (authorized representative)
dmiuiudnililFogluanamglsy dunuiildveygnazdesldsuiademune CE uiof
o091 EC REP sirsauilfosisegluanaimglsy wagvimiildunihefasondnsgniig
Jrdn misanuildsuanuds uasmhsnufiisnesefuusae deyaindedmiudunud
#¥uouneilfowuanseguuaain IFU wieussasfas waemnsnumzdourosiian dunud

lpsuoynyn wazdindnasdunneeusdeudeniu

daenansiiislimieanudnsisdeu

LONANTNILNATALAL TTUUNITIANITANAIN Foslasunsnsrvdeuanmne Ui lF UL
(notified body) iensasraaaulndniamada Lﬂumsmumsﬁ%gﬂmaaaauasmLsi’fmm
wazdsnaulrunlalaiiu 3 seu %amiﬁﬂLﬁamim’maauLwiaziauﬁﬁﬂﬁffﬁmqﬂ wazldulian
110 Fuiaoaniomenanslidamnugndeunniigatudnsiurensivaetluaiausn o
#sunsons@ ndndueiiuagldsunisiuses CE Marking vesglsy Faffonggeanvind dudn
g3150:

- WIBNUITNIARINEDAARDY (declaration of conformity)

_ AopSesviuny CE

- awmﬁauméaqﬁauamzqLﬂ%@ﬁ@LﬂWﬁz (unique device identifier, UDI) 11 EUDAMED

~ $hwnadeamng CE

- sdnwne3emiing CE Wunsadeunnmhefildfuanudsaiaus wasnsnuenasnig
wadalidulusudaiivuen nsadunisusydunierddn nsiihsetamdanisune (PMS)

LALAINTIURARIUNANIPATNUAINISUE (PMCF) LiaSne1lususad
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Part 2: EU MDR Structure

https://www.legislation.gov.uk/eur/2017/745/contents

CHAPTER | 99UAagA131nA1Y

SCOPE AND DEFINITIONS

Article 1. Bosuazvauias (Subject matter and scope)

Article 2. A1971AAU (Definitions)

Article 3. mMsuAluAdnAnANUIsUsEN1S (Amendment of certain definitions)

Article 4. ﬁmuzmiﬁﬂﬁuaLLaﬂJaﬂmﬁmﬁmeﬁ (Regulatory status of products)

CHAPTER Il n153193mihglunaauazirluldenu sseyniuvesisznaunis nsmiu
SPUIUNTS IASeamang CE nsindeudneagnaed

MAKING AVAILABLE ON THE MARKET AND PUTTING INTO SERVICE OF DEVICES,
OBLIGATIONS OF ECONOMIC OPERATORS, REPROCESSING, CE MARKING, FREE
MOVEMENT

Article 5. M3ma1akazliuinig (Placing on the market and putting into service)
Article 6. NM1391813lna (Distance sales)

Article 7. n13599:58u (Claims)

Article 8. msldunasguiiaenndosiu (Use of harmonised standards)

Article 9. %’aﬁmum‘ﬁugm (Common specifications)

Article 10. m'izgﬂﬁuﬂl’ﬂﬂéuaq;:imﬁm (General obligations of manufacturers)

Article 11. ﬂLL%UﬁIﬁ%’U@J@Ué’WW (Authorised representative)

Article 12. ﬂﬂiLﬂﬁauLLﬂaaﬂLLmuﬁlé’%’Umauﬁmw oChange of authorised representative)
Article 13. m'izr;gﬂﬁuﬂl’ﬂﬂéuaa;:i 111 (General obligations of importers)
Article 14. msz@nﬁuﬂ"ﬂﬂ%aaﬂﬁmﬁmﬁw (General obligations of distributors)

o

Article 15. g3uRavaulunisugufniungseideu (Person responsible for regulatory

compliance)

[

Article 16. n3dlfinseyniuvesEnaniinegiindn §indnvute viseunnadu (Cases in which

obligations of manufacturers apply to importers, distributors or other persons)


https://www.legislation.gov.uk/eur/2017/745/contents

Article 17. wdpsilouuuldadaiieanaznsniunsyuaums (Single-use devices and their
reprocessing)

Article 18. Tasuaniuaztoyanisgnae dmiuiiheildiniesdloviegunsalilaiion
(Implant card and information to be supplied to the patient with an implanted device)
Article 19. n1sUsEnIARLARARRBvasanANglsU (EU declaration of conformity)
Article 20. ey CE dmsunuaannded (CE marking of conformity)

Article 21. Lﬂ%aﬁaé{”m%’ui’mqﬂizawﬁﬁLms} (Devices for special purposes)

Article 22. qusUULLaz%umu (Systems and procedure packs)

Article 23. Fuduuazanusznou (Parts and componentsX

Article 24. nMswP@pudneaenuas (Free movement)

CHAPTER Ill N353y uazn19ns2aaaudaundureains osile nsamzidouinisadouas
Fuszneuns asuanuUasndsuazyssavsaimmaenain grudeyaglsuifeaduiniesden
NTUNNE

IDENTIFICATION AND TRACEABILITY OF DEVICES, REGISTRATION OF DEVICES AND OF
ECONOMIC OPERATORS, SUMMARY OF SAFETY AND CLINICAL PERFORMANCE,
EUROPEAN DATABASE ON MEDICAL DEVICES

Article 25. n13seuinuneluvislgauniu (dentification within the supply chain)

Article 26. fndiiannzipdosiionianisunmd (Medical devices nomenclature)

Article 27. izUUiquﬂ%aﬁaLaww (Unique Device Identification system)

Article 28. 1udaya UDI (UDI database)

Article 29. nsaaneideua3asile (Registration of devices)

Article 30. ﬁ%‘U‘USLéﬂ%iaﬁﬂﬁﬁ’m%umisﬁuﬂzLﬁﬂuﬁﬂi%ﬂ@Uﬂﬁ (Electronic system for
registration of economic operators)

Article 31. ma%umﬁau@mém MUNUANE1UNY WAzl (Registration of manufacturers,
authorised representatives and importers)

Article 32. asUanuUaenisuaznan1enain (Summary of safety and clinical
performance)

Article 33. gm%uﬂaLﬂ%@ﬂﬁaLLW%EﬁﬂquIﬁJ (European database on medical devices)

Article 34. n7ives Eudamed (Functionality of Eudamed)
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CHAPTER IV vithaauiiléunisanuds

NOTIFIED BODIES

Article 35. winfisuRawaUdmSUmisnuiianuds (Authorities responsible for notified
bodies)

Article 36. FofvumAefuniienuanuds (Requirements relating to notified bodies)
Article 37. USEMNNULAEANTIUWILYI (Subsidiaries and subcontracting)

Article 38. n13RT1AUsTIUAINABAARBILALNUIBUATIIUTEIEY (Application by
conformity assessment bodies for designation)

Article 39. M3n57aUsTiuNSBuRve (Assessment of the application)

Article 40. miaii‘m;:JLG?iaaﬂjﬂzyLﬁaiamUizLﬁuﬁﬁﬁua (Nomination of experts for joint
assessment of applications for notification)

Article 41. ToMuUUAAIUAIY (Language requirements)

Article 42. SunsunisimuakasMsLSLiou (Designation and notification procedure)
Article 43. MansiavUszsfuarsedominenuanuis (dentification number and list of
notified bodies)

Article 44. M3ATI9dBULATUSEEILTIMNENUYIMIBILIALE S (Monitoring and re-
assessment of notified bodies)

Article 45. ‘VI‘U‘VI’JUﬂ’ﬁ‘UigLﬁUL@ﬂﬁ’ﬁmﬂ‘aﬂLLagL@ﬂﬁ’]iﬂ?iﬂi%Lﬁu%ﬂﬁﬂaaﬂﬂaﬂﬁﬂﬁﬂﬁ]mﬁﬂ
(Review of notified body assessment of technical documentation and clinical
evaluation documentation)

Article 46. mMasuudasimuanisuaznisudafiou (Changes to designations and
notifications)

Article 47. N13ANAIUAIINAINITAVDINUIBIIUIALDY (Challenge to the competence of

notified bodies)

Article 48. NSNUMIUBUULNESIIILAL AN UAEUUSEAUNTATENINNUIENUNSURATD UV

NUIBIIUIAL (Peer review and exchange of experience between authorities
responsible for notified bodies)
Article 49. NM5UTEAIUIIUTINUIBIIUIALIY (Coordination of notified bodies)

Article 50. ﬂamsmmg’mmﬁiimﬁw (List of standard fees)
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CHAPTER V n3dnusginniazn1susziiiumuaanades

CLASSIFICATION AND CONFORMITY ASSESSMENT

SECTION 1 n1sa9sunyszian (Classification)

Article 51. nM3suunUszinnvadaioile (Classification of devices)

SECTION 2 nmsUsziliunuaenndes (Conformity assessment)

Article 52. %’umaumiﬂimﬁummaamé’m (Conformity assessment procedures)

Article 53. ﬂ?ifl?i’.lﬂil’msll@ﬂﬁulﬂlEN'TU"W]LL%QI‘IJ%HG\E]UﬂWiUi%LEIUWJ']EJEIE]@@&BQ (Involvement
of notified bodies in conformity assessment procedures)

Article 54. %y’umaumﬂﬁﬁm?ﬂmmsﬂizL:ﬁuwamﬂﬂﬁﬁﬂﬁm%qﬂﬂidﬂma Il wag Aand lib
U9UTELAN (Clinical evaluation consultation procedure for certain class Ill and class llb
devices)

Article 55. ﬂalﬂﬁm%‘umsﬁmmmﬂﬁﬂi%Lﬁuﬂaﬁuaaﬂﬂﬁaﬂmaﬂ’qilﬂ'iajﬂma Il wazAand llb
UNUTEN (Mechanism for scrutiny of conformity assessments of certain class Ill and
class llb devices)

Article 56. Tususasmuaanmasd (Certificates of conformity)

Article 57. szuudiannseinvesmulsnuanudsiazlususesmnuaenndos (Electronic
system on notified bodies and on certificates of conformity)

Article 58. nswdsuuladineataslavewmiieuanuds (Voluntary change of notified
body)

Article 59. MsendnsufouundiuwestunaunsUsuifiumudenades (Derogation from
the conformity assessment procedures)

Article 60. ¥l9d@p3UTDINNSVY (Certificate of free sale)

CHAPTER VI n13Usgtiun19matntazn1snsiadaun1enain

CLINICAL EVALUATION AND CLINICAL INVESTIGATIONS

Article 61. M135UsELIUN19AANN (Clinical evaluation)

Article 62. Faruupihluiisatunmsnsedeunisnadniisiunmsiiiowaninnuaenndeswes
wSasile (General requirements regarding clinical investigations conducted to
demonstrate conformity of devices)

Article 63. k39AUEULBY (Informed consent)
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Article 64. M3nsraaounsaddinluidefioguenivileanuaana (Clinical investigations
on incapacitated subjects)

Article 65. M3nT9doUNIAGTnAEIAULLeT (Clinical investigations on minors)

Article 66. MInTIIEDUNIAATINALITUART AT V3 lifuLyms (Clinical investigations on
pregnant or breastfeeding women)

Article 67. uasmssiudnlusziuusyma (Additional national measures)

Article 68. nM13nTIvaRUNIAGNNTUADIUNTAlaNIAY (Clinical investigations in emergency
situations)

Article 69. N13UALIBANULEEY (Damage compensation)

Article 70. nsasiasifien1snsradeunnemddn (Application for clinical investisations)
Article 71. M3Uszllulaesgaun@n (Assessment by Member States)

Article 72. 13 HUNTITATIEDUNIAGHEN (Conduct of a clinical investigation)

Article 73. szuudlannsefndlunisnsiadeunieadin (Electronic system on clinical
investigations)

Article 74. M3nsRaeUNIRATnAIt S ealefifiiadaamane CE (Clinical investigations
regarding devices bearing the CE marking)

Article 75. mssaulasdAglunsivaaunisndin (Substantial modifications to clinical

investigations)

Article 76. 1nasnisunlenaidunislaeszandnuaznisuanilfsuteyaseninaUsemaaundn

(Corrective measures to be taken by Member States and information exchange
between Member States)

Article 77. doyanndatiuayuiiiogfinisnsiaaeumenatin vielunsaififimsngeadinsivie
qﬁﬂlauﬁmum (Information from the sponsor at the end of a clinical investigation or in
the event of a temporary halt or early termination)

Article 78. SuneunsUsziiusiudmiunsnnaeuneeailn (Coordinated assessment
procedure for clinical investigations)

Article 79. msnumutunounsUsHiusay (Review of coordinated assessment

procedure)
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Article 80. ﬂﬁiﬁuﬁﬂLLaZﬂ’]ii’]EJﬂTum&{]ﬂ’]iaﬂﬂjﬁx‘lﬂisﬁﬂﬁﬁLﬁﬂsﬁu%ﬁ’j’]ﬂmi@ﬁ’lﬁ]ﬁ@U%’N
Aaln (Recording and reporting of adverse events that occur during clinical
investigations)

Article 81. N13ALHUNTAIULINTIAITUA (Implementing acts)

Article 82. Fofvunieafunisnsinaeunisnafindus (Requirements regarding other

clinical investigations)

CHAPTER VIl n13a0ndasnain1ss 151921 wagn13asi9nsInann

POST-MARKET SURVEILLANCE, VIGILANCE AND MARKET SURVEILLANCE

SECTION 1 n13dandaenaani1suie (Post-market surveillance)

Article 83. szuulhseIamaIn1sMeveeENan (Post-market surveillance system of the
manufacturer)

Article 84. uHuUNTADAADINAINTITVUIE (Post-market surveillance plan)

Article 85. 51891UN5LEN52 TS5V (Post-market surveillance report)

Article 86. Tne9udnLANANYaBANY (Periodic safety update report)

SECTION 2 n3té53 (Vigilance)

Article 87. NM331891UmAN1SAINBLSMATN1sALTUNsuAluAuUasnsde (Reporting of
serious incidents and field safety corrective actions)

Article 88. n1331897UKUALIN (Trend reporting)

Article 89. MylATwAmsNTalgLTmaznsAliunsuiluauasnsie (Analysis of
serious incidents and field safety corrective actions)

Article 90. m'ﬁl,ﬂﬁwﬁ*ﬁa;ﬂamilﬂﬁziﬂ (Analysis of vigilance data)

Article 91. n13ALHIUNITAINLINTIAITUA (Implementing acts)

Article 92. ssuuBliaansefindinmemsidseTaagnaiseTmainisune (Electronic
system on vigilance and on post-market surveillance)

SECTION 3 n15m533M310a18 (Market surveillance)

Article 93. AanssULRNSETIRa1m (Market surveillance activities)
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Article 94. M3Uszdiuedasiiofiasdeidaudssivensuldldvionishidulunmudarnue
’31461 (Evaluation of devices suspected of presenting an unacceptable risk or other non-
compliance)

Article 95. Fuppunisianistundesdiofiimudssegunmuazenutasafefiveusu
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Part 3: Risk Classification and Conformity Assessment procedure
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Part 4: Supply chain control and QMS requirements

https://www.raps.org/news-and-articles/news-articles/2020/2/economic-operators-roles-

and-obligations-under-eu

Economic Operators (EO)
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Part 5: EUDAMED and Unique Device Identification (UDI)

https.//www.medical-device-regulation.eu/eudamed-documents/

EUDAMED Jugudayavesalsuiieaduiniodionianisunwd dnguszasdmoifiowduasnenis
e iamanwarmnuluselavaunsasilownmng Auauliknrilgnuseaulsemanilouianie

nsindsdaya

https://www.europe-it-consulting.ch/index.php/udi-eudamed-overview/?lang=en
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NANTEMUYEs UDI siefnania3esiionisunms

Tumsnaadesilownngsminglunanglsy visniaiesiloazdesfoRnussiloudetsiy
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Data Dictionary Fields

MeSunevesvauazinudoyatlflunsuynsudeya

Entities

Us¥neun13518ms Entities Tuszuu MDR EUDAMED #iiieadesiunszuaunisuaniasudeya
dmiulugadiodune AeSuieves Entities waznginaueinisgsnafiveduldlussfuveausay
Entities

DD Basic UDI

Uszneudeidssiamuniliendesiu Basic UDI main Entity was Entities 5w fiiieadoetu
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DD SS(O)P

Sesremuaiiieatesiu Entities TiAeatosiunisdanis SSOP (Masilunisdanisdeaansa
MlAlANIBNUIALL)

DD UDI-DI

UsznouseiSesianundiieadesiu Entities wénwes UDI waz Entities Suq fiiieadesiu UDI
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LA
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Basic UDI d13Uszuuwsa Procedure Pack #iléisun1sdnnis/ldsunansenuain System vie
Procedure Pack Producer (PR)

DD UDI-DI_SPP
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duaSunisuszanunuserInlsemaaundneinag Tuanameglsy

EUDAMED agUsenausignnluga (module) Migndasiu: nMsdungilouvesdiiieites n1s
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https://ec.europa.eu/tools/eudamed/#/screen/home
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Surveillance AdsagluseninansimLILazIzeoniloseuy EUDAMED Manua (5905999 6
Tuga) Wsumsusemedvinanuldegisauysal
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Actor role
abbreviation

BERS 000000001

Country 1ISO2 code 9 digits

https://www.europe-it-consulting.ch/index.php/eudamed-structure/?lang=en
1. Module ACT - Actor Registration
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AauATUN 1 §unau 2020 Yoyarildruladnudenmuandunegiiouly EUDAMED duiUnixe

soas1sazluduled EUDAMED

2. Modul UDI - mssgyiiasileianiz (Unique Device Identification)
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HARAnuaIvITY Ty BASIC UDIDI a@ynsad UDIDI lavanewuy weilumiendurdy UDIDI gn

MUUAANU BASIC UDI-DI T95718015: VN1
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6. Module MSU — n15015398an1u#ma1e (Market Surveillance)
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Part 6: Technical Documentation

https://www.medical-device-regulation.eu/2019/07/25/annex-ii/
ANNEX I

LBNAIINNALA (Technical documentation)
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1. MaSunLKAzUoyad N IEYaATRED TIUTTULALIATENBLESUANY

DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING VARIANTS AND ACCESSORIES

1.1. AeSunguaztayadlnizvaunIeile

(n) nanfTvIeTenINIsAkarAesUIEMllvedesels TudvingUssasduazglonadlaly

(b) UDI-DI madignsdisluadu C vean1anwan Vi (Part C of Annex VI) lngguansasssyiasaile
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(f) seauaudsIvanATaslanazmanalun1sIunUTENg TlEaunIaNwIn VIl
(9) AeduvesraaNTAlulag
(h) AeSuereATRIoLESY ATRINDDUY wavKAnAnIdU Y NHYAUsvasRioldlusudu
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1n3093e
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1.2. gedsdnasallagunountinazIunade iy
(a) MwsimveanIasileguney viseuneumtiindalnednanT1eRAeItY (Mnd)

(b) nMmTinveesesileniameiunseyluanamvsenanisUsemaniiinIesiloninanieg

2. YoyaiiNanfadari

INFORMATION TO BE SUPPLIED BY THE MANUFACTURER

YaUoya

A A v o« A A 1 YR = v ¢
— AAINUULATBINBLATUUUTIVN U vDUATBID LU UTIRNUINUIEIRET UTTANU9IUY
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gousululssmAanIninninasuneAsosle

— Awuzihnsldnulumuinanndngeusu ssyanunimiiensosle

3. %@Hﬁﬂ’]i@@ﬂLLUULLﬁ%ﬂ’ﬁNﬁm

DESIGN AND MANUFACTURING INFORMATION

(n) YeyaiiialiinlafsduneuniseaniuuinIadile
(b) Toyauazdon1vun $3U0INTEUIUNTTNAALAENIIATIR@aUAULTLA (validation)
duUsEnouEsy N13RTIaRRRINeE 1 RBLIRY Lagn INaaeUNARSMId 1S Toyarianun

gApeTInagluenalsmamaila (technical documentation) eg13ATUNIY
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() S¥UANUNAVDIHINAIFUAT (suppliers) Wagh TULMNNYI (sub-contractors) SIUDIEDIUN

]

YINANTTUNITDONLUUAZNITNER

4. YanuaaIuANuUasnnswazUsEansnnialy

GENERAL SAFETY AND PERFORMANCE REQUIREMENTS

nansusEnauneliteyanisasansu iR utefruasiuauUasnduuarUssdnsain
falufidmualilunianuan 1 (Annex ) ldduindosielneddsdeinguazasdiinstaly uas
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(a) Torimuasuaaasafouazyseansnmmluildtuedosde wazsdesueinmaladalsl
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documentation) (§13)

5. ANFIATIEANAUTELVU-AULELD LAENITIANITAIULAES

BENEFIT-RISK ANALYSIS AND RISK MANAGEMENT

Laﬂaﬁ%é’aqﬁ%'mgatﬁ'mﬁu

(a) MFiezmudssasnalsslovifionsddludind 1 was 8 vesmanuIn 1 (Sections 1
and 8 of Annex |)

(b) wuaudlufitianld wasnavesnisudmsaudss fsnedddudiud 3 vesn1Aruan |

(Section 3 of Annex )
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6. MINIUABULALNIATITABUAIINYNABINGN 0w

PRODUCT VERIFICATION AND VALIDATION

LONE15UTENBUILADITNALATNITILATIZUT 1A EYTDINITNAADULN BN1TNIUFBULAENNT
MTIVFBUAINYNADY (verifications and validation) Mivide wag/v3ensAnwIALduNsLiie
LERIAINNABAARDIVDILATBINDAUTDAITUA LaLlaelaNIERg 19BN nuAnuANLUaDn Y

wazUszansnnyluineIves

6.1. Toyaneundtinuarvayaniin

Pre-clinical and clinical data
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MTIAABUANNYNADY (validation) Wagnsnageu (testing) fudunsanssaeddusdng (in-
house) v30luANTIFLINRBNATIVRW LY NouUMTUAMEUAT FINAINITIMNUAAIEISALITAY
wazszuvUfURnisssyliludeyandnsilnegudn (mavilé)

— AUAYET (stability) $9UE9018N159199mNE (shelf life) usn)

— UsganSnnuazanulannny
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o w

uaglisvavideadeyaineifumsuufnnude 13.1 n3e 13.2., AMu@16U Y0I0ANWIN |,
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INSTRUCTIONS FOR USE AND MEDICAL DEVICES
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ANNEX Il
PAFEISNINNARANYINUNITHHNTEIMAINITVY

Technical documentation on post-market surveillance

nasnanadangiunsE sy I mainsneNgnans1@ununng 83 89 86 (Articles 83
to 86) Aosdnausludnwuzidaiau dssdou Aumladeuaslinquiaie wasdesauds

asrusznauiasuie i lunanwintlaeniy

1.1, HUNISHENTEIMRINITVIIATNTUANULINST 84 (Article 84)
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(a) WHUNIFATIRANIUVRINITVIHILAINA1ININTTIVUTINRaENT Yoy aniled laglane
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v N ) I3 = v o a 1Y)
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— nIgUIUMSBsnLag ssutlunITIuTteyala g nensdddude (a) nTEUiunsuuILseY
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% ‘N'd o 1
AuniIvdne

aal Ao a a A v A e
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a . . . o = Ay = | P
\@e9 (benefit- risk analysis) LagN159AN1TANNLELS AUAB9DIUEIUN 3 vpInIANUIN 1

(Section 3 of Annex )
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— ABMINInTIvdUTasaTsULaYIATISUNLUTE AV A LAz gaN dusulszauniTal
Aenfunaafisiusadlunpauy

— Bmuazluslaeoalunisiamamgnisaifoglunenuwunliy aidvualiluinng 8s
(Article 88) 7udv3Ensuazluslnpeatisldiiefiutoddynisadnifeatuainudvieniny
JULSIVBANANITOL FABAIUTLHLIAINITALNA

a a

— 38nnsuarluslanealunisdeansedaiusz@nsam somuassugds1una (competent
authorities) 11384113034 (notified bodies) HANTUNTNAATEFAA (economic operators)
wagh LY (users)

— 51@5&506??14@aumSUﬁﬁ’amwﬁaQﬂﬁuﬁuaaﬁwﬁmﬁssq?ﬂummw 83, 84 way 86 (Articles 83,
84 and 86)

— dupeuiidussuulunsszyuasmauinesmasiiunisudlefivnzay

— \nseailofifisrAvBnnlumsinmunazszyedesilofienadniudosinisudly

— UNU PMCF aufignsiidludiu B 18an1AnwIN XIV (Part B of Annex XIV) %30 LunHad

mmqﬁ' PMCF 14laila

1.2. PSUR 7191989luu1m51 86 (Article 86) kars1ga UNITASITRAMIUNEINITUIY ND19D9 b

171751 85 (Article 85)
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https.//www.medical-device-regulation.eu/category/z-annex-i-general-safety-and-

performance-requirements-chapter-1-general-

requirements/#:~:text=ANNEX%201%20%E2%80%93%20General%20safety%20and%20

performance%20requirements&text=1.,suitable%20for%20their%20intended%20purpos

e.
ANNEX | - 9an1uuasiualnddasanetazussansainniiy

General safety and performance requirements

Jonmuanaly
General requirements

'
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anudesfigensuldmndsziiuiiouiunatselovivesvas nmsundesguam wazaam
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Part 8: Risk Management/ Benefit-Risk

https://www.mantrasystems.co.uk/eu-mdr-compliance/risk-
management#:~:text=Risk%20Management%20is%20a%20direct,specified%20in%20An
nex%2011%20MDR.&text=Article%2010%20MDR%20requires%20all,a%20system%20for%
20Risk%20Management.
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If any of the above situations occurs, the manufacturer needs to take action. This is the
fourth step. The required actions are described in more detail in the third edition of the
standard. The manufacturer must review the risk management file for the medical device
and determine if any new risk needs to be assessed or any previously estimated risk
needs to be assessed again, and if it is necessary to implement additional risk control
measures. Actions regarding medical devices already on the market may be required as
well. The manufacturer must also evaluate the impact on the risk management activities

that were previously performed. This evaluation can provide valuable input for top

management when they review the suitability of the risk management process.
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Clinical evaluation and post-market clinical follow-up
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Part 10: PMS/PMCF Vigilance System

https.//www.mantrasystems.co.uk/eu-mdr-compliance/post-market-surveillance-pms
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UolduBLUL LAz UaTDI38U (Feedback and complaints)
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https://www.mantrasystems.co.uk/eu-mdr-compliance/post-market-clinical-follow-up-
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Part 11: EU Declaration of Conformity

https://europa.eu/youreurope/business/product-requirements/compliance/technical-

documentation-conformity/index_en.htm

EU Declaration of Conformity (DoC

We

Company name: Name of manufacturer or authorised representative
Postal address: Any strest

Postcode: Postcode

City: Any City

Telephone number: Telephone number

E-Mail address: E-Mail @anyway.com

declare that the DoC is issued under our sole responsibility and belongs to the following product:

Apparatus model/Product: Apparatus
Type: Type or
Batch: Batch or
Serial number: Serial number

Object of the declaration (identification of apparatus allowing traceability; it may include a colour image of sufficient

clarity where necessary for the identification of the apparatus):

Identification of the apparatus

The object of the declaration described above is in conformity with the rel Union

EMC Directive 2014/30/EU
e.g. Low Voltage Directive (LVD) 2014/35/EU

d dards and technical specifications have been applied:

The following har

Title, Date of standard/specification:
e.g. EN 55014, aregearg + A1:2009 + A2:2011

Notified body (where applicable): 4 digit notified body number:

Name of notified body 1234
Reference number of the certificate of notified body
Additional information:

Additional information

Signed for and on behalf of:
Place of issue yyyy-mm-dd

Place of issue Date of issue Name, function, signature

Example of EU declaration of conformity (DoC) adopted by EMC ADCO (2) [Compatibility Mode] - Word
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https://europa.eu/youreurope/business/product-requirements/compliance/technical-documentation-conformity/index_en.htm
https://europa.eu/youreurope/business/product-requirements/compliance/technical-documentation-conformity/index_en.htm
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6. ﬂﬂiﬁﬂﬁ@flﬁamMigﬁuﬁaamﬂﬁaﬂﬁuﬁﬁmi’f@& (relevant harmonised standards) #l4w3e
M3819dsdadarruafiiedesiunsusenisaudenndas
7. mgeuiilaSuanuda (notified body) (11ndl) ... (Fo, vunotav)... sudunis .. (Fesuie
YoIn1sHdIUTM). wazeanluiuTes
8. deyaufianiiv:
aswnuagluuuves:
(@ouiinazTuiieen)

(@9, MENN)@IUIN)

nasnamallalideyaiNelfunIseankuy NSNER agn1IMNUYDINEATUI LAzl

seazideanuanandulunisuansliiuindnsunnasneaasiutoniruanvauly

wnnsalduudn Inguivegrsidesuifmulensdmiendadusioandaain Gwesijun
fatl

wigalenarsmamaiianeunwindusieangnain asraaeuliwiladnenarsmanaiaiy

b4 o U ¥ Y a v . Yy IS b o aa
wiaudwiulmthihseiswain (market surveillance authorities) (Mnfinseuag) fiuiv
a o ¢ ' D a vy g = v ada v ! > '
Handasioangnatn WiAuenasmanadaliduian 10 Y9 Jundudieendnain (Juus
Y ! « 1 o
w3yl iiluegvduagretnian)
wnasnamaiiadanudnlulunisiigalimdadusinswudeimuandndu duiudadunis
Tvsnauazatvayunisusenianugenndesvesannmelsy daduienaisdidglunisve

AN55US09RALAIDIMUNE CE NUNARNAT

101



LUINIINIFILDNEITNINATIA

=

Joyanisnediluenaisniumaila

A A oA v AV Yo °
YouasNey vsevesunuilasuneudIu
ADBUNLEUS VOIWARAUN

NITLYRARNAN LU MUBLATSEATDINENTN

a =

DLATNDYVBIANTUNMLNYIVDINUNITDBNWUUBALNSHNARNAN N

Y

=)

YoWazNogURIMUILNUNLASUIALIT NN UN1TUTLIUAUADAARDIVDINARN TN

Y

¥ 2
IS) U

AMAuasuesduneunsUsEiummaonadeliUFTRnY
n1sUsENIARILARARDIYRIEATNELTY
annlarAILuLINSITY

Mo futedduiiistes
miizqmmgmwmmﬁﬂﬁﬁ

S18N5TUEY

NaN1INAdDU

nAnsesEInsauandliiuIdun1e vasenasgninfiusaziigeineiilanaseddls

HAREINTAERNANWIAIRRINSMSsNena1TanaTale agalsiniy mheawdiseTeann

eXp ey

(surveillance authorities) @1aveliUatenasnianaila vistdusgivusemaluanainglsua

Uwdndndioangnain mﬂlﬁ%’umi%’awaﬁmammmmﬁmLm%aﬂ,ugﬂLLUU@Lﬁﬂmaﬁﬂfﬂﬁ

ANSUTELIUALLEBS (Risk assessment)

' '
v a =

wanfinthnsuiaseulunmsszyanudssildulilanmuniindasdusienansliiin wasimun

[
¥ I

afuaNILdunAeITo nyiasiildessiuegluienarsmanaiia uenaini Anindas
=1
9

Qe e

a aa [ (Y ‘:l' Ql' = 1% I 1 a [ ¢ & £ o
93UNYITNITINNTITINUAIINLAUINTSY Wolwuuladwand QJGVILUUIUG]WM‘UQHW%UW

FOEaLY U Iﬂai%’uﬁmigwuﬁaaﬂﬂé’aq (by applying harmonised standards)

102



ﬁﬁﬂismﬂmmaa@ﬂﬁaamaﬂawﬂﬁwqiiﬂ (An EU declaration of conformity, DoC) \Uutenans
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